Anexal

Lista medicamentelor autorizate prin procedura nationala si a cererilor de
autorizatie de punere pe piata



Anexa IA. Medicamente pentru care se recomanda mentinerea autorizatiilor de punere pe piata si cereri de autorizatie de punere pe piata
pentru care a fost stabilita bioechivalenta cu medicamentul de referinta autorizat in UE

Statul Detinatorul
autorizatiei de - Denumirea Concentrati | Forma Calea de
membru al Solicitantul . . DCI i P
SEE punere pe medicamentului a farmaceutica administrare
piata
. . Sunitinib Bluefish 12,5 mg S - v
Austria Bluefish Hartkapseln sunitinib 12,5 mg capsule administrare orala
Austria Bluefish sunitinib Bluefish 25 mg sunitinib 25 mg capsule administrare orald
Hartkapseln
Austria Bluefish sunitinib Bluefish 50 mg sunitinib 50 mg capsule administrare orald
Hartkapseln
+pharma - I .
Austria arzneimittel S.ltagllptln *+pharma 100 mg sitagliptina 100 mg qomprlmate administrare orala
Filmtabletten filmate
gmbh
+pharma - - .
Austria arzneimittel S_ltagllptln *+pharma 25 mg sitagliptina 25 mg c_omprlmate administrare orald
Filmtabletten filmate
gmbh
+pharma - - .
Austria arzneimittel S_ltagllptln *+pharma 50 mg sitagliptina 50 mg c_omprlmate administrare orald
gmbh Filmtabletten filmate
. Genericon Sitagliptin Genericon 100 . Ly comprimate . <
Austria Pharma GmbH mg Filmtabletten sitagliptina 100 mg filmate administrare orala
. Genericon Sitagliptin Genericon 25 mg . R comprimate . <
Austria Pharma GmbH Filmtabletten sitagliptina 25 mg filmate administrare orala
. Genericon Sitagliptin Genericon 50 mg . sy comprimate . ©
Austria Pharma GmbH Filmtabletten sitagliptina 50 mg filmate administrare orala
Austria Sandoz GmbH Sitagliptin Sandoz GmbH sitagliptina 100 mg comprimate administrare orala
100 mg - Filmtabletten filmate
. Sitagliptin Sandoz GmbH 25 . R comprimate L v
Austria Sandoz GmbH mg - Filmtabletten sitagliptina 25 mg filmate administrare orala
Austria Sandoz GmbH Sltagllp_tln Sandoz GmbH 50 sitagliptina 50 mg comprimate administrare orald
mg - Filmtabletten filmate
+pharma Sitagliptin/Metforminhydroc . R .
Austria arzneimittel hlorid +pharma 50 mg/1000 ffl(t)argqlliﬁgna/me (S)Ommg/l 00 ?iclJnTaptrelmate administrare orala
gmbh mg Filmtabletten 9
. Sitagliptin/Metforminhydroc . R .
Austria Genericon hlorid Genericon 50 S|tagI|_ptv|na/me 50 mg/1 00 c_omprlmate administrare orald
Pharma GmbH ; tformina 0 mg filmate
mg/1000 mg Filmtabletten




Detinatorul

Statul autorizatiei de - Denumirea Concentrati | Forma Calea de
membru al Solicitantul - . DCI _ P
SEE punere pe medicamentului a farmaceutica administrare
piata
Sitagliptin/Metformin . Ly )
Austria Sandoz GmbH Sandoz GmbH 50 mg/1000 S|tagI|_ptv|na/me 50 mg/1 00 c_omprlmate administrare orala
. tformina 0 mg filmate
mg - Filmtabletten
. Sitagliptin Sandoz GmbH - . R comprimate - <
Belgia Sandoz GmbH 100 mg - Film-coated tablet sitagliptina 100 mg filmate administrare orala
. Sitagliptin Sandoz GmbH - . R comprimate - <
Belgia Sandoz GmbH 25 mg - Film-coated tablet sitagliptina 25 mg filmate administrare orala
. Sitagliptin Sandoz GmbH - . oy comprimate L "
Belgia Sandoz GmbH 50 mg - Film-coated tablet sitagliptina 50 mg filmate administrare orala
Sitagliptin/Metformin
. Sandoz GmbH - 50 mg - sitagliptind/me | 50 mg/1 00 | comprimate - «
Belgia Sandoz GmbH 1000 mg - Film-coated tformina 0 mg filmate administrare orala
tablet
Belupo
. lijekovi i Gitas 100 mg filmom . R comprimate . v
Croatia Kozmetika oblosene tablete sitagliptina 100 mg filmate administrare orala
d.d.
Belupo
. lijekovi i Gitas 25 mg filmom . R comprimate . “
Croatia Kozmetika oblosene tablete sitagliptina 25 mg filmate administrare orala
d.d.
Belupo
. lijekovi i Gitas 50 mg filmom . R comprimate . v
Croatia Kozmetika oblosene tablete sitagliptina 50 mg filmate administrare orala
d.d.
Croatia Belupo _I|]ekow i Cond_las Combi ?0 mg/1000 sntagll_ptvlna/me 50 mg/1 00 c_omprlmate administrare orald
kozmetika, d.d. mg filmom oblozene tablete | tformina 0 mg filmate
. Sitagliptin/metforminklorid - sy .
Croatia Genericon Genericon 50 mg/1000 mg S|tagI|_ptv|na/me 50 mg/1 00 c_omprlmate administrare orald
Pharma GmbH - v tformina 0 mg filmate
filmom oblozene tablete
Croatia Farmex d.o.o0. E;%;Eal; 12,5 mg tvrde sunitinib 12,5 mg capsule administrare orala
Croatia Farmex d.o.o0. Nibufar 25 mg tvrde kapsule | sunitinib 25 mg capsule administrare orala
Croatia Farmex d.o.o0. Nibufar 50 mg tvrde kapsule | sunitinib 50 mg capsule administrare orala




Detinatorul

Statul autorizatiei de . Denumirea Concentrati | Forma Calea de
membru al Solicitantul - . DCI _ P
SEE punere pe medicamentului a farmaceutica administrare
piata
comprimate cu
Cipru Win Medica S.A. :?;tezfsgn;otgglﬁ% prolonged- metformina 1 000 mg eliberare administrare orald
prelungita
comprimate cu
Cipru Win Medica S.A. E;tezfsgngotglar]!e;, prolonged- metformina 500 mg eliberare administrare orala
prelungita
comprimate cu
Cipru Win Medica S.A. E;;Zfsem;;g%e;’ prolonged- metformina 750 mg eliberare administrare orald
prelungita
Sapiens e .
Cipru Pharmaceuti ﬁ;:&t'lnzlbssﬁgens capsule, sunitinib 12,5 mg capsule administrare orald
cals Ltd )
Sapiens T .
Cipru Pharmaceuti ﬁ;:ét?;bnf;plens capsule, sunitinib 25 mg capsule administrare orala
cals Ltd
Sapiens Sunitinib Sapiens capsule
Cipru Pharmaceuti hard 37.5 mg ! sunitinib 37,5 mg capsule administrare orald
cals Ltd )
Sapiens S .
Cipru Pharmaceuti ﬁ;:&t?(;bmsgap'ens capsule, sunitinib 50 mg capsule administrare orala
cals Ltd
Republica Ceha | Novatin Limited Zexitor metformind 1 000 mg comprimate cu administrare orald
eliberare
prelungita
Republica Ceha | Novatin Limited Zexitor metformina 500 mg comprimate cu administrare orala
eliberare
prelungita
Republica Ceha | Novatin Limited Zexitor metformina 750 mg comprimate cu administrare orala
eliberare
prelungita
+pharma . — . . R .
Republica Cehd | arzneimittel iléigl;m;n/Metformln :fl(t)argjllizgna/me (S)Omrgg/l 00 ;:iclJrr:aptzmate administrare orald

gmbh




Detinatorul

Statul autorizatiei de . Denumirea Concentrati | Forma Calea de
membru al Solicitantul - . DCI _ P
SEE punere pe medicamentului a farmaceutica administrare
piata
Belupo
. " Lijekovi I . . R comprimate . “
Republica Ceha Kozmetika Condias sitagliptina 100 mg filmate administrare orala
d.d.
Belupo
. v Lijekovi I - - R comprimate - v
Republica Ceha Kozmetika Condias sitagliptina 25 mg filmate administrare orala
d.d.
Belupo
. " Lijekovi I . . R comprimate . “
Republica Ceha Kozmetika Condias sitagliptina 50 mg filmate administrare orala
d.d.
*+pharma comprimate
Republica Ceha | arzneimittel Sitagliptin +pharma sitagliptina 100 mg filmapte administrare orala
gmbh
*+pharma comprimate
Republica Cehd | arzneimittel Sitagliptin +pharma sitagliptina 25 mg filmapte administrare orald
gmbh
*+pharma comprimate
Republica Ceha | arzneimittel Sitagliptin +pharma sitagliptina 50 mg filmapte administrare orala
gmbh
Republica Ceha | Heaton k.s. Anau sitagliptina 100 mg ;ZiclJnr:laptl‘elmate administrare orald
Republica Ceha | Sandoz GmbH Sitagliptin Sandoz GmbH sitagliptina 100 mg ;:iclanr:naptgmate administrare orald
Belupo Lijekovi . . .
Republica Cehd | I Kozmetika Condias Combi S|tagl[ptv|na/me 50 mg/1 00 qomprlmate administrare orald
d.d. tformina 0 mg filmate
. v . . sitagliptina/me | 50 mg/1 00 | comprimate - v
Republica Ceha | Heaton k.s. Sipactimet tformina 0 mg filmate administrare orala
Republica Ceha | Sandoz GmbH Sitagliptin/Metformin S|tagI|_ptv|na/me 50 mg/1 00 c_omprlmate administrare orald
Sandoz GmbH tformina 0 mg filmate
Sandoz comprimate
Estonia Pharmaceuticals Sitagliptin Sandoz sitagliptina 100 mg filmapte administrare orala

d.d.




Detinatorul

Statul autorizatiei de - Denumirea Concentrati | Forma Calea de
membru al Solicitantul - . DCI _ P
SEE punere pe medicamentului a farmaceutica administrare
piata
Sandoz comprimate
Estonia Pharmaceuticals Sitagliptin Sandoz sitagliptina 25 mg fi P administrare orald
d.d. ilmate
Sandoz comprimate
Estonia Pharmaceuticals Sitagliptin Sandoz sitagliptina 50 mg omp administrare orala
d.d filmate
. Sitagliptin/ Metformin sitagliptina/me | 50 mg/1 00 | comprimate . v
Estonia Sandoz d.d. Hydrochloride Sandoz tformind 0 mg filmate administrare orala
Finlanda Hexal A/S Sitagliptin Hexal sitagliptina 100 mg ;:iclanTa[)thate administrare orald
Finlanda Hexal A/S Sitagliptin Hexal sitagliptina 25 mg ?i?nTapthate administrare orald
Finlanda Hexal A/S Sitagliptin Hexal sitagliptina 50 mg ?i?nTapthate administrare orala
Finlanda Hexal A/S Sitagliptin/Metformin Hexal S|tagll_ptv|na/me 50 mg/1 00 c_omprlmate administrare orala
tformina 0 mg filmate
Franta Evolupharm Sltagllptlne. EYOIUQ.en 1,00 sitagliptina 100 mg c_omprlmate administrare orala
mg, comprimé pelliculé filmate
Sitagliptine Evolugen 50 . R comprimate L v
Franta Evolupharm mg, comprimé pelliculé sitagliptina 50 mg filmate administrare orala
Franta Sandoz Sltagll_ptlr)e GNR 1,00 ma, sitagliptina 100 mg c_omprlmate administrare orald
comprimé pellicule filmate
Franta Sandoz Sltagl||_:>t|r,1e GNR 50 mg, sitagliptina 50 mg comprimate administrare orald
comprimé pelliculé filmate
Sitagliptine/Metformine BGR . . .
Franta Biogaran 50 mg/1000 mg, comprimé S|tagl[ptv|na/me 50 mg/1 00 qomprlmate administrare orala
L 207 tformina 0 mg filmate
pelliculé
Sitagliptine/Metformine - sy .
Franta Evolupharm Evolugen 50 mg/1000 mg, S|tagI|_ptv|na/me 50 mg/1 00 c_omprlmate administrare orala
L 2 tformina 0 mg filmate
comprimé pelliculé
Sitagliptine/Metformine GNR . Ly .
. sitagliptina/me | 50 mg/1 00 | comprimate . v
Franta Sandoz 50 r_ng/,1000 mg, comprime | i s 0 mg filmate administrare orala
pelliculé
Bluefish - .
Germania Pharmaceuticals sutinib Bluefish 12,5 mg sunitinib 12,5 mg capsule administrare orala

AB

Hartkapseln




Detinatorul

Statul autorizatiei de - Denumirea Concentrati | Forma Calea de
membru al Solicitantul - . DCI _ P
SEE punere pe medicamentului a farmaceutica administrare
piata
Bluefish L )
Germania Pharmaceuticals Sutinib Bluefish 25 mg sunitinib 25 mg capsule administrare orala
AB Hartkapseln
Bluefish . )
Germania Pharmaceuticals sutinib Bluefish 50 mg sunitinib 50 mg capsule administrare orala
AB Hartkapseln
Germania 1 A Pharma Sitagliptin - 1 A Pharma 100 | sitagliptina 100 mg comprimate administrare orald
GmbH mg Filmtabletten filmate
Germania 1 A Pharma Sitagliptin - 1 A Pharma 25 sitagliptina 25 mg comprimate administrare orala
GmbH mg Filmtabletten filmate
Germania 1 A Pharma Sitagliptin - 1 A Pharma 50 sitagliptina 50 mg comprimate administrare orala
GmbH mg Filmtabletten filmate
Germania 1 A Pharma Sitagliptin/Metformin - 1 A sitagliptina/me | 50 mg/1 00 | comprimate administrare orala
GmbH Pharma 50 mg/1000 mg tformina 0 mg filmate
Filmtabletten
Germania Hexal AG S_|tag||pt|n HEXAL 100 mg sitagliptina 100 mg c_omprlmate administrare orald
Filmtabletten filmate
Germania Hexal AG ?_ltagllptln HEXAL 25 mg sitagliptina 25 mg c_ompr|mate administrare orala
ilmtabletten filmate
Germania Hexal AG E_ltaghptm HEXAL 50 mg sitagliptina 50 mg c_ompr|mate administrare orald
ilmtabletten filmate
Sitagliptin Metformin HEXAL sitagliptina/me | 50 mg/1 00 | comprimate <
Germania Hexal AG 5_0 mg/1000 mg tforg‘liné 0 mgg filmate administrare orala
Filmtabletten
comprimate cu
Grecia Win Medica S.A. Retaform metformina 1 000 mg eliberare administrare orala
prelungita
comprimate cu
Grecia Win Medica S.A. Retaform metformina 500 mg eliberare administrare orala
prelungita
comprimate cu
Grecia Win Medica S.A. Retaform metformina 750 mg eliberare administrare orala
prelungita
Grecia Se:epharm Egotux sunitinib 12,5 mg capsule administrare orald




Detinatorul

Statul autorizatiei de - Denumirea Concentrati | Forma Calea de
membru al Solicitantul - . DCI _ P
SEE punere pe medicamentului a farmaceutica administrare
piata
Grecia (SSe:epharm Egotux sunitinib 25 mg capsule administrare orala
Grecia (SSe:epharm Egotux sunitinib 37,5mg capsule administrare orala
Grecia Se:epharm Egotux sunitinib 50 mg capsule administrare orala
Sandoz comprimate
Grecia Pharmaceuticals Sitagliptin Sandoz 100 mg sitagliptina 100 mg filmapte administrare orala
d.d.
Sandoz comprimate
Grecia Pharmaceuticals Sitagliptin Sandoz 25 mg sitagliptina 25 mg filmapte administrare orald
d.d.
Sandoz comprimate
Grecia Pharmaceuticals Sitagliptin Sandoz 50 mg sitagliptina 50 mg filmapte administrare orala
d.d.
Grecia Sandoz d.d. Sitagliptin+ Metformin S|tagI|_ptv|na/me 50 mg/1 00 c_omprlmate administrare orald
Sandoz tformina 0 mg filmate
Ungaria 1 A Pharma SITAGLIPTIN 1 A PHARMA sitagliptina 100 m comprimate administrare orala
9 GmbH 100 mg filmtabletta 9lip 9 filmate
. 1 A Pharma SITAGLIPTIN 1 A PHARMA . R comprimate . <
Ungaria GmbH 25 mg filmtabletta sitagliptina 25 mg filmate administrare orala
Ungaria 1 A Pharma SITAGLIPTIN 1 A PHARMA sitaalipting 50 m comprimate administrare oral3
9 GmbH 50 mg filmtabletta glip 9 filmate
Ungaria zhragmewd Sunitinib Pharmevid sunitinib 12,5 mg capsule administrare orala
Ungaria zhra(l)‘mewd Sunitinib Pharmevid sunitinib 25 mg capsule administrare orala
Ungaria zhracl;mewd Sunitinib Pharmevid sunitinib 50 mg capsule administrare oralad
SITAGLIPTIN/METFORMIN 1 . R .
Ungaria (lsnﬁbP:arma A PHARMA 50 mg/1000 mg ffl(t)argqlliﬁgna/me (S)Ommg/l 00 ?iclJnTaptrelmate administrare orala
filmtabletta g
Pharmafile ) . T comprimate - <
Irlanda Limited Nortriptyline nortriptilina 10 mg filmate administrare orala




Detinatorul

Statul autorizatiei de - Denumirea Concentrati | Forma Calea de
membru al Solicitantul - . DCI _ P
SEE punere pe medicamentului a farmaceutica administrare
piata
Pharmafile ) . T comprimate - <
Irlanda Limited Nortriptyline nortriptilina 25 mg filmate administrare orala
Bluefish
Irlanda Zl‘éarmaceutlcals Sunitinib Bluefish sunitinib 12,5 mg capsule administrare orala
Bluefish
Irlanda 2garmaceut|cals Sunitinib Bluefish sunitinib 25 mg capsule administrare orala
Bluefish
Irlanda Zréarmaceutlcals Sunitinib Bluefish sunitinib 50 mg capsule administrare orala
Italia gor(l: Generici Sitagliptin DOC Generici sitagliptina 100 mg ?i?nTapthate administrare orala
Italia DOC Generici Sitagliptin DOC Generici sitagliptina 25 mg qomprlmate administrare orala
S.r.l filmate
Italia DOC Generici Sitagliptin DOC Generici sitagliptina 50 mg c_omprlmate administrare orala
S.r.l. filmate
Italia Sandoz GmbH Sitagliptin Sandoz GmbH sitagliptina 100 mg ;:iclJ:laptzmate administrare orala
Italia Sandoz GmbH Sitagliptin Sandoz GmbH sitagliptina 25 mg ;ZiclJnr:laptl‘elmate administrare orala
Italia Sandoz GmbH Sitagliptin Sandoz GmbH sitagliptina 50 mg ;TnTapthate administrare orala
Italia DOC Generici Sitagliptin e metformlna S|tagI|_ptv|na/me 50 mg/1 00 c_omprlmate administrare orald
S.r.l. DOC Generici tformina 0 mg filmate
Italia Sandoz GmbH Sitagliptin e Metformina S|tagI|'ptv|na/me 50 mg/1 00 qomprlmate administrare orald
Sandoz GmbH tformina 0 mg filmate
. Sitagliptin Sandoz 100 mg . s w comprimate - "
Letonia Sandoz d.d. film-coated tablets sitagliptina 100 mg filmate administrare orala
. Sitagliptin Sandoz 25 mg . R comprimate L v
Letonia Sandoz d.d. film-coated tablets sitagliptina 25 mg filmate administrare orala
. Sitagliptin Sandoz 50 mg . R comprimate . v
Letonia Sandoz d.d. film-coated tablets sitagliptina 50 mg filmate administrare orala




Detinatorul

Statul autorizatiei de . Denumirea Concentrati | Forma Calea de
membru al Solicitantul - . DCI _ P
SEE punere pe medicamentului a farmaceutica administrare
piata
Sitagliptin/Metformin
Letonia Sandoz d.d. hydrochloride ‘_Sandoz 50 S|tagI|_ptv|na/me 50 mg/1 00 c_omprlmate administrare orald
mg/1000 mg film-coated tformina 0 mg filmate
tablets
Lituania Sandoz d.d. Slt_agllptln Sandoz 100_mg sitagliptina 100 mg c_omprlmate administrare orald
plévele dengtos tabletés filmate
Lituania Sandoz d.d. Slt'agllptln Sandoz 25 mg sitagliptina 25 mg qomprlmate administrare orala
plévele dengtos tabletés filmate
Lituania Sandoz d.d. Slt'agllptln Sandoz 50 mg sitagliptina 50 mg qomprlmate administrare orald
plévele dengtos tabletés filmate
Sitagliptin/Metformin
Lituania Sandoz d.d. hydrochloride S{:mdoz 50 S|tagI|'ptv|na/me 50 mg/1 00 qomprlmate administrare orald
mg/1000 mg plévele tformina 0 mg filmate
dengtos tabletés
Malta Heaton k.s. Anau 100 mg film-coated sitagliptina 100 mg c_omprlmate administrare orald
tablets filmate
Pharos
Pharmaceutical Sitagliptin PharOS 100 mg . R comprimate L v
Malta Oriented film-coated tablets sitagliptina 100 mg filmate administrare orala
Services Ltd.
Pharos
Pharmaceutical Sitagliptin PharOS 25 mg . R comprimate - <
Malta Oriented film-coated tablets sitagliptina 25 mg filmate administrare orala
Services Ltd.
Pharos
Pharmaceutical Sitagliptin PharOS 50 mg . R comprimate L v
Malta Oriented film-coated tablets sitagliptina 50 mg filmate administrare orala
Services Ltd.
Malta Heaton K.s. $|pact|met 50 mg/1000 mg S|tagI|_ptv|na/me 50 mg/1 00 c_omprlmate administrare orald
film-coated tablets tformina 0 mg filmate
Pharos . i .
. Sitagliptin / Metformin . R .
Malta th':]rmaceutlcal PharOS 50 mg/1000 mg S|tagI|'ptv|na/me 50 mg/1 00 qomprlmate administrare orala
Oriented . tformina 0 mg filmate
. film-coated tablet
Services Ltd.
Norvegia Sandoz B.V. Sitagliptin Hexal sitagliptina 100 mg ?iclJnTaptrelmate administrare orald

10
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Statul autorizatiei de - Denumirea Concentrati | Forma Calea de
membru al Solicitantul - . DCI _ P
SEE punere pe medicamentului a farmaceutica administrare
piata
Norvegia Sandoz B.V. Sitagliptin Hexal sitagliptina 25 mg ;:iclJ:laptzmate administrare orald
Norvegia Sandoz B.V. Sitagliptin Hexal sitagliptina 50 mg ;:iclJl'rT?aptzmate administrare orald
Bluefish
Polonia Pharmaceuti | Sunitinib Bluefish sunitinib 12,5 mg capsule administrare orala
cals AB
Bluefish
Polonia Pharmaceuti | Sunitinib Bluefish sunitinib 25 mg capsule administrare orala
cals AB
Bluefish
Polonia Pharmaceuti | Sunitinib Bluefish sunitinib 50 mg capsule administrare orala
cals AB
+pharma comprimate
Polonia arzneimittel Sitagliptin +pharma sitagliptina 100 mg filmapte administrare orald
gmbh
+pharma .
Polonia arzneimittel Sitagliptin +pharma sitagliptina 25 mg ;:_omprlmate administrare orala
ilmate
gmbh
*+pharma comprimate
Polonia arzneimittel Sitagliptin +pharma sitagliptina 50 mg fi administrare orald
ilmate
gmbh
Polonia Sandoz GmbH Sitagliptin Sandoz sitagliptina 100 mg ?i(I)nTaptrelmate administrare orala
Polonia Sandoz GmbH Sitagliptin Sandoz sitagliptina 50 mg ;:iclJ:laptzmate administrare orala
Polonia :rpz::giattel Sitagliptin + Metformin sitagli_ptviné/me 50 mg/1 00 c_omprimate administrare orald
gmbh hydrochloride +pharma tformina 0 mg filmate
Polonia Sandoz GmbH ﬁitagliptin + Metformin sitagli'ptviné/me 50 mg/1 00 cpmprimate administrare orald
ydrochloride Sandoz tformina 0 mg filmate
Bluefish
Portugalia Pharmaceuticals Sunitinib Bluefish sunitinib 12,5 mg capsule administrare orald

AB

1
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Statul autorizatiei de - Denumirea Concentrati | Forma Calea de
membru al Solicitantul - . DCI _ P
SEE punere pe medicamentului a farmaceutica administrare
piata
Bluefish
Portugalia Zgarmaceutlcals Sunitinib Bluefish sunitinib 25 mg capsule administrare orala
Bluefish
Portugalia igarmaceutlcals Sunitinib Bluefish sunitinib 50 mg capsule administrare orala
Portugalia Sandoz Sitagliptina Sandoz sitagliptina 100 mg comprimate administrare orald
Farmacéutica, filmate
Lda.
Portugalia Sandoz Sitagliptina Sandoz sitagliptina 25 mg comprimate administrare orala
Farmacéutica, filmate
Lda.
Portugalia Sandoz Sitagliptina Sandoz sitagliptina 50 mg comprimate administrare orald
Farmacéutica, filmate
Lda.
Portugalia Sandoz Metformina+Sitagliptina sitagliptina/me | 50 mg/1 00 | comprimate administrare orala
Farmacéutica, Sandoz tformina 0 mg filmate
Lda.
Romania Sandoz S.R.L. Sltagll_ptlna Sf:mdoz 100 mg sitagliptina 100 mg comprimate administrare orald
comprimate filmate filmate
Romania SC San_doz SRL, Sltagll_ptlna Sf:mdoz 100 mg sitagliptina 100 mg c_ompr|mate administrare orala
Romania comprimate filmate filmate
Sitagliptin/ Metformin . R .
Romania Sandoz S.R.L. Sandoz 50 mg/1000 mg S|tagll_ptv|na/me 50 mg/1 00 c_omprlmate administrare orala
- : tformina 0 mg filmate
comprimate filmate
Slovacia :hracl;mewd Sunitinib Pharmevid sunitinib 12,5 mg capsule administrare orald
Slovacia :hracl;mewd Sunitinib Pharmevid sunitinib 25 mg capsule administrare oralad
Slovacia :hra;mevnd Sunitinib Pharmevid sunitinib 50 mg capsule administrare oralad
Slovacia Heaton k.s. Anau 190 mg filmom sitagliptina 100 mg qomprlmate administrare orala
obalené tablety filmate
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Statul autorizatiei de . Denumirea Concentrati | Forma Calea de
membru al Solicitantul - . DCI _ P
SEE punere pe medicamentului a farmaceutica administrare
piata
Slovacia Sandoz GmbH, Sitagliptin Sandoz 100 mg sitagliptina 100 mg ;:iclJ:laptzmate administrare orala
Slovacia Sandoz GmbH, Sitagliptin Sandoz 50 mg sitagliptina 50 mg ;:iclJ:laptzmate administrare orald
Slovacia Heaton k.s. S_lpactlmet >0 ['ng/1000 mg S|tagI|_ptv|na/me 50 mg/1 00 c_omprlmate administrare orald
filmom obalené tablety tformina 0 mg filmate
Sitagliptin/Metformin . R .
Slovacia Sandoz GmbH Sandoz 50 mg/1000 mg S|tagl[ptv|na/me 50 mg/1 00 qomprlmate administrare orala
. . tformina 0 mg filmate
filmom obalené tablety
Sitagliptina Sandoz
Sandoz . .
. . Farmaceutica 100 mg . R comprimate . <
Spania Farmaceutica, . . sitagliptina 100 mg . administrare orala
comprimidos recubiertos de filmate
S.A. .
pelicula EFG
Sandoz Sltagllptlna? Sandoz _
. . Farmaceutica 25 mg . Ly comprimate . v
Spania Farmaceutica, S ; sitagliptina 25 mg . administrare orala
comprimidos recubiertos de filmate
S.A. .
pelicula EFG
Sandoz Sltagllptlna_l Sandoz .
. . Farmaceutica 50 mg . R comprimate . <
Spania Farmaceutica, - ; sitagliptina 50 mg . administrare orala
comprimidos recubiertos de filmate
S.A. .
pelicula EFG
Sandoz Sitagliptina/Metformina
. . Sandoz Farmaceutica 50 sitagliptina/me | 50 mg/1 00 | comprimate . v
Spania Farmaceutica, - N . administrare orala
mg/1000 mg comprimidos tformina 0 mg filmate
S.A. - :
recubiertos de pelicula EFG
Bluefish
Suedia Zréarmaceuncals Sunitinib Bluefish sunitinib 12,5 mg capsule administrare orala
Bluefish
Suedia Pharmaceuticals Sunitinib Bluefish sunitinib 25 mg capsule administrare orala

AB
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Bluefish
Suedia Zgarmaceutlcals Sunitinib Bluefish sunitinib 50 mg capsule administrare orala
Tarile de Jos Genepharm Egotux 12,5 mg harde sunitinib 12,5 mg capsule administrare orald
S.A. capsules
Tarile de Jos Genepharm Egotux 25 mg harde sunitinib 25 mg capsule administrare orala
S.A. capsules
Tarile de Jos Genepharm Egotux 37,5 mg harde sunitinib 37,5 mg capsule administrare orala
S.A. capsules
Tarile de Jos Genepharm Egotux 50 mg harde sunitinib 50 mg capsule administrare orala
S.A. capsules
Tarile de Jos Teva B.V. Ursodeoxycholzuur Teva acid s 300 mg comprimate administrare orald
300 mg, tabletten ursodeoxicolic
Tarile de Jos Teva B.V. Ursodeoxycholzuur Teva acid s 500 mg comprimate administrare orald
500 mg, tabletten ursodeoxicolic
. Sitagliptine DOC Generici, .
Tarile de Jos DOC Generici 100 mg filmomhulde sitagliptina 100 mg comprimate administrare orald
S.r.l. filmate
tabletten
- Sitagliptine DOC Generici, .
Tarile de Jos DOC Generici 25 mg filmomhulde sitagliptina 25 mg qomprlmate administrare orala
S.r.l. filmate
tabletten
- Sitagliptine DOC Generici, .
Tarile de Jos DOC Generici 50 mg filmomhulde sitagliptina 50 mg comprimate administrare orald
S.r.l. filmate
tabletten
Tarile de Jos Heaton k.s. Anau 100 mg filmomhulde sitagliptina 100 mg comprimate administrare orald
tabletten filmate
. Maddox Pharma Sitagla 100 mg filmomhulde . . comprimate . v
Tarile de Jos Swiss B.V. tabletten sitagliptina 100 mg filmate administrare orala
. Maddox Pharma Sitagla 25 mg filmomhulde Gy comprimate . v
Tarile de Jos Swiss B.V. tabletten sitagliptina 25 mg filmate administrare orala
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piata

Tarile de Jos g\,?,?sioélsharma tsaifjglierswo mg filmomhulde sitagliptina 50 mg ;:itljgapt:mate administrare orala
Tarile de Jos Sandoz B.V. ﬁli:sgg'lprfhr;gestaanb?gtzt:r?o ma, sitagliptina 100 mg ?icl)nTapthate administrare orala
Tarile de Jos Sandoz B.V. ﬁ::ﬁg:{[‘p&r}sesfanb?gtzté?o mag, sitagliptina 100 mg ?iclJnT:thate administrare orald
Tarile de Jos Sandoz B.V. t’SiliE?ngrmSesfanb?gtztér?o mag, sitagliptina 100 mg ?i?nTapt:mate administrare orala
Tarile de Jos Sandoz B.V. ﬁfﬁfgipkfhr;c?es’fanb?gtztelr?o ma, sitagliptina 100 mg ;:iclJl'rT?apthate administrare orala
Tarile de Jos Sandoz B.V. ﬁli:\ig:;prmjesfanb?gtztelr?o ma, sitagliptina 100 mg ;:iclanr:napt:;mate administrare orala
Tarile de Jos Sandoz B.V. ﬁ:ﬁfg:i}p;msesfanb?gtzt:f mg, sitagliptina 25 mg ‘(L_:iclJnTaptreimate administrare orala
Tarile de Jos Sandoz B.V. fSiIiEfgll'li'lpl'HRSes’fanbcllgtztezr? ma, sitagliptina 25 mg ;:itljgapt:mate administrare orala
Tarile de Jos Sandoz B.V. ﬁfﬁfggqp;Lr;Ses’fanb?gtztezr? ma, sitagliptina 25 mg ;:iclJl'rT?apthate administrare orala
Tarile de Jos Sandoz B.V. ﬁ::}fgll,:qp;:;gesfanb?gtztezf ma, sitagliptina 25 mg ;:iclanr:naptreimate administrare orala
Tarile de Jos Sandoz B.V. ﬁ:ﬁfg:i}p;msesfanb?gtzt:f mg, sitagliptina 25 mg ‘(L_:iclJnTaptreimate administrare orala
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. Sitagliptine Sandoz 50 mg, . R comprimate L v
Tarile de Jos Sandoz B.V. filmomhulde tabletten sitagliptina 50 mg filmate administrare orala
. Sitagliptine Sandoz 50 mg, . R comprimate L v
Tarile de Jos Sandoz B.V. filmomhulde tabletten sitagliptina 50 mg filmate administrare orala
. Sitagliptine Sandoz 50 mg, . . comprimate . <
Tarile de Jos Sandoz B.V. filmomhulde tabletten sitagliptina 50 mg filmate administrare orala
< Sitagliptine Sandoz 50 mg, . s w comprimate - <
Tarile de Jos Sandoz B.V. filmomhulde tabletten sitagliptina 50 mg filmate administrare orala
v Sitagliptine Sandoz 50 mg, . R comprimate L v
Tarile de Jos Sandoz B.V. filmomhulde tabletten sitagliptina 50 mg filmate administrare orala
Sitagliptine/Metformine
Tarile de Jos DOC Generici hydrochloride DOC Generici sntagll_ptvlna/me 50 mg/1 00 c_omprlmate administrare orald
’ S.r.l. 50mg/1000 mg, tformina 0 mg filmate
filmomhulde tabletten
Sitagliptine/Metformine
. Genericon hydrochloride Genericon 50 sitagliptind/me | 50 mg/1 00 | comprimate . <
Tarile de Jos Pharma GmbH mg/1000 mg filmomhulde tformina 0 mg filmate administrare orala
tabletten
Tarile de Jos Heaton k.s. Sipactimet 50mg/1000 mg, S|tagI|_ptv|na/me 50 mg/1 00 comprimate administrare orald
filmomhulde tabletten tformina 0 mg filmate
" Maddox Pharma Sitaglamet 50 mg/1000 mg | sitagliptind/me | 50 mg/1 00 | comprimate - «
Tarile de Jos Swiss B.V. filmomhulde tabletten tformina 0 mg filmate administrare orala
Sitagliptine/Metformine HCI . . .
Tarile de Jos Sandoz B.V. Sandoz 50mg/1000 mg, S|tagll_ptv|na/me 50 mg/1 00 c_omprlmate administrare orala
. tformina 0 mg filmate
filmomhulde tabletten
Sitagliptine/Metformine HCI . R .
Tarile de Jos Sandoz B.V. Sandoz 50mg/1000 mg, S|tagI|_ptv|na/me 50 mg/1 00 c_omprlmate administrare orala
tformina 0 mg filmate

filmomhulde tabletten
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Sitagliptine/Metformine HCI . . .
Tarile de Jos Sandoz B.V. Sandoz 50mg/1000 mg, :fl(t)a;g‘llliagna/me gOmmg/l 00 ;’:itljnTaptzmate administrare orald
filmomhulde tabletten 9
Sitagliptine/Metformine HCI Gy .
Tarile de Jos Sandoz B.V. Sandoz 50mg/1000 mg, i;;arglzﬁté:na/me CS)Ommg/l 00 ?icl)nTapthate administrare orald
filmomhulde tabletten 9
Sitagliptine/Metformine HCI . R .
Tarile de Jos Sandoz B.V. Sandoz 50mg/1000 mg, :flgzigqlzﬁgna/me (S)Ommg/l 00 ?i?nTaptzmate administrare orala
filmomhulde tabletten 9
Regatul Unit Genus Fesoterodine Fumarate comprimate cu
(Irlanda de Pharmaceuticals Stada 4mg prolonged- fesoterodina 4 mg eliberare administrare orala
Nord) Limited release tablets prelungita
Regatul Unit Genus Fesoterodine Fumarate comprimate cu
(Irlanda de Pharmaceuticals Stada 8mg prolonged- fesoterodina 8 mg eliberare administrare orald
Nord) Limited release tablets prelungita
Regatul Unit . . )
(Irlanda de Teva UK Limited UrSOdE?XyChOI'C acid 150 amdd icoli 150 mg comprimate administrare orald
Nord) mg tablets ursodeoxicolic
. Alissa
Regatul Unit Healthcare Nortriptyline 10 mg film- C ey comprimate . v
(Irlanda de h d tabl nortriptilina 10 mg fil administrare orala
Nord) R_esgarc coated tablets ilmate
Limited
- Alissa
Regatul Unit Healthcare Nortriptyline 25 mg film- S comprimate L v
(Irlanda de R h | nortriptilina 25 mg fil administrare orala
Nord) esearc coated tablets ilmate

Limited




Anexa IB. Medicamente pentru care se recomanda suspendarea autorizatiilor de punere pe piata si cereri de autorizatie de punere pe piata
care nu indeplinesc criteriile de autorizare

Statul Detinatorul
autorizatiei - - . . Concentrat | Forma Calea de
membru d Solicitantul Denumirea medicamentului DCI h £ I dmini
al SEE e punere pe ia armaceutica administrare
piata
+pharma Sitagliptin/Metforminhydrochlori sitaglipting/m comprimate administrare
Austria arzneimittel d +pharma 50 mg/850 mg gliptin 50 mg/850 omp v
. etformina filmate orala
gmbh Filmtabletten mg
AOP Orphan . . .
Austria Pharmaceutical T:adalafll AOP 20 mg tadalafil 20 mg gomprlmate admvlnlstrare
Filmtabletten filmate orala
s GmbH
. Propofol Baxter 1% MCT emulsie pentru administrare
Austria Baxter B.V. Emulsion zur Injektion/Infusion propofol 10 mg/ml injectie/perfuzie intravenoasa
. Propofol Baxter 2% MCT emulsie pentru administrare
Austria Baxter B.V. Emulsion zur Injektion/Infusion propofol 20 mg/mi injectie/perfuzie intravenoasa
. G.L. Pharma Sorafenib G.L. 400 mg- . comprimate administrare
Austria GmbH Filmtabletten sorafenib 400 mg filmate orald
Austria G.L. Pharma Lanrektan 10 mg-Filmtabletten | tadalafil 10 mg gomprlmate admvlnlstrare
GmbH filmate orala
Austria G.L. Pharma Talrektan 10 mg Filmtabletten tadalafil 10 mg qomprlmate admvlnlstrare
GmbH filmate orala
. G.L. Pharma e ) comprimate administrare
Austria GmbH Lanrektan 2,5 mg-Filmtabletten | tadalafil 2,5 mg filmate oral3
Austria G.L. Pharma Talrektan 2,5 mg Filmtabletten | tadalafil 2,5mg c_omprlmate adenlstrare
GmbH filmate orala
Austria G.L. Pharma Lanrektan 20 mg-Filmtabletten | tadalafil 20 mg c_omprlmate admvlnlstrare
GmbH filmate orala
Austria G.L. Pharma Talrektan 20 mg Filmtabletten tadalafil 20 mg c_omprlmate admvlnlstrare
GmbH filmate orala
Austria G.L. Pharma Lanrektan 5 mg-Filmtabletten tadalafil 5 mg gomprlmate admvlnlstrare
GmbH filmate orala
Austria G.L. Pharma Talrektan 5 mg Filmtabletten tadalafil 5 mg qomprlmate admvlnlstrare
GmbH filmate orala

18




Detinatorul

Statul . ..
membru autorizatiei Solicitantul Denumirea medicamentului DCI _Concentra; Forma i Cale? f’e
al SEE d_e punere pe ia farmaceutica administrare
piata
. Sitagliptin/Metforminhydrochlori | _. R . -
. Genericon . sitagliptind/m comprimate administrare
Austria Pharma GmbH d_Generlcon 50 mg/850 mg etformina 50 mg/850 filmate orala
Filmtabletten mg
Amlodipin/Valsartan/HCT amlodipina/val | 10 mg/160 . .
Austria Holsten Rivopharm 10 mg/160 mg/12,5 | sartan/hidrocl | mg/12,5 m c_omprlmate adenlstrare
Pharma . oy filmate orala
mg Filmtabletten orotiazida g
Amlodipin/Valsartan/HCT amlodipina/val . .
Austria Holsten Rivopharm 10 mg/160 mg/25 sartan/hidrocl 10 mg/160 gomprlmate admvlnlstrare
Pharma . iy mg/25 mg filmate orala
mg Filmtabletten orotiazida
Amlodipin/Valsartan/HCT amlodipina/val . -
. Holsten . . 10 mg/320 comprimate administrare
Austria Pharma Rlvopharm 10 mg/320 mg/25 sart@n/_hludrocl mg/25 mg filmate oral3
mg Filmtabletten orotiazida
Amlodipin/Valsartan/HCT amlodipina/val | 5 mg/160 " .
Austria Holsten Rivopharm 5 mg/160 mg/12,5 sartan/hidrocl | mg/12,5 m c_omprlmate admvlnlstrare
Pharma . Sy filmate orala
mg Filmtabletten orotiazida g
Amlodipin/Valsartan/HCT amlodipina/val . .
Austria Holsten Rivopharm 5 mg/160 mg/25 sartan/hidrocl > mg/160 gomprlmate admvlnlstrare
Pharma . iy mg/25 mg filmate orala
mg Filmtabletten orotiazida
Austria gzglllicare Racecadotril Opella Healthcare racecadotril 100 m capsule administrare
) 100 mg Hartkapsel 9 P orala
Austria GmbH
Pharmaselect
Austria Inter.r!atlonal Colchanova 0,5 mg Tabletten colchicina 0,5mg comprimate admvlnlstrare
Beteiligungs orala
GmbH
Pharmaselect
Austria International Colchanova 1 mg Tabletten colchicing 1 mg comprimate administrare
Beteiligungs orala
GmbH

19




Detinatorul

Statul P
membru autorizatiel Solicitantul Denumirea medicamentului DCI _Concentra; Forma i Cale? f’e
al SEE d_e punere pe ia farmaceutica administrare
piata
. Darunavir Sandoz 800 mg - . comprimate administrare
Austria Sandoz GmbH Filmtabletten darunavir 800 mg filmate orald
. efavirenz/emtr | 600 mg/200 . -
Austria Sandoz GmbH Padwrgm 600 mg/200 mg/245 icitabind/tenof | mg/245 m c_omprlmate admvlnlstrare
mg - Filmtabletten ovir g filmate orala
Sitagliptin/Metformin Sandoz sitagliptind/m comprimate administrare
Austria Sandoz GmbH GmbH 50 mg/850 mg - gliptin 50 mg/850 omp "
; etformina filmate orala
Filmtabletten mg
Austria Sandoz GmbH S_orafenlb Sandoz 400 mg - sorafenib 400 mg c_omprlmate admvlnlstrare
Filmtabletten filmate orala
Austria Stada Abacavir/Lamivudin Stada 600 abacavir/lamiv | 600 mg/300 | comprimate administrare
Arzneimittel mg/300 mg Filmtabletten udina mg filmate orala
Austria Stada Darunavir STADA 800 mg darunavir 800 m comprimate administrare
Arzneimittel Filmtabletten 9 filmate orald
Austria Stada Deferasirox STADA 900 mg deferasirox 900 m comprimate administrare
Arzneimittel Filmtabletten 9 filmate orald
. 600 mg/200 . -
Austria Stada_ _ Efatrl_ten 600 mg/200 mg/245 efavirenz mg/245 m qomprlmate admv|n|strare
Arzneimittel mg Filmtabletten g filmate orala
Austria Stada Lacosamid STADA 100 mg lacosamida 100 m comprimate administrare
Arzneimittel Filmtabletten 9 filmate orala
Austria Stada Lacosamid STADA 150 mg lacosamida 150 m comprimate administrare
Arzneimittel Filmtabletten 9 filmate orald
Austria Stada Lacosamid STADA 200 mg lacosamids 200 m comprimate administrare
Arzneimittel Filmtabletten 9 filmate orald
Austria Stada Lacosamid STADA 50 mg lacosamids 50 m comprimate administrare
Arzneimittel Filmtabletten 9 filmate orald
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. Stada Posaconazol STADA 40 mg/ml . % administrare
Austria o : . posaconazol 40 mg/ml suspensie orala «
Arzneimittel Suspension zum Einnehmen orala
Austria Devatis GmbH E_Itrombopag Devatis 12,5 mg eltrombopag 12,5 mg c_omprlmate admvlnlstrare
Filmtabletten filmate orala
Austria Devatis GmbH E_Itrombopag Devatis 25 mg eltrombopag 25 mg c_omprlmate admvlnlstrare
Filmtabletten filmate orala
Austria Devatis GmbH E!trombopag Devatis 50 mg eltrombopag 50 mg qomprlmate admvlnlstrare
Filmtabletten filmate orala
Austria Devatis GmbH E_Itrombopag Devatis 75 mg eltrombopag 75 mg c_omprlmate adenlstrare
Filmtabletten filmate orala
Pharos
Austria Ph_armaceutlcal Nilotinib PharOS 150 mg nilotinib 150 mg capsule admvlnlstrare
Oriented Hartkapseln orala
Services Ltd.
Pharos
Austria Phgrmaceutlcal Nilotinib Viatris 150 mg nilotinib 150 mg capsule admvlnlstrare
Oriented Hartkapseln orala
Services Ltd.
Pharos
Austria Phgrmaceutlcal Nilotinib Zentiva 150 mg nilotinib 150 mg capsule adenlstrare
Oriented Hartkapseln orala
Services Ltd.
Pharos
Austria Pharmaceutical | Nilotinib PharOS 200 mg nilotinib 200 mg capsule administrare

Oriented
Services Ltd.

Hartkapseln

orala
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Pharos
Austria Ph_armaceutlcal Nilotinib Viatris 200 mg nilotinib 200 mg capsule adenlstrare
Oriented Hartkapseln orala
Services Ltd.
Pharos
Austria Ph_armaceutlcal Nilotinib Zentiva 200 mg nilotinib 200 mg capsule admvlnlstrare
Oriented Hartkapseln orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib PharOS 50 mg S administrare
Austria . nilotinib 50 mg capsule v
Oriented Hartkapseln orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib Viatris 50 mg S administrare
Austria . nilotinib 50 mg capsule «
Oriented Hartkapseln orala
Services Ltd.
Belgia Aurobindo N.V. Leflunomide AB - 10 mg - Film- leflunomids 10 mg c_omprlmate admvlnlstrare
coated tablet filmate orala
Belgia Aurobindo N.V. Olanzapina Aurobindo xx mg olanzapina comprlmate . admvlnlstrare
10 mg orodispersabile orala
Belgia Aurobindo N.V. Olanzapine AB 5 mg tabletten olanzapina comprimate admvlnlstrare
5 mg orala
Belgia Aurobindo N.V. Olanzapine AB 10 mg tabletten | olanzapina 10 mg comprimate 2?:an'5trare
Belgia Aurobindo N.V. Olanzapina Aurobindo xx mg olanzapind 15 mg comprlmate . adenlstrare
orodispersabile orala
Belgia Aurobindo N.V. Olanzapine AB 15 mg tabletten | olanzapina 15 mg comprimate ?)(rj:gmstrare
Belgia Aurobindo N.V. Olanzapine AB 2.5 mg tabletten | olanzapina 2,5mg comprimate 2?;En|strare
Belgia Aurobindo N.V. Olanzapina Aurobindo xx mg olanzapina 20 mg comprimate administrare

orodispersabile

orala

22




Detinatorul

Statul P
membru autorizatiei Solicitantul Denumirea medicamentului DCI _Concentra; ::orma i Cale? f’e
al SEE d_e punere pe ia armaceutica administrare
piata
Belgia Aurobindo N.V. Olanzapine AB 20 mg tabletten | olanzapina 20 mg comprimate 2(;1:[léln|strare
Olanzapin AB 5 mg comprimate administrare
Belgia Aurobindo N.V. orodispergeerbare olanzapina 5 mg p . v
orodispersabile orala
tabletten
Belgia Aurobindo N.V. Olanzapine AB 7.5 mg tabletten | olanzapina 7,5 mg comprimate ?r:la:gmstrare
Belgia Aurobindo Bosentan AB - 125 mg - Film- bosentan 125 m comprimate administrare
9 Pharma B.V. coated tablet 9 filmate orald
Belaia Aurobindo Bosentan AB - 62.5 mg - Film- bosentan 62.5m comprimate administrare
9 Pharma B.V. coated tablet 2> Mg filmate orala
. Brown & Burk . . I administrare
Belgia IR Limited Lymecycline Brown & Burk limeciclina 300 mg capsule oral3
EG - . . -
Belgia (Eurogenerics) Erlotinib EG - 100 mg - Film- erlotinib 100 mg c_omprlmate adenlstrare
Y coated tablet filmate orala
EG - . . o
Belgia (Eurogenerics) Erlotinib EG - 150 mg - Film- erlotinib 150 mg c_omprlmate admvlnlstrare
Y coated tablet filmate orala
EG - . - -
Belgia (Eurogenerics) Erlotinib EG - 25 mg - Film- erlotinib 25 mg qomprlmate admvlnlstrare
NV coated tablet filmate orala
EG L . . o
Belgia (Eurogenerics) Erlotinib EG - 50 mg - Film- erlotinib 50 mg c_omprlmate admvlnlstrare
NV coated tablet filmate orala
EG . - -
Belgia (Eurogenerics) Lgcosamlde EG - 100 mg - lacosamids 100 mg qomprlmate admvlnlstrare
NV Film-coated tablet filmate orala
EG . . -
. . Lacosamide EG - 150 mg - Ly comprimate administrare
Belgia (Eurogenerics) Film-coated tablet lacosamida 150 mg filmate orald

NV
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EG . . -
. . Lacosamide EG - 200 mg - iy comprimate administrare
Belgia (NEVurogenerlcs) Film-coated tablet lacosamida 200 mg filmate orald
EG . . . -
Belgia (Eurogenerics) Lacosamide EG - 50 mg - Film- lacosamida 50 mg c_omprlmate admvlnlstrare
Y coated tablet filmate orala
EG Sorafenib Eurogenerics - 400 comprimate administrare
Belgia (Eurogenerics) ) sorafenib 400 mg . v
Y mg - Film-coated tablet filmate orala
EG Tadalafil Eurogenerics - 10 mg comprimate administrare
Belgia (Eurogenerics) ; tadalafil 10 mg . v
NV - Film-coated tablet filmate orala
EG Tadalafil Eurogenerics - 2.5 m comprimate administrare
Belgia (Eurogenerics) Fi 9 ) 9 | tadalafil 2,5mg omp v
Ny - Film-coated tablet filmate orala
EG Tadalafil Eurogenerics - 20 mg comprimate administrare
Belgia (Eurogenerics) ; tadalafil 20 mg . v
NV - Film-coated tablet filmate orala
Belgia (EEGuro enerics) Tadalafil Eurogenerics - 5 mg - tadalafil 5m comprimate administrare
9 NV 9 Film-coated tablet 9 filmate orald
Pharmaselect
. International Colchicin Pharmaselect - 0.5 - comprimate administrare
Belgia - colchicina 0,5 mg . v
Beteiligungs mg - Tablet filmate orala
GmbH
Pharmaselect
. International Colchicin Pharmaselect - 1 mg - R comprimate administrare
Belgia - colchicina 1 mg . <
Beteiligungs Tablet filmate orala
GmbH
Belgia Sandoz - SA- Darunavir Sandoz - 600 mg - darunavir 600 m comprimate administrare
9 NV - Belgium Film-coated tablet 9 filmate orala
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Belgia Sandoz - SA- Darunavir Sandoz - 800 mg - darunavir 800 m comprimate administrare
9 NV - Belgium Film-coated tablet 9 filmate orala
Belgia Sandoz - SA- Erlotinib Sandoz - 100 mg - erlotinib 100 m comprimate administrare
9 NV - Belgium Film-coated tablet 9 filmate orala
. Sandoz - SA- Erlotinib Sandoz - 150 mg - - comprimate administrare
Belgia NV - Belgium Film-coated tablet erlotinib 150 mg filmate orala
Belgia Sandoz - SA- Erlotinib Sandoz - 25 mg - erlotinib 25 m comprimate administrare
9 NV - Belgium Film-coated tablet 9 filmate orald
Belgia Sandoz - SA- Sorafenib Sandoz - 400 mg - sorafenib 400 m comprimate administrare
9 NV - Belgium Film-coated tablet 9 filmate orala
Sitagliptin/Metformin Sandoz sitagliptind/m comprimate administrare
Belgia Sandoz GmbH GmbH - 50 mg - 850 mg - Film- ghptin 50 mg/850 omp <
etformina filmate orala
coated tablet mg
Generis . . . -
Belgia Farmacéutica, Teriflunomide AB - 14 mg - teriflunomida | 14 mg comprimate administrare
SA. Film-coated tablet filmate orala
Generis comprimate administrare
Belgia Farmacéutica, Trazodona Generis Phar trazodona 100 mg omp v
S A filmate orala
Belgia Kappler Pharma Betahistin "Kappler" betahistina 16 mg comprimate administrare
Consult GmbH orald
. Kappler Pharma C e " e - administrare
Belgia Consult GmbH Betahistin "Kappler betahistina 24 mg comprimate orali
. Kappler Pharma C " sy . administrare
Belgia Consult GmbH Betahistin "Kappler betahistina 8 mg comprimate orald
Pharos
. Pharmaceutical | Nilotinib PharOS 150 mg, harde S administrare
Belgia nilotinib 150 mg capsule

Oriented
Services Ltd.

capsules

orala
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Pharos
. Pharmaceutical | Nilotinib PharOS 200 mg, harde S administrare
Belgia Oriented capsules nilotinib 200 mg capsule oral3
Services Ltd.
Pharos
Belgia gr;iaerrr]?:geutlcal ?;Isstm;bs PharOS 50 mg, harde nilotinib 50 mg capsule 2S:F§;n|strare
Services Ltd.
Belgia Viatris Limited y;lsst::'ebs\/'atns 150 mg, harde nilotinib 150 mg capsule 2(rjglgn|strare
Belgia Viatris Limited ?allsstlur}ébsttrls 200 mg, harde nilotinib 200 mg capsule ?)Sal?énlstrare
Belgia Viatris Limited Nilotinib Viatris 50 mg, harde nilotinib 50 mg capsule admvlnlstrare
capsules orala
Bulgaria Alkaloid - INT Amlodipine/Valsartan/Hydrochl 22:*|tgil/phl?dar/o\éa|l iqo /n‘llg/?rg comprimate administrare
9 d.o.o. orothiazide Alkaloid-INT orotiazida g 9/ L filmate orald
Bulaaria Alkaloid - INT Amlodipine/Valsartan/Hydrochl zan:'ltgcrjwl/pl':indar/ochl 10 mg/160 comprimate administrare
9 d.o.o. orothiazide Alkaloid-INT orotiazida mg/25 mg filmate orala
Bulaaria Alkaloid - INT Amlodipine/Valsartan/Hydrochl :?rltgil/phlindar/ovc?l 10 mg/160 comprimate administrare
9 d.o.o. orothiazide Alkaloid-INT orotiazids mg/25 mg filmate orald
Bulgaria Alkaloid - INT Amlodipine/Valsartan/Hydrochl :?rltgil/pr:indar/ovc?l 10 mg/320 comprimate administrare
9 d.o.o. orothiazide Alkaloid-INT orotiazids mg/25 mg filmate orala
Bulgaria Alkaloid - INT Amlodipine/Valsartan/Hydrochl :;ltgil/pl':?dar/o\z;all i‘n}%/zlgom comprimate administrare
9 d.o.o. orothiazide Alkaloid-INT orotiazida g 9/ L filmate orald
Bulgaria Alkaloid - INT Lacosamide Alkaloid-INT lacosamida 100 mg c_omprlmate admvlnlstrare
d.o.o. filmate orala
Bulgaria Alkaloid - INT Lacosamide Alkaloid-INT lacosamida 150 mg c_omprlmate admvlnlstrare
d.o.o. filmate orala
Bulgaria Alkaloid - INT Lacosamide Alkaloid-INT lacosamida 200 mg gomprlmate admvlnlstrare
d.o.o. filmate orala
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Bulgaria Alkaloid - INT Lacosamide Alkaloid-INT lacosamida 50 mg qomprlmate admvlnlstrare
d.o.o. filmate orala
. G.L. Pharma . ) comprimate administrare
Bulgaria GmbH Gerocilan tadalafil 10 mg filmate orali
. G.L. Pharma . ) comprimate administrare
Bulgaria GmbH Gerocilan tadalafil 2,5 mg filmate oral3
. G.L. Pharma . ) comprimate administrare
Bulgaria GmbH Gerocilan tadalafil 20 mg filmate orald
. G.L. Pharma . ) comprimate administrare
Bulgaria GmbH Gerocilan tadalafil 5 mg filmate oral
amlodipina/val | 5 mg/160 . .
Bulgaria Pharmacons Amvalcon-Co sartan/hidrocl | mg/12,5m c_omprlmate admv|n|strare
AD orotiazids g filmate orala
Bulgaria Pharmacons Olanzacon olanzapind 10 m comprimate administrare
g AD P 9 P orald
Bulgaria Pharmacons Tadalacon tadalafil 10 mg c_omprlmate adenlstrare
AD filmate orala
Bulgaria Pharmacons Tadalacon tadalafil 20 mg qomprlmate admv|n|strare
AD filmate orala
Bulgaria Pharmacons Vildacon-Met vildagliptina/ 50 mg/1 00 | comprimate administrare
9 AD metformind 0 mg filmate orald
Bulgaria R.IA.Generlcs Colchicine Ria colchicina 0,5mg comprimate admvlnlstrare
Limited orala
Bulgaria R_IA_Generlcs Colchicine Ria colchicind 1 mg comprimate admvlnlstrare
Limited orala
Bulgaria Sandoz d.d. Erlotinib Sandoz erlotinib 100 mg comprimate adenlstrare
filmate orala
Bulgaria Sandoz d.d. Erlotinib Sandoz erlotinib 150 mg qomprlmate admv|n|strare
filmate orala
Bulgaria Teva B.V. Deferasirox Teva deferasirox 900 mg qomprlmate admvlnlstrare
filmate orala
amlodipind/val | 10 mg/160 comprimate administrare
Bulgaria Zentiva k.s. Asbima HCT sartan/hidrocl mg/12,5 m . P v
orotiazids g filmate orala
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amlodipina/val | 5 mg/160 . -
Bulgaria Zentiva k.s. Asbima HCT sartan/hidrocl mg/12,5 m qomprlmate admvlnlstrare
R filmate orala
orotiazida g
Pharmascience administrare
Bulgaria International Nilotinib Pharmascience nilotinib 150 mg capsule orali
Limited
Pharmascience administrare
Bulgaria International Nilotinib Pharmascience nilotinib 200 mg capsule oral3
Limited
Bulgaria Viatris Limited Nilotinib Viatris nilotinib 150 mg capsule 2S:Fé:n|strare
Bulgaria Viatris Limited Nilotinib Viatris nilotinib 200 mg capsule 2(|3Ian|1gn|strare
Bulgaria Zentiva k.s. Nilotinib Zentiva nilotinib 150 mg capsule g(rjanl'gnlstrare
Bulgaria Zentiva k.s. Nilotinib Zentiva nilotinib 200 mg capsule 2(;1;En|strare
—_ amlodipina/val | 10 mg/160 . .
Croatia Alkaloid - INT Aweljkano 10 m9/160 mg/12,5 sartan/hidrocl mg/12,5 m gomprlmate admvlnlstrare
d.o.o. mg filmom oblozene tablete iy filmate orala
orotiazida g
Croatia Alkaloid - INT Awerkano 10 mg/160 mg/25 22:*|tgil/phl?dar/o\i;a|l 10 mg/160 comprimate administrare
’ d.o.o. mg filmom oblozZene tablete oy mg/25 mg filmate orala
orotiazida
. Alkaloid - INT Awerkano 10 mg/320 mg/25 amlodlplpa/val 10 mg/320 comprimate administrare
Croatia . < sartan/hidrocl ] v
d.o.o. mg filmom oblozene tablete Sy mg/25 mg filmate orala
orotiazida
—_ amlodipina/val | 5 mg/160 . .
Croatia Alkaloid - INT Awer_kano 5 mg{160 mg/12,5 sartan/hidrocl mg/12,5 m gomprlmate admvlnlstrare
d.o.o. mg filmom oblozene tablete orotiazids g filmate orala
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. Alkaloid - INT Awerkano 5 mg/160 mg/25 mg amlodlpl_na/val 5 mg/160 comprimate administrare
Croatia . . sartan/hidrocl . v
d.o.o. filmom oblozZene tablete Sy mg/25 mg filmate orala
orotiazida
. Alkaloid - INT Losmorid 100 mg filmom -~ comprimate administrare
Croatia v lacosamida 100 mg . v
d.o.o. oblozene tablete filmate orala
. Alkaloid - INT Losmorid 150 mg filmom - comprimate administrare
Croatia v lacosamida 150 mg . v
d.o.o. oblozene tablete filmate orala
. Alkaloid - INT Losmorid 200 mg filmom - comprimate administrare
Croatia . lacosamida 200 mg . v
d.o.o. oblozene tablete filmate orala
. Alkaloid - INT Losmorid 50 mg filmom i~ comprimate administrare
Croatia v lacosamida 50 mg . v
d.o.o. oblozene tablete filmate orala
AOP Orphan . . . o
Croatia Pharmaceutical Tadavlafll AOP 20 mg filmom tadalafil 20 mg c_omprlmate adenlstrare
oblozene tablete filmate orala
s GmbH
Belupo lijekovi . . . . -
Croatia i kozmetika, Midza 100 mg filmom oblozene lacosamids 100 mg c_omprlmate admvlnlstrare
d.d tablete filmate orala
. _Belupo Iqekow Midza 150 mg filmom oblozene -~ comprimate administrare
Croatia i kozmetika, lacosamida 150 mg . <
dd. tablete filmate orala
Belupo lijekovi . . Y . -
. . ! Midza 200 mg filmom oblozene i~ comprimate administrare
Croatia ljk(;)zmeuka, tablete lacosamida 200 mg filmate orald
Belupo lijekovi . . . . .
Croatia i kozmetika, Midza 50 mg filmom oblozene lacosamids 50 mg gomprlmate admvlnlstrare
d.d. tablete filmate orala
Croatia iBE:)uzaSelt?lfla(ow Condias Combi 50 mg/850 mg sitagliptina/m 50 ma/850 comprimate administrare
’ d.d ! filmom obloZene tablete etformina mg 9 filmate orald
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Amlodipin/valsartan/hidroklorot Ly
Croatia Genepharm iazid Genepharm 10 mg/160 22:*|tgil/phl?dar/o\éa|l iqo /n‘llg/?rg comprimate administrare
’ S.A. mg/12,5 mg filmom oblozene iazid3 9/1s, filmate orala
tablete orotiazida g
Amlodipin/valsartan/hidroklorot amlodiping/val
Croatia Genepharm iazid Genepharm 10 mg/160 sartan/phidrocl 10 mg/160 comprimate administrare
’ S.A. mg/25 mg filmom oblozene oy mg/25 mg filmate orald
tablete orotiazida
Amlodipin/valsartan/hidroklorot amlodiping/val
Croatia Genepharm iazid Genepharm 10 mg/320 sartan/phidrocl 10 mg/320 comprimate administrare
’ S.A. mg/25 mg filmom obloZene azid3 mg/25 mg filmate orala
tablete orotiazida
Amlodipin/valsartan/hidroklorot A
Croatia Genepharm iazid Genepharm 5 mg/160 zer;:ltgil/pr:ir]dar/c)\lc?l i]m/%/zlgom comprimate administrare
’ S.A. mg/12,5 mg filmom oblozene Y 9/ L4 filmate orala
tablete orotiazida g
Amlodipin/valsartan/hidroklorot amlodiping/val
Croatia Genepharm iazid Genepharm 5 mg/160 sartan/phidrocl 5 mg/160 comprimate administrare
’ S.A. mg/25 mg filmom obloZene azid3 mg/25 mg filmate orala
tablete orotiazida
Croatia Genericon ggagrizgz/%eior/ngg%kﬁ”d sitagliptina/m 50 ma/850 comprimate administrare
’ Pharma GmbH - . M9 9 etformind 9 filmate orald
filmom oblozZene tablete mg
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Jadran Magnolicomb HCT amlodipind/val | 10 mg/160 comprimate administrare
Croatia Galenski 10mg/160mg/12,5mg filmom sartan/hidrocl | mg/12,5 m omp ”
- 5 o filmate orala
laboratorij d.d. oblozene tablete orotiazida g
Jadran Magnolicomb HCT amlodipina/val . o
Croatia Galenski 5mg/160mg/25mg filmom sartan/hidrocl gqn}%/slgqo ?i?r:WaPtzmate 2S:F§;n|strare
laboratorij d.d. obloZene tablete orotiazida 9 9
Jadran Magnolicomb HCT amlodipina/val | 5 mg/160 comprimate administrare
Croatia Galenski 5mg/160mg/12,5mg filmom sartan/hidrocl | mg/12,5 m omp v
- < Sy filmate orala
laboratorij d.d. oblozene tablete orotiazida g
Mylan Erlotinib Mylan 150 mg filmom comprimate administrare
Croatia Pharmaceutical v erlotinib 150 mg . <
o oblozene tablete filmate orala
s Limited
Croatia Pharmas d.o.o. E_rlotlnlb PhavrmaS 150 mg erlotinib 150 mg c_omprlmate admvlnlstrare
filmom oblozene tablete filmate orala
Pharmaselect
Croatia Inter_r!atlonal Colcamexx 0,5 mg tablete colchicina 0,5 mg comprimate adenlstrare
Beteiligungs orala
GmbH
Pharmaselect
Croatia Inter.n'atlonal Colcamexx 1 mg tablete colchicina 1 mg comprimate admvlnlstrare
Beteiligungs orala
GmbH
Croatia Remedica Ltd Erlotlnlb Rerlwedlca 150 mg erlotinib 150 mg gomprlmate admvlnlstrare
filmom oblozene tablete filmate orala
Croatia Sandoz d.o.0. I?arunawr S?ndoz 800 mg darunavir 800 mg c_omprlmate admvlnlstrare
filmom oblozene tablete filmate orala
. Sorafenib Sandoz 400 mg . comprimate administrare
Croatia Sandoz d.o.o. filmom obloZene tablete sorafenib 400 mg filmate orald
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efavirenz/emtr | 600 mg/200 . -
Croatia Stada d.o.o. Emte_nef 600 mg/ZOO mg/245 icitabina/tenof | mg/245 m c_omprlmate aden|strare
mg filmom oblozene tablete ovir g filmate orala
Croatia Stada d.0.0. Sorafenlb Stada 400 mg filmom sorafenib 400 mg c_omprlmate admvlnlstrare
obloZene tablete filmate orala
Umedica . . . .
Croatia Netherlands I?eferaswoksv Umedica 180 mg deferasirox 180 mg gomprlmate admvlnlstrare
B.V filmom oblozene tablete filmate orala
Umedica . . - -
. Deferasiroks Umedica 360 mg . comprimate administrare
Croatia ge&herlands filmom obloZene tablete deferasirox 360 mg filmate orala
Umedica - . . o
Croatia Netherlands I?eferaswoksv Umedica 90 mg deferasirox 90 mg c_omprlmate admvlnlstrare
BV filmom oblozene tablete filmate orala
Elpen . comprimate cu .
Croatia Pharmaceutical ngldpJﬁZ:iii17isT;%;g:Lﬁzems ranolazina 375 mg eliberare 2(r:lan|1én|strare
Co. Inc. P J J prelungita
Elpen . comprimate cu -
Croatia Pharmaceutical Rfctjdpljﬁz;:igqogs?;%atg:ﬁteems ranolazina 500 mg eliberare 2(|3Ian|1gn|strare
Co. Inc. P J J prelungita
Elpen . comprimate cu .
Croatia Pharmaceutical Rféjdpgﬁz:iizqsgs?;%;g:ﬁzems ranolazina 750 mg eliberare 2S:Fé:n|strare
Co. Inc. P ) ) prelungita
comprimate cu .
Croatia Hexal AG Rf:;fl%%ii;?b;?ﬁ??:é ranolazina 375 mg eliberare 2Sé?gn'5trare
P ] J prelungita
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comprimate cu -
Croatia Hexal AG Ranzolya .500 mg table_te s ranolazina 500 mg eliberare adenlstrare
produljenim oslobadanjem Sy orala
prelungita
comprimate cu .
Croatia Hexal AG Ranzol_va .750 mg table_te s ranolazina 750 mg eliberare admvlnlstrare
produljenim oslobadanjem sy orala
prelungita
Croatia Milstein C.V. Pilokarpin hidroklorid 5 mg pilocarpina 5 mg comprimate admvlnlstrare
tablete orala
Pharos
Croatia Pharmaceutical | Nilotinib Pharmascience 150 mg nilotinib 150 m capsule administrare
’ Oriented tvrde kapsule 9 P orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib PharOS 150 mg tvrde S administrare
Croatia - nilotinib 150 mg capsule <
Oriented kapsule orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib PharOS 150 mg tvrde S administrare
Croatia . nilotinib 150 mg capsule v
Oriented kapsule orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib Pharmascience 200 mg S administrare
Croatia - nilotinib 200 mg capsule ”
Oriented tvrde kapsule orala
Services Ltd.
Pharos
Croatia Ph_armaceutlcal Nilotinib PharOS 200 mg tvrde nilotinib 200 mg capsule admvlnlstrare
Oriented kapsule orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib PharOS 200 mg tvrde S administrare
Croatia . nilotinib 200 mg capsule v
Oriented kapsule orala

Services Ltd.
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Pharos
. Pharmaceutical | Nilotinib PharOS 50 mg tvrde o administrare
Croatia - nilotinib 50 mg capsule «
Oriented kapsule orala
Services Ltd.
Croatia Remedica Ltd. VlargmBIu 100 mg filmom sildenafil 100 mg c_omprlmate admvlnlstrare
obloZene tablete filmate orala
Croatia Remedica Ltd. V|ar(-3mBIu 25 mg filmom sildenafil 25 mg qomprlmate admvlnlstrare
oblozene tablete filmate orala
Croatia Remedica Ltd. V|ar(3mBIu 50 mg filmom sildenafil 50 mg qomprlmate admvlnlstrare
oblozene tablete filmate orala
Croatia Zentiva k.s. Nilotinib Zentiva 150 mg tvrde nilotinib 150 mg capsule aden|strare
kapsule orala
Croatia Zentiva k.s. Nilotinib Zentiva 200 mg tvrde nilotinib 200 mg capsule adenlstrare
kapsule orala
Accord . ) . . . .
. Iviverz tablet, film-coated 600 abacavir/lamiv | 600 mg/300 | comprimate administrare
Cipru Healthcare Sy . <
S.L.U mg/300 mg udina mg filmate orala
Aurobindo . - -
Cipru Pharma (Malta) Bpsentan Aurobindo tablet, bosentan 125 mg qomprlmate adenlstrare
L film-coated 125mg filmate orala
Limited
Aurobindo . . -
Cipru Pharma (Malta) Bosentan Aurobindo tablet, bosentan 62,5 mg c_omprlmate adenlstrare
. film-coated 62,5mg filmate orala
Limited
Aurobindo . . .
Cipru Pharma (Malta) OIan'zaplne Aurobindo 5 mg olanzapina comprimate admvlnlstrare
L dlokia 5 mg orala
Limited
Aurobindo Olanzapine Aurobindo 10 m administrare
Cipru Pharma (Malta) P 9 olanzapina 10 mg comprimate

Limited

diokia

orala
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Elpen - amlodipina/val . -
. . Amlodipin/Valsartan/Hydrochlor . 10 mg/160 comprimate administrare
Cipru Pharmaceutical thiazid "Elpen" sartan/hidroc| mg/25 mg filmate orala
Co. Inc orotiazida
Elpen - amlodipina/val . L
Cipru Pharmaceutical An_'llo_dlpl)lln/VaI"sartan/Hydrochlor sartan/hidrocl 10 mg/320 c_omprlmate admvlnlstrare
thiazid "Elpen Sy mg/25 mg filmate orala
Co. Inc orotiazida
Elpen . amlodipina/val | 10 mg/160 . .
Cipru Pharmaceutical An_1|o_d|pl>||n/VaI"sartan/HydrochIor sartan/hidrocl | mg/12,5 m c_omprlmate admvlnlstrare
thiazid "Elpen Sy filmate orala
Co. Inc orotiazida g
Elpen . amlodipina/val | 5 mg/160 . .
Cipru Pharmaceutical Arplo.d|;I)lm/Valfartan/HydrochIor sartan/hidrocl mg/12,5 m c_omprlmate admvlnlstrare
thiazid "Elpen iy filmate orala
Co. Inc orotiazida g
Elpen . amlodipinad/val . o
. . Amlodipin/Valsartan/Hydrochlor . 5 mg/160 comprimate administrare
Cipru Pharmaceutical thiazid "Elpen" sartan/hidroc| mg/25 mg filmate orala
Co. Inc orotiazida
Elpen administrare
Cipru Pharmaceutical Padlas tablet 50 mg vildagliptina 50 mg comprimate oral3
Co. Inc
Amlodipine/Valsartan/Hydrochl P
. Genepharm orothiazide Genepharm tablet, amlodlpl_na/val 10 mg/160 comprimate administrare
Cipru . sartan/hidrocl | mg/12,5 m . <
S.A. film-coated orotiazid filmate orala
10mg/160mg/12.5mg 9
Amlodipine/Valsartan/Hydrochl amlodipina/val . -
Cipru gTepharm orothiazide Genepharm tablet, sartan/hidrocl %0 /n;%/rlfo ;(l)nr:aazmate 2(rjglgn|strare
o film-coated 10mg/160mg/25mg | orotiazida 9 9
Amlodipine/Valsartan/Hydrochl amlodiping/val
. Genepharm orothiazide Genepharm tablet, pir 10 mg/320 comprimate administrare
Cipru . sartan/hidrocl . v
S.A. film-coated mg/25 mg filmate orala

10mg/320mg/12.5mg

orotiazida
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Amlodipine/Valsartan/Hydrochl Ly
. Genepharm orothiazide Genepharm tablet, amlodlplpa/val 5> mg/160 comprimate administrare
Cipru . sartan/hidrocl | mg/12,5 m . ”
S.A. film-coated orotiazids filmate orala
5mg/160mg/12.5mg 9
Amlodipine/Valsartan/Hydrochl amlodipina/val . .
Cipru gTepharm orothiazide Genepharm tablet, sartan/hidrocl gqm/%/;gqo ;(l)nr:aazmate 2(rjglgn|strare
o film-coated 5mg/160mg/25mg orotiazida 9 9
. Genepharm Lacosamide/Genepharm tablet, i~ comprimate administrare
Cipru S.A. film-coated 100 mg lacosamida 100 mg filmate orald
. Genepharm Lacosamide/Genepharm tablet, -~ comprimate administrare
Cipru S.A. film-coated 150 mg lacosamida 150 mg filmate orala
. Genepharm Lacosamide/Genepharm tablet, -~ comprimate administrare
Cipru S.A. film-coated 200 mg lacosamida 200 mg filmate orala
Cioru Genepharm Lacosamide/Genepharm tablet, lacosamids 50 m comprimate administrare
P S.A. film-coated 50 mg 9 filmate orald
. Genepharm Radicut tablet, film-coated 50 vildagliptina/ comprimate administrare
Cipru S.A. mg/850 mg metformina ;Ogmg/850 filmate orala
Cioru Genepharm Radicut tablet, film-coated 50 vildagliptinad/ 50 mg/1 00 | comprimate administrare
P S.A. mg/1000 mg metformind 0 mg filmate orald
Cipru Remedica Ltd Kivala tablet, film-coated abf':]cvawr/lamlv 600 mg/300 qomprlmate admvlnlstrare
udina mg filmate orala
Cipru Remedica Ltd Atazanavir Remedica Capsule, atazanavir 100 mg capsule admvlnlstrare
hard 100mg orala
Cipru Remedica Ltd Atazanavir Remedica Capsule, atazanavir 150 mg capsule administrare

hard 150mg

orala
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Cipru Remedica Ltd Atazanavir Remedica Capsule, atazanavir 200 mg capsule admvlnlstrare
hard 200mg orala
- . Atazanavir Remedica Capsule, - administrare
Cipru Remedica Ltd hard 300mg atazanavir 300 mg capsule orald
Cipru Remedica Ltd Rezavir tablet, film-coated 150 darunavir 150 mg c_omprlmate admvlnlstrare
mg filmate orala
Cipru Remedica Ltd Rezavir tablet, film-coated 300 darunavir 300 mg c_omprlmate admvlnlstrare
mg filmate orala
Cipru Remedica Ltd Rezavir tablet, film-coated 400 darunavir 400 mg c_omprlmate admvlnlstrare
mg filmate orala
Cipru Remedica Ltd Rezavir tablet, film-coated 600 darunavir 600 mg gomprlmate admvlnlstrare
mg filmate orala
Cipru Remedica Ltd Rezavir tablet, film-coated 75 darunavir 75 mg qomprlmate admvlnlstrare
mg filmate orala
. . Rezavir tablet, film-coated 800 . comprimate administrare
Cipru Remedica Ltd mg darunavir 800 mg filmate orald
. ) efavirenz/emtr | 600 mg/200 - .
. . Trinistem tablet, film-coated e Ly comprimate administrare
Cipru Remedica Ltd 600 mg/200 mg/245 mg |Oc\|l'?:;1b|na/tenof gmg/245 M | fiimate oral3
Cipru Remedica Ltd Erlotinib Remedica tablet, film- erlotinib 100 mg gomprlmate admvlnlstrare
coated 100 mg filmate orala
Cipru Remedica Ltd Erlotinib Remedica tablet, film- erlotinib 150 mg c_omprlmate admvlnlstrare
coated 150 mg filmate orala
Cipru Remedica Ltd Erlotinib Remedica tablet, film- erlotinib 25 mg c_omprlmate admvlnlstrare
coated 25 mg filmate orala
Cipru Remedica Ltd Erlotinib Remedica tablet, film- erlotinib 50 mg c_omprlmate admvlnlstrare
coated 50 mg filmate orala
Cipru Remedica Ltd Laprem tablet, film-coated 250 lapatinib 250 mg c_omprlmate adenlstrare
mg filmate orala
Cipru Remedica Ltd Rexanib tablet, film-coated 400 sorafenib 400 mg c_omprlmate adenlstrare
mg filmate orala
Sapiens Genement tablet, film-coated comprimate administrare
Cipru Pharmaceutical ! tadalafil 20 mg . v
20 mg filmate orala

s Ltd, Lemesos
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Sapiens . . .
Cipru Pharmaceutical Genement tablet, film-coated 5 tadalafil 5 mg c_omprlmate adenlstrare
mg filmate orala
s Ltd, Lemesos
Cipru Viatris Limited Tutecvi tablet 50 mg vildagliptina 50 mg comprimate 2S:F§;n|strare
Gi Win Medica Combipress tablet, film-coated amlodipind/irb | 10 mg/150 comprimate administrare
ipru - v
S.A. 10mg/150mg esartan mg filmate orala
Cioru Win Medica Combipress tablet, film-coated amlodipind/irb | 10 mg/300 comprimate administrare
P S.A. 10mg/300mg esartan mg filmate orald
. Win Medica Combipress tablet, film-coated amlodipind/irb | 5 mg/150 comprimate administrare
Cipru ] v
S.A. 5mg/150mg esartan mg filmate orala
. Win Medica Combipress tablet, film-coated amlodipind/irb | 5 mg/300 comprimate administrare
Cipru . <
S.A. 5mg/300mg esartan mg filmate orala
. Elpen . Ranolazine Elpen tablet, - cqmprlmate cu administrare
Cipru Pharmaceutical ranolazina 375 mg eliberare v
prolonged-release 375 mg Sy orala
Co. Inc. prelungita
Elpen _ comprimate cu -
Cipru Pharmaceutical Raxala tablet, prolonged ranolazina 375 mg eliberare adenlstrare
release 375 mg sy orala
Co. Inc. prelungita
. Elpen . Ranolazine Elpen tablet, _ cqmprlmate cu administrare
Cipru Pharmaceutical ranolazina 500 mg eliberare <
prolonged-release 500 mg Sy orala
Co. Inc. prelungita
Elpen _ comprimate cu .
Cipru Pharmaceutical Raxala tablet, prolonged ranolazina 500 mg eliberare admvlnlstrare
release 500 mg sy orala
Co. Inc. prelungita
. Elpen . Ranolazine Elpen tablet, - co_mpnmate cu administrare
Cipru Pharmaceutical ranolazina 750 mg eliberare v
prolonged-release 750 mg Sy orala
Co. Inc. prelungita
Elpen _ comprimate cu -
Cipru Pharmaceutical Raxala tablet, prolonged ranolazina 750 mg eliberare adenlstrare
release 750 mg Sy orala
Co. Inc. prelungita
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Pharos .
Cipru Pharmaceutical | Padviram tablet, film-coated iE::fii;/tI;?\r;{:nmotfr 6n28/?fézn20 comprimate admjnistrare
Oriented 600 mg/200 mg/245 mg : filmate orala
i ovir g
Services Ltd.
Pharos
Cipru gr;iaerrr]?:geutlcal Tlslgtln:lgb Pharos capsule, hard nilotinib 150 mg capsule 2S:F§;n|strare
Services Ltd.
Pharos
Cipru Pharmaceutical | Nilotinib Viatris capsule, hard nilotinib 150 mg capsule admvinistrare
Oriented 150 mg orala
Services Ltd.
Pharos
Cipru Pharmaceutical | Nilotinib Pharos capsule, hard nilotinib 200 mg capsule admjnistrare
Oriented 200 mg orala
Services Ltd.
Pharos
Cipru Pharmaceutical | Nilotinib Viatris capsule, hard nilotinib 200 mg capsule admvinistrare
Oriented 200 mg orala
Services Ltd.
Pharos
Gi Pharmaceutical | Nilotinib Pharos capsule, hard I administrare
ipru . nilotinib 50 mg capsule v
Oriented 50 mg orala
Services Ltd.
Cipru Remedica Ltd. Zestaval tablet 400 mg albendazol 400 mg comprimate g(rjar?énlstrare
Cipru Remedica Ltd. Viaremblu tablet, film-coated sildenafil 100 mg cpmprimate admvinistrare
100 mg filmate orala
Cipru Remedica Ltd. \Z/iaremblu tablet, film-coated sildenafil 25 mg cpmprimate admvinistrare
5 mg filmate orala
Cipru Remedica Ltd. Viaremblu tablet, film-coated sildenafil 50 mg c_omprimate admjnistrare
50 mg filmate orala
Cipru Sandoz Erlotinib Sandoz tablet, film- erlotinib 150 mg comprimate admvinistrare
Hungaria KFT. coated 150 mg filmate orala
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Sapiens .
Cipru Pharmaceutical | Aglimon tablet 50mg vildagliptina 50 mg comprimate ?)Sa'?gms”are
s Ltd
. +pharma . R . .
Repl:'bhca arzneimittel Sitagliptin/Metformin +pharma S|tagI|p_t|rv1a/m 50 mg/850 c_omprlmate admvlnlstrare
Ceha etformina filmate orala
gmbh mg
Republica AOP Orphan comprimate administrare
Cehs Pharmaceutical Tadalafil AOP tadalafil 20 mg filmate oral3
s GmbH
Republica ARDEZ v comprimate administrare
o Pharma, spol. s Laramo lacosamida 100 mg . <
Ceha ro filmate orala
Republica ARDEZ comprimate administrare
pu Pharma, spol. s Laramo lacosamida 150 mg omp v
Ceha ro filmate orala
Republica ARDEZ v comprimate administrare
< Pharma, spol. s Laramo lacosamida 200 mg . v
Ceha ro filmate orala
Republica ARDEZ - comprimate administrare
o Pharma, spol. s Laramo lacosamida 50 mg . v
Ceha ro filmate orala
Replslbllca Ardez Pharma, Tadard tadalafil 20 mg c_omprlmate admvlnlstrare
Ceha spol. s r.o. filmate orala
RepluJbllca Ardez Pharma, Tadard tadalafil 5 mg c_omprlmate adenlstrare
Ceha spol. s r.o. filmate orala
Republica . emulsie pentru administrare
Ceha Baxter B.V. Anesia propofol 10 mg/ml| injectie/perfuzie intravenoasa
Republica . emulsie pentru administrare
Ceha Baxter B.V. Anesia propofol 20 mg/ml injectie/perfuzie intravenoasa
. Belupo Lijekovi . R . .
Repl;IthE] I Kozmetika Condias Combi S|tagllpt|rv1a/m 50 mg/850 gomprlmate admvlnlstrare
Ceha etformina filmate orala
d.d. mg
. Belupo lijekovi . o
RepLuJbllca i kozmetika, Midza lacosamida 100 mg c_omprlmate admvlnlstrare
Ceha d.d filmate orala
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. Belupo lijekovi . L
REprl'ca i kozmetika, Midza lacosamida 150 mg c_omprlmate adenlstrare
Ceha d.d filmate orala

. Belupo lijekovi . ..
RevaJbllca i kozmetika, Midza lacosamida 200 mg qomprlmate admvlnlstrare
Ceha d.d filmate orala

. Belupo lijekovi . L
Repljbllca i kozmetika, Midza lacosamida 50 mg c_omprlmate adenlstrare
Ceha d.d filmate orala

. Belupo lijekovi . .
Republica . " ) ) comprimate administrare
Cehs Lik(;)zmetlka, Tadalafil Belupo tadalafil 20 mg filmate oral3
Republica Dr. Max . Ly administrare
Cehs Pharma s.r.o. Loperamid Dr.Max loperamida 2 mg capsule oral3
Republica Farmak comprimate administrare

p International Tadalafil FMK tadalafil 10 mg omp v
Ceha filmate orala
Sp.z.0.0.

. Farmak . .
RepLuJbllca International Tadalafil FMK tadalafil 2,5mg qomprlmate admvlnlstrare
Ceha S filmate orala

p.z.0.0.
Republica Farmak comprimate administrare
< International Tadalafil FMK tadalafil 20 mg . v
Ceha filmate orala
Sp.z.0.0.
Republica Farmak comprimate administrare
py International Tadalafil FMK tadalafil 5 mg omp ”
Ceha filmate orala
Sp.z.0.0.
Replslbllca Heaton K.s. Sipactimet S|tagllpt|rv1a/m 50 mg/850 gomprlmate admvlnlstrare
Ceha etformina mg filmate orala
Republica Neuraxpharm . Ly comprimate administrare
Ceha Bohemia s.r.o. Arkvimma lacosamida 100 mg filmate orald
RepluJbllca Neurax_pharm Arkvimma lacosamida 150 mg c_omprlmate adenlstrare
Ceha Bohemia s.r.o. filmate orala
RepluJbllca Neurax_pharm Arkvimma lacosamida 200 mg c_omprlmate admvlnlstrare
Ceha Bohemia s.r.o. filmate orala
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Replebllca Neurax_pharm Arkvimma lacosamids 50 mg qomprlmate adenlstrare
Ceha Bohemia s.r.o. filmate orala
. comprimate cu -
Repljbllca Neurax_pharm Azoneurax trazodona 150 mg eliberare adenlstrare
Ceha Bohemia s.r.o. R orala
modificata
; comprimate cu .
RepLuJbllca Neurax_pharm Azoneurax trazodona 75 mg eliberare admvlnlstrare
Ceha Bohemia s.r.o. oy orala
modificata
. Opella o
RepluJbllca Healthcare Enditril racecadotril 100 mg capsule admvlnlstrare
Ceha orala
Czech s.r.o.
Pharmaselect
Repl:'bl'ca Inter_n_atlonal Colchicine Pharmaselect colchicind 0,5 mg comprimate admvlnlstrare
Ceha Beteiligungs orala
GmbH
Pharmaselect
RepLUJbllca Inter_r!atlonal Colchicine Pharmaselect colchicina 1 mg comprimate adenlstrare
Ceha Beteiligungs orala
GmbH
Republica Sitagliptin/Metformin Sandoz sitagliptina/m comprimate administrare
Ceha Sandoz GmbH GmbH etformina i}Ogmg/BSO filmate orala
RepluJbllca Sandoz s.r.o. Sorafenib Sandoz sorafenib 400 mg c_omprlmate adenlstrare
Ceha filmate orala
Republica Stada . . comprimate administrare
Ceha Arzneimittel AG Sorafenib Stada sorafenib 400 mg filmate orald
Republica “gﬁce“r(l::nds Pirfenidone Umedica irfenidona 267 m comprimate administrare
Ceha B.V P 9 filmate orald
Republica Umedica v comprimate administrare
< Netherlands Pirfenidone Umedica pirfenidona 801 mg . ”
Ceha B.V filmate orala
Republica Umedica comprimate cu administrare
< Netherlands Ranolazine Umedica ranolazina 375 mg eliberare v
Ceha Sy orala
B.V. prelungita
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Republica Umedica comprimate cu administrare
py Netherlands Ranolazine Umedica ranolazina 500 mg eliberare <
Ceha oy orala
B.V. prelungita
Republica Umedica comprimate cu administrare
< Netherlands Ranolazine Umedica ranolazina 750 mg eliberare v
Ceha Sy orala
B.V. prelungita
RepLuJbllca Viatris Limited Tutecvi vildagliptina 50 mg comprimate admvlnlstrare
Ceha orala
Republica . - . - . administrare
Cehs Vipharm S.A. Anvildis vildagliptina 50 mg comprimate orald
Republica Win Medica . amlodipind/irb | 10 mg/150 comprimate administrare
o Combipres . v
Ceha S.A. esartan mg filmate orala
Republica Win Medica . amlodipind/irb | 10 mg/300 comprimate administrare
< Combipres . v
Ceha S.A. esartan mg filmate orala
Republica Win Medica . amlodipind/irb | 5 mg/150 comprimate administrare
< Combipres . v
Ceha S.A. esartan mg filmate orala
Republica Win Medica . amlodipind/irb | 5 mg/300 comprimate administrare
< Combipres . v
Ceha S.A. esartan mg filmate orala
Republica Kappler Pharma _— . . administrare
Cehs Consult GmbH Betahistin Kappler betahistina 16 mg comprimate oral3
Republica Kappler Pharma _— . . administrare
Cehs Consult GmbH Betahistin Kappler betahistina 24 mg comprimate oral3
Republica Kappler Pharma _— . . administrare
Ceh3 Consult GmbH Betahistin Kappler betahistina 8 mg comprimate oral3
Replfbl'ca Medreg s.r.o. Betahistine Medreg betahistina 16 mg comprimate admvlnlstrare
Ceha orala
Replfb“ca Medreg s.r.o. Betahistine Medreg betahistina 24 mg comprimate adenlstrare
Ceha orala
Republica Nutra Essential . . . administrare
Cehs OTC, S.L. Ibuprofen Nutra Essential ibuprofen 400 mg capsule moi oral3
Pharos
Repebl'ca Phgrmaceutlcal Nilotinib Pharos nilotinib 150 mg capsule adenlstrare
Ceha Oriented orala
Services Ltd.
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Pharos
RepluJbllca Ph_armaceutlcal Nilotinib Viatris nilotinib 150 mg capsule adenlstrare
Ceha Oriented orala
Services Ltd.
Pharos
Repl:|bl|ca Ph_armaceutlcal Nilotinib Zentiva nilotinib 150 mg capsule admv|n|strare
Ceha Oriented orala
Services Ltd.
Pharos
RevaJbllca Phgrmaceutlcal Nilotinib Pharos nilotinib 200 mg capsule admvlnlstrare
Ceha Oriented orala
Services Ltd.
Pharos
Replfb“ca Ph_armaceutlcal Nilotinib Viatris nilotinib 200 mg capsule adenlstrare
Ceha Oriented orala
Services Ltd.
Pharos
Repl:'bl'ca Ph_armaceutlcal Nilotinib Zentiva nilotinib 200 mg capsule admvlnlstrare
Ceha Oriented orala
Services Ltd.
Pharos
RepLuJbllca Phgrmaceutlcal Nilotinib Pharos nilotinib 50 mg capsule admvlnlstrare
Ceha Oriented orala
Services Ltd.
Rontis Hellas
RepluJbllca Medical And_ Tadax tadalafil 10 mg comp_rlmgte admvlnlstrare
Ceha Pharmaceutical masticabile orala
Products S.A.
Rontis Hellas
RevaJbllca Medical And_ Tadax tadalafil 20 mg comprlmgte admvlnlstrare
Ceha Pharmaceutical masticabile orala

Products S.A.

44




Detinatorul

Statul . ..
membru autorizatiei Solicitantul Denumirea medicamentului DCI _Concentra; Forma i Cale? f’e
al SEE d_e punere pe ia farmaceutica administrare

piata

Rontis Hellas
RepluJbllca Medical And_ Tadax tadalafil 5 mg comp_rlmgte adenlstrare
Ceha Pharmaceutical masticabile orala
Products S.A.

Danemarc | 2care4 Lymelysal limeciclina 300 m capsule administrare
a Generics ApS ymely 9 P orald
Danemarc | Accord Abacavir/Lamivudine "Accord" abgc?wr/lamlv 600 mg/300 qomprlmate adenlstrare
a Healthcare B.V. udina mg filmate orala
Danemarc Aurobindo comprimate administrare

Pharma (Malta) Leflunomid "Aurobindo" leflunomida 10 mg omp v
a L filmate orala

Limited
Danemarc Aurobindo comprimate administrare

Pharma (Malta) Leflunomid "Aurobindo" leflunomida 15 mg omp v
a L filmate orala

Limited
Danemarc Baxter B.V. Profast propofol 10 mg/ml ?r‘.””'s.'e pentru_ gdmlmstrar%
a injectie/perfuzie intravenoasa
Danemarc Baxter B.V. Profast propofol 20 mg/mil .e”.“”'s.'e pentrq _adm|n|strar<§
a injectie/perfuzie intravenoasa
Danemarc | Brown & Burk - " . oy administrare
a IR Limited Lymecyclin "Brown & Burk limeciclina 300 mg capsule orald

Elpen - amlodipind/val | 10 mg/160 . -
Danemarc Pharmaceutical An_'llo.dlpl)||n/VaI"sartan/Hydrochlor sartan/hidrocl mg/12,5 m qomprlmate adenlstrare
a thiazid "Elpen iy filmate orala

Co. Inc orotiazida g

Elpen - amlodipina/val . -
Danemarc Pharmaceutical An_'llo_dlpl)lln/VaI"sartan/Hydrochlor sartan/hidrocl 10 mg/160 c_omprlmate adenlstrare
a thiazid "Elpen Sy mg/25 mg filmate orala

Co. Inc orotiazida

Elpen - amlodipina/val . .
Danemarc Pharmaceutical An_'\Io_dlr:»lln/VaI"sartan/HydrochIor sartan/hidrocl 10 mg/320 c_omprlmate admvlnlstrare
a thiazid "Elpen Sy mg/25 mg filmate orala

Co. Inc orotiazida

Elpen . amlodipina/val | 5 mg/160 . .
g)anemarc Pharmaceutical tAhr?alcz)icclllp?llllz'll/\ganlnsartan/HydrochIor sartan/hidrocl | mg/12,5 m tSi(I):aptre;mate 2(:;En|strare

Co. Inc P orotiazida g

Elpen - amlodipina/val . -
Danemarc Pharmaceutical An_'llo.dlpl)||n/VaI"sartan/Hydrochlor sartan/hidrocl 5 mg/160 qomprlmate adenlstrare
a thiazid "Elpen mg/25 mg filmate orala

Co. Inc

orotiazida

45




Detinatorul

Statul . ..
membru autorizatiei Solicitantul Denumirea medicamentului DCI _Concentra; Forma - Cale? f’e
al SEE d_e punere pe ia farmaceutica administrare
piata
Danemarc Morningside administrare
a Healthcare Dinetrel amantadina 100 mg capsule orali
(Malta) Ltd
Danemarc Mylan AB Erlotinib "Mylan" erlotinib 100 mg c_omprlmate adenlstrare
a filmate orala
Danemarc T " . comprimate administrare
a Mylan AB Erlotinib "Mylan erlotinib 150 mg filmate oral3
Danemarc Mylan AB Erlotinib "Mylan" erlotinib 25 mg qomprlmate admvlnlstrare
a filmate orala
aDanemarc Mylan AB Vildagliptin Mylan vildagliptina 50 mg comprimate 2S:F§;n|strare
Danemarc Newbury comprimate administrare
Pharmaceutical Lapatinib "Newbury" lapatinib 250 mg omp v
a s AB filmate orala
Danemarc | Orifarm . fenoximetilpen comprimate administrare
. Priminova Ly 800 mg . v
a Generics A/S icilina filmate orala
Danemarc Sandoz A/S Darunavir "Sandoz" darunavir 600 mg qomprlmate admvlnlstrare
a filmate orala
Danemarc Sandoz A/S Darunavir "Sandoz" darunavir 800 mg gomprlmate admvlnlstrare
a filmate orala
Danemarc efavirenz/emtr | 600 mg/200 comprimate administrare
Sandoz A/S Padviram icitabina/tenof mg/245 m . P v
a ; filmate orala
ovir g
Danemarc Sandoz A/S Erlotinib "Sandoz" erlotinib 100 mg gomprlmate admvlnlstrare
a filmate orala
Danemarc Sandoz A/S Erlotinib "Sandoz" erlotinib 150 mg comprimate admvlnlstrare
a filmate orala
Danemarc Sandoz A/S Erlotinib "Sandoz" erlotinib 25 mg c_omprlmate adenlstrare
a filmate orala
Danemarc | Stada . . N " abacavir/lamiv | 600 mg/300 | comprimate administrare
a Arzneimittel AG Abacavir/Lamivudine "Stada udina mg filmate orald
Danemarc | Stada - " . administrare
a Arzneimittel AG Atazanavir "Stada atazanavir 150 mg capsule oral3
Danemarc Stada' . Atazanavir "Stada" atazanavir 200 mg capsule admvlnlstrare
a Arzneimittel AG orala
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Danemarc Stada' . Atazanavir "Stada" atazanavir 300 mg capsule admvlnlstrare
a Arzneimittel AG orala
Danemarc Stada_ _ Darunavir Stada darunavir 400 mg c_omprlmate admvlnlstrare
a Arzneimittel AG filmate orala
Danemarc Stada_ _ Darunavir Stada darunavir 600 mg c_omprlmate adenlstrare
a Arzneimittel AG filmate orala
Danemarc Stada. _ Darunavir Stada darunavir 800 mg qomprlmate admvlnlstrare
a Arzneimittel AG filmate orala
Danemarc | Stada Emtenef %?;’&ig%:?;fr 6n(1)0/r;‘g‘;é2n(1)0 comprimate administrare
a Arzneimittel AG ovir g 9 filmate orala
Danemarc | Stada P " L comprimate administrare
a Arzneimittel AG Erlotinib "Stada erlotinib 100 mg filmate orald
Danemarc | Stada R " . comprimate administrare
a Arzneimittel AG Erlotinib "Stada erlotinib 150 mg filmate orali
Danemarc | Stada P " . comprimate administrare
a Arzneimittel AG Erlotinib "Stada erlotinib 25mg filmate orala
Danemarc Stada. . Lacosamide "Stada" lacosamida 100 mg qomprlmate admvlnlstrare
a Arzneimittel AG filmate orala
Danemarc Stada' . Lacosamide "Stada" lacosamida 150 mg qomprlmate admvlnlstrare
a Arzneimittel AG filmate orala
Danemarc Stada_ _ Lacosamide "Stada" lacosamids 200 mg c_omprlmate admv|n|strare
a Arzneimittel AG filmate orala
Danemarc Stada_ _ Lacosamide "Stada" lacosamids 50 mg c_omprlmate adenlstrare
a Arzneimittel AG filmate orala
Danemarc | Stada Posaconazole Stada osaconazol 40 mg/ml suspensie orala administrare
a Arzneimittel AG P 9 P orala
Danemarc | Stada - . comprimate administrare
a Arzneimittel AG Tadalafil "Stada tadalafil 10 mg filmate orala
Danemarc | Stada - ) comprimate administrare
a Arzneimittel AG Tadalafil "Stada tadalafil 20 mg filmate orala
Danemarc | Stada - ) comprimate administrare
a Arzneimittel AG Tadalafil "Stada tadalafil > Mg filmate orala
aDanemarc Teva B.V. Posaconazol "Teva B.V." posaconazol 40 mg/ml suspensie orala 3?:[;“'Strare
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Danemarc 2care4} Bendatol albendazol 400 mg comprimate adenlstrare
a Generics ApS orala
Danemarc Kappler Pharma C e " . . administrare
a Consult GmbH Betahistin "Kappler betahistina 16 mg comprimate oral3
Danemarc Kappler Pharma e " N . administrare
a Consult GmbH Betahistin "Kapplerpharma betahistina 16 mg comprimate oral3
Danemarc Kappler Pharma e " . . administrare
a Consult GmbH Betahistin "Kappler betahistina 24 mg comprimate oral3
Danemarc Kappler Pharma T " Ly . administrare
a Consult GmbH Betahistin "Kapplerpharma betahistina 24 mg comprimate orali
Danemarc Kappler Pharma T " Dy . administrare
a Consult GmbH Betahistin "Kappler betahistina 8 mg comprimate orald
Danemarc Kappler Pharma - " R " administrare
a Consult GmbH Betahistin "Kapplerpharma betahistina 8 mg comprimate orald
Pharos
Danemarc Phgrmaceutlcal Nilotinib "PharOS" nilotinib 150 mg capsule adenlstrare
a Oriented orala
Services Ltd.
Pharos
Danemarc Ph_armaceutlcal Nilotinib "PharOS" nilotinib 150 mg capsule admvlnlstrare
a Oriented orala
Services Ltd.
Pharos
Danemarc Phgrmaceutlcal Nilotinib "PharQOS" nilotinib 200 mg capsule admvlnlstrare
a Oriented orala
Services Ltd.
Pharos
Danemarc Phgrmaceutlcal Nilotinib "PharOS" nilotinib 200 mg capsule adenlstrare
a Oriented orala
Services Ltd.
Pharos
Danemarc Phgrmaceutlcal Nilotinib "PharOS" nilotinib 50 mg capsule admvlnlstrare
a Oriented orala

Services Ltd.

48




Detinatorul

Statul P
membru autorizatiei Solicitantul Denumirea medicamentului DCI _Concentra; Forma i Cale? f’e
al SEE d_e punere pe ia farmaceutica administrare
piata
Pharos
Danemarc Ph_armaceutlcal Nilotinib "PharOS" nilotinib 50 mg capsule adenlstrare
a Oriented orala
Services Ltd.
Danemarc . " . comprimate administrare
a Sandoz A/S Sorafenib "Sandoz sorafenib 400 mg filmate orald
Danemarc Viatris administrare
Healthcare Nilotinib "Viatris" nilotinib 150 mg capsule <
a . orala
Limited
Danemarc Viatris administrare
Healthcare Nilotinib "Viatris" nilotinib 200 mg capsule v
a S orala
Limited
Danemarc Viatris administrare
Healthcare Nilotinib "Viatris" nilotinib 50 mg capsule v
a S orala
Limited
Estonia Accord Abacavir/Lamivudine Accord abgcvawr/lamlv 600 mg/300 c_omprlmate admvlnlstrare
Healthcare B.V. udina mg filmate orala
Estonia Baxter B.V. ANESIA propofol 10 mg/ml ?”.“”'St'e pentrl.! gdmlnlstrarev
injectie/perfuzie intravenoasa
Estonia Baxter B.V. ANESIA propofol 20 mg/ml ?”.“”'S.'e pentrL! gdmlmstrarev
injectie/perfuzie intravenoasa
Estonia LV S.YStem . Suphrex 12.5 mg hard capsules | sunitinib 12,5 mg capsule adenlstrare
Service, Latvia orala
Estonia Lv S_ystem . Suphrex 50 mg hard capsules sunitinib 50 mg capsule admv|n|strare
Service, Latvia orala
Estonia IV!ngn Ireland Posaconazole Mylan posaconazol 40 mg/ml suspensie orala admvlnlstrare
Limited orala
Mylan comprimate administrare
Estonia Pharmaceutical Erlotinib "Mylan" erlotinib 100 mg omp v
. filmate orala
s Limited
Mylan comprimate administrare
Estonia Pharmaceutical Erlotinib "Mylan" erlotinib 150 mg fil P 15
s Limited ilmate orala
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Estonia Sandoz d.d. Sltagllptln/_Metformln S|tagI|p_t|rv1a/m 50 mg/850 c_omprlmate adenlstrare
Hydrochloride Sandoz etformina mg filmate orala
Sandoz comprimate administrare
Estonia Pharmaceutical Darunavir Sandoz darunavir 400 mg fi P v
sd.d. ilmate orala
Sandoz comprimate administrare
Estonia Pharmaceutical Darunavir Sandoz darunavir 600 mg omp <
filmate orala
sd.d.
Sandoz comprimate administrare
Estonia Pharmaceutical Darunavir Sandoz darunavir 75 mg omp v
sd.d filmate orala
sandoz comprimate administrare
Estonia Pharmaceutical Darunavir Sandoz darunavir 800 mg fi P v
sd.d. ilmate orala
Sandoz efavirenz/emtr | 600 mg/200 comprimate administrare
Estonia Pharmaceutical PADVIRAM icitabina/tenof mg/245 m . P v
: filmate orala
s d.d. ovir g
Sandoz comprimate administrare
Estonia Pharmaceutical Erlotinib "Sandoz" erlotinib 100 mg omp ”
sdd. filmate orala
Sandoz comprimate administrare
Estonia Pharmaceutical Erlotinib "Sandoz" erlotinib 150 mg omp v
sd.d filmate orala
Sandoz comprimate administrare
Estonia Pharmaceutical ERLOTINIB SANDOZ erlotinib 25 mg omp v
filmate orala
sd.d.
Sandoz comprimate administrare
Estonia Pharmaceutical SORAFENIB SANDOZ sorafenib 400 mg omp v
sd.d filmate orala
Estonia SIA Elvim Vildagliptin/ Metformin Elvim V|IdagI|pt_|nva/ 50 mg/850 c_omprlmate admvlnlstrare
metformina mg filmate orala
Estonia SIA Elvim Vildagliptin/ Metformin Elvim V|IdagI|pt.|nva/ 50 mg/1 00 qomprlmate admvlnlstrare
metformina 0 mg filmate orala
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Pharos
Estonia Pharmaceutical | \pj oTINIB PHAROS nilotinib 150 mg capsule administrare
Oriented orala
Services Ltd.
Pharos
Estonia Pharmaceutical | \p o1iNiB PHAROS nilotinib 200 mg capsule administrare
Oriented orala
Services Ltd.
Pharos
Estonia Pharmaceutical | \p; 51iNIB PHAROS nilotinib 50 mg capsule administrare
Oriented orala
Services Ltd.
Estonia Remedica Ltd. Viaremblu sildenafil 100 mg qomprlmate admvlnlstrare
filmate orala
Estonia Remedica Ltd. | VIAREMBLU sildenafil 25 mg comprimate administrare
filmate orala
Estonia Remedica Ltd. Viaremblu sildenafil 50 mg c_omprlmate admv|n|strare
filmate orala
Sandoz comprimate cu administrare
Estonia Pharmaceutical | Ranzolva ranolazina 375 mg eliberare <
Sy orala
s d.d. prelungita
Sandoz comprimate cu administrare
Estonia Pharmaceutical | Ranzolva ranolazina 500 mg eliberare <
sy orala
s d.d. prelungita
Sandoz comprimate cu administrare
Estonia Pharmaceutical | Ranzolva ranolazina 750 mg eliberare v
Ty orala
s d.d. prelungita
Estonia Viatris Limited | NILOTINIB VIATRIS nilotinib 200 mg capsule f)fé’lg”'sware
Estonia Zentiva k.s. NILOTINIB ZENTIVA nilotinib 150 mg capsule 3?:?5:”'5””9‘
Estonia Zentiva k.s. NILOTINIB ZENTIVA nilotinib 200 mg capsule 2‘::%”'5””6
Finlanda Accord Abacavir/Lamivudine Accord abgc?wr/lamlv 600 mg/300 c_omprlmate adenlstrare
Healthcare B.V. udina mg filmate orala
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AOP Orphan comprimate administrare
Finlanda Pharmaceutical Tadalafil Aop tadalafil 20 mg fi P <
s GmbH ilmate orala
Finlanda Baxter B.V. Profast propofol 10 mg/ml ?”.“”'S.'e pentru_ _admlnlstrarev
injectie/perfuzie intravenoasa
Finlanda Baxter B.V. Profast propofol 20 mg/mil ."‘”."”'S.'e pentrq 'admlnlstrarev
injectie/perfuzie intravenoasa
. Brown & Burk . . R administrare
Finlanda IR Limited Lymecycline Brown & Burk limeciclina 300 mg capsule orald
Finlanda Hexal A/S Sitagliptin/Metformin Hexal S|tagI|p_t|rv1a/m 50 mg/850 c_omprlmate adenlstrare
etformina mg filmate orala
L amlodipina/val | 10 mg/160 . .
Finlanda Mylan AB Amloq|p!ne/VaIsartan/HydrochI sartan/hidrocl | mg/12,5 m gomprlmate admvlnlstrare
orothiazide Mylan O filmate orala
orotiazida g
Finlanda Mvlan AB Amlodipine/Valsartan/Hydrochl :;ltgi'/pr:?dar{)\é?l 10 mg/160 comprimate administrare
Y orothiazide Mylan M mg/25 mg filmate orala
orotiazida
o amlodipinad/val ) _
. Amlodipine/Valsartan/Hydrochl . 10 mg/320 comprimate administrare
Finlanda Mylan AB orothiazide Mylan sartgn/'hlvdrocl mg/25 mg filmate orala
orotiazida
o amlodipina/val | 5 mg/160 . .
Finlanda Mylan AB Amloc_j|p|_ne/VaIsartan/HydrochI sartan/hidrocl | mg/12,5 m c_omprlmate admvlnlstrare
orothiazide Mylan Sy filmate orala
orotiazida g
Finlanda Mvlan AB Amlodipine/Valsartan/Hydrochl :?rltg(:ml/phl?dar/o\::?l 5 mg/160 comprimate administrare
Y orothiazide Mylan ey mg/25 mg filmate orala
orotiazida
Finlanda Mylan AB Vildagliptin Mylan vildagliptina 50 mg comprimate 2(rjglgn|strare
Finlanda Orion ) Bosentan Orion bosentan 125 mg c_omprlmate admvlnlstrare
Corporation filmate orala
Finlanda Orion . Bosentan Orion bosentan 62,5 mg c_omprlmate adenlstrare
Corporation filmate orala
Finlanda Orion Olanzapin Orion olanzapina comprimate administrare
Corporation 5 mg orodispersabile orala
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. Orion . . . I . administrare
Finlanda Corporation Olanzapin Orion 5 mg tabletit olanzapina 5 mg comprimate oral3
Finlanda Orion . Olanzapin Orion olanzapina 10 mg comprlmate . adenlstrare
Corporation orodispersabile orala
Finlanda Orion . Olanzapin Orion 10 mg tabletit olanzapina 10 mg comprimate admvlnlstrare
Corporation orala
Finlanda Orion . Olanzapin Orion olanzapina 15 mg comprlmate . admvlnlstrare
Corporation orodispersabile orala
Finlanda Orion . Olanzapin Orion 15 mg tabletit olanzapina 15 mg comprimate admvlnlstrare
Corporation orala
Finlanda Orion . Olanzapin Orion 2.5 mg tabletit | olanzapina 2,5mg comprimate admvlnlstrare
Corporation orala
Finlanda Orion . Olanzapin Orion olanzapina 20 mg comprlmate . aden|strare
Corporation orodispersabile orala
Finlanda Orion . Olanzapin Orion 20 mg tabletit olanzapina 20 mg comprimate aden|strare
Corporation orala
Finlanda Orion . Olanzapin Orion 7.5 mg tabletit | olanzapina 7,5 mg comprimate adenlstrare
Corporation orala
Finlanda Sandoz A/S Darunavir Sandoz darunavir 600 mg c_ompnmate adenlstrare
filmate orala
Finlanda Sandoz A/S Darunavir Sandoz darunavir 800 mg qomprlmate admv|n|strare
filmate orala
efavirenz/emtr | 600 mg/200 comprimate administrare
Finlanda Sandoz A/S Padviram icitabina/tenof mg/245 m omp v
ovir g filmate orala
Finlanda Stada_ _ Abacavir/Lamivudine Stada abgc?wr/lamlv 600 mg/300 c_omprlmate adenlstrare
Arzneimittel AG udina mg filmate orala
. Stada . - administrare
Finlanda Arzneimittel AG Atazanavir Stada atazanavir 200 mg capsule oral3
. Stada . - administrare
Finlanda Arzneimittel AG Atazanavir Stada atazanavir 300 mg capsule orald
. Stada . . comprimate administrare
Finlanda Arzneimittel AG Darunavir Stada darunavir 600 mg filmate orali
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. Stada . . comprimate administrare
Finlanda Arzneimittel AG Darunavir Stada darunavir 800 mg filmate orald
efavirenz/emtr | 600 mg/200 . .
. Stada R comprimate administrare
Finlanda Arzneimittel AG Emtenef g:\l/ti?blna/tenof gmg/245 m filmate orald
. Stada . - comprimate administrare
Finlanda Arzneimittel AG Erlotinib Stada erlotinib 100 mg filmate orald
. Stada . - comprimate administrare
Finlanda Arzneimittel AG Erlotinib Stada erlotinib 100 mg filmate oral3
. Stada - - comprimate administrare
Finlanda Arzneimittel AG Erlotinib Stada erlotinib 150 mg filmate oral3
. Stada L . comprimate administrare
Finlanda Arzneimittel AG Erlotinib Stada erlotinib 25 mg filmate orald
Finlanda Stada_ . Lacosamide Stada lacosamida 100 mg c_omprlmate admvlnlstrare
Arzneimittel AG filmate orala
Finlanda Stada_ . Lacosamide Stada lacosamida 150 mg c_omprlmate adenlstrare
Arzneimittel AG filmate orala
Finlanda Stada. . Lacosamide Stada lacosamida 200 mg qomprlmate admv|n|strare
Arzneimittel AG filmate orala
. Stada . i~ comprimate administrare
Finlanda Arzneimittel AG Lacosamide Stada lacosamida 50 mg filmate orald
. Stada . v administrare
Finlanda Arzneimittel AG Posaconazole Stada posaconazol 40 mg/ml suspensie orala orald
. Stada . . comprimate administrare
Finlanda Arzneimittel AG Tadalafil Stada tadalafil 10 mg filmate oral3
. Stada . . comprimate administrare
Finlanda Arzneimittel AG Tadalafil Stada tadalafil 20 mg filmate oral3
. Stada . . comprimate administrare
Finlanda Arzneimittel AG Tadalafil Stada tadalafil 5 mg filmate orald
Finlanda 2care4} Bendatol albendazol 400 mg comprimate adenlstrare
Generics ApS orala
. Kappler Pharma - e - administrare
Finlanda Consult GmbH Betahistin Kappler betahistina 16 mg comprimate orali
Finlanda Kappler Pharma Betahistin Kappler betahistina 24 mg comprimate administrare

Consult GmbH

orala
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Finlanda Kappler Pharma Betahistin Kappler betahistina 8 m comprimate administrare
Consult GmbH PP 9 P orala
Pharos
Finlanda Phgrmaceutlcal Nilotinib Pharos nilotinib 150 mg capsule adenlstrare
Oriented orala
Services Ltd.
Pharos
Finlanda Ph_armaceutlcal Nilotinib Pharos nilotinib 200 mg capsule admvlnlstrare
Oriented orala
Services Ltd.
Pharos
Finlanda Phgrmaceutlcal Nilotinib Pharos nilotinib 50 mg capsule admvlnlstrare
Oriented orala
Services Ltd.
Franta Almus France Metfor_m|r,1e A'F“US, 200 mg, metformina 500 mg c_omprlmate aden|strare
’ comprimé pellicule filmate orala
Franta Almus France Tramadol Almus 50 mg, gélule tramadol 50 mg capsule 2S:|1£n|strare
Arrow Atazanavir Arrow 200 mg, . administrare
Franta L . atazanavir 200 mg capsule v
Génériques gélule orala
Arrow Atazanavir Arrow 300 mg, - administrare
Franta P . atazanavir 300 mg capsule v
Géneériques gélule orala
Franta Arrow Bosentan Arrow 125 mg, bosentan 125 m comprimate administrare
’ Génériques comprimé pelliculé 9 filmate orala
Franta Ar,royv_ Bosent_an,Arro_w 6’2,5 mg, bosentan 62,5 mg c_omprlmate admvlnlstrare
Geénériques comprimé pelliculé filmate orala
Franta Ar,rO\,N. D'QOX'.ne ,Arrow 0,125 mg, digoxina 0,125 mg comprimate admvlnlstrare
Génériques comprimé orala
Franta Ar,royv' D'9°X'.”e ,Arr,ow 0,25 mg, digoxina 0,25 mg comprimate admvlnlstrare
Geéneriques comprimé sécable orala
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Franta Arrow Leflunomide Arrow 10 mg, leflunomids 10 m comprimate administrare
’ Génériques comprimé pelliculé 9 filmate orala
Nevirapine Arrow LP 400 mg, comprimate cu -
Arrow s g Ly . administrare
Franta foa comprimé a libération nevirapina 400 mg eliberare v
Génériques . Sy orala
prolongée prelungita
Arrow OIanza_plr]a Arrow 10 mg I comprimate administrare
Franta L comprimeé olanzapina - . v
Géneériques ) - 10 mg orodispersabile orala
orodispersible
Arrow Olanzapine ARROW 10 mg I ) administrare
Franta P o olanzapina 10 mg comprimate v
Génériques comprimé orala
Olanzapina Arrow 15 mg . -
Arrow L sy comprimate administrare
Franta Lo comprime olanzapina 15 mg - . v
Géneériques . . orodispersabile orala
orodispersible
Olanzapina Arrow 20 mg . o
Arrow L sy comprimate administrare
Franta Lo comprime olanzapina 20 mg - . v
’ Géneériques ; . orodispersabile orala
orodispersible
Olanzapina Arrow 5 mg . .
Arrow R - comprimate administrare
Franta Génériques comprime olanzapina > mg orodispersabile orald
q orodispersible P
Arrow Olanzapine ARROW 5 mg I . administrare
Franta Lo o olanzapina 5 mg comprimate v
Génériques comprimé orala
Arrow Olanzapine ARROW 7.5 mg I . administrare
Franta Lo o olanzapina 7,5 mg comprimate v
Géneérigues comprimé orala
Arrow Racecadotril Arrow 100 mg, ) administrare
Franta o A racecadotril 100 mg capsule v
Géneérigues gélule orala
Propofol Baxter 10 mg/ml, emulsie pentru administrare
Franta Baxter B.V. émulsion injectable/pour propofol 10 mg/ml P

perfusion

injectie/perfuzie

intravenoasa
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Propofol Baxter 20 mg/ml, emulsie pentru administrare
Franta Baxter B.V. émulsion injectable/pour propofol 20 mg/ml emuisie p . - <
- injectie/perfuzie intravenoasa
perfusion
Abacavir/Lamivudine Biogaran . . . .
Franta Biogaran 600 mg/300 mg, comprimé abgcsawr/lamw 600 mg/300 c_omprlmate admvlnlstrare
L udina mg filmate orala
pelliculé
Franta Biogaran At,azanawr Biogaran 150 mg, atazanavir 150 mg capsule admvlnlstrare
gélule orala
Franta Biogaran Atlazanawr Biogaran 200 mg, atazanavir 200 mg capsule admvlnlstrare
gélule orala
Franta Biogaran At,azanawr Biogaran 300 mg, atazanavir 300 mg capsule adenlstrare
gélule orala
Franta Biogaran Darungvn" Blogara'n 600 mg, darunavir 600 mg c_omprlmate admvlnlstrare
comprimé pelliculé filmate orala
Franta Biogaran Darunf:m[' Blogara’n 800 mg, darunavir 800 mg gomprlmate admvlnlstrare
comprimé pelliculé filmate orala
!Efaylrenz/E_mt_rlatablne/Tenofov efavirenz/emtr | 600 mg/200 . -
. ir Disoproxil Biogaran 600 s Ly comprimate administrare
Franta Biogaran ., | icitabina/tenof | mg/245 m . ”
mg/200 mg/245 mg, comprimé ovir filmate orala
pelliculé 9
Franta Biogaran Erlotm'lb I§5|oga'ran,100 mg, erlotinib 100 mg c_omprlmate admvlnlstrare
comprimé pelliculé filmate orala
Franta Biogaran Erlot|n_|b |,3|oga_ran’150 mg, erlotinib 150 mg qomprlmate admvlnlstrare
comprimé pelliculé filmate orala
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- Erlotinib Biogaran 25 mg, - comprimate administrare
Franta Biogaran comprimé pelliculé erlotinib 25 mg filmate orald
Franta Biogaran Lapatlplb'Phar_os 2’50 mg, lapatinib 250 mg c_omprlmate admvlnlstrare
comprimé pelliculé filmate orala
EG LABO - . . . . . . o
. Abacavir/ Lamivudine EG 600 abacavir/lamiv | 600 mg/300 | comprimate administrare
Franta Laboratoires S C Sy ] v
’ - mg/300 mg, comprimé pelliculé | udina mg filmate orala
Eurogenerics
EG LABO - . . -
Franta Laboratoires Darun{awr EG _150,mg, darunavir 150 mg qomprlmate admvlnlstrare
. comprimé pelliculé filmate orala
Eurogenerics
EG LABO - . - -
Franta Laboratoires Da“‘”.a"'f EG _300,mg, darunavir 300 mg c_omprlmate aden|strare
- comprimé pellicule filmate orala
Eurogenerics
EG LABO - - . -
Franta Laboratoires Dar“”‘f’“"f EG 400,mg’ darunavir 400 mg c_omprlmate aden|strare
: comprimé pellicule filmate orala
Eurogenerics
EG LABO - . . o
Franta Laboratoires CD:nrqur:’?n\;lg ES”?C?J?émg’ darunavir 600 mg ;(l)nr:aazmate 2(rjglgn|strare
Eurogenerics P P
EG LABO - . . - -
Franta Laboratoires Darynaylr EG 75 mg, comprimé darunavir 75 mg qomprlmate adenlstrare
E - pelliculé filmate orala
urogenerics
EG LABO - - . -
Franta Laboratoires Dar“”‘f’“"f EG goo,mg, darunavir 800 mg c_omprlmate aden|strare
E - comprimé pellicule filmate orala
urogenerics
EG LABO - Efavirenz/Emtricitabine/Tenofov | efavirenz/emtr | 600 mg/200 comprimate administrare
Franta Laboratoires ir Disoproxil EG 600 mg/200 icitabina/tenof | mg/245 m omp v
- L A : filmate orala
Eurogenerics mg/245 mg, comprimé pelliculé | ovir g
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EG LABO - - . . -
. Erlotinib EG 100 mg, comprimeé - comprimate administrare
Franta Eﬂ?g;tno;:?css pelliculé erlotinib 100 mg filmate orald
EG LABO - o L . .
. Erlotinib EG 150 mg, comprimé - comprimate administrare
Franta Iéit?ggaetnoé:?css pelliculé erlotinib 150 mg filmate orala
Franta Egblcﬁ:;gi;es Erlotinib EG 25 mg, comprimé erlotinib 25 m comprimate administrare
’ Eurogenerics pelliculé 9 filmate orala
EG LABO - . - -
. Lacosamide EG 100 mg, i~ comprimate administrare
Franta Iéit?ggaetnoé:?css comprimé pelliculé lacosamida 100 mg filmate orala
EG LABO - . . .
. Lacosamide EG 150 mg, Ly comprimate administrare
Franta Iéit:ggitnoé:?css comprimé pelliculé lacosamida 150 mg filmate orald
Franta Egblcﬁ:;gi;es Lacosamide EG 200 mg, lacosamids 200 m comprimate administrare
’ Eurogenerics comprimé pelliculé 9 filmate orald
Franta EaGbIc-)é:;gir_es Lacosamide EG 50 mg, lacosamids 50 m comprimate administrare
’ Eurogenerics comprimé pelliculé 9 filmate orala
EG LABO - . s . -
Franta Laboratoires Tad_alafl'l EG 10 mg, comprimé tadalafil 10 mg c_omprlmate adenlstrare
Eurogenerics pelliculé filmate orala
EG LABO - . . . -
Franta Laboratoires Tad_alaﬁll EG 2,5 mg, comprime tadalafil 2,5 mg qomprlmate admvlnlstrare
Eurogenerics pelliculé filmate orala
EG LABO - . s . -
Franta Laboratoires ;—ZSiaclualfel,l EG 20 mg, comprime tadalafil 20 mg :::icl)nr:aptrémate 2(r:lan|'gn|strare
Eurogenerics
EG LABO - ) - . -
Franta Laboratoires Tad_alaﬁ'l EG 5 mg, comprimé tadalafil 5 mg c_omprlmate adenlstrare
Eurogenerics pelliculé filmate orala
Franta Eugia Pharma Anastrozole Arrow LAB 1 mg, anastrozol im comprimate administrare
’ (Malta) Limited comprimé pelliculé 9 filmate orald
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Franta Lab_orat0|res Kr0|_'1aI|§ 10 mg, comprimé tadalafil 10 mg qomprlmate adenlstrare
Majorelle pelliculé filmate orala
Laboratoires Kronalis 2,5 mg, comprimé . comprimate administrare
Franta Majorelle pelliculé tadalafil 25> mg filmate orala
Franta Lab_orat0|res Kr0|_'1all§ 20 mg, comprime tadalafil 20 mg c_omprlmate admvlnlstrare
Majorelle pelliculé filmate orala
Franta Lab_orat0|res Kro_naI|§ 5 mg, comprime tadalafil 5 mg c_omprlmate admvlnlstrare
Majorelle pelliculé filmate orala
Franta Sandoz At,azanawr Sandoz 200 mg, atazanavir 200 mg capsule admvlnlstrare
gélule orala
Franta Sandoz Atlazanawr Sandoz 300 mg, atazanavir 300 mg capsule admvlnlstrare
gélule orala
Darunavir Sandoz 400 mg, . comprimate administrare
Franta Sandoz comprimé pelliculé darunavir 400 mg filmate orald
Franta Sandoz Darun{:\vn’* San_doz,600 mg, darunavir 600 mg c_omprlmate admvlnlstrare
comprimé pelliculé filmate orala
Franta Sandoz Darunf:lwf San_doz,800 mg, darunavir 800 mg c_omprlmate admvlnlstrare
comprimé pelliculé filmate orala
Efavirenz/Emtricitabine/Tenofov .
ir Disoproxil Sandoz 600 _ef_awr_erlz/emtr 600 mg/200 comprimate administrare
Franta Sandoz ., | icitabina/tenof mg/245 m . v
mg/200 mg/245 mg, comprimé ovir filmate orala
pelliculé 9
Franta Sandoz ErIotln_lb $and<_3 1QO mg, erlotinib 100 mg c_omprlmate admvlnlstrare
comprimé pelliculé filmate orala
Franta Sandoz ErIotln_lb §andgz 1’50 mg, erlotinib 150 mg c_omprlmate admvlnlstrare
comprimé pelliculé filmate orala

60




Detinatorul

Statul P
membru autorizatiei Solicitantul Denumirea medicamentului DCI _Concentra; Forma i Cale? f’e
al SEE d_e punere pe ia farmaceutica administrare
piata
Erlotinib Sandoz 25 mg, - comprimate administrare
Franta Sandoz comprimé pelliculé erlotinib 25 mg filmate orald
Franta Teva Sante Defera_sng Te_va ?00 mg, deferasirox 900 mg c_omprlmate admvlnlstrare
comprimé pelliculé filmate orala
Franta Viatris Sante ErIotln_lb Y|atr|_s 1Q0 mg, erlotinib 100 mg c_omprlmate admvlnlstrare
comprimé pelliculé filmate orala
Franta Viatris Sante ErlOtm.'b ylatr|§ 15,0 mg, erlotinib 150 mg qomprlmate admvlnlstrare
comprimé pelliculé filmate orala
o Erlotinib Viatris 25 mg, - comprimate administrare
Franta Viatris Sante comprimé pelliculé erlotinib 25 mg filmate oral3
Franta Viatris Sante Posacongzole Viatris 40 mg/mL, posaconazol 40 mg/ml suspensie orala admvlnlstrare
suspension buvable orala
Franta Viatris Sante V|Idagl_|pt!n Viatris 50 mg, vildaglipting 50 mg c_omprlmate admvlnlstrare
comprimé filmate orala
Franta Zentiva France stlcecadotrll Zentiva 100 mg, racecadotril 100 mg capsule admvlnlstrare
gélule orala
Franta Ar,rO\,/v. Tgplramate Arrow 15 mg, topiramat 15 mg capsule adenlstrare
Génériques gélule orala
Franta Ar,rO\,/v_ Tgplramate Arrow 25 mg, topiramat 25 mg capsule adenlstrare
Genériques gélule orala
Arrow Topiramate Arrow 50 mg, . administrare
Franta L . topiramat 50 mg capsule v
Genériques gélule orala
Aurobindo Dapaglifozine Metformine Arrow ey . .
Franta Pharma (Malta) | 5 mg/1000 mg, comprimé dapagllflgzlna/ 5 mg/1 000 gomprlmate admvlnlstrare
metformina mg filmate orala

Limited

pelliculé
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Crescent
Pharma Midodrine Hydrochloride 2,5 - - ) administrare
Franta . T midodrina 2,5mg comprimate ”
International mg, comprimeé orala
Limited
Crescent
Franta Pharma_ MIdOdItIne’ Hydrochloride 5 mg, midodrin 5 mg comprimate admvlnlstrare
International comprimé orala
Limited
Generis . . . .
Franta Farmacéutica, Terlflupomlde Arrqw 14 mg, teriflunomida 14 mg gomprlmate admvlnlstrare
SA. comprimé pelliculé filmate orala
Franta Kappler Pharma Betahl_stlr,le Kappler 24 mg, betahistin 24 mg comprimate admvlnlstrare
Consult GmbH comprimé orala
Franta Kappler Pharma Betahl_stlr)e Kappler 8 mg, betahisting 8 mg comprimate adenlstrare
Consult GmbH comprimé orala
Morningside administrare
Franta Healthcare Ponade 50 mg, comprimé dapsona 50 mg comprimate v
orala
(Malta) Ltd.
Franta Nutra Essential | Ibuprofene Winadol 400 mg, ibunrofen 400 m capsule moi administrare
’ OTC, S.L. capsule molle P 9 P orald
Pharos
Pharmaceutical | Nilotinib Pharos 150 mg, S administrare
Franta . . nilotinib 150 mg capsule v
Oriented gélules orala
Services Ltd.
Pharos
Pharmaceutical | Nilotinib Pharos 150 mg, S administrare
Franta . . nilotinib 150 mg capsule v
Oriented gélules orala
Services Ltd.
Pharos
Franta Phgrmaceutlcal Nilotinib Viatris 150 mg, gélule nilotinib 150 mg capsule admvlnlstrare
Oriented orala

Services Ltd.
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Pharos
Franta Ph_armaceutlcal NI,|OtInIb Pharos 200 mg, nilotinib 200 mg capsule adenlstrare
Oriented gélules orala
Services Ltd.
Pharos
Franta Ph_armaceutlcal Nilotinib Pharos200 mg, gélules | nilotinib 200 mg capsule admv|n|strare
Oriented orala
Services Ltd.
Pharos
Franta Phgrmaceutlcal Nilotinib Viatris 200 mg, gélule nilotinib 200 mg capsule admvlnlstrare
Oriented orala
Services Ltd.
Pharos
Franta Ph_armaceutlcal Nilotinib Pharos 50 mg, gélules nilotinib 50 mg capsule adenlstrare
Oriented orala
Services Ltd.
Pharos
Franta Ph_armaceutlcal Nilotinib Pharos 50 mg, gélules nilotinib 50 mg capsule admvlnlstrare
Oriented orala
Services Ltd.
Pharos
Franta Phgrmaceutlcal Nilotinib Viatris 50 mg, gélule nilotinib 50 mg capsule admvlnlstrare
Oriented orala
Services Ltd.
Sitagliptin/Metformin - 1 A . R . -
Germania 1 A Pharma Pharma 50 mg/850 mg S|tagI|p_t|rv1a/m 50 mg/850 c_omprlmate adenlstrare
GmbH . etformina filmate orala
Filmtabletten mg
. Aliud Pharma Darunavir AL 400 mg . comprimate administrare
Germania GmbH Filmtabletten darunavir 400 mg filmate orala
Germania Aliud Pharma Darunavir AL 600 mg darunavir 600 m comprimate administrare
GmbH Filmtabletten 9 filmate orala
Germania Aliud Pharma Darunavir AL 800 mg darunavir 800 m comprimate administrare
GmbH Filmtabletten 9 filmate orala
Germania Aliud Pharma Deferasirox AL 900 mg deferasirox 900 m comprimate administrare
GmbH Filmtabletten 9 filmate orala
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. Aliud Pharma Lapatinib AL 250 mg - comprimate administrare
Germania GmbH Filmtabletten lapatinib 250 mg filmate orald
. Aliud Pharma Posaconazol AL 40 mg/ml . o administrare
Germania : . posaconazol 40 mg/ml suspensie orala v
GmbH Suspension zum Einnehmen orala
Germania Aliud Pharma Tadalafil AL 10 mg tadalafil 10 m comprimate administrare
GmbH Filmtabletten 9 filmate orald
. Aliud Pharma Tadalafil AL 20 mg ) comprimate administrare
Germania GmbH Filmtabletten tadalafil 20 mg filmate orald
Germania Aliud Pharma Tadalafil PAH AL 20 mg tadalafil 20m comprimate administrare
GmbH Filmtabletten 9 filmate orald
Germania Aliud Pharma Tadalafil AL 5 mg Filmtabletten | tadalafil 5 mg qomprlmate admvlnlstrare
GmbH filmate orala
Germania Aliud Pharma Abacavir/Lamivudin AL 600 abacavir/lamiv | 600 mg/300 | comprimate administrare
GmbH mg/300 mg Filmtabletten udina mg filmate orala
Germania Aliud Pharma Atazanavir AL 150 mg atazanavir 150 m capsule administrare
GmbH Hartkapseln 9 P orala
. Aliud Pharma Atazanavir AL 200 mg . administrare
Germania atazanavir 200 mg capsule <
GmbH Hartkapseln orala
. Aliud Pharma Atazanavir AL 300 mg . administrare
Germania atazanavir 300 mg capsule v
GmbH Hartkapseln orala
. Efavirenz/ emtricitabine/ efavirenz/emtr | 600 mg/200 . .
Germania Aliud Pharma tenofovirdis AL 600 mg/200 icitabina/tenof mg/245 m qomprlmate admvlnlstrare
GmbH - : filmate orala
mg/245 mg Filmtabletten ovir g
Germania Aliud Pharma Lacosamid AL 100 mg lacosamida 100 m comprimate administrare
GmbH Filmtabletten 9 filmate orala
Germania Aliud Pharma Lacosamid AL 150 mg lacosamida 150 m comprimate administrare
GmbH Filmtabletten 9 filmate orala
Germania Aliud Pharma Lacosamid AL 200 mg lacosamids 200 m comprimate administrare
GmbH Filmtabletten 9 filmate orald
Germania Aliud Pharma Lacosamid AL 50 mg lacosamids 50 m comprimate administrare
GmbH Filmtabletten 9 filmate orald
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. Propofol Baxter 10 mg/ml emulsie pentru administrare
Germania Baxter B.V. Emulsion zur Injektion/Infusion propofol 10 mg/ml injectie/perfuzie intravenoasa
Germania Baxter B.V. Propof_ol Baxter_lO T“g/m' M(.:T propofol 10 mg/ml ?”.“”'S.'e pentru_ gdmlnlstrar%
Emulsion zur Injektion/Infusion injectie/perfuzie intravenoasa
Germania Baxter B.V. Propofol Baxter'20 '.“9/”" . propofol 20 mg/ml .e”.“”'s.'e pentrq f':ldmlnlstrarev
Emulsion zur Injektion/Infusion injectie/perfuzie intravenoasa
Germania Baxter B.V. Propofol Baxter_20 '.“9/”" M;T propofol 20 mg/ml .e”.“”'s.'e pentrq f':ldmlnlstrarev
Emulsion zur Injektion/Infusion injectie/perfuzie intravenoasa
. betaphal_'m Abacavir/Lamivudin beta 600 abacavir/lamiv | 600 mg/300 | comprimate administrare
Germania Arzneimittel - S . v
GmbH mg/300 mg Filmtabletten udina mg filmate orala
betapharm . -
Germania Arzneimittel Atazanavir beta 150 mg atazanavir 150 mg capsule admvlnlstrare
Hartkapseln orala
GmbH
betapharm . -
Germania Arzneimittel Atazanavir beta 200 mg atazanavir 200 mg capsule admvlnlstrare
Hartkapseln orala
GmbH
betapharm . L
Germania Arzneimittel Atazanavir beta 300 mg atazanavir 300 mg capsule adenlstrare
Hartkapseln orala
GmbH
betapharm Efavirenz/Emtricitabin/Tenofovi | efavirenz/emtr | 600 mg/200 comprimate administrare
Germania Arzneimittel rdisoproxil beta 600 mg/200 icitabina/tenof | mg/245 m filmapte oral3
GmbH mg/245 mg Filmtabletten ovir g
betapharm .
. L Posaconazol beta 40 mg/ml . © administrare
Germania Arzneimittel ; . posaconazol 40 mg/ml suspensie orala v
GmbH Suspension zum Einnehmen orala
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Brillpharma Solifenacin Brillpharma 1mg/ml administrare
Germania | (Ireland) . P 9 solifenacina 1 mg/ml solutie orald v
o Lésung zum Einnehmen orala
Limited
Germania C4 health Metformin C4 health 1000 mg metformin 1000 m comprimate administrare
GmbH Filmtabletten 9 filmate orala
Germania C4 health Metformin C4 health 500 mg metforming 500 m comprimate administrare
GmbH Filmtabletten 9 filmate orald
Germania C4 health Metformin C4 health 850 mg metforming 850 m comprimate administrare
GmbH Filmtabletten 9 filmate orald
Denk Pharma . . .
Germania GmbH & Co. T_adalafll Denk 10 mg tadalafil 10 mg c_omprlmate admvlnlstrare
KG Filmtabletten filmate orala
Denk Pharma . . .
Germania GmbH & Co. T_adalafll Denk 2,5 mg tadalafil 2,5 mg qomprlmate adenlstrare
KG Filmtabletten filmate orala
Denk Pharma . . .
Germania GmbH & Co. ngalafll Denk 20 mg tadalafil 20 mg c_omprlmate admvlnlstrare
KG Filmtabletten filmate orala
Denk Pharma . . .
Germania GmbH & Co. T_adalafll Denk 5 mg tadalafil 5 mg c_omprlmate adenlstrare
KG Filmtabletten filmate orala
Denk Pharma . - .
Germania GmbH & Co. Vildagliptin Denk 50 mg vildagliptina 50 mg comprimate admvlnlstrare
KG Tabletten orala
Elpen Amlodipin/Valsartan/Hydrochlor | amlodipina/val | 10 mg/160 comprimate administrare
Germania Pharmaceutical othiazid ELPEN 10 mg/160 sartan/hidrocl mg/12,5 m omp o
. o filmate orala
Co. Inc mg/12,5 mg Filmtabletten orotiazida g
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Elpen Amlodipin/Valsartan/Hydrochlor | amlodipind/val . -
Germania Pharmaceutical othiazid ELPEN 10 mg/160 sartan/hidrocl rilo 7595/:]160 ;:i?r:wnaptrelmate g(rjanl'gnlstrare
Co. Inc mg/25 mg Filmtabletten orotiazida 9 9
Elpen Amlodipin/Valsartan/Hydrochlor | amlodipina/val . -
Germania Pharmaceutical othiazid ELPEN 10 mg/320 sartan/hidrocl %0 /n;%/;zo ?itl)r:waazmate 2S:F§;n|strare
Co. Inc mg/25 mg Filmtabletten orotiazida 9 9
Elpen Amlodipin/Valsartan/Hydrochlor | amlodipind/val | 5 mg/160 comprimate administrare
Germania Pharmaceutical othiazid ELPEN 5 mg/160 sartan/hidrocl mg/12,5 m filmapte oral3
Co. Inc mg/12,5 mg Filmtabletten orotiazida g
Elpen Amlodipin/Valsartan/Hydrochlor | amlodipina/val . -
Germania Pharmaceutical othiazid ELPEN 5 mg/160 sartan/hidrocl gqn'}g/lslgqo ;:i?r:waptzmate 2(::[1£n|strare
Co. Inc mg/25 mg Filmtabletten orotiazida 9 9
Elpen Vildagliptin ELPEN 50 mg comprimate administrare
Germania Pharmaceutical vildagliptina 50 mg . v
Co. Inc Tabletten filmate orala
Germania Eugia Pharma Anastro Puren 1 mg anastrozol im comprimate administrare
(Malta) Limited Filmtabletten 9 filmate orald
Glenmark Posaconazol Glenmark 40 -
. S - . v administrare
Germania Arzneimittel mg/ml Suspension zum posaconazol 40 mg suspensie orala v
. orala
GmbH Einnehmen
Glenmark L . .
. S Erlotinib Glenmark 100 mg - comprimate administrare
Germania Arzneimittel Filmtabletten erlotinib 100 mg filmate oral3
GmbH
Glenmark L . .
Germania | Arzneimittel E_rlotlnlb Glenmark 150 mg erlotinib 150 mg c_omprlmate adenlstrare
GmbH Filmtabletten filmate orala
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Glenmark L . o
Germania Arzneimittel E_rlotlnlb Glenmark 25 mg erlotinib 25 mg c_omprlmate adenlstrare
Filmtabletten filmate orala
GmbH
Germania Hexal AG Atazanavir HEXAL 200 mg atazanavir 200 mg capsule admvlnlstrare
Hartkapseln orala
Germania Hexal AG Atazanavir HEXAL 300 mg atazanavir 300 mg capsule admvlnlstrare
Hartkapseln orala
Germania Hexal AG D_arunaV|r HEXAL 600 mg darunavir 600 mg c_omprlmate adenlstrare
Filmtabletten filmate orala
Germania Hexal AG D_arunaV|r HEXAL 800 mg darunavir 800 mg c_omprlmate admvlnlstrare
Filmtabletten filmate orala
. efavirenz/emtr | 600 mg/200 . -
Germania Hexal AG Padw_ram 600 mg/200 mg/245 icitabing/tenof | mg/245 m c_omprlmate admvlnlstrare
mg Filmtabletten ovir g filmate orala
Germania Hexal AG Erlotmlb Hexal 100 mg erlotinib 100 mg c_omprlmate admvlnlstrare
Filmtabletten filmate orala
Germania Hexal AG E_rlotmlb Hexal 150 mg erlotinib 150 mg c_omprlmate admvlnlstrare
Filmtabletten filmate orala
Germania Hexal AG E_rlotlnlb Hexal 25 mg erlotinib 25 mg c_omprlmate adenlstrare
Filmtabletten filmate orala
. Sitagliptin Metformin HEXAL 50 | sitagliptind/m comprimate administrare
Germania Hexal AG mg/850 mg Filmtabletten etformina qugmg/SSO filmate orala
Germania Hexal AG S.orafemb HEXAL 400 mg sorafenib 400 mg qomprlmate admvlnlstrare
Filmtabletten filmate orala
Amlodipin/Valsartan/HCT amlodipind/val | 10 mg/160 . -
Germania Holsten Holsten 10 mg/160 mg/12,5 sartan/hidrocl | mg/12,5 m c_omprlmate admvlnlstrare
Pharma GmbH ) M filmate orala
mg Filmtabletten orotiazida g
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Amlodipin/Valsartan/HCT amlodipina/val . -
Germania Holsten Holsten 10 mg/160 mg/25 mg sartan/hidrocl 10 mg/160 c_omprlmate aden|strare
Pharma GmbH - oy mg/25 mg filmate orala
Filmtabletten orotiazida
Amlodipin/Valsartan/HCT amlodipina/val . -
Germania Holsten Holsten 10 mg/320 mg/25 mg sartan/hidrocl 10 mg/320 c_omprlmate admv|n|strare
Pharma GmbH . Sy mg/25 mg filmate orala
Filmtabletten orotiazida
Amlodipin/Valsartan/HCT amlodipina/val | 5 mg/160 . -
Germania Holsten Holsten 5 mg/160 mg/12,5 mg | sartan/hidrocl | mg/12,5 m qomprlmate admvlnlstrare
Pharma GmbH - iy filmate orala
Filmtabletten orotiazida g
Amlodipin/Valsartan/HCT amlodipina/val . -
Germania Holsten Holsten 5 mg/160 mg/25 mg sartan/hidrocl > Mg/160 c_omprlmate adenlstrare
Pharma GmbH . Sy mg/25 mg filmate orala
Filmtabletten orotiazida
Germania Klinge Pharma Diaverde 100 mg Hartkapseln racecadotril 100 mg capsule admvlnlstrare
GmbH orala
Germania Milstein C.V. P|Ioc§rp|nhydrochlorld Milstein 5 pilocarpind 5 mg c_omprlmate admvlnlstrare
mg Filmtabletten filmate orala
Pharmaselect
Germania Inter.r!at|ona| Colchanova 0,5 mg Tabletten colchicina 0,5 mg comprimate admvlnlstrare
Beteiligungs orala
GmbH
Pharmaselect
Germania Inter.r!atlonal Colchanova 1 mg Tabletten colchicina 1 mg comprimate admvlnlstrare
Beteiligungs orala
GmbH
PUREN Pharma . . -
Germania GmbH & Co. Olanzapin Aurobindo 5 mg olanzapina comprimate admvlnlstrare
KG Tabletten 5 mg orala
PUREN Pharma . . .
Germania GmbH & Co. Olanzapin Aurobindo 10 mg olanzapina 10 mg comprimate adenlstrare
KG Tabletten orala
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PUREN Pharma . . .
Germania GmbH & Co. Olanzapin Aurobindo 15 mg olanzapina 15 mg comprimate adenlstrare
KG Tabletten orala
PUREN Pharma . . -
Germania GmbH & Co. Olanzapin Aurobindo 2.5 mg olanzapina 2,5mg comprimate admvlnlstrare
KG Tabletten orala
PUREN Pharma . . .
Germania GmbH & Co. Olanzapin Aurobindo 20 mg olanzapina 20 mg comprimate adenlstrare
KG Tabletten orala
PUREN Pharma . . -
Germania GmbH & Co. Olanzapin Aurobindo 7.5 mg olanzapina 7,5 mg comprimate admvlnlstrare
KG Tabletten orala
Puren Pharma Bosentan Puren 125 m comprimate administrare
Germania GmbH & Co. . 9 bosentan 125 mg omp v
KG Filmtabletten filmate orala
Puren Pharma ; ini
Germania GmbH & Co. B_osentan Puren 62,5 mg bosentan 62,5 mg c_omprlmate adenlstrare
KG Filmtabletten filmate orala
Puren Pharma . . -
Germania GmbH & Co. Lgflunom|d Puren 10 mg leflunomids 10 mg qomprlmate admvlnlstrare
KG Filmtabletten filmate orala
Puren Pharma . . .
Germania GmbH & Co. Lgflunomld Puren 15 mg leflunomids 15 mg c_omprlmate adenlstrare
KG Filmtabletten filmate orala
Puren Pharma N . comprimate cu -
Germania GmbH & Co. Nevirapin Aurobindo 400 mg nevirapina 400 mg eliberare admvlnlstrare
Retardtabletten Sy orala
KG prelungita
. ratiopharm Deferasirox-ratiopharm 900 mg . comprimate administrare
Germania GmbH Filmtabletten deferasirox 200 mg filmate orald
. Posaconazol-ratiopharm 40 .
. ratiopharm . . v administrare
Germania GmbH mg/ml Suspension zum posaconazol 40 mg/ml suspensie orala oral3

Einnehmen
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Germania Stadapharm Deferasirox Stada 900 mg deferasirox 900 m comprimate administrare
GmbH Filmtabletten 9 filmate orald
. Stadapharm Erlotinib Stada 100 mg - comprimate administrare
Germania GmbH Filmtabletten erlotinib 100 mg filmate orald
. Stadapharm Erlotinib Stada 150 mg - comprimate administrare
Germania GmbH Filmtabletten erlotinib 150 mg filmate orald
. Stadapharm Erlotinib Stada 25 mg - comprimate administrare
Germania GmbH Filmtabletten erlotinib 25 mg filmate orala
Germania Stadapharm Erlotinib Stada 50 mg erlotinib 50 m comprimate administrare
GmbH Filmtabletten 9 filmate orala
Germania Stadapharm Lacosamid Stada 100 mg lacosamids 100 m comprimate administrare
GmbH Filmtabletten 9 filmate orald
Germania Stadapharm Lacosamid Stada 150 mg lacosamida 150 m comprimate administrare
GmbH Filmtabletten 9 filmate orala
Germania Stadapharm Lacosamid Stada 200 mg lacosamida 200 m comprimate administrare
GmbH Filmtabletten 9 filmate orala
Germania Stadapharm Lacosamid Stada 50 mg lacosamids 50 m comprimate administrare
GmbH Filmtabletten 9 filmate orala
. Stadapharm Lapatinib Stada 250 mg - comprimate administrare
Germania GmbH Filmtabletten lapatinib 250 mg filmate orald
. Stadapharm Sorafenib Stada 400 mg . comprimate administrare
Germania GmbH Filmtabletten sorafenib 400 mg filmate orala
. Stadapharm Tadalafil Stada 10 mg ) comprimate administrare
Germania GmbH Filmtabletten tadalafil 10'mg filmate orala
. Stadapharm Tadalafil Stada 20 mg . comprimate administrare
Germania GmbH Filmtabletten tadalafil 20 mg filmate orala
Germania Stadapharm Tadalafil Stada 5 mg tadalafil 5m comprimate administrare
GmbH Filmtabletten 9 filmate orala
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Umedica . . . -
. Atorvastatin Umedica 10 mg i comprimate administrare
Germania ge\?herlands Filmtabletten atorvastatina 10 mg filmate oral3
Umedica . . - -
Germania Netherlands A_torvastatln Umedica 20 mg atorvastatin 20 mg c_omprlmate admvlnlstrare
BV Filmtabletten filmate orala
Umedica . . . .
Germania Netherlands A_torvastatln Umedica 40 mg atorvastating 40 mg c_omprlmate admvlnlstrare
BV Filmtabletten filmate orala
Umedica . . . -
Germania Netherlands A_torvastatln Umedica 80 mg atorvastatin 80 mg c_omprlmate admvlnlstrare
B.V Filmtabletten filmate orala
Umedica . . . .
. Carbamazepin Umedica 100 mg | carbamazepin . administrare
Germania ge\?herlands Tabletten 3 100 mg comprimate oral3
Umedica . . . -
Germania Netherlands Carbamazepin Umedica 200 mg Sarbamazepln 200 mg comprimate admvlnlstrare
BV Tabletten a orala
Umedica . . . .
Germania Netherlands Carbamazepin Umedica 400 mg Earbamazepln 400 mg comprimate admvlnlstrare
B\ Tabletten a orala
Umedica . . . -
Germania Netherlands D_eferasnrox Umedica 180 mg deferasirox 180 mg qomprlmate admvlnlstrare
B.V. Filmtabletten filmate orala
Umedica . . . .
. Deferasirox Umedica 360 mg . comprimate administrare
Germania ge\?herlands Filmtabletten deferasirox 360 mg filmate oral3
Umedica . . . .
Germania Netherlands D_eferaswox Umedica 90 mg deferasirox 90 mg c_omprlmate adenlstrare
BV Filmtabletten filmate orala
Umedica . . . . .
Germania Netherlands P!rfenldon Umedica 267 mg pirfenidon 267 mg gomprlmate admvlnlstrare
Filmtabletten filmate orala

B.V.
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Umedica . . . . -
. Pirfenidon Umedica 801 mg . - v comprimate administrare
Germania ge\?herlands Filmtabletten pirfenidona 801 mg filmate oral3
Umedica . . comprimate cu -
Germania Netherlands Ranolazin Umedica 375 mg ranolazina 375 mg eliberare admvlnlstrare
Retardtabletten - orala
B.V. prelungita
Umedica . . comprimate cu .
Germania Netherlands Ranolazin Umedica 500 mg ranolazina 500 mg eliberare admv|n|strare
Retardtabletten y orala
B.V. prelungita
Umedica . . comprimate cu -
Germania Netherlands Ranolazin Umedica 750 mg ranolazina 750 mg eliberare admvlnlstrare
Retardtabletten Sy orala
B.V. prelungita
Umedica . . . . .
Germania Netherlands S_lldenaﬁl Umedica 20 mg sildenafil 20 mg c_omprlmate adenlstrare
B.V Filmtabletten filmate orala
Amlodipin/Valsartan/HCT amlodipina/val | 10 mg/160 comprimate administrare
Germania Zentiva k.s. Zentiva 10 mg/160 mg/12,5 sartan/hidrocl mg/12,5 m . P v
. 0 filmate orala
mg Filmtabletten orotiazida g
Amlodipin/Valsartan/HCT amlodipina/val . -
Germania Zentiva k.s. Zentiva 10 mg/160 mg/25 mg sartan/hidrocl 10 mg/160 qomprlmate admvlnlstrare
) Ly mg/25 mg filmate orala
Filmtabletten orotiazida
Amlodipin/Valsartan/HCT amlodipina/val . -
Germania Zentiva k.s. Zentiva 10 mg/320 mg/25 mg sartan/hidrocl 10 mg/320 c_omprlmate admvlnlstrare
. Sy mg/25 mg filmate orala
Filmtabletten orotiazida
Amlodipin/Valsartan/HCT amlodipina/val | 5 mg/160 comprimate administrare
Germania Zentiva k.s. Zentiva 5 mg/160 mg/12,5 mg sartan/hidrocl mg/12,5 m . P v
. A filmate orala
Filmtabletten orotiazida g
Amlodipin/Valsartan/HCT amlodipina/val . -
. . . . 5 mg/160 comprimate administrare
Germania Zentiva k.s. Zentiva 5 mg/160 mg/25 mg sartan/hidrocl mg/25 mg filmate oral3

Filmtabletten

orotiazida
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Germania Zentiva Posaconazol Zentiva 40 mg/ml osaconazol 40 mg/ml suspensie orald administrare
Pharma GmbH Suspension zum Einnehmen P 9 P orala
Germania 2care¢_1 Bendatol albendazol 400 mg comprimate adenlstrare
Generics ApS orala
Aurobindo Dapagliflozin/ Metformin oy . -
Germania Pharma (Malta) | Aurobindo 5 mg/ 1000 mg gqagc?g:ﬂ?;éna/ 5mmg/1 000 iSi(I)nTaptre;mate 2S;En|strare
Limited Filmtabletten 9
Aurobindo T . ey - -
. Dapagliflozin/Metformin PUREN | dapagliflozina/ | 5 mg/1 000 | comprimate administrare
Germania Pharma (Malta) i | P sy fil 15
Limited 5 mg 100 mg Filmtabletten metformina mg ilmate orala
Aurobindo Dapagliflozin/ Metformin ey . -
Germania Pharma (Malta) | Aurobindo 5 mg/ 850 mg dapagllflgzlna/ > Mg/850 c_omprlmate adenlstrare
. . metformina mg filmate orala
Limited Filmtabletten
Aurobindo e . ey . .
. Dapagliflozin/Metformin PUREN | dapagliflozina/ | 5 mg/850 comprimate administrare
Germania Pharma (Malta) Fil bl P - fil 15
Limited 5 mg 850 mg Filmtabletten metformina mg ilmate orala
Germania Devatis GmbH E!trombopag Devatis 12,5 mg eltrombopag 12,5 mg qomprlmate admvlnlstrare
Filmtabletten filmate orala
Germania Devatis GmbH E_Itrombopag Devatis 25 mg eltrombopag 25 mg c_omprlmate adenlstrare
Filmtabletten filmate orala
Germania Devatis GmbH E_Itrombopag Devatis 50 mg eltrombopag 50 mg c_omprlmate admvlnlstrare
Filmtabletten filmate orala
Germania Devatis GmbH E!trombopag Devatis 75 mg eltrombopag 75 mg gomprlmate admvlnlstrare
Filmtabletten filmate orala
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Elpen comprimate cu -
Germania Pharmaceutical | Ralaxa 375 mg Retardtabletten | ranolazina 375 mg eliberare ?)Sa'?gms”are
Co. Inc. prelungitd
Elpen comprimate cu -
Germania Pharmaceutical Ranange 375 mg ranolazina 375 mg eliberare admvlnlstrare
Retardtabletten - orala
Co. Inc. prelungita
Elpen . comprimate cu .
Germania Pharmaceutical Ranolazin beta 375 mg ranolazina 375 mg eliberare admv|n|strare
Retardtabletten Sy orala
Co. Inc. prelungita
. Elpen . Ranolazin Heumann 375 mg - co_mpr|mate cu administrare
Germania Pharmaceutical ranolazina 375 mg eliberare v
Retardtabletten Sy orala
Co. Inc. prelungita
Germania Elhpaer%aceutical Ranolazine ELPEN 375 mg ranolazina 375 m Z(I)igqe?'g;?aate “ administrare
Retardtabletten 9 oy orala
Co. Inc. prelungita
Elpen comprimate cu -
Germania Pharmaceutical Ranolpen 375 mg ranolazina 375 mg eliberare admvlnlstrare
Retardtabletten Sy orala
Co. Inc. prelungita
Elpen . comprimate cu .
Germania Pharmaceutical E:gaprzet?:)li?ctlse?g ranolazina 375 mg eliberare 2(rjglgn|strare
Co. Inc. prelungita
Elpen comprimate cu administrare
Germania Pharmaceutical | Rovalo 375 mg Retardtabletten | ranolazina 375 mg eliberare orald
Co. Inc. prelungita
Elpen comprimate cu administrare
Germania Pharmaceutical | Ralaxa 500 mg Retardtabletten | ranolazina 500 mg eliberare oral3
Co. Inc. prelungita
Elpen comprimate cu -
Germania Pharmaceutical Ranange 500 mg ranolazina 500 mg eliberare adenlstrare
Retardtabletten Sy orala
Co. Inc. prelungita
. Elpen . Ranolazin beta 500 mg Ly co_mpr|mate cu administrare
Germania Pharmaceutical Retardtabletten ranolazina 500 mg eliberare orald
Co. Inc. prelungita
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Germania Elhpaer%aceutical Ranolazin Heumann 500 mg ranolazina 500 m Z(I)igqe?'g;?aate “ administrare
Retardtabletten 9 oy orala
Co. Inc. prelungita
. Elpen . Ranolazine ELPEN 500 mg . cqmprlmate cu administrare
Germania Pharmaceutical ranolazina 500 mg eliberare <
Retardtabletten Sy orala
Co. Inc. prelungita
Elpen comprimate cu .
Germania Pharmaceutical Ranolpen 500 mg ranolazina 500 mg eliberare admv|n|strare
Retardtabletten sy orala
Co. Inc. prelungita
Elpen . comprimate cu -
Germania Pharmaceutical Raupresil 500 mg ranolazina 500 mg eliberare admvlnlstrare
Retardtabletten Sy orala
Co. Inc. prelungita
Elpen comprimate cu administrare
Germania Pharmaceutical | Rovalo 500 mg Retardtabletten | ranolazina 500 mg eliberare oral3
Co. Inc. prelungitd
Elpen comprimate cu administrare
Germania Pharmaceutical | Ralaxa 750 mg Retardtabletten | ranolazina 750 mg eliberare oral3
Co. Inc. prelungita
Elpen comprimate cu .
Germania Pharmaceutical E:Paarr(;%aebTeBt(zenr:g ranolazina 750 mg eliberare 2(rjglgn|strare
Co. Inc. prelungita
. Elpen . Ranolazin beta 750 mg . co_mpr|mate cu administrare
Germania Pharmaceutical ranolazina 750 mg eliberare v
Retardtabletten g orala
Co. Inc. prelungita
Germania Elhpaer%aceutical Ranolazin Heumann 750 mg ranolazina 750 m Z(I)igqe?'g;?aate “ administrare
Retardtabletten 9 o orald
Co. Inc. prelungita
. Elpen . Ranolazine ELPEN 750 mg _ cqmprlmate cu administrare
Germania Pharmaceutical ranolazina 750 mg eliberare v
Retardtabletten Sy orala
Co. Inc. prelungita
Elpen comprimate cu .
Germania Pharmaceutical E:Paorlgteanblgtoe?g ranolazina 750 mg eliberare 2(rjglgn|strare
Co. Inc. prelungita
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Elpen comprimate cu -
Germania Pharmaceutical | Rovalo 750 mg Retardtabletten | ranolazina 750 mg eliberare ?)Sa'?gms”are
Co. Inc. prelungitd
Elpen . comprimate cu -
Germania Pharmaceutical Raupresil 750 mg ranolazina 750 mg eliberare admvlnlstrare
Retardtabletten - orala
Co. Inc. prelungita
. GenerisA . Teriflunomid PUREN 14 mg . - comprimate administrare
Germania Farmacéutica, ) teriflunomida 14 mg . v
SA. Filmtabletten filmate orala
Generis . -
Germania Farmacéutica, Trazodon PUREN 100 mg trazodona 100 mg comprimate admvlnlstrare
SA. Filmtabletten filmate orala
Germania Generis Phar, Teriflunomid Aurobindo 14 mg teriflunomida 14 m comprimate administrare
Unipessoal Lda | Filmtabletten 9 filmate orald
Hexal comprimate cu I
Germania Aktiengesellsch RanolaHexal 375 mg ranolazina 375 mg eliberare admvlnlstrare
Retardtabletten Sy orala
aft prelungita
Hexal comprimate cu .
Germania Aktiengesellsch Ranzolva 375 mg ranolazina 375 mg eliberare admvlnlstrare
Retardtabletten Sy orala
aft prelungita
Hexal comprimate cu -
Germania Aktiengesellsch RanolaHexal 500 mg ranolazina 500 mg eliberare aden|strare
Retardtabletten - orala
aft prelungita
Hexal comprimate cu -
Germania Aktiengesellsch Ranzolva 500 mg ranolazina 500 mg eliberare admvlnlstrare
Retardtabletten Sy orala
aft prelungita
Hexal comprimate cu -
Germania Aktiengesellsch RanolaHexal 750 mg ranolazina 750 mg eliberare admvlnlstrare
Retardtabletten Sy orala
aft prelungita
Hexal comprimate cu -
. ) Ranzolva 750 mg . . administrare
Germania Aktiengesellsch Retardtabletten ranolazina 750 mg ellberarfav oral3
aft prelungita
_ comprimate cu -
Germania Hexal AG Ranolazin - 1 A Pharma 375 mg ranolazina 375 mg eliberare admvlnlstrare
Retardtabletten prelungits orala
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- comprimate cu -
. Ranolazin - 1 A Pharma 500 mg . . administrare
Germania Hexal AG Retardtabletten ranolazina 500 mg ellberarfav oral3
prelungita
_ comprimate cu -
Germania Hexal AG Ranolazin - 1 A Pharma 750 mg ranolazina 750 mg eliberare admvlnlstrare
Retardtabletten - orala
prelungita
. Kappler Pharma | Betahistin Kappler 16 mg N . administrare
Germania Consult GmbH Tabletten betahistina 16 mg comprimate orali
. Kappler Pharma | Betahistin Kapplerpharma 16 I . administrare
Germania Consult GmbH mg Tabletten betahistina 16 mg comprimate orald
. Kappler Pharma | Betahistin Kappler 24 mg I . administrare
Germania Consult GmbH Tabletten betahistina 24 mg comprimate orald
. Kappler Pharma | Betahistin Kapplerpharma 24 - . administrare
Germania Consult GmbH mg Tabletten betahistina 24 mg comprimate orali
. Kappler Pharma | Betahistin Kappler 8 mg T . administrare
Germania Consult GmbH Tabletten betahistina 8 mg comprimate oral3
. Kappler Pharma | Betahistin Kapplerpharma 8 mg N . administrare
Germania Consult GmbH Tabletten betahistina 8 mg comprimate orali
Morningside . L . -
Germania Healthcare Mercaptopurine Morningside 10 rvnercaptopurln 10 mg comprimate admvlnlstrare
mg Tabletten a orala
(Malta) Ltd.
Morningside . L . -
Germania Healthcare Mercaptopurine Morningside 50 Enercaptopurln 50 mg comprimate admvlnlstrare
mg Tabletten a orala
(Malta) Ltd.
Neuraxpharm Trazodon neuraxpharm 150 mg comprimate cu administrare
Germania P Tabletten mit veranderter trazodona 150 mg eliberare <
Bohemia s.r.o. - . e v orala
Wirkstofffreisetzung modificata
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Neuraxpharm Trazodon neuraxpharm 75 mg comprimate cu administrare
Germania P Tabletten mit veranderter trazodond 75 mg eliberare <
Bohemia s.r.o. - . ey orala
Wirkstofffreisetzung modificata
Phagecon -
Servicos e Trazodon Phagecon 150 mg comprimate cu administrare
Germania Consultoria Tabletten mit veranderter trazodona 150 mg eliberare v
i - : ey orala
Farmaceutica, Wirkstofffreisetzung modificata
Lda.
Phagecon -
Servicos e Trazodon Phagecon 75 mg comprimate cu administrare
Germania Consultoria Tabletten mit veranderter trazodona 75 mg eliberare v
. - . ey orala
Farmaceutica, Wirkstofffreisetzung modificata
Lda.
Germania PharmConsul Olanzapine Oro PharmConsul olanzapin 10 m comprimate administrare
s.r.o. 10 mg Schmelztabletten P 9 orodispersabile orala
. PharmConsul Olanzapine Oro PharmConsul sy comprimate administrare
Germania olanzapina 15 mg - . v
s.r.o. 15 mg Schmelztabletten orodispersabile orala
Germania PharmConsul Olanzapine Oro PharmConsul olanzapin 20m comprimate administrare
s.r.o. 20 mg Schmelztabletten P 9 orodispersabile orala
. PharmConsul Olanzapine Oro PharmConsul 5 _ comprimate administrare
Germania olanzapina 5 mg - . v
s.r.o. mg Schmelztabletten orodispersabile orala
Pharos
Germania Pharmaceutical | Nilotinib PharOS 150 mg nilotinib 150 mg capsule administrare

Oriented
Services Ltd.

Hartkapseln

orala

79




Detinatorul

Statul P
membru autorizatiei Solicitantul Denumirea medicamentului DCI _Concentra; Forma i Cale? f’e
al SEE d_e punere pe ia farmaceutica administrare
piata
Pharos
. Pharmaceutical | Nilotinib PharOS 150 mg S administrare
Germania - nilotinib 150 mg capsule ”
Oriented Hartkapseln orala
Services Ltd.
Pharos
Germania Ph_armaceutlcal Nilotinib Viatris 150 mg nilotinib 150 mg capsule admvlnlstrare
Oriented Hartkapseln orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib PharOS 200 mg S administrare
Germania . nilotinib 200 mg capsule v
Oriented Hartkapseln orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib PharOS 200 mg S administrare
Germania . nilotinib 200 mg capsule <
Oriented Hartkapseln orala
Services Ltd.
Pharos
Germania Ph_armaceutlcal Nilotinib Viatris Hartkapseln nilotinib 200 mg capsule admvlnlstrare
Oriented orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib PharOS 50 mg I administrare
Germania . nilotinib 50 mg capsule v
Oriented Hartkapseln orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib PharOS 50 mg S administrare
Germania - nilotinib 50 mg capsule v
Oriented Hartkapseln orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib Viatris 50 mg I administrare
Germania . nilotinib 50 mg capsule v
Oriented Hartkapseln orala
Services Ltd.
Germania Torrent Pharma Pazopanib 200 m azopanib 200 m comprimate administrare
(Malta) Ltd P 9 pazop 9 filmate orald
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Umedica Dimethyl Fumarat Umedica 120 . . -
. : dimetil capsule administrare
Germania Netherlands mg magensaftresistente 120 mg . ”
fumarat gastrorezistente orala
B.V. Hartkapseln
Umedica Dimethyl Fumarat Umedica 240 dimetil capsule administrare
Germania Netherlands mg magensaftresistente 240 mg P . ”
fumarat gastrorezistente orala
B.V. Hartkapseln
Umedica . . .
Germania Netherlands Qxcarbazepln 150 mg oxcarbazepina | 150 mg gomprlmate admvlnlstrare
B.V Filmtabletten filmate orala
Umedica . . -
Germania Netherlands Qxcarbazepln 300 mg oxcarbazepina | 300 mg qomprlmate admv|n|strare
B.V. Filmtabletten filmate orala
Umedica . . -
Germania Netherlands O_xcarbazepln 600 mg oxcarbazepina | 600 mg c_omprlmate adenlstrare
B\ Filmtabletten filmate orala
comprimate cu administrare
Germania Zentiva k.s. Zymela 375 mg Retardtabletten | ranolazina 375 mg eliberare orald
prelungita
comprimate cu administrare
Germania Zentiva k.s. Zymela 500 mg Retardtabletten | ranolazina 500 mg eliberare orali
prelungita
comprimate cu administrare
Germania Zentiva k.s. Zymela 750 mg Retardtabletten | ranolazina 750 mg eliberare orald
prelungita
Grecia Baxter B.V. Propofol Baxter propofol 10 mg/ml ?”.“”'S.'e pentru_ gdmlmstrar%
injectie/perfuzie intravenoasa
Elpen P . .
Grecia Pharmaceutical Ebimia amlodipind/irb | 10 mg/150 gomprlmate admvlnlstrare
esartan mg filmate orala
Co. Inc
Elpen amlodipind/irb | 10 mg/300 | comprimate administrare
Grecia Pharmaceutical Ebimia . <
esartan mg filmate orala

Co. Inc
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Elpen amlodipind/irb | 5 mg/150 comprimate administrare
Grecia Pharmaceutical Ebimia P 9 omp v
Co. Inc esartan mg filmate orala
Elpen amlodipind/irb | 5 mg/300 comprimate administrare
Grecia Pharmaceutical Ebimia . <
Co. Inc esartan mg filmate orala
Elpen amlodipind/val | 10 mg/160 comprimate administrare
Grecia Pharmaceutical Valsimia HCT sartan/hidrocl mg/12,5 m omp v
S filmate orala
Co. Inc orotiazida g
Elpen amlodipina/val . o
Grecia Pharmaceutical Valsimia HCT sartan/hidrocl 10 mg/160 c_omprlmate admv|n|strare
Sy mg/25 mg filmate orala
Co. Inc orotiazida
Elpen amlodipina/val . -
Grecia Pharmaceutical Valsimia HCT sartan/hidrocl 10 mg/320 qomprlmate admvlnlstrare
S mg/25 mg filmate orala
Co. Inc orotiazida
Elpen amlodipina/val | 5 mg/160 . -
Grecia Pharmaceutical Valsimia HCT sartan/hidrocl | mg/12,5 m qomprlmate admvlnlstrare
S filmate orala
Co. Inc orotiazida g
Elpen amlodipina/val . -
Grecia Pharmaceutical Valsimia HCT sartan/hidrocl > Mg/160 c_omprlmate admvlnlstrare
Sy mg/25 mg filmate orala
Co. Inc orotiazida
Elpen comprimate administrare
Grecia Pharmaceutical Antorcin atorvastatina 10 mg omp v
Co. Inc filmate orala
Elpen comprimate administrare
Grecia Pharmaceutical Dodefar darunavir omp v
Co. Inc 150 mg filmate orala
Elpen comprimate administrare
Grecia Pharmaceutical Dodefar darunavir 300 mg omp ¥
Co. Inc filmate orala
Elpen comprimate administrare
Grecia Pharmaceutical Dodefar darunavir 400 mg fi P <
Co. Inc ilmate orala
Elpen comprimate administrare
Grecia Pharmaceutical Dodefar darunavir 600 mg omp v
filmate orala

Co. Inc
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Elpen comprimate administrare
Grecia Pharmaceutical Dodefar darunavir 75 mg omp ”
filmate orala
Co. Inc
Elpen comprimate administrare
Grecia Pharmaceutical Dodefar darunavir 800 mg omp v
filmate orala
Co. Inc
Elpen comprimate administrare
Grecia Pharmaceutical Issoferrol Max deferasirox 900 mg omp v
filmate orala
Co. Inc
Elpen efavirenz/emtr | 600 mg/200 comprimate administrare
Grecia Pharmaceutical Hemocinol icitabina/tenof mg/245 m . P v
: filmate orala
Co. Inc ovir g
Elpen administrare
Grecia Pharmaceutical Padlas vildagliptina 50 mg comprimate orali
Co. Inc
- amlodipina/val | 10 mg/160 . .
Grecia Enorasis Amloqlplpe+VaIsartar)+Hydroch sartan/hidrocl | mg/12,5 m gomprlmate admvlnlstrare
lorothiazide/ Aenorasis iy filmate orala
orotiazida g
. . Amlodipine+Valsartan+Hydroch amlod|p|_na/val 10 mg/160 | comprimate administrare
Grecia Enorasis . . sartan/hidrocl . v
lorothiazide/ Aenorasis Sy mg/25 mg filmate orala
orotiazida
. . Amlodipine+Valsartan+Hydroch amlodlplpa/val 10 mg/320 comprimate administrare
Grecia Enorasis - . sartan/hidrocl . v
lorothiazide/ Aenorasis S mg/25 mg filmate orala
orotiazida
- amlodipina/val | 5 mg/160 . .
Grecia Enorasis Amlod_lpl_ne+VaIsartar_1+Hydroch sartan/hidrocl | mg/12,5 m c_omprlmate admvlnlstrare
lorothiazide/ Aenorasis Sy filmate orala
orotiazida g
. . Amlodipine+Valsartan+Hydroch amlodlpl_na/val 5 mg/160 comprimate administrare
Grecia Enorasis . . sartan/hidrocl . v
lorothiazide/ Aenorasis Sy mg/25 mg filmate orala
orotiazida
Grecia Genepharm Amlodipine+Valsartan+Hydroch :?rltgil/pr:indar/ovc?l %0 /nlg/éig comprimate administrare
S.A. lorothiazide/ Genepharm S 9/1s, filmate orald
orotiazida g
Grecia Genepharm Amlodipine+Valsartan+Hydroch 2:rltgil/pr:?dar/ovc€|al 10 mg/160 comprimate administrare
S.A. lorothiazide/ Genepharm mg/25 mg filmate orala

orotiazida
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Grecia Genepharm Amlodipine+Valsartan+Hydroch :?rltgil/pr:indar/ovc?l 10 mg/320 comprimate administrare
S.A. lorothiazide/ Genepharm orotiazids mg/25 mg filmate orald

Grecia Genepharm Amlodipine+Valsartan+Hydroch 2:rltgil/pr:?dar/ovjl Eqn}%/zlgom comprimate administrare
S.A. lorothiazide/ Genepharm Y 9/ L filmate orald

orotiazida g

Grecia Genepharm Amlodipine+Valsartan+Hydroch zan:'ltgcrjwl/pl':indar/ochl 5 mg/160 comprimate administrare

S.A. lorothiazide/ Genepharm oy mg/25 mg filmate orald
orotiazida

Grecia Genepharm Lacosamide Genepharm lacosamida 100 mg comprimate admv|n|strare
S.A. filmate orala

Grecia Genepharm Lacosamide Genepharm lacosamida 150 mg c_ompnmate adenlstrare
S.A. filmate orala

Grecia Genepharm Lacosamide Genepharm lacosamida 200 mg qomprlmate admv|n|strare
S.A. filmate orala

Grecia Genepharm Lacosamide Genepharm lacosamida 50 mg qomprlmate admvlnlstrare
S.A. filmate orala

Grecia gTepharm Posaconazole Genepharm posaconazol 40 mg/ml suspensie orala 2S:F§;n|strare

Grecia Genepharm Genement tadalafil 10 mg comprimate admv|n|strare
S.A. filmate orala

Grecia Genepharm Genement tadalafil 2,5mg c_omprlmate adenlstrare
S.A. filmate orala

Grecia Genepharm Genement tadalafil 20 mg qomprlmate admv|n|strare
S.A. filmate orala

Grecia Genepharm Genement tadalafil 5 mg qomprlmate admvlnlstrare
S.A. filmate orala

Grecia gTepharm Vildagliptin Genepharm vildagliptina 50 mg comprimate 2S:F§;n|strare

Grecia Genepharm Radicut V|IdagI|pt_|nva/ 50 mg/850 c_omprlmate admvlnlstrare
S.A. metformina mg filmate orala

Grecia Genepharm Radicut vildagliptina/ 50 mg/1 00 | comprimate administrare
S.A. metformind 0 mg filmate orald

Grecia IV!yI{an Ireland Erlotinib Mylan erlotinib 100 mg qomprlmate admvlnlstrare
Limited filmate orala
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Grecia IV!yI{an Ireland Erlotinib Mylan erlotinib 150 mg qomprlmate admvlnlstrare
Limited filmate orala
Pharmaselect
Grecia Inter_r!atlonal Colchicin/Pharmaselect colchicina 0,5 mg comprimate adenlstrare
Beteiligungs orala
GmbH
Pharmaselect
Grecia Inter.r!atlonal Colchicin/Pharmaselect colchicina 1 mg comprimate admvlnlstrare
Beteiligungs orala
GmbH
comprimate cu .
Grecia Rafarm Ranolazine Rafarm ranolazina 375 mg eliberare ?)Sa'?gms”are
prelungita
comprimate cu administrare
Grecia Rafarm Ranolazine Rafarm ranolazina 500 mg eliberare orali
prelungita
comprimate cu administrare
Grecia Rafarm Ranolazine Rafarm ranolazina 750 mg eliberare oral3
prelungita
Grecia Sandoz d.d. Sitagliptin+ Metformin Sandoz S|tagllpt|rv1a/m 50 mg/850 gomprlmate admvlnlstrare
etformina mg filmate orala
Grecia Sandoz d.d. Sorafenib Sandoz sorafenib 400 mg gomprlmate admvlnlstrare
filmate orala
Grecia Viatris Limited Tuttecvi vildagliptina 50 mg comprimate 2(::[1£n|strare
Grecia Win Medica Combipress amlodipina/irb | 10 mg/150 c_omprlmate admvlnlstrare
S.A. esartan mg filmate orala
Grecia Win Medica Combipress amlodipina/irb | 10 mg/300 c_omprlmate admvlnlstrare
S.A. esartan mg filmate orala
Grecia Win Medica Combipress amlodipina/irb | 5 mg/150 c_omprlmate admvlnlstrare
S.A. esartan mg filmate orala
Grecia Win Medica Combipress amlodipina/irb | 5 mg/300 qomprlmate adenlstrare
S.A. esartan mg filmate orala
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. . mlodipind/ir 10 m . -
Grecia Win Medica Combipress Plus :sa:tgr?/h?d/rolz mog/lg/gong qomprlmate admv|n|strare
S.A. Lty ! filmate orala
lorotiazida g
. Win Medica . amlodlplnfa/lrb 5> mg/300 comprimate administrare
Grecia Combipress Plus esartan/hidroc | mg/12,5 m . <
S.A. iy filmate orala
lorotiazida g
Grecia \év? Medica Vildus vildagliptina 50 mg comprimate 2(|3Ian|1gn|strare
Elpen comprimate cu administrare
Grecia Pharmaceutical | Roxaza ranolazina 375 mg eliberare ”
Co. Inc. prelungit3 orala
Elpen comprimate cu administrare
Grecia Pharmaceutical | Zirana/Jexera ranolazina 375 mg eliberare oral3
Co. Inc. prelungitd
Elpen comprimate cu administrare
Grecia Pharmaceutical | Roxaza ranolazina 500 mg eliberare orald
Co. Inc. prelungita
Elpen comprimate cu administrare
Grecia Pharmaceutical | Zirana/Jexera ranolazina 500 mg eliberare oral3
Co. Inc. prelungita
Elpen comprimate cu administrare
Grecia Pharmaceutical | Roxaza ranolazina 750 mg eliberare oral3
Co. Inc. prelungita
Elpen comprimate cu administrare
Grecia Pharmaceutical | Zirana/Jexera ranolazina 750 mg eliberare oral
Co. Inc. prelungita
Grecia (SSIeAn.epharm Bottiar linagliptina 5 mg ?i?r:qal:’tzmate 2S:F§;n|strare
Grecia Genepharm LAFAVAL tadalafil 20 mg c_omprimate admjnistrare
S.A. filmate orala
comprimate cu administrare
Grecia Innovis Renofrin ranolazina 375 mg eliberare orali
prelungita
comprimate cu -
Grecia Innovis Renofrin ranolazina 500 mg eliberare adenlstrare
prelungita orala
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comprimate cu administrare
Grecia Innovis Renofrin ranolazina 750 mg eliberare ”
prelungita orala
Pharos
Grecia Phgrmaceutlcal Nilotinib Pharos nilotinib 150 mg capsule admvlnlstrare
Oriented orala
Services Ltd.
Pharos
Grecia g??g:::ge”t'ca' NILOTINIB PHAROS nilotinib 150 mg capsule gf:g”'snare
Services Ltd.
Pharos
Grecia (F;hgrmaceutlcal Nilotinib Pharos nilotinib 200 mg capsule adenlstrare
riented orala
Services Ltd.
Pharos
Grecia Phgrmaceutlcal Nilotinib Pharos nilotinib 200 mg capsule admvlnlstrare
Oriented orala
Services Ltd.
Pharos
Grecia Ph_armaceutlcal Nilotinib Pharos nilotinib 50 mg capsule adenlstrare
Oriented orala
Services Ltd.
Sandoz comprimate cu administrare
Grecia Pharmaceutical | RANOLAZINE/SANDOZ ranolazina 375 mg eliberare orald
s d.d. prelungita
Sandoz comprimate cu administrare
Grecia Pharmaceutical | RANOLAZINE/SANDOZ ranolazina 500 mg eliberare oral3
s d.d. prelungita
Sandoz comprimate cu -
Grecia Pharmaceutical | RANOLAZINE/SANDOZ ranolazina 750 mg eliberare ?)Sa'?gms”are
s d.d. prelungita
Grecia Viatris Limited Nilotinib Viatris nilotinib 150 mg capsule 2(;1:[léln|strare
Grecia Viatris Limited Nilotinib Viatris nilotinib 200 mg capsule administrare

orala

87




Detinatorul

Statul P
membru autorizatiei Solicitantul Denumirea medicamentului DCI _Concentra; Forma i Cale? f’e
al SEE d_e punere pe ia farmaceutica administrare
piata
. . comprimate cu o
Grecia Win Medica Ranange ranolazina 375 mg eliberare adenlstrare
S.A. Sy orala
prelungita
. . comprimate cu .
Grecia Win Medica Ranange ranolazina 500 mg eliberare admvlnlstrare
S.A. Sy orala
prelungita
. . comprimate cu o
Grecia Win Medica Ranange ranolazina 750 mg eliberare admvmlstrare
S.A. sy orala
prelungita
SITAGLIPTIN/METFORMIN 1 A . R . -
Ungaria 1 A Pharma PHARMA 50 mg/850 mg sntaghptlrvwa/m 50 mg/850 c_omprlmate admvlnlstrare
GmbH . etformina filmate orala
filmtabletta mg
Ungaria Alkaloid - INT Losmorid 100 mg filmtabletta lacosamida 100 mg c_omprlmate admvlnlstrare
d.o.o. filmate orala
Ungaria Alkaloid - INT Losmorid 150 mg filmtabletta lacosamida 150 mg c_omprlmate adenlstrare
d.o.o. filmate orala
Ungaria Alkaloid - INT Losmorid 200 mg filmtabletta lacosamida 200 mg c_omprlmate adenlstrare
d.o.o. filmate orala
Ungaria Alkaloid - INT Losmorid 50 mg filmtabletta lacosamida 50 mg cpmpnmate admvlnlstrare
d.o.o. filmate orala
AOP Orphan . -
Ungaria Pharmaceutical TADALAFIL AOP 20 mg tadalafil 20 mg gomprlmate admv|n|strare
filmtabletta filmate orala
s GmbH
Elpen administrare
Ungaria Pharmaceutical Padlas 50 mg Tabletta vildagliptina 50 mg comprimate oral3
Co. Inc
Elpen Vildagliptin Elpen 50 mg v administrare
Ungaria Pharmaceutical vildagliptina 50 mg comprimate v
tabletta orala
Co. Inc
. Genepharm Lacosamide/Genepharm 100 -~ comprimate administrare
Ungaria S.A. mg filmtabletta lacosamida 100 mg filmate orala
Unaaria Genepharm Lacosamide/Genepharm 150 lacosamids 150 m comprimate administrare
9 S.A. mg filmtabletta 9 filmate orala
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Ungaria Genepharm Lacosamide/Genepharm 200 lacosamids 200 m comprimate administrare
9 S.A. mg filmtabletta 9 filmate orala
. Genepharm Lacosamide/Genepharm 50 mg i~ comprimate administrare
Ungaria S.A. filmtabletta lacosamida >0 mg filmate orald
Ungaria Genepharm Posaconazole Gen_e,:pharm 40 posaconazol 40 mg/ml suspensie oral3 admvlnlstrare
S.A. mg/ml szuszpenzio orala
. Genepharm Radicut 50 mg/850 mg vildagliptina/ comprimate administrare
Ungaria S.A. filmtabletta metformina gqogmg/SSO filmate orala
Unaaria Genepharm Radicut 50 mg/1000 mg vildagliptina/ 50 mg/1 00 | comprimate administrare
9 S.A. filmtabletta metformina 0 mg filmate orala
Pharmascience - . . .
Ungaria International Erlotlnlb Pharmascience 100 mg erlotinib 100 mg gomprlmate admvlnlstrare
P filmtabletta filmate orala
Limited
Pharmascience . . . -
Ungaria International Eﬂohmb Pharmascience 150 mg erlotinib 150 mg qomprlmate admvlnlstrare
A filmtabletta filmate orala
Limited
Sandoz
. Hungaria Erlotinib Sandoz 100 mg, - comprimate administrare
Ungaria Kereskedelmi filmtabletta erlotinib 100 mg filmate orald
Kft.
Sandoz
. Hungaria Erlotinib Sandoz 100 mg, - comprimate administrare
Ungaria Kereskedelmi filmtabletta erlotinib 100 mg filmate orala
Kft.
Sandoz
. Hungaria Erlotinib Sandoz 150 mg, - comprimate administrare
Ungaria Kereskedelmi filmtabletta erlotinib 150 mg filmate orald
Kft.
Sandoz
. Hungaria Erlotinib Sandoz 150 mg, - comprimate administrare
Ungaria Kereskedelmi filmtabletta erlotinib 150 mg filmate orala

Kft.
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Sandoz
Unaaria Hungaria Erlotinib Sandoz 25 mg, erlotinib 25 m comprimate administrare
9 Kereskedelmi filmtabletta 9 filmate orald
Kft.
Sandoz
Unaaria Hungaria Erlotinib Sandoz 25 mg, erlotinib 25 m comprimate administrare
9 Kereskedelmi filmtabletta 9 filmate orald
Kft.
Unaaria Stada Erlotinib Stada 100 mg erlotinib 100 m comprimate administrare
9 Arzneimittel AG filmtabletta 9 filmate orald
Unaaria Stada Erlotinib Stada 150 mg erlotinib 150 m comprimate administrare
9 Arzneimittel AG filmtabletta 9 filmate orald
Unaaria Stada Erlotinib Stada 25 mg erlotinib 25 m comprimate administrare
9 Arzneimittel AG filmtabletta 9 filmate orald
Unaaria Stada Erlotinib Stada 50 mg erlotinib 50 m comprimate administrare
9 Arzneimittel AG filmtabletta 9 filmate orald
. Stada SORAFENIB STADA 400 mg . comprimate administrare
Ungaria Arzneimittel AG filmtabletta sorafenib 400 mg filmate orald
Vildagliptin/metformin . T . -
Ungaria Supremex Kft. Supremex 50/1000 mg V|IdagI|p’§|nvea/ 50 mg/1 00 qomprlmate admvlnlstrare
. metformina 0 mg filmate orala
filmtabletta
. TS Erlotinib Mylan 100 mg - comprimate administrare
Ungaria Viatris Limited filmtabletta erlotinib 100 mg filmate oral3
Ungaria | Viatris Limited Erlotinib Mylan 150 mg erlotinib 150 mg comprimate administrare
filmtabletta filmate orala
Ungaria Viatris Limited E_rlotlnlb Mylan 25 mg erlotinib 25 mg c_omprlmate admvlnlstrare
filmtabletta filmate orala
Ungaria Viatris Limited E_rIot|n|b Mylan 50 mg erlotinib 50 mg c_omprlmate admvlnlstrare
filmtabletta filmate orala
Ungaria Vipharm S.A. Anvildis 50 mg tabletta vildagliptina 50 mg comprimate 2(rjglgn|strare
. . Anvildismet 50 mg/850 mg vildagliptina/ comprimate administrare
Ungaria Vipharm S.A. filmtabletta metformind ;Ogmg/BSO filmate orald
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Ungaria Vipharm S.A. AnV|Id|smet 50 mg/1000 mg V|Idag||pt_|nva1/ 50 mg/1 00 qomprlmate adenlstrare
filmtabletta metformina 0 mg filmate orala
Ungaria \é\“: Medica Vildus 50 mg Tabletta vildagliptina 50 mg comprimate g(rjar?énlstrare
Ungaria Zentiva k.s. Varlota 100 mg filmtabletta erlotinib 100 mg c_omprlmate admvlnlstrare
filmate orala
Ungaria Zentiva k.s. Varlota 150 mg filmtabletta erlotinib 150 mg c_omprlmate admv|n|strare
filmate orala
Ungaria Zentiva k.s. Varlota 50 mg filmtabletta erlotinib 50 mg c_omprlmate admvlnlstrare
filmate orala
Ungaria Aenorasis S.A. N|Iot|’n|bAenoraS|s 150 mg nilotinib 150 mg capsule admvlnlstrare
kemény kapszula orala
. . NilotinibAenorasis 200 mg S administrare
Ungaria Aenorasis S.A. kemény kapszula nilotinib 200 mg capsule oral3
Ungaria Aenorasis S.A. N|Iot|,n|bAenoraS|s >0 mg nilotinib 50 mg capsule adenlstrare
kemeény kapszula orala
Egis administrare
Ungaria Pharmaceutical | Granoza 150 mg hard capsules | nilotinib 150 mg capsule 15
s PLC orala
Egis administrare
Ungaria Pharmaceutical | Granoza 200 mg hard capsules | nilotinib 200 mg capsule 15
s PLC orala
Egis administrare
Ungaria Pharmaceutical | Granoza 50 mg hard capsules nilotinib 50 mg capsule oral3
s PLC
. Kappler Pharma | Betahistin Kappler 16 mg T . administrare
Ungaria Consult GmbH tabletta betahistina 16 mg comprimate oral3
. Kappler Pharma | Betahistin Kappler 24 mg N . administrare
Ungaria Consult GmbH tabletta betahistina 24 mg comprimate orali
Ungaria Kappler Pharma | Betahistin Kappler 8 mg betahisting 8 mg comprimate administrare

Consult GmbH

tabletta

orala
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Pharmascience P . -
Ungaria International N|Iot|,n|b Pharmascience 150 mg nilotinib 150 mg capsule adenlstrare
. kemeény kapszula orala
Limited
Pharmascience S . .
Ungaria International N|Iot|,n|b Pharmascience 200 mg nilotinib 200 mg capsule admv|n|strare
. kemeény kapszula orala
Limited
Pharos
Ungaria Ph;rmaceutlcal Evaness 150 mg mg kemény nilotinib 150 mg capsule admvlnlstrare
Oriented kapszula orala
Services Ltd.
Pharos
- Pharmaceutical | Nilotinib Pharos 150mg hard S administrare
Ungaria . nilotinib 150 mg capsule <
Oriented capsules orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib Pharos 150mg hard S administrare
Ungaria - nilotinib 150 mg capsule <
Oriented capsules orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib Pharos 150mg hard S administrare
Ungaria . nilotinib 150 mg capsule v
Oriented capsules orala
Services Ltd.
Pharos
Ungaria Ph_armaceutlcal Evaness 200 mg kemeény nilotinib 200 mg capsule admvlnlstrare
Oriented kapszula orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib Pharos 200mg hard S administrare
Ungaria . nilotinib 200 mg capsule v
Oriented capsules orala

Services Ltd.
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Pharos
. Pharmaceutical | Nilotinib Pharos 200mg hard S administrare
Ungaria - nilotinib 200 mg capsule ”
Oriented capsules orala
Services Ltd.
Pharos
Ungaria Ph_armaceutlcal Nilotinib Pharos 200mg hard nilotinib 200 mg capsule admvlnlstrare
Oriented capsules orala
Services Ltd.
Pharos
Ungaria Ph;rmaceutlcal Evaness 50 mg mg kemény nilotinib 50 mg capsule admvlnlstrare
Oriented kapszula orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib Pharos 50mg hard S administrare
Ungaria . nilotinib 50 mg capsule «
Oriented capsules orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib Pharos 50mg hard S administrare
Ungaria - nilotinib 50 mg capsule <
Oriented capsules orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib Pharos 50mg hard I administrare
Ungaria . nilotinib 50 mg capsule v
Oriented capsules orala
Services Ltd.
Ungaria Viatris Limited Nilotinib Viatris 150 mg kemeny nilotinib 150 mg capsule adenlstrare
kapszula orala
Ungaria Viatris Limited Nilotinib Viatris 200 mg kemeny nilotinib 200 mg capsule admvlnlstrare
kapszula orala
Ungaria Viatris Limited Nilotinib Viatris 50 mg kemeny nilotinib 50 mg capsule administrare

kapszula

orala
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. . Nilotinib Zentiva 150 mg S administrare
Ungaria Zentiva k.s. kemény kapszula nilotinib 150 mg capsule oral3
Ungaria Zentiva k.s. N”Otl,mb Zentiva 200mg nilotinib 200 mg capsule admvlnlstrare
kemeény kapszula orala
Ungaria Zentiva k.s. Nilotinib Zentiva 50 mg kemeny nilotinib 50 mg capsule admvlnlstrare
kapszula orala
Newbury . -
Islanda Pharmaceutical Lapatinib Newbury lapatinib 250 mg qomprlmate admvlnlstrare
s AB filmate orala
efavirenz/emtr | 600 mg/200 comprimate administrare
Islanda Sandoz A/S Padviram icitabina/tenof | mg/245 m omp v
: filmate orala
ovir g
Stada . . administrare
Islanda Arzneimittel AG Atazanavir Stada atazanavir 150 mg capsule orald
Stada . . administrare
Islanda Arzneimittel AG Atazanavir Stada atazanavir 200 mg capsule orald
Stada . - administrare
Islanda Arzneimittel AG Atazanavir Stada atazanavir 300 mg capsule orald
Islanda Stada_ . Lacosamide Stada lacosamida 100 mg c_omprlmate admvlnlstrare
Arzneimittel AG filmate orala
Islanda Stada_ . Lacosamide Stada lacosamida 150 mg c_omprlmate adenlstrare
Arzneimittel AG filmate orala
Stada . oy comprimate administrare
Islanda Arzneimittel AG Lacosamide Stada lacosamida 200 mg filmate orald
Stada . oy comprimate administrare
Islanda Arzneimittel AG Lacosamide Stada lacosamida 50 mg filmate orald
Kappler Pharma _— . . administrare
Islanda Consult GmbH Betahistin Kappler betahistina 16 mg comprimate orald
Kappler Pharma _— . . administrare
Islanda Consult GmbH Betahistin Kappler betahistina 24 mg comprimate orald
Islanda Kappler Pharma Betahistin Kappler betahistina 8 mg comprimate administrare

Consult GmbH

orala
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Pharos
Islanda Ph_armaceutlcal Nilotinib PharOS nilotinib 150 mg capsule adenlstrare
Oriented orala
Services Ltd.
Pharos
Islanda Ph_armaceutlcal Nilotinib Viatris nilotinib 150 mg capsule admv|n|strare
Oriented orala
Services Ltd.
Pharos
Islanda Phgrmaceutlcal Nilotinib PharOS nilotinib 200 mg capsule admvlnlstrare
Oriented orala
Services Ltd.
Pharos
Islanda Pharmaceutical | \;otinib viatris nilotinib 200 mg capsule administrare
Oriented orala
Services Ltd.
Pharos
Islanda Ph_armaceutlcal Nilotinib PharOS nilotinib 50 mg capsule admvlnlstrare
Oriented orala
Services Ltd.
Pharos
Islanda Phgrmaceutlcal Nilotinib Viatris nilotinib 50 mg capsule admvlnlstrare
Oriented orala
Services Ltd.
Irlanda Baxter B.V. !Drppofol 1.0 mg/ml Emulsion for propofol 10 mg/ml ?r‘.“”'s.'e pentrL! ;dmlnlstrarev
injection/infusion injectie/perfuzie intravenoasa
Irlanda Baxter B.V. Pr_opo_fol 2.0 mg/ml Emulsion for propofol 20 mg/ml ?”.“”'S.'e pentru_ gdmlnlstrar%
injection/infusion injectie/perfuzie intravenoasa
Brillpharma administrare
Irlanda (Ireland) Trazodone hydrochloride trazodona 100 mg capsule orald
Limited
Brillpharma comprimate administrare
Irlanda (Ireland) Trazodone hydrochloride trazodona 150 mg fil P 15
Limited ilmate orala
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Brillpharma administrare
Irlanda (Ireland) Trazodone hydrochloride trazodona 50 mg capsule orali
Limited
Irlanda Brov_vn_& Burk Rimicorim limeciclina 300 mg capsule adenlstrare
IR Limited orala
Brown & Burk . comprimate administrare
Irlanda IR Limited Nefopam hydrochloride nefopam 30 mg filmate oral3
Irlanda Clonmel Darunavir Clonmel 600 mg darunavir 600 m comprimate administrare
Healthcare Ltd film-coated tablets 9 filmate orald
Irlanda Clonmel Darunavir Clonmel 800 mg darunavir 800 m comprimate administrare
Healthcare Ltd film-coated tablets 9 filmate orala
Efavirenz/Emtricitabine/Tenofov .
Irlanda Clonmel ir Disoproxil Clonmel 600 ﬁ:fii;/tl)ri(re\g%:nmotfr 6n20/?fézrgo comprimate administrare
Healthcare Ltd mg/200 mg/245 mg film- ovir 9 filmate orald
coated tablets 9
Crescent
Irlanda Pharma . Dilacort prednisolon 2,5mg comprlmgte admvlnlstrare
International gastrorezistente orala
Limited
Crescent
Irlanda Pharma . Dilacort prednisolon 5 mg comprlma!te adenlstrare
International gastrorezistente orala
Limited
Irlanda Milstein C.V. Midodrine hydrochloride tablets | midodrind 2,5mg comprimate if:ngtrare
Irlanda Milstein C.V. Midodrine hydrochloride tablets | midodrina 5 mg comprimate ?rj:[lgmstrare
Irlanda Rowex Ltd. Atazanavir Rowex 300 mg atazanavir 300 mg capsule administrare

Capsules hard

orala
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Darunavir Rowex 800 mg Film- . comprimate administrare
Irlanda Rowex Ltd. coated tablets darunavir 800 mg filmate orald
Syri Pharma
Limited t/a L o . " administrare
Irlanda Thame Dipyridamole dipiridamol 40 mg/ml suspensie orala orald
Laboratories
Syri Pharma
Irlanda Limited t/a Oxybutynin hydrochloride oxibutinina 2,5 mg/5 m solutie orala aden|strare
Thame I orala
Laboratories
Syri Pharma
Irlanda Limited t/a Oxybutynin hydrochloride oxibutinina 5 mg/5 ml solutie orala admvlnlstrare
Thame orala
Laboratories
Pharos
Pharmaceutical | Nilotinib PharOS 150 mg, harde S administrare
Irlanda . nilotinib 150 mg capsule v
Oriented capsules orala
Services Ltd.
Pharos
Irlanda Pharmaceutical | Nilotinib PharOS 200 mg, harde nilotinib 200 m capsule administrare
Oriented capsules 9 P orala
Services Ltd.
Pharos
Pharmaceutical | Nilotinib PharOS 50 mg, harde S administrare
Irlanda - nilotinib 50 mg capsule <
Oriented capsules orala
Services Ltd.
Italia Almus S.R.L. Metformina Almus metformina 500 mg comprimate admvlnlstrare
filmate orala
Aurobindo . . v .
Italia Pharma (Italia) ﬁmllorlde E Idroclorotiazide amllorlf:la/_hlvdr 5 mg/50 m comprimate admvlnlstrare
Sl urobindo oclorotiazida g orala
Aurobindo comprimate administrare
Italia Pharma (Italia) Bosentan Aurobindo bosentan 125 mg omp v
filmate orala

S.r.L.
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Aurobindo comprimate administrare
Italia Pharma (Italia) Bosentan Aurobindo bosentan 62,5 mg omp <
Sl filmate orala
. Aurobindo . Olanzapina Aurobindo Pharma sy comprimate administrare
Italia Pharma (Italia) Itali olanzapina - i 15
Sl talia 10 mg orodispersabile orala
Aurobindo administrare
Italia Pharma (Italia) Olanzapina Aurobindo olanzapina comprimate 15
Sl 5 mg orala
Aurobindo administrare
Italia Pharma (Italia) Olanzapina Aurobindo olanzapina 10 mg comprimate oral3
S.r.L.
Aurobindo Olanzapina Aurobindo Pharma " comprimate administrare
Italia Pharma (Italia) I olanzapina 15 mg - . v
SrL Italia orodispersabile orala
Aurobindo administrare
Italia Pharma (Italia) Olanzapina Aurobindo olanzapina 2,5mg comprimate orali
S.r.L.
Aurobindo Olanzapina Aurobindo Pharma comprimate administrare
Italia Pharma (Italia) nzap olanzapina 20 mg p . ”
Srl. Italia orodispersabile orala
. Aurobindo . Olanzapina Aurobindo Pharma sy comprimate administrare
Italia Pharma (Italia) Itali olanzapina 5 mg - i 15
SrL talia orodispersabile orala
Aurobindo administrare
Italia Pharma (Italia) Olanzapina Aurobindo olanzapina 7,5 mg comprimate oral3
S.r.L.
. Baxter Holding . emulsie pentru administrare
Italia B.V. Rapiva propofol 10 mg/ml injectie/perfuzie intravenoasa
. Baxter Holding . emulsie pentru administrare
Italia B.V. Rapiva propofol 20 mg/mi injectie/perfuzie intravenoasa
Italia DOC Generici Sltagll_ppn e metformina DOC S|tagI|p_t|rv1a/m 50 mg/850 c_omprlmate adenlstrare
S.r.l. Generici etformina mg filmate orala
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. Dr. Reddy's Abacavir e Lamivudina Dr. abacavir/lamiv | 600 mg/300 | comprimate administrare
Italia , S . <
S.r.l. Reddy's udina mg filmate orala
. . i comprimate administrare
Italia EG SpA Lacosamide EG lacosamida 100 mg filmate orald
Italia EG SpA Lacosamide EG lacosamida 150 mg gomprlmate admvlnlstrare
filmate orala
Italia EG SpA Lacosamide EG lacosamida 200 mg comprimate admvlnlstrare
filmate orala
. . Ly comprimate administrare
Italia EG SpA Lacosamide EG lacosamida 50 mg filmate orald
Italia EG SpA Lapatinib EG lapatinib 250 mg comprimate administrare
filmate orala
Italia EG SpA Posaconazolo EG posaconazol 40 mg/ml suspensie orala 2S:F§;n|strare
Ttalia EG SpA Tadalafil EG tadalafil 10 mg comprimate administrare
filmate orala
Italia EG SpA Tadalafil EG tadalafil 20 mg comprimate administrare
filmate orala
Italia EG SpA Tadalafil EG tadalafil 5 mg qomprlmate admvlnlstrare
filmate orala
Italia Eugia Phgrnja Anastrozolo Aurobindo Italia anastrozol 1 mg gomprlmate admvlnlstrare
(Malta) Limited filmate orala
- amlodipind/val | 10 mg/160 . -
Italia Mylan SpA Amlod|p|n§a(VaIsartan/ sartan/hidrocl mg/12,5 m c_omprlmate admvlnlstrare
Idroclorotiazide Mylan Pharma iy filmate orala
orotiazida g
. Amlodipinea/Valsartan/ amlodlplpa/val 10 mg/160 comprimate administrare
Italia Mylan SpA . sartan/hidrocl . v
Idroclorotiazide Mylan Pharma oy mg/25 mg filmate orala
orotiazida
. Amlodipinea/Valsartan/ amlodlplpa/val 10 mg/320 comprimate administrare
Italia Mylan SpA L sartan/hidrocl . <
Idroclorotiazide Mylan Pharma Sy mg/25 mg filmate orala
orotiazida
- amlodipina/val | 5 mg/160 . -
Italia Mylan SpA Amlod|p|n§a(VaIsartan/ sartan/hidrocl | mg/12,5 m c_omprlmate admvlnlstrare
Idroclorotiazide Mylan Pharma orotiazids g filmate orala
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Italia Mvlan SpA Amlodipinea/Valsartan/ :?rltgil/pr:indar/c;lc?l 5 mg/160 comprimate administrare
y P Idroclorotiazide Mylan Pharma orotiazids mg/25 mg filmate orala
. . . comprimate administrare
Italia Mylan SpA Erlotinib Mylan erlotinib 100 mg filmate oral3
Italia Mylan SpA Erlotinib Mylan erlotinib 150 mg gomprlmate admvlnlstrare
filmate orala
Italia Mylan SpA Posaconazolol Mylan posaconazol 40 mg/ml suspensie orala 2(rjglgn|strare
Italia Mylan SpA Vildagliptin Mylan vildagliptina 50 mg comprimate 2(rjglgn|strare
Pharmaselect
Italia Inter_n_atlonal Colchicina Pharmaselect colchicina 0,5 mg comprimate adenlstrare
Beteiligungs orala
GmbH
Pharmaselect
. International A . administrare
Italia - Colcamexx colchicina 1 mg comprimate v
Beteiligungs orala
GmbH
Italia Sandoz GmbH Sitagliptin e Metformina Sandoz sntagllptlrvwa/m 50 mg/850 c_omprlmate admvlnlstrare
GmbH etformina mg filmate orala
Italia Sandoz SpA Atazanavi Sandoz atazanavir 200 mg capsule 2(;1;En|strare
Italia Sandoz SpA Atazanavir Sandoz atazanavir 300 mg capsule 2S:F§;n|strare
Italia Sandoz SpA Darunavir Sandoz darunavir 600 mg c_ompnmate adenlstrare
filmate orala
. . . comprimate administrare
Italia Sandoz SpA Darunavir Sandoz darunavir 75 mg filmate oral3
Italia Sandoz SpA Darunavir Sandoz darunavir 800 mg qomprlmate admvlnlstrare
filmate orala
Italia Sandoz SpA Erlotinib Sandoz erlotinib 100 mg c_omprlmate admvlnlstrare
filmate orala
Italia Sandoz SpA Erlotinib Sandoz erlotinib 150 mg c_omprlmate adenlstrare
filmate orala
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. Aurobindo . Dapagliflozina e Metformina dapagliflozina/ | 5 mg/850 comprimate administrare
Italia Pharma (Italia) f - . <
Sl Aurobindo metformina mg filmate orala
. Aurobindo . Dapagliflozina e Metformina dapagliflozind/ | 5 mg/1 000 | comprimate administrare
Italia Pharma (Italia) . P . <
Sl Aurobindo metformina mg filmate orala
Aurobindo administrare
Italia Pharma (Italia) | Furosemide Aurobindo Italia furosemida 500 mg comprimate oral3
S.r.l.
Aurobindo comprimate administrare
Italia Pharma (Italia) | Teriflunomide Aurobindo teriflunomida 14 mg omp v
Sl filmate orala
Aurobindo comprimate administrare
Italia Pharma (Italia) | Trazodone Aurobindo trazodond 100 mg fil P v
Sl ilmate orala
Aurobindo comprimate administrare
Italia Pharma (Italia) | Trazodone Aurobindo trazodona 150 mg fil P v
Sl ilmate orala
- comprimate cu .
Italia DOC Generici Rovalo ranolazina 375 mg eliberare admvlnlstrare
S.r.l. Sy orala
prelungita
. comprimate cu -
Italia DOC Generici Rovalo ranolazina 500 mg eliberare aden|strare
S.r.l. Sy orala
prelungita
- comprimate cu .
Italia DOC Generici Rovalo ranolazina 750 mg eliberare admvlnlstrare
S.r.l. sy orala
prelungita
Elpen comprimate cu administrare
Italia Pharmaceutical | Ranolpen ranolazina 375 mg eliberare orald
Co. Inc. prelungita
Elpen comprimate cu administrare
Italia Pharmaceutical | Ranolpen ranolazina 500 mg eliberare orali
Co. Inc. prelungita
Elpen comprimate cu -
Italia Pharmaceutical | Ranolpen ranolazina 750 mg eliberare ?)Sa'?gms”are
Co. Inc. prelungita
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. Kappler Pharma - . ) administrare
Italia Consult GmbH Betaistina Kapplerpharma betahistina 16 mg comprimate orald
. Kappler Pharma - e - administrare
Italia Consult GmbH Betaistina Kapplerpharma betahistina 24 mg comprimate oral3
. Kappler Pharma . . . administrare
Italia Consult GmbH Betaistina Kapplerpharma betahistina 8 mg comprimate oral3
LaNova comprimate administrare
Italia farmaceutici Dalafil tadalafil 10 mg fi P v
Srl. ilmate orala
LaNova comprimate administrare
Italia farmaceutici Dalafil tadalafil 20 mg omp v
Srl. filmate orala
LaNova comprimate administrare
Italia farmaceutici Dalafil tadalafil 5 mg fi P v
Srl. ilmate orala
comprimate cu administrare
Italia Sandoz SpA Ranolazina Sandoz ranolazina 500 mg eliberare orali
prelungita
comprimate cu administrare
Italia Sandoz SpA Ranolazina Sandoz ranolazina 375 mg eliberare oral3
prelungita
comprimate cu administrare
Italia Sandoz SpA Ranolazina Sandoz ranolazina 750 mg eliberare orald
prelungita
Abacavir/Lamivudine Accord . . . -
Letonia Accord 600 mg/300 mg film-coated abgc?wr/lamlv 600 mg/300 c_omprlmate adenlstrare
Healthcare B.V. udina mg filmate orala
tablets
AOP Orphan ' _ . -
Letonia Pharmaceutical Tadalafil AOP 20 mg film tadalafil 20 mg gomprlmate admvlnlstrare
coated tablets filmate orala
s GmbH
Letonia Baxter B.V. Anesia 10 mg/ml emulsion for propofol 10 mg/ml emulsie pentru administrare

injection/infusion

injectie/perfuzie

intravenoasa
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. Anesia 20 mg/ml emulsion for emulsie pentru administrare
Letonia Baxter B.V. injection/infusion propofol 20 mg/ml injectie/perfuzie intravenoasa
. Elvim, SIA, Vildagliptin/Metformin ELVIM 50 | vildagliptina/ comprimate administrare
Letonia Latvia mg/850 mg film-coated tablets | metformina ;Ogmg/850 filmate orala
. Vildagliptin/Metformin ELVIM 50 | . S . L
Letonia EIV|n_1, SIA, mg/1000 mg film-coated V|IdagI|pt_|nva/ 50 mg/1 00 c_omprlmate admvlnlstrare
Latvia metformina 0 mg filmate orala
tablets
Letonia LV S_ystem . Suphrex 12.5 mg hard capsules | sunitinib 12,5 mg capsule admvlnlstrare
Service, Latvia orala
Letonia Lv S_ystem . Suphrex 50 mg hard capsules sunitinib 50 mg capsule adenlstrare
Service, Latvia orala
Mylan L . . -
Letonia Pharmaceutical Erlotinib Mylan 100 mg film- erlotinib 100 mg c_omprlmate adenlstrare
o coated tablets filmate orala
s Limited
Mylan Erlotinib Mylan 150 mg film- comprimate administrare
Letonia Pharmaceutical erlotinib 150 mg - v
. coated tablets filmate orala
s Limited
Letonia Sandoz d.d. Atazanavir Sandoz 200 mg hard atazanavir 200 mg capsule admvlnlstrare
capsules orala
Letonia Sandoz d.d. Atazanavir Sandoz 300 mg hard atazanavir 300 mg capsule admvlnlstrare
capsules orala
Letonia Sandoz d.d. Erlotinib Sandoz 100 mg film- erlotinib 100 mg c_omprlmate adenlstrare
coated tablets filmate orala
Letonia Sandoz d.d. Erlotinib Sandoz 150 mg film- erlotinib 150 mg c_omprlmate admvlnlstrare
coated tablets filmate orala
Sitagliptin/Metformin . R . .
Letonia Sandoz d.d. hydrochloride Sandoz 50 S|tagI|p_t|Da/m 50 mg/850 gomprlmate admvlnlstrare
- etformina filmate orala
mg/850 mg film-coated tablets mg
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. Sorafenib Sandoz 400 mg film- . comprimate administrare
Letonia Sandoz d.d. coated tablets sorafenib 400 mg filmate oral3
Umedica . . - -
Letonia Netherlands I?eferaswox Umedica 180 mg deferasirox 180 mg c_omprlmate admvlnlstrare
BV film-coated tablets filmate orala
Umedica . . . .
Letonia Netherlands I?eferaswox Umedica 360 mg deferasirox 360 mg c_omprlmate admvlnlstrare
BV film-coated tablets filmate orala
Umedica . . . -
Letonia Netherlands I?eferasnrox Umedica 90 mg deferasirox 90 mg c_omprlmate admvlnlstrare
B.V film-coated tablets filmate orala
Umedica . . . . -
. Pirfenidone Umedica 267 mg . . v comprimate administrare
Letonia ge\?herlands film-coated tablets pirfenidona 267 mg filmate oral3
Umedica . . . . -
Letonia Netherlands ?lrfenldone Umedica 801 mg pirfenidons 801 mg c_omprlmate admvlnlstrare
BV ilm-coated tablets filmate orala
Umedica . . comprimate cu .
Letonia Netherlands ng}gfzéz?rggaegécsagéismg ranolazing 375 mg eliberare 2(rjglgn|strare
B.V. P 9 prelungita
Umedica . . comprimate cu -
Letonia Netherlands Ranolazine Umedica 500 mg ranolazina 500 mg eliberare admvlnlstrare
prolonged-release tablets sy orala
B.V. prelungita
Umedica . . comprimate cu -
. Ranolazine Umedica 750 mg . . administrare
Letonia Netherlands prolonged-release tablets ranolazina 750 mg ellberarfav oral3
B.V. prelungita
. Unifarma, SIA, Atorvastatin Unifarma 10 mg _ comprimate administrare
Letonia - . atorvastatina 10 mg ] v
Latvia film-coated tablets filmate orala
. Unifarma, SIA, Atorvastatin Unifarma 20 mg - comprimate administrare
Letonia - . atorvastatina 20 mg . v
Latvia film-coated tablets filmate orala
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Letonia Unifarma, SIA, Atorvastatin Unifarma 40 mg atorvastatin 40 m comprimate administrare
Latvia film-coated tablets 9 filmate orala
. Unifarma, SIA, Atorvastatin Unifarma 80 mg _ comprimate administrare
Letonia - ) atorvastatina 80 mg ! v
Latvia film-coated tablets filmate orala
Elpen . _ comprimate cu .
Letonia Pharmaceutical Raupresil 375 mg prolonged ranolazina 375 mg eliberare admv|n|strare
release tablets sy orala
Co. Inc. prelungita
Elpen . _ comprimate cu -
Letonia Pharmaceutical Raupresil 500 mg prolonged ranolazina 500 mg eliberare admvlnlstrare
release tablets Sy orala
Co. Inc. prelungita
Elpen . comprimate cu -
. . Raupresil 750 mg prolonged- . . administrare
Letonia Pharmaceutical release tablets ranolazina 750 mg ellberarfav oral3
Co. Inc. prelungita
Hexal comprimate cu I
Letonia Aktiengesellsch Ranzolva 375 mg prolonged ranolazina 375 mg eliberare admvlnlstrare
release tablets Sy orala
aft prelungita
Hexal comprimate cu .
Letonia Aktiengesellsch Ranzolva 500 mg prolonged ranolazina 500 mg eliberare admvlnlstrare
release tablets oy orala
aft prelungita
Hexal comprimate cu -
Letonia Aktiengesellsch Ranzolva 750 mg prolonged ranolazina 750 mg eliberare admvlnlstrare
release tablets g orala
aft prelungita
Pharos
. Pharmaceutical | Nilotinib PharOS 150 mg hard S administrare
Letonia . nilotinib 150 mg capsule <
Oriented capsules orala
Services Ltd.
Pharos
Letonia Phgrmaceutlcal Nilotinib Zentiva 150 mg hard nilotinib 150 mg capsule admvlnlstrare
Oriented capsules orala

Services Ltd.
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Pharos
. Pharmaceutical | Nilotinib PharOS 200 mg hard S administrare
Letonia - nilotinib 200 mg capsule ”
Oriented capsules orala
Services Ltd.
Pharos
Letonia Ph_armaceutlcal Nilotinib Viatris 200 mg hard nilotinib 200 mg capsule admvlnlstrare
Oriented capsules orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib Zentiva 200 mg hard S administrare
Letonia . nilotinib 200 mg capsule v
Oriented capsules orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib PharOS 50 mg hard S administrare
Letonia . nilotinib 50 mg capsule «
Oriented capsules orala
Services Ltd.
. . Accord AbacaV|r/Lam|vud|r_1e Accord abacavir/lamiv | 600 mg/300 | comprimate administrare
Lituania Healthcare B.V 600 mg/300 mg plevele udina m filmate orald
U dengtos tabletés 9
AOP Orphan ) . . .
Lituania Pharmaceutical Tadalafil AOP 2_0 mg plévele tadalafil 20 mg qomprlmate adenlstrare
dengtos tabletés filmate orala
s GmbH
Lituania Baxter B.V. _Anes_la .10 mg/ﬂ“' injekcine ar propofol 10 mg/ml ?r‘.“”'s.'e pentrl.! ;dm|n|strar<i
infuziné emulsija injectie/perfuzie intravenoasa
Lituania Baxter B.V. Anes_la .20 mg/.ml injekcine ar propofol 20 mg/ml ?”.“”'S.'e pentru_ gdm|n|strar%
infuziné emulsija injectie/perfuzie intravenoasa
Vildagliptin/Metformin
. . Elvim, SIA, hydrochloride ELVIM vildagliptina/ comprimate administrare
Lituania Latvia 50 mg/850 mg plévele dengtos | metformina gqogmg/SSO filmate orala

tabletés
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Vildagliptin/Metformin
Lituania Elvim, SIA, hydrochloride ELVIM vildagliptina/ 50 mg/1 00 | comprimate administrare
Latvia 50 mg/1000 mg plévele metformina 0 mg filmate orala
dengtos tabletés
Mylan . . - -
Lituania Pharmaceutical Erlotinib MyIan_lOO mg plévele erlotinib 100 mg c_omprlmate admvlnlstrare
. dengtos tabletes filmate orala
s Limited
Mylan Erlotinib Mylan 100 mg plévele comprimate administrare
Lituania Pharmaceutical . erlotinib 100 mg . v
. dengtos tabletés filmate orala
s Limited
Mylan Erlotinib Mylan 150 mg plévele comprimate administrare
Lituania Pharmaceutical . erlotinib 150 mg - v
. dengtos tabletés filmate orala
s Limited
Mylan Erlotinib Mylan 150 mg plévele comprimate administrare
Lituania Pharmaceutical . erlotinib 150 mg . "
. dengtos tabletés filmate orala
s Limited
Sitagliptin/Metformin
Lituania Sandoz d.d. hydrochloride _Sandoz 50 S|tagI|p_t|rv1a/m 50 mg/850 c_omprlmate admvlnlstrare
mg/850 mg plévele dengtos etformina m filmate orala
tabletés 9
Lituania Sandoz d.d. So_rafenlb Sandoz 400 mg sorafenib 400 mg gomprlmate admvlnlstrare
plévele dengtos tabletés filmate orala
Elpen . - comprimate cu -
. . . Raupresil 375 mg pailginto . . administrare
Lituania Pharmaceutical atpalaidavimo tableteés ranolazina 375 mg ellberarfav oral3
Co. Inc. prelungita
Elpen - A comprimate cu -
Lituania Pharmaceutical Rauprt_asn .500 mg pa!lglnto ranolazina 500 mg eliberare admvlnlstrare
atpalaidavimo tabletés sy orala
Co. Inc. prelungita
Elpen . - comprimate cu -
Lituania Pharmaceutical Rauprc_—:‘sn ?50 mg pa!lglnto ranolazina 750 mg eliberare admvlnlstrare
atpalaidavimo tabletés Sy orala
Co. Inc. prelungita
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Lituania Genepharm X-Etium 5mg film-coated tablet | linagliptina 5 mg qomprlmate admv|n|strare
S.A. filmate orala
_ comprimate cu -
Lituania Hexal AG Ranzol_va 375 mg pal_lglnto ranolazina 375 mg eliberare adenlstrare
atpalaidavimo tabletés Sy orala
prelungita
T comprimate cu -
Lituania Hexal AG Ranzol_va 5.00 mg pal_lglnto ranolazina 500 mg eliberare admvlnlstrare
atpalaidavimo tabletés sy orala
prelungita
- comprimate cu .
Lituania Hexal AG Ranzo!va 7.50 mg palllglnto ranolazina 750 mg eliberare admvlnlstrare
atpalaidavimo tabletés sy orala
prelungita
Pharos
. . Pharmaceutical | Nilotinib PharOS 150 mg S administrare
Lituania - - - . nilotinib 150 mg capsule <
Oriented kietosios kapsulés orala
Services Ltd.
Pharos
. . Pharmaceutical | Nilotinib Zentiva 150 mg S administrare
Lituania . . . . nilotinib 150 mg capsule v
Oriented kietosios kapsulés orala
Services Ltd.
Pharos
. . Pharmaceutical | Nilotinib PharOS 200 mg S administrare
Lituania - - - . nilotinib 200 mg capsule ”
Oriented kietosios kapsulés orala
Services Ltd.
Pharos
Lituania Ph_armaceutlcal N_|Iot|n_|b Viatris 200 mg nilotinib 200 mg capsule admvlnlstrare
Oriented kietosios kapsulés orala
Services Ltd.
Pharos
. . Pharmaceutical | Nilotinib Zentiva 200 mg S administrare
Lituania . . - . nilotinib 200 mg capsule v
Oriented kietosios kapsulés orala
Services Ltd.
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Pharos
. . Pharmaceutical | Nilotinib PharOS 50 mg o administrare
Lituania - - - . nilotinib 50 mg capsule ”
Oriented kietosios kapsulés orala
Services Ltd.
Luxembur | C4 health Metformin C4 health 1000 mg metformin 1000 m comprimate administrare
g GmbH Filmtabletten 9 filmate orala
Luxembur | C4 health Metformin C4 health 500 mg metforming 500 m comprimate administrare
g GmbH Filmtabletten 9 filmate orala
Luxembur | C4 health Metformin C4 health 850 mg metforming 850 m comprimate administrare
g GmbH Filmtabletten 9 filmate orald
Luxembur Denk Pharma Tadalafil Denk 10 mg comprimate administrare
GmbH & Co. ) tadalafil 10 mg - ¥
g Filmtabletten filmate orala
KG
Denk Pharma . . -
Luxembur GmbH & Co. T_adalafll Denk 2,5 mg tadalafil 2,5 mg qomprlmate adenlstrare
g KG Filmtabletten filmate orala
Denk Pharma . . .
Luxembur GmbH & Co. ngalafll Denk 20 mg tadalafil 20 mg c_omprlmate admvlnlstrare
g KG Filmtabletten filmate orala
Luxembur Denk Pharma Tadalafil Denk 5 m comprimate administrare
GmbH & Co. . 9 tadalafil 5 mg omp !
g KG Filmtabletten filmate orala
EG . efavirenz/emtr | 600 mg/200 . .
Luxembur (Eurogenerics) Efatriten 600 _mg,/ZO(’) r_ng/’245 icitabing/tenof | mg/245 m c_omprlmate admvlnlstrare
g mg EG comprimés pélliculés : filmate orala
NV ovir g
Luxembur EG comprimate administrare
g (NEVurogenerlcs) Erlotinib EG erlotinib 100 mg filmate oral3
Luxembur EG comprimate administrare
(Eurogenerics) Erlotinib EG erlotinib 150 mg . v
g filmate orala

NV
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Luxembur EG comprimate administrare
(Eurogenerics) Erlotinib EG erlotinib 25 mg omp v
g NV filmate orala
Luxembur EG comprimate administrare
(Eurogenerics) Erlotinib EG erlotinib 50 mg . v
g NV filmate orala
Luxembur EG . Lacosamid EG 100 mg i~ comprimate administrare
(Eurogenerics) ST lacosamida 100 mg . v
g NV comprimés pélliculés filmate orala
EG . . o
Luxembur (Eurogenerics) Lacosa_mlq EG _150' mg lacosamids 150 mg c_omprlmate admvlnlstrare
g Ny Comprimé pellicule filmate orala
Luxembur EG . Lacosamid EG 200 mg oy comprimate administrare
(Eurogenerics) L. N lacosamida 200 mg . v
g NV Comprimé pelliculé filmate orala
Luxembur (EEGuro enerics) Lacosamid EG 50 mg lacosamids 50 m comprimate administrare
g NV 9 comprimés pelliculés 9 filmate orala
EG . - -
Luxembur (Eurogenerics) Sorafe_nlb, EG 490 mg, sorafenib 400 mg c_omprlmate admvlnlstrare
g NV comprimés pelliculés filmate orala
Luxembur EG comprimate administrare
(Eurogenerics) Tadalafil EG tadalafil 10 mg . ”
g NV filmate orala
Luxembur EG comprimate administrare
(Eurogenerics) Tadalafil EG tadalafil 20 mg omp v
g NV filmate orala
Luxembur EG comprimate administrare
(Eurogenerics) Tadalafil EG tadalafil 5 mg . v
g NV filmate orala
Luxembur Elpen . Ranolazin beta 375 mg _ cqmprlmate cu administrare
Pharmaceutical ranolazina 375 mg eliberare <
g Retardtabletten Sy orala
Co. Inc. prelungita
Luxembur Elpen . Ranolazin Heumann 375 mg . co_mpnmate cu administrare
Pharmaceutical ranolazina 375 mg eliberare v
g Retardtabletten orala

Co. Inc.

prelungita
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Luxembur Elhpaerrr]naceutical Ranolazin beta 500 mg ranolazind 500 m Zﬁgﬁggate cu administrare
g Retardtabletten 9 oy orald
Co. Inc. prelungita
Luxembur Elpen . Ranolazin Heumann 500 mg _ cqmprlmate cu administrare
Pharmaceutical ranolazina 500 mg eliberare <
g Retardtabletten Sy orala
Co. Inc. prelungita
Elpen . comprimate cu .
Luxembur Pharmaceutical Ranolazin beta 750 mg ranolazina 750 mg eliberare admv|n|strare
g Retardtabletten sy orala
Co. Inc. prelungita
Luxembur Elpen . Ranolazin Heumann 750 mg . cqmprlmate cu administrare
Pharmaceutical ranolazina 750 mg eliberare ¥
g Retardtabletten Sy orala
Co. Inc. prelungita
Luxembur :If;(izln esellsch RanolaHexal 375 mg ranolazini 375 m Zﬁgweag?aate cu administrare
g 9 Retardtabletten 9 "y orald
aft prelungita
Hexal comprimate cu .
Luxembur Aktiengesellsch Ranzolva 375 mg ranolazina 375 mg eliberare admv|n|strare
g Retardtabletten sy orala
aft prelungita
Luxembur :If;(izln esellsch RanolaHexal 500 mg ranolazini 500 m Zﬁgweag?aate cu administrare
g 9 Retardtabletten 9 oy orala
aft prelungita
Luxembur Hex_al Ranzolva 500 mg - co_mpnmate cu administrare
Aktiengesellsch ranolazina 500 mg eliberare v
g Retardtabletten oy orala
aft prelungita
Luxembur Hex.al RanolaHexal 750 mg Ly cqmprlmate cu administrare
Aktiengesellsch ranolazina 750 mg eliberare v
g Retardtabletten Sy orala
aft prelungita
Hexal comprimate cu -
Luxembur Aktiengesellsch Ranzolva 750 mg ranolazina 750 mg eliberare admvlnlstrare
g Retardtabletten oy orala
aft prelungita
Luxembur Hexal AG Ranolazin - 1 A Pharma 375 mg ranolazini 375 m Zﬁgweag?aate cu administrare
g Retardtabletten 9 oy orald
prelungita
Luxembur Ranolazin - 1 A Pharma 500 mg o cqmprlmate cu administrare
Hexal AG ranolazina 500 mg eliberare <
g Retardtabletten orala

prelungita
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- comprimate cu -
Luxembur Ranolazin - 1 A Pharma 750 mg P . administrare
g Hexal AG Retardtabletten ranolazina 750 mg ellberarfav oral3
prelungita
Luxembur Kappler Pharma | Betahistin Kappler 16 mg T . administrare
g Consult GmbH Tabletten betahistina 16 mg comprimate orala
Luxembur Kappler Pharma | Betahistin Kappler 24 mg T . administrare
g Consult GmbH Tabletten betahistina 24 mg comprimate orala
Luxembur Kappler Pharma | Betahistin Kappler 8 mg T . administrare
g Consult GmbH | Tabletten betahistina 8 mg comprimate orald
Phagecon -
Servicos e Trazodon Phagecon 150 mg comprimate cu -
Luxembur Consultoria Tabletten mit veranderter trazodona 150 mg eliberare ?)Sa'?gms”are
9 Farmaceutica, Wirkstofffreisetzung modificata
Lda.
Phagecon -
Luxembur Servicos e Trazodon Phagecon 75 mg comprimate cu administrare
Consultoria Tabletten mit veranderter trazodona 75 mg eliberare oral3
9 Farmaceutica, Wirkstofffreisetzung modificata
Lda.
Pharos
Luxembur Pharmaceutical | Nilotinib Pharos 150 mg, S administrare
. . nilotinib 150 mg capsule %
g Oriented gélules orala
Services Ltd.
Pharos
Luxembur Pharmaceutical | Nilotinib Pharos 200 mg, nilotinib 200 m capsule administrare
g Oriented gélules 9 P orald
Services Ltd.
Pharos
Luxembur Phgrmaceutlcal Nilotinib Pharos 50 mg, gélules | nilotinib 50 mg capsule admvlnlstrare
g Oriented orala
Services Ltd.
Iéuxembur Viatris Limited Nilotinib Viatris 150 mg, gélule nilotinib 150 mg capsule 2(rjan|1én|strare
Luxembur Viatris Limited Nilotinib PharOS 200 mg tvrde nilotinib 200 mg capsule administrare

g

kapsule

orala
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Iéuxembur Viatris Limited Nilotinib Viatris 200 mg, gélule nilotinib 200 mg capsule 2(;1:[léln|strare
Iéuxembur Viatris Limited Nilotinib Viatris 50 mg, gélule nilotinib 50 mg capsule 2(;1:[léln|strare
Aurobindo - . -
Malta Pharma (Malta) Bosentan Aurobindo 125mg bosentan 125 mg c_omprlmate adenlstrare
. film-coated tablets filmate orala
Limited
Aurobindo . . .
Malta Pharma (Malta) Bosentan Aurobindo 62.5mg bosentan 62,5 mg c_omprlmate admvlnlstrare
L film-coated tablets filmate orala
Limited
Aurobindo Olanzapina Aurobindo 10 mg comprimate administrare
Malta Pharma (Malta) orodispersible olanzapina p . v
- 10 mg orodispersabile orala
Limited tablets
Aurobindo . . -
Malta Pharma (Malta) E)alglréztzplne Aurobindo 5 mg olanzapina 5m comprimate ifggnlstrare
Limited 9
Aurobindo . . .
Malta Pharma (Malta) ?alglr:aztzplne Aurobindo 10 mg olanzapina 10 mg comprimate 2S:F§;n|strare
Limited
Aurobindo Olanzapina Aurobindo 15 mg comprimate administrare
Malta Pharma (Malta) orodispersible olanzapina 15 mg p . ”
L orodispersabile orala
Limited tablets
Aurobindo . . o
Malta Pharma (Malta) E)alglréztzplne Aurobindo 15 mg olanzapina 15 mg comprimate 2(r:lan|'gn|strare
Limited
Aurobindo . . -
Malta Pharma (Malta) E)alglréztzplne Aurobindo 2.5 mg olanzapina 2,5 mg comprimate ifggnlstrare
Limited
Aurobindo Olanzapina Aurobindo 20 mg comprimate administrare
Malta Pharma (Malta) orodispersible olanzapina 20 mg orod?s ersabile orald
Limited tablets P
Aurobindo . . -
Malta Pharma (Malta) Olanzapine Aurobindo 20 mg olanzapina 20 mg comprimate administrare

Limited

tablets

orala
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Aurobindo Olanzapina Aurobindo 5 mg . -
Malta Pharma (Malta) orodispersible olanzapina 5 mg comprlmate . admvlnlstrare
L orodispersabile orala
Limited tablets
Aurobindo . . -
Malta Pharma (Malta) Olanzapine Aurobindo 7.5 mg olanzapina 7,5 mg comprimate admv|n|strare
L tablets orala
Limited
Malta Aurobindo Olanzapine Oro PharmConsul olanzapini 10 m comprimate administrare
Pharma Limited 10 mg Orodispersible tablets P 9 orodispersabile orala
Malta Aurobindo Olanzapine Oro PharmConsul olanzapin 15 m comprimate administrare
Pharma Limited 15 mg Orodispersible tablets P 9 orodispersabile orala
Malta Aurobindo Olanzapine Oro PharmConsul olanzapin 20 m comprimate administrare
Pharma Limited 20 mg Orodispersible tablets P 9 orodispersabile orala
Malta Aurobindo Olanzapine Oro PharmConsul 5 olanzapini 5m comprimate administrare
Pharma Limited mg Orodispersible tablets P 9 orodispersabile orald
Brillpharma administrare
Malta (Ireland) Amlodipine 2.5mg Tablets amlodipina 2,5mg comprimate orali
Limited
Denk Pharma administrare
Malta GmbH & Co. Vildagliptin Denk 50 mg tablets | vildagliptina 50 mg comprimate orald
KG
Malta Heaton k.. Sipactimet 50 mg/850 mg film- S|tagI|p_t|rv1a/m 50 mg/850 c_omprlmate adenlstrare
coated tablets etformina ma filmate orala
Morningside . . . -
Mebeverine Hydrochloride . comprimate administrare
Malta Healthcare 135mg Film-coated Tablets mebeverina 135 mg filmate orala

(Malta) Ltd
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Morningside . . . -
Malta Healthcare Mebeverl_ne Hydrochloride IBS mebeverini 135 mg c_omprlmate adenlstrare
135mg Film-coated Tablets filmate orala
(Malta) Ltd
Pharmconsul Olanzapine PharmConsul 10 mg _ comprimate administrare
Malta olanzapina 10 mg - . v
S.r.o. tablets orodispersabile orala
Pharmconsul Olanzapine PharmConsul 5 mg - comprimate administrare
Malta olanzapina 5 mg - . v
S.r.o. tablets orodispersabile orala
Pharos
Pharmaceutical Lapatinib PharOS 250 mg film- - comprimate administrare
Malta Oriented coated tablets lapatinib 250 mg filmate orald
Services Ltd.
Pharos . - .
. Sitagliptin / Metformin PharOS . R . -
Pharmaceutical . sitagliptind/m comprimate administrare
Malta Oriented 50 mg/850 mg film-coated etformind 50 mg/850 filmate orala
. tablet mg
Services Ltd.
Malta R.IA.Generlcs Colchicine 0.5mg Tablets colchicina 0,5mg comprimate admvlnlstrare
Limited orala
Aurobindo Dapaglifozin/Metformin ey - -
Malta Pharma (Malta) | Hydrochloride Aurobindo 5 g,]aephacg:ﬂ?nzéna/ ;mg/BSO :::ic|>rrrr]1aptre|mate i(lii:[gmstrare
Limited mg/850 mg film-coated tablets 9
Aurobindo Dapaglifozin/Metformin ey . .
Malta Pharma (Malta) | Hydrochloride Aurobindo 5 gqagc?glﬂ?;éna/ ;mg/sso ;(I)r:!:)tgmate ?)(rj:gmstrare
Limited mg/850 mg film-coated tablets 9
Aurobindo Dapaglifozin/Metformin
Hydrochloride Aurobindo dapagliflozind/ | 5 mg/850 comprimate administrare
Malta Pharma (Malta) ) sy . <
Pharma 5 mg/850 mg film- metformina mg filmate orala

Limited

coated tablets
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Aurobindo Dapaglifozin/Metformin
Hydrochloride Aurobindo dapagliflozind/ | 5 mg/850 comprimate administrare
Malta Pharma (Malta) ) - . <
S Pharma 5 mg/850 mg film- metformina mg filmate orala
Limited
coated tablets
Morningside mercaptopurin administrare
Malta Healthcare Mercaptopurine 10 mg Tablets " ptop 10 mg comprimate <
a orala
(Malta) Ltd.
Morningside mercaptopurin administrare
Malta Healthcare Mercaptopurine 50 mg Tablets v ptop 50 mg comprimate v
a orala
(Malta) Ltd.
Pharos
Pharmaceutical | Nilotinib PharOS 150 mg hard S administrare
Malta Oriented capsules nilotinib 150 mg capsule oral3
Services Ltd.
Pharos
Malta Phgrmaceutlcal Nilotinib/Viatris Capsules hard, nilotinib 150 mg capsule admvlnlstrare
Oriented 150 mg/cap orala
Services Ltd.
Pharos
Malta Ph_armaceutlcal Nilotinib PharOS 200 mg hard nilotinib 200 mg capsule admvlnlstrare
Oriented capsules orala
Services Ltd.
Pharos
Pharmaceutical | Nilotinib/Viatris Capsules hard, e administrare
Malta Oriented 200 mg/cap nilotinib 200 mg capsule orali
Services Ltd.
Pharos
Malta Pharmaceutical | Nilotinib PharOS 50 mg hard nilotinib 50 mg capsule administrare
Oriented capsules orala
Services Ltd.
Malta Remedica Ltd. ViaremBlu sildenafil 100 mg c_omprlmate admvlnlstrare
filmate orala
Malta Remedica Ltd. ViaremBlu sildenafil 25 mg c_omprlmate adenlstrare
filmate orala
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Malta Remedica Ltd. ViaremBlu sildenafil 50 mg qomprlmate admvlnlstrare
filmate orala
Torrent Pharma . . comprimate administrare
Malta (Malta) Ltd Pazopanib 200 mg pazopanib 200 mg filmate orald
Norvedia Accord Abacavir/Lamivudine Accord abacavir/lamiv | 600 mg/300 | comprimate administrare
9 Healthcare B.V. 600 mg/300 mg udina mg filmate orald
. emulsie pentru administrare
Norvegia Baxter B.V. Profast propofol 10 mg/ml injectie/perfuzie intravenoass
Norvegia Baxter B.V. Profast propofol 20 mg/ml ?”.“”'S.'e pentru_ gdmlmstrar%
injectie/perfuzie intravenoasa
. Brown & Burk . . R administrare
Norvegia IR Limited Lymecyclin Brown & Burk limeciclina 300 mg capsule oral3
Morningside administrare
Norvegia Healthcare Dinetrel amantadina 100 mg capsule orald
(Malta) Ltd
. amlodipina/val | 10 mg/160 . .
Norvegia Mylan AB Amloq|p|_ne/VaIsartan/HydrochI sartan/hidrocl | mg/12,5 m c_omprlmate adenlstrare
orothiazide Mylan Sy filmate orala
orotiazida g
L amlodipina/val . o
Norvegia Mylan AB Amloc_i|p|_ne/VaIsartan/HydrochI sartan/hidrocl 10 mg/160 c_omprlmate admvlnlstrare
orothiazide Mylan Sy mg/25 mg filmate orala
orotiazida
L amlodipina/val . .
Norvegia Mylan AB Amloq|p!ne/VaIsartan/HydrochI sartan/hidrocl 10 mg/320 gomprlmate admvlnlstrare
orothiazide Mylan iy mg/25 mg filmate orala
orotiazida
. amlodipind/val | 5 mg/160 . -
Norvegia Mylan AB Amlo<_:l|p|_ne/VaIsartan/HydrochI sartan/hidrocl | mg/12,5 m c_omprlmate admvlnlstrare
orothiazide Mylan iy filmate orala
orotiazida g
L amlodipina/val . -
Norvegia Mylan AB Amloq|p|_ne/VaIsartan/HydrochI sartan/hidrocl 5 mg/160 c_omprlmate adenlstrare
orothiazide Mylan oy mg/25 mg filmate orala
orotiazida
Norvegia Mylan AB Vildagliptin Mylan vildagliptina 50 mg comprimate administrare

orala
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Amlodipine/ Valsartan/ amlodipind/val | 10 mg/160 . -
Norvegia Mylan AB Hydrochlorothia zide Mylan sartan/hidrocl | mg/12,5 m qomprlmate admvlnlstrare
R filmate orala
Pharma orotiazida g
Amlodipine/ Valsartan/ amlodipina/val . -
Norvegia Mylan AB Hydrochlorothia zide Mylan sartan/hidrocl 10 mg/160 c_omprlmate admvlnlstrare
Sy mg/25 mg filmate orala
Pharma orotiazida
Amlodipine/ Valsartan/ amlodipina/val . .
Norvegia Mylan AB Hydrochlorothia zide Mylan sartan/hidrocl 10 mg/320 c_omprlmate admvlnlstrare
Sy mg/25 mg filmate orala
Pharma orotiazida
Amlodipine/ Valsartan/ amlodipina/val | 5 mg/160 comprimate administrare
Norvegia Mylan AB Hydrochlorothia zide Mylan sartan/hidrocl | mg/12,5 m omp v
R filmate orala
Pharma orotiazida g
Amlodipine/ Valsartan/ amlodipina/val - .
Norvegia Mylan AB Hydrochlorothia zide Mylan sartan/hidrocl > Mg/160 qomprlmate admvlnlstrare
g mg/25 mg filmate orala
Pharma orotiazida
Newbury comprimate administrare
Norvegia Pharmaceutical Lapatinib Newbury lapatinib 250 mg omp <
s AB filmate orala
efavirenz/emtr | 600 mg/200 . .
Norvegia Sandoz A/S Padviram icitabina/tenof | mg/245 m qomprlmate admvlnlstrare
: filmate orala
ovir g
. 2care4 . administrare
Norvegia Generics ApS Bendatol albendazol 400 mg comprimate oral3
Pharos
Norvegia Phgrmaceutlcal Nilotinib Pharos nilotinib 150 mg capsule admvlnlstrare
Oriented orala
Services Ltd.
Pharos
Norvegia Phgrmaceutlcal Nilotinib Viatris nilotinib 150 mg capsule admvlnlstrare
Oriented orala
Services Ltd.
Pharos
Norvegia Ph_armaceut|ca| Nilotinib Pharos nilotinib 200 mg capsule adenlstrare
Oriented orala

Services Ltd.
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Pharos
Norvegia Ph_armaceutlcal Nilotinib Viatris nilotinib 200 mg capsule adenlstrare
Oriented orala
Services Ltd.
Pharos
Norvegia Ph_armaceutlcal Nilotinib Pharos nilotinib 50 mg capsule admv|n|strare
Oriented orala
Services Ltd.
Pharos
Norvegia Phgrmaceutlcal Nilotinib Viatris nilotinib 50 mg capsule admvlnlstrare
Oriented orala
Services Ltd.
+pharma . - . . R . .
Polonia arzneimittel Sitagliptin + Metformin S|tagI|p_t|rv1a/m 50 mg/850 c_omprlmate adenlstrare
hydrochloride +pharma etformina filmate orala
gmbh mg
Accord
Polonia Healthcare Abacavir + Lamivudine Accord abgc?wr/lamlv 600 mg/300 c_omprlmate adenlstrare
Polska Sp. z udina mg filmate orala
0.0.
Aflofarm
Polonia Farmacja Tadalafil Inventum tadalafil 10 mg qomprlmate admvlnlstrare
Polska Sp. z filmate orala
0.0.
Aflofarm
Polonia Farmacja Profitadal tadalafil 2,5 mg c_omprlmate adenlstrare
Polska Sp. z filmate orala
0.0.
Aflofarm
Polonia Farmacja Profitadal tadalafil 20 mg qomprlmate admvlnlstrare
Polska Sp. z filmate orala
0.0.
Aflofarm
Polonia Farmacja Profitadal tadalafil 5 mg c_omprlmate adenlstrare
Polska Sp. z filmate orala
0.0.
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Aurovitas comprimate administrare
Polonia Pharma Polska Leflunomide Aurovitas leflunomida 10 mg omp v
filmate orala
Sp. z 0.0.
Aurovitas comprimate administrare
Polonia Pharma Polska Leflunomide Aurovitas leflunomida 15 mg omp v
filmate orala
Sp. z 0.0.
Aurovitas administrare
Polonia Pharma Polska Olanzapine PharmConsul olanzapina 10 mg comprimate oral3
Sp. z 0.0.
Aurovitas -
Polonia Pharma Polska Olanzapine PharmConsul olanzapina 5 mg comprimate ?)Sa'?gms”are
Sp. z 0.0.
Polonia Baxter B.V. Propofol Baxter propofol 10 mg/ml ?”.“”'S.'e pentru_ gdmlmstrar%
injectie/perfuzie intravenoasa
Polonia Baxter B.V. Propofol Baxter propofol 20 mg/mi ?”.“”'S.'e pentrq _admlnlstrarev
injectie/perfuzie intravenoasa
Belupo lijekovi comprimate administrare
Polonia i kozmetika, Tadalafil Belupo tadalafil 20 mg omp v
d.d filmate orala
Belupo lijekovi comprimate administrare
Polonia i kozmetika, Tadalafil Belupo tadalafil 5 mg fi P <
d.d. ilmate oralad
Polonia Dr. Max Loperamid Dr. Max loperamida 2 mg capsule admvlnlstrare
Pharma s.r.o. orala
. Eugia Pharma . comprimate administrare
Polonia (Malta) Limited Anastrozole Eugia anastrozol 1 mg filmate oral3
Polonia G.L. Pharma Gerocilan tadalafil 10 mg c_omprlmate admvlnlstrare
GmbH filmate orala
Polonia G.L. Pharma Gerocilan tadalafil 2,5mg gomprlmate admvlnlstrare
GmbH filmate orala
Polonia G.L. Pharma Gerocilan tadalafil 20 mg gomprlmate admvlnlstrare
GmbH filmate orala
Polonia G.L. Pharma Gerocilan tadalafil 5 mg c_omprlmate adenlstrare
GmbH filmate orala

120




Detinatorul

Statul P
membru autorizatiei Solicitantul Denumirea medicamentului DCI _Concentra; Forma i Cale? f’e
al SEE d_e punere pe ia farmaceutica administrare
piata
Glenmark administrare
Polonia Pharmaceutical Posaconazole Glenmark posaconazol 40 mg/ml suspensie orala oral3
S s.r.o.
. Mylan Ireland . v administrare
Polonia - Posaconazole Mylan posaconazol 40 mg/ml suspensie orala v
Limited orala
Neuraxpharm comprimate cu .
Polonia Arzneimittel Azoneurax trazodona 150 mg eliberare admvlnlstrare
oy orala
GmbH modificata
Neuraxpharm comprimate cu administrare
Polonia Arzneimittel Azoneurax trazodona 75 mg eliberare v
e ax orala
GmbH modificata
Pharmaselect
Polonia Inter_n_atlonal Colchianova colchicind 0,5 mg comprimate admvlnlstrare
Beteiligungs orala
GmbH
Przedsiebiorstw
0 Produkdji comprimate administrare
Polonia Farmaceutyczn Epilantin lacosamida 100 mg filmapte orali
ej HASCO-LEK
S.A.
Przedsiebiorstw
0 Produkdji comprimate administrare
Polonia Farmaceutyczn Epilantin lacosamida 150 mg filmapte orald
ej HASCO-LEK
S.A.
Przedsiebiorstw
0 Produkdji comprimate administrare
Polonia Farmaceutyczn Epilantin lacosamida 200 mg filmapte orali
ej HASCO-LEK
S.A.
Przedsiebiorstw
0 Produkdji comprimate administrare
Polonia Farmaceutyczn Epilantin lacosamida 50 mg omp v
filmate orala

ej HASCO-LEK
S.A.
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Polonia Sandoz GmbH Darunavir Sandoz darunavir 600 mg qomprlmate admvlnlstrare
filmate orala
Polonia Sandoz GmbH Darunavir Sandoz darunavir 800 mg c_omprlmate admvlnlstrare
filmate orala
Polonia Sandoz GmbH Sitagliptin .+ Metformin S|tagllpt|r3a/m 50 mg/850 qomprlmate admvlnlstrare
hydrochloride Sandoz etformina mg filmate orala
Polonia Sandoz GmbH Sorafenib Sandoz sorafenib 400 mg qomprlmate admvlnlstrare
filmate orala
. Stada . - comprimate administrare
Polonia Arzneimittel AG Brastib lapatinib 250 mg filmate orala
. Stada . v administrare
Polonia Arzneimittel AG Posaconazol Stada posaconazol 40 mg/ml suspensie orala orald
. Stada . . comprimate administrare
Polonia Arzneimittel AG Sorafenib Stada sorafenib 400 mg filmate orald
Polonia Teva B.V. Posaconazole Teva posaconazol 40 mg/ml suspensie orala 2(rjglgn|strare
Polonia Vipharm S.A. Anvildis vildagliptina 50 mg comprimate 2(::[1£n|strare
Polonia Vipharm S.A. Anvildis Duo V|IdagI|pt_|nva/ 50 mg/850 c_omprlmate admv|n|strare
metformina mg filmate orala
Polonia Vipharm S.A. Anvildis Duo V|Idagl|pt.|nva/ 50 mg/1 00 qomprlmate admvlnlstrare
metformina 0 mg filmate orala
Aurovitas e Ly . -
Polonia Pharma Polska Xiglodia dapagllflgzlna/ 5 mg/850 c_omprlmate adenlstrare
metformina mg filmate orala
Sp. z 0.0.
Aurovitas ey . o
Polonia Pharma Polska Xiglodia dapagllflgzlna/ 5 mg/1 000 c_omprlmate admvlnlstrare
metformina mg filmate orala
Sp. z 0.0.
Generis comprimate administrare
Polonia Farmacéutica, Teriflunomide Aurovitas teriflunomida 14 mg fi P v
SA. ilmate orala
Generis comprimate administrare
Polonia Farmacéutica, Trazodone Aurovitas trazodona 100 mg omp v
filmate orala

S.A.
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Generis comprimate administrare
Polonia Farmacéutica, Trazodone Aurovitas trazodona 150 mg omp v
S A filmate orala
Polonia Medreg s.r.o. Betahistine Medreg betahistina 24 mg comprimate ?)Sa'?gms”are
. Nutra Essential . . . administrare
Polonia OTC, S.L. Ibuprofen Winadol ibuprofen 400 mg capsule moi orald
. PharmConsul . _ comprimate administrare
Polonia s.r.o. Olanzapine Oro PharmConsul olanzapina 10 mg orodispersabile oral3
Polonia PharmConsul Olanzapine Oro PharmConsul olanzapina 15 mg comprlmate . adenlstrare
S.r.o. orodispersabile orala
Polonia PharmConsul Olanzapine Oro PharmConsul olanzapina 20 mg comprlmate . admvlnlstrare
S.r.o. orodispersabile orala
Polonia PharmConsul Olanzapine Oro PharmConsul olanzapina 5 mg comprlmate . admvlnlstrare
S.r.o. orodispersabile orala
Pharos
Polonia Phgrmaceutlcal Nilotinib PharOS nilotinib 150 mg capsule admvlnlstrare
Oriented orala
Services Ltd.
Pharos
Polonia Phgrmaceutlcal Nilotinib Viatris nilotinib 150 mg capsule adenlstrare
Oriented orala
Services Ltd.
Pharos
Polonia Phgrmaceutlcal Nilotinib Zentiva nilotinib 150 mg capsule admvlnlstrare
Oriented orala
Services Ltd.
Pharos
Polonia Ph_armaceutlcal Nilotinib PharOS nilotinib 200 mg capsule adenlstrare
Oriented orala
Services Ltd.
Pharos
Polonia Phgrmaceutlcal Nilotinib Viatris nilotinib 200 mg capsule adenlstrare
Oriented orala

Services Ltd.
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Pharos

Polonia Ph_armaceutlcal Nilotinib Zentiva nilotinib 200 mg capsule adenlstrare
Oriented orala
Services Ltd.
Pharos

Polonia Ph_armaceutlcal Nilotinib PharOS nilotinib 50 mg capsule admv|n|strare
Oriented orala
Services Ltd.
Pharos

Polonia Phgrmaceutlcal Nilotinib Viatris nilotinib 50 mg capsule admvlnlstrare
Oriented orala
Services Ltd.

. US Pharmacia . administrare
Polonia Sp. 7 0.0. Recenum racecadotril 100 mg capsule oral3
Portugalia Alter Pharma Oxinep _fe_n_o>5|metllpen 1 000 mg c_omprlmate adenlstrare

NV icilina filmate orala
Portugalia Alter Pharma Oxinep _fe_n_o>§|metllpen 660 mg c_omprlmate admvlnlstrare
NV icilina filmate orala
Portugalia Alter Pharma Oxinep _fe_n_o>v(|metllpen 800 mg c_omprlmate admvlnlstrare
NV icilina filmate orala
Portugalia | Amdipharm Ltd Ciprofibrato Amdipharm ciprofibrat 100 mg capsule 2(rjglgn|strare
. emulsie pentru administrare
Portugalia | Baxter B.V. Propofol Baxter propofol 10 mg/ml| injectie/perfuzie intravenoasa
. emulsie pentru administrare
Portugalia | Baxter B.V. Propofol Baxter propofol 20 mg/ml injectie/perfuzie intravenoasa
Ciclum Farma comprimate administrare
Portugalia | Unipessoal, Tadalafil Ci tadalafil 10 mg omp v
Lda. adalafil Ciclum filmate orala
Ciclum Farma . -
Portugalia | Unipessoal, I tadalafil 20 mg c_omprlmate admvlnlstrare
Lda. Tadalafil Ciclum filmate orala
Ciclum Farma . .
. . . comprimate administrare
Portugalia | Unipessoal, Tadalafil Ci tadalafil 5 mg . v
Lda. adalafil Ciclum filmate orala
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Clydesdale
Portugalia Pharma Tadalafil Kosei tadalafil 10 mg c_omprlmate admvlnlstrare
Portugal, filmate orala
Unipessoal Lda.
Clydesdale
Portugalia Pharma Tadalafil Kosei tadalafil 2,5mg c_omprlmate adenlstrare
Portugal, filmate orala
Unipessoal Lda.
Clydesdale
Portugalia Pharma Tadalafil Kosei tadalafil 20 mg c_omprlmate admvlnlstrare
Portugal, filmate orala
Unipessoal Lda.
Clydesdale
Portugalia Pharma Tadalafil Kosei tadalafil 5 mg c_omprlmate admvlnlstrare
Portugal, filmate orala
Unipessoal Lda.
Portugalia Genepharm Genement tadalafil 10 mg gomprlmate admvlnlstrare
S.A. filmate orala
Portugalia Genepharm Genement tadalafil 2,5mg c_omprlmate admvlnlstrare
S.A. filmate orala
Portugalia Genepharm Genement tadalafil 20 mg c_omprlmate adenlstrare
S.A. filmate orala
Portugalia Genepharm Genement tadalafil 5 mg gomprlmate admvlnlstrare
S.A. filmate orala
Generis A . - v .
. A Amilorida + Hidroclorotiazida amilorida/hidr | 2,5 mg/25 . administrare
Portugalia | Farmacéutica, . N comprimate "
S A Generis oclorotiazida mg orala
Generis S . - v .
. — Amilorida + Hidroclorotiazida amilorida/hidr | 5 mg/50 m . administrare
Portugalia | Farmacéutica, . A comprimate v
SA. Generis oclorotiazida g orala
Generis comprimate administrare
Portugalia | Farmacéutica, Anastrozol Generis Phar anastrozol 1 mg omp v
S A filmate orala
Generis administrare
Portugalia | Farmacéutica, Atazanavir Generis atazanavir 150 mg capsule

S.A.

orala
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Generis administrare
Portugalia Farmacéutica, Atazanavir Generis atazanavir 200 mg capsule orald
S.A.
Generis administrare
Portugalia Farmacéutica, Atazanavir Generis atazanavir 300 mg capsule orald
S.A.
Generis comprimate administrare
Portugalia | Farmacéutica, Bosentano Aurobindo bosentan 125 mg fi P v
SA. ilmate orala
Generis comprimate administrare
Portugalia | Farmacéutica, Bosentano Aurobindo bosentan 62,5 mg omp <
S A filmate orala
Generis . . . - Ly . .
. — Metformina + Dapagliflozina dapagliflozina/ | 5 mg/850 comprimate administrare
Portugalia Farmacéutica, - Sy ] v
SA. Generis metformina mg filmate orala
Generis . . . R . -
. AL Metformina + Dapagliflozina dapagliflozina/ | 5 mg/1 000 | comprimate administrare
Portugalia Farmacéutica, . Sy g v
SA Generis metformina mg filmate orala
Generis comprimate administrare
Portugalia | Farmacéutica, Leflunomida Generis leflunomida 10 mg fi P v
SA ilmate orala
Generis comprimate administrare
Portugalia | Farmacéutica, Leflunomida Generis leflunomida 15 mg omp v
SA. filmate orala
Generis comprimate cu administrare
Portugalia Farmacéutica, Nevirapina Generis nevirapina 400 mg eliberare oral3
S.A. prelungita
Generis comprimate administrare
Portugalia | Farmacéutica, Olanzapina Aurobindo xx mg olanzapina p . v
SA. 10 mg orodispersabile orala
. GenerlsA . Olanzapina Aurobindo 5 mg - . administrare
Portugalia | Farmacéutica, S olanzapina comprimate v
SA comprimidos 5 mg orala
Generis . . .
. A Olanzapina Aurovitas xx mg I ) administrare
Portugalia | Farmacéutica, S olanzapina comprimate <
comprimidos 5 mg orala

S.A.
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Generis -
. P . . I . administrare
Portugalia | Farmacéutica, Olanzapina Generis olanzapina comprimate v
SA 5 mg orala
Generis . . L
Portugalia Farmacéutica, OIanza_plpa Aurobindo 10 mg olanzapina 10 mg comprimate admv|n|strare
SA. comprimidos orala
Generis . . -
Portugalia | Farmacéutica Olanzapina Aurovitas xx mg olanzapina 10 mg comprimate admv|n|strare
S A ! comprimidos orala
Generis . . . .
. U Olanzapina Aurovitas xx mg . comprimate administrare
Portugalia | Farmacéutica, ; olanzapina 10 mg - . v
SA. orodispersables orodispersabile orala
Generis administrare
Portugalia | Farmacéutica, Olanzapina Generis olanzapina 10 mg comprimate orali
S.A.
. GenerlsA . Olanzapina Aurobindo 15 mg - . administrare
Portugalia Farmacéutica, . olanzapina 15 mg comprimate v
SA comprimidos orala
Generis comprimate administrare
Portugalia | Farmacéutica, Olanzapina Aurobindo xx mg olanzapina 15 mg p . ”
SA. orodispersabile orala
Generis . . -
. P Olanzapina Aurovitas xx mg - . administrare
Portugalia Farmacéutica, L olanzapina 15 mg comprimate v
SA comprimidos orala
Generis . . . .
. U Olanzapina Aurovitas xx mg . comprimate administrare
Portugalia Farmacéutica, : olanzapina 15 mg - . v
SA orodispersables orodispersabile orala
Generis -
. - . . I . administrare
Portugalia | Farmacéutica, Olanzapina Generis olanzapina 15 mg comprimate oral3
S.A.
. GenerlsA . Olanzapina Aurobindo 2.5 mg - . administrare
Portugalia Farmacéutica, . olanzapina 2,5 mg comprimate v
S A comprimidos orala
Generis Olanzapina Aurovitas xx m administrare
Portugalia | Farmacéutica, P 9 olanzapina 2,5 mg comprimate

S.A.

comprimidos

orala
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Generis administrare
Portugalia | Farmacéutica, Olanzapina Generis olanzapina 2,5mg comprimate orali
S.A.
- GenerlsA . Olanzapina Aurobindo 20 mg - . administrare
Portugalia | Farmacéutica, N olanzapina 20 mg comprimate v
S A comprimidos orala
Generis comprimate administrare
Portugalia | Farmacéutica, Olanzapina Aurobindo xx mg olanzapina 20 mg p . ”
SA. orodispersabile orala
Portugalia (F;aerr:ﬁ:cséutica Olanzapina Aurovitas xx mg olanzapina 20 m comprimate administrare
9 S A ! comprimidos P 9 P orala
Generis - . . o
. AL Olanzapina Aurovitas xx mg sy comprimate administrare
Portugalia Farmaceutica, - olanzapina 20 mg - . v
SA. orodispersables orodispersabile orala
Generis administrare
Portugalia Farmacéutica, Olanzapina Generis olanzapina 20 mg comprimate oral3
S.A.
Generis comprimate administrare
Portugalia | Farmacéutica, Olanzapina Aurobindo xx mg olanzapina 5 mg p . ”
SA. orodispersabile orala
Generis . . . .
. A Olanzapina Aurovitas xx mg I comprimate administrare
Portugalia Farmacéutica, : olanzapina 5 mg - . v
SA orodispersables orodispersabile orala
. GenerlsA . Olanzapina Aurobindo 7.5 mg . . administrare
Portugalia Farmacéutica, P olanzapina 7,5 mg comprimate v
SA comprimidos orala
Generis . . .
. - Olanzapina Aurovitas xx mg _ . administrare
Portugalia | Farmacéutica, o olanzapina 7,5 mg comprimate v
SA. comprimidos orala
Generis administrare
Portugalia Farmacéutica, Olanzapina Generis olanzapina 7,5 mg comprimate oral3
S.A.
Generis administrare
Portugalia | Farmacéutica, Racecadotril Generis racecadotril 100 mg capsule

S.A.

orala
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. Laboratérios . - . R administrare
Portugalia Atral, S.A. Limeciclina Atral limeciclina 408 mg capsule orald
Laboratorios
Anova - administrare
Portugalia | Produtos Tutecvi vildagliptina 50 mg comprimate orald
Farmacéuticos
Lda
LifeWell
. Pharmaceutical . . N . administrare
Portugalia & Healthcare, Vipam vildagliptina 50 mg comprimate orald
Lda.
LifeWell
. Pharmaceutical I vildagliptina/ 50 mg/1 00 | comprimate administrare
Portugalia & Healthcare, Vipmin metformina 0 mg filmate orala
Lda.
LifeWell
. Pharmaceutical L vildagliptina/ 50 mg/850 comprimate administrare
Portugalia Vipmin oy . v
& Healthcare, metformina mg filmate orala
Lda.
- amlodipind/val | 10 mg/160 . .
Portugalia | Mylan Lda Amlodlplna_+ _Valsartan + sartan/hidrocl | mg/12,5 m c_omprlmate admvlnlstrare
Hidroclorotiazida Mylan Sy filmate orala
orotiazida g
- amlodipina/val . -
Portugalia | Mylan Lda All'nlod|p|na.+ _Valsartan + sartan/hidrocl 10 mg/160 qomprlmate admvlnlstrare
Hidroclorotiazida Mylan iy mg/25 mg filmate orala
orotiazida
- amlodipina/val ) _
Portugalia | Mylan Lda Amlodlplna_+ _Valsartan + sartan/hidrocl 10 mg/320 c_omprlmate adenlstrare
Hidroclorotiazida Mylan Sy mg/25 mg filmate orala
orotiazida
. amlodipina/val | 5 mg/160 . .
Portugalia | Mylan Lda Amlodlplna_+ _Valsartan + sartan/hidrocl | mg/12,5 m c_omprlmate admvlnlstrare
Hidroclorotiazida Mylan Sy filmate orala
orotiazida g
- amlodipina/val . .
Portugalia | Mylan Lda Amlodlplna_+ _Valsartan + sartan/hidrocl 5 mg/160 c_omprlmate admvlnlstrare
Hidroclorotiazida Mylan Sy mg/25 mg filmate orala
orotiazida
Portugalia | Mylan Lda Vildagliptin Mylan vildagliptina 50 mg comprimate administrare

orala
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Mylan comprimate administrare
Portugalia | Pharmaceutical Erlotinib Mylan erlotinib 25 mg omp ”
. filmate orala
s Limited
Mylan comprimate administrare
Portugalia | Pharmaceutical Erlotinib Mylan erlotinib 50 mg omp v
- filmate orala
s Limited
Portugalia | Mylan, Lda. Posaconazol Mylan posaconazol 40 mg/ml suspensie orala z;(rtlé?énlstrare
Portugalia | Mylan, Lda. Erlotinib Mylan erlotinib 100 mg gomprlmate admvlnlstrare
filmate orala
Portugalia | Mylan, Lda. Erlotinib Mylan erlotinib 150 mg c_ompnmate adenlstrare
filmate orala
Pharmaselect
Portugalia Inter.r!atlonal Colcamexx colchicina 0,5mg comprimate admvlnlstrare
Beteiligungs orala
GmbH
Pharmaselect
Portugalia Inter_n_at|onal Colchicine Ria 1 mg tabletten colchicina 1 mg comprimate admv|n|strare
Beteiligungs orala
GmbH
Sandoz comprimate administrare
Portugalia | Farmacéutica, Darunavir Sandoz darunavir 600 mg fil P v
Lda. ilmate orala
. SandozA . Darunavir Sandoz 800 mg - . comprimate administrare
Portugalia | Farmacéutica, - darunavir 800 mg - ¥
Lda. Filmtabletten filmate orala
Sandoz comprimate administrare
Portugalia Farmacéutica, Erlotinib Sandoz erlotinib 100 mg omp v
Lda. filmate orala
Sandoz comprimate administrare
Portugalia | Farmacéutica, Erlotinib Sandoz erlotinib 150 mg omp v
Lda filmate orala
Sandoz comprimate administrare
Portugalia | Farmacéutica, Erlotinib Sandoz erlotinib 25 mg omp <
filmate orala

Lda.
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. SandozA . Metformina + Sitagliptina sitagliptina/m comprimate administrare
Portugalia | Farmacéutica, sy 50 mg/850 ! <
Sandoz etformina filmate orala
Lda. mg
Sandoz comprimate administrare
Portugalia | Farmacéutica, Sorafenib Sandoz sorafenib 400 mg fi P v
Lda. ilmate orala
. Baroque . R . administrare
Portugalia Healthcare, Lda Cefuroxima Baroque cefuroxima 250 mg comprimate oral3
. Baroque . A . administrare
Portugalia Healthcare, Lda Cefuroxima Baroque cefuroxima 500 mg comprimate oral3
Elpen comprimate cu administrare
Portugalia Pharmaceutical | Ranolpen ranolazina 375 mg eliberare orali
Co. Inc. prelungita
Elpen comprimate cu administrare
Portugalia Pharmaceutical | Ranolpen ranolazina 500 mg eliberare orald
Co. Inc. prelungita
Elpen comprimate cu administrare
Portugalia Pharmaceutical | Ranolpen ranolazina 750 mg eliberare oral3
Co. Inc. prelungita
Generis administrare
Portugalia Farmacéutica, Furosemida Generis Phar furosemida 500 mg comprimate orali
S.A.
Generis comprimate administrare
Portugalia Farmacéutica, Teriflunomida Generis teriflunomida 14 mg omp <
S A filmate orala
Generis comprimate administrare
Portugalia Farmacéutica, Trazodona Aurobindo trazodona 100 mg omp v
SA. filmate orala
Generis comprimate administrare
Portugalia Farmacéutica, Trazodona Generis Phar trazodona 100 mg omp v
SA. filmate orala
Generis comprimate administrare
Portugalia Farmacéutica, Trazodona Aurobindo trazodona 150 mg omp "
filmate orala

S.A.
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Generts comprimate administrare

Portugalia Farmacéutica, Trazodona Generis Phar trazodona 150 mg . P v
S A filmate orala

Portugalia Generis Phar, Teriflunomida Generis Phar teriflunomida 14 mg comprimate administrare
Unipessoal Lda filmate orala
Pharos

. Pharmaceutical S S administrare

Portugalia Oriented Nilotinib Mylan nilotinib 150 mg capsule orals
Services Ltd.
Pharos

Portugalia Pharmaceutical | \;iotinib pharos nilotinib 150 mg capsule administrare
Oriented oral
Services Ltd.
Pharos

Portugalia Pharmaceutical | otinib pharos nilotinib 150 mg capsule administrare
Oriented orala
Services Ltd.
Pharos

Portugalia Pharmaceutical | niiotinib zentiva nilotinib 150 mg capsule administrare
Oriented oral3
Services Ltd.
Pharos

Portugalia Ph_armaceutlcal Nilotinib Pharos nilotinib 200 mg capsule adenlstrare
Oriented oral3
Services Ltd.
Pharos

Portugalia Pharmaceutical | otinib pharos nilotinib 200 mg capsule administrare
Oriented orala
Services Ltd.
Pharos

Portugalia Pharmaceutical | \iiotinib zentiva nilotinib 200 mg capsule administrare
Oriented oral3

Services Ltd.
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Pharos
. Pharmaceutical S S administrare
Portugalia Oriented Nilotinib Mylan nilotinib 50 mg capsule oral3
Services Ltd.
Pharos
Portugalia Pharmaceutical | \;iotinib pharos nilotinib 50 mg capsule administrare
Oriented orala
Services Ltd.
Pharos
Portugalia Phgrmaceutlcal Nilotinib Zentiva nilotinib 50 mg capsule admvlnlstrare
Oriented orala
Services Ltd.
Portugalia Viatris Limited Nilotinib Mylan nilotinib 200 mg capsule ?)Sal?énlstrare
Romania Viatris Limited Posacon;zol Mylan 40 mg/ml posaconazol 40 mg/ml suspensie orala admvlnlstrare
suspensie orala orala
Romania Baxter B.V. Profast propofol 10 mg/ml .e”.“”'s.'e pentru_ gdmlnlstrarev
injectie/perfuzie intravenoasa
Romania Baxter B.V. Profast propofol 20 mg/ml ?”.“”'S.'e pentru_ gdmlnlstrar%
injectie/perfuzie intravenoasa
A Dr. Max . o~ administrare
Romania Pharma s.r.o. Loperamid Dr.Max loperamida 2 mg capsule oral3
Lannacher comprimate administrare
Roménia Heilmittel Gerocilan tadalafil 10 mg omp v
filmate orala
Ges.m.b.H.
Lannacher comprimate administrare
Romania Heilmittel Gerocilan tadalafil 2,5mg omp v
filmate orala
Ges.m.b.H.
Lannacher comprimate administrare
Romania Heilmittel Gerocilan tadalafil 20 mg omp <
filmate orala
Ges.m.b.H.
Lannacher comprimate administrare
Roménia Heilmittel Gerocilan tadalafil 5 mg omp "
filmate orala
Ges.m.b.H.
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Mylan comprimate administrare
Roménia Pharmaceutical Erlotinib Mylan erlotinib 100 mg omp v
. filmate orala
s Limited
A Mylan Erlotinib Mylan 100 mg film- comprimate administrare
Romania Pharmaceutical erlotinib 100 mg . v
- coated tablets filmate orala
s Limited
Mylan comprimate administrare
Romania Pharmaceutical Erlotinib Mylan erlotinib 150 mg omp v
- filmate orala
s Limited
A Mylan Erlotinib Mylan 150 mg film- comprimate administrare
Romania Pharmaceutical erlotinib 150 mg . v
- coated tablets filmate orala
s Limited
Mylan Erlotinib Mylan 50 mg comprimate administrare
Romania Pharmaceutical . ) erlotinib 50 mg . v
- comprimat filmate filmate orala
s Limited
Pharmaselect
A International Colchicina Pharmacelect 0,5 mg R . administrare
Romania - - colchicina 0,5mg comprimate v
Beteiligungs comprimate orala
GmbH
Pharmaselect
Romania Inter_n_atlonal Colchlqna Pharmacelect 1mg colchicing 1 mg comprimate admvlnlstrare
Beteiligungs comprimate orala
GmbH
Pharmaselect
A International Colchicina Pharmacelect 1mg N ) administrare
Romania - : colchicina 1 mg comprimate v
Beteiligungs comprimate orala
GmbH
Romania Sandoz S.R.L. Darun{:mr Saf‘dOZ 400 mg darunavir 400 mg gomprlmate admvlnlstrare
comprimate filmate filmate orala
Romania Sandoz S.R.L. Darungwr Sar_'ldoz 600 mg darunavir 600 mg c_omprlmate admvlnlstrare
comprimate filmate filmate orala
Romania Sandoz S.R.L. Darungwr SaF‘dOZ /5 mg darunavir 75 mg c_omprlmate aden|strare
comprimate filmate filmate orala
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A Darunavir Sandoz 800 mg . comprimate administrare
Romania Sandoz S.R.L. comprimate filmate darunavir 800 mg filmate oral3
. efavirenz/emtr | 600 mg/200 . -
Romania Sandoz S.R.L. Padviram 600 ".‘9/ 200. mg icitabind/tenof | mg/245 m c_omprlmate admvlnlstrare
/245 mg comprimate filmate ovir g filmate orala
Roma&nia Sandoz S.R.L. ErIotln_lb Sanc_loz 100 mg erlotinib 100 mg c_omprlmate admvlnlstrare
comprimate filmate filmate orala
Romania Sandoz S.R.L. ErIotln'lb Sanc'IOZ 150 mg erlotinib 150 mg gomprlmate admvlnlstrare
comprimate filmate filmate orala
Romania Sandoz S.R.L. Erlot|n'|b SanQoz 25 mg erlotinib 25 mg c_omprlmate admvlnlstrare
comprimate filmate filmate orala
Romania Sandoz S.R.L. Sorafemb Sa_ndoz 400 mg sorafenib 400 mg qomprlmate admvlnlstrare
compimate filmate filmate orala
A Sanofi Romania Racecadotril Sanofi 100 mg ) administrare
Romania racecadotril 100 mg capsule v
SRL capsule orala
Romania Stada M&D Srl AbacaV|r/Lam|vud|pa Stad_a 600 abgcsawr/lamw 600 mg/300 c_omprlmate admvlnlstrare
mg/300 mg comprimate filmate | udina mg filmate orala
Romania Stada M&D Srl Atazanavir Stada 150 mg atazanavir 150 mg capsule 2(;1;En|strare
Romania Stada M&D Srl Atazanavir Stada 300 mg atazanavir 300 mg capsule ?)Sa'?gms”are
Romania Stada M&D Srl Lapat'f"b Sta<_:1a 250 mg lapatinib 250 mg c_omprlmate aden|strare
comprimate filmate filmate orala
Romania Stada M&D Srl Lapat”."b Sta(_:la 250 mg lapatinib 250 mg c_omprlmate adenlstrare
comprimate filmate filmate orala
Romania Stada M&D Srl Sorafe'nlb Sta'da 400 mg sorafenib 400 mg gomprlmate admv|n|strare
comprimate filmate filmate orala
Romania Stada M&D Srl Revestad 20 mg comprimate tadalafil 20 mg c_omprlmate admvlnlstrare
filmate filmate orala
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A S Posaconazol Viatris 40 mg/ml . v administrare
Romania Viatris Limited suspensie oral posaconazol 40 mg/ml suspensie orala oral3
amlodipind/val | 10 mg/160 comprimate administrare
Romania Zentiva k.s. Asbima HCT sartan/hidrocl mg/12,5 m omp o
Sy filmate orala
orotiazida g
amlodipind/val | 5 mg/160 comprimate administrare
Romania Zentiva k.s. Asbima HCT sartan/hidrocl | mg/12,5 m omp v
Sy filmate orala
orotiazida g
Romania Medreg s.r.o. Betahistine Medreg betahistina 24 mg comprimate 2S:Fé:n|strare
A Nutra Essential . . . administrare
Romania OTC, S.L. Ibuprofen Nutra Essential ibuprofen 400 mg capsule moi oral3
Pharos
Romania Phgrmaceutlcal Nilotinib 150 mg capsule nilotinib 150 mg capsule admvlnlstrare
Oriented orala
Services Ltd.
Pharos
A s Pharmaceutical | Nilotinib PharOS 150 mg S administrare
Romania . " nilotinib 150 mg capsule ”
Oriented capsula orala
Services Ltd.
Pharos
Romania Ph_armaceutlcal Nilotinib 200 mg capsule nilotinib 200 mg capsule admv|n|strare
Oriented orala
Services Ltd.
Pharos
A Pharmaceutical | Nilotinib PharOS 200 mg S administrare
Romania . nilotinib 200 mg capsule v
Oriented Hartkapseln orala
Services Ltd.
Pharos
A s Pharmaceutical | Nilotinib PharOS 50 mg S administrare
Romania . nilotinib 50 mg capsule «
Oriented Hartkapseln orala

Services Ltd.
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AOP Orphan ) ) . -
- ) Tadalafil AOP 20 mg filmom ) comprimate administrare
Slovacia Pharmaceutical obalené tablety tadalafil 20 mg filmate oral3
s GmbH
. Ardez Pharma, . comprimate administrare
Slovacia spol. s r.o. Tadard tadalafil 20 mg filmate orald
Slovacia Ardez Pharma, Tadard tadalafil 5 mg gomprlmate admvlnlstrare
spol. s r.o. filmate orala
Belupo lijekovi ' . . .
Slovacia i kozmetika, MIDZA 100 mg filmom obalené lacosamids 100 mg gomprlmate admvlnlstrare
d.d. tablety filmate orala
Belupo lijekovi ) . . -
Slovacia i kozmetika, MIDZA 150 mg filmom obalené lacosamids 150 mg qomprlmate adenlstrare
d.d. tablety filmate orala
Belupo lijekovi ) . . -
Slovacia i kozmetika, MIDZA 200 mg filmom obalené lacosamida 200 mg c_omprlmate adenlstrare
d.d. tablety filmate orala
. _Belupo Ilqekow MIDZA 50 mg filmom obalené Sy comprimate administrare
Slovacia i kozmetika, lacosamida 50 mg - v
d.d. tablety filmate orala
Belupo lijekovi comprimate administrare
Slovacia i kozmetika, Tadalafil Belupo tadalafil 20 mg omp v
d.d filmate orala
Slovacia Dr. Max Loperamid Dr.Max loperamida 2 mg capsule admvinistrare
Pharma s.r.o. ) orala
Slovacia G.L. Pharma Gerocilan 10 mg filmom tadalafil 10 m comprimate administrare
GmbH obalené tablety 9 filmate orala
. G.L. Pharma Gerocilan 2,5 mg filmom . comprimate administrare
Slovacia GmbH obalené tablety tadalafil 2,5 mg filmate orala
. G.L. Pharma Gerocilan 20 mg filmom ) comprimate administrare
Slovacia GmbH obalené tablety tadalafil 20 mg filmate orala
. G.L. Pharma Gerocilan 5 mg filmom obalené ) comprimate administrare
Slovacia tadalafil 5 mg - ¥
GmbH tablety filmate orala
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Slovacia Heaton k.s. S_,lpactlmet 50 [ng/850 mg S|tagI|p_t|rv1a/m 50 mg/850 c_omprlmate adenlstrare
filmom obalené tablety etformina mg filmate orala
Slovacia IV!ngn Ireland Erlotinib Mylan erlotinib 100 mg c_omprlmate adenlstrare
Limited filmate orala
. Mylan Ireland - - comprimate administrare
Slovacia Limited Erlotinib Mylan erlotinib 150 mg filmate oral3
Slovacia Neurax_pharm Arkvimma lacosamida 100 mg qomprlmate admv|n|strare
Bohemia s.r.o. filmate orala
. Neuraxpharm . i~ comprimate administrare
Slovacia Bohemia s.r.0. Arkvimma lacosamida 150 mg filmate oral3
Slovacia Neurax_pharm Arkvimma lacosamida 200 mg comprimate admvlnlstrare
Bohemia s.r.o. filmate orala
Slovacia Neurax_pharm Arkvimma lacosamida 50 mg comprimate admv|n|strare
Bohemia s.r.o. filmate orala
Neuraxpharm " comprimate cu administrare
Slovacia h Azoneurax trazodona 150 mg eliberare v
Bohemia s.r.o. oy orala
modificata
. Neuraxpharm " cqmprimate cu administrare
Slovacia h Azoneurax trazodona 75 mg eliberare <
Bohemia s.r.o. e v orala
modificata
Opella ENDITRIL 100 mg tvrdé administrare
Slovacia Healthcare 9 racecadotril 100 mg capsule v
: kapsuly orala
Slovakia s.r.o.,
Pharmaselect
. International . R . administrare
Slovacia Beteiligungs Colcamedin 0,5 mg tablety colchicina 0,5 mg comprimate oral3
GmbH
Pharmaselect
Slovacia Inter.n'atlonal Colcamedin 1 mg tablety colchicina 1 mg comprimate admvlnlstrare
Beteiligungs orala
GmbH
Sitagliptin/Metformin Sandoz sitagliptina/m comprimate administrare
Slovacia | Sandoz GmbH 50 mg/850 mg filmom obalené » g'1ptin 50 mg/850 | o P ¥
tablety etformina mg ilmate orala
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Sandoz comprimate administrare
Slovacia Pharmaceutical Erlotinib Sandoz 100 mg erlotinib 100 mg omp v
sdd. filmate orala
Sandoz comprimate administrare
Slovacia Pharmaceutical Erlotinib Sandoz 150 mg erlotinib 150 mg omp v
sd.d filmate orala
Sandoz comprimate administrare
Slovacia Pharmaceutical Sorafenib Sandoz 400 mg sorafenib 400 mg omp v
filmate orala
s d.d.
- Stada . v administrare
Slovacia Arzneimittel AG Posakonazol Stada posaconazol 40 mg/ml suspensie orala oral
STADA comprimate administrare
Slovacia Arzneimittel Erlotinib STADA 100 mg erlotinib 100 mg omp v
AG filmate orala
STADA comprimate administrare
Slovacia Arzneimittel Erlotinib STADA 150 mg erlotinib 150 mg omp v
AG filmate orala
Slovacia Viatris Limited Tutecvi 50 mg vildagliptina 50 mg comprimate 2?:%”'Strare
Slovacia Vipharm S.A. Anvildis vildagliptina 50 mg comprimate 2(|3Ian|1gn|strare
Slovacia Vipharm S.A. A_nV|Id|s Duo 5() mg/850 mg V|Idag||pt_|n?/ 50 mg/850 c_omprlmate adenlstrare
filmom obalené tablety metformina mg filmate orala
Slovacia Vipharm S.A. Anvndls Duo 59 mg/1 000 mg wldaghpt_m:a]/ 50 mg/1 00 c_omprlmate admvlnlstrare
filmom obalené tablety metformina 0 mg filmate orala
Slovacia X_an_t|s Pharma Tadalafil Xantis tadalafil 10 mg comprimate adenlstrare
Limited filmate orala
. Xantis Pharma . . . comprimate administrare
Slovacia Limited Tadalafil Xantis tadalafil 2,5mg filmate oral3
Slovacia X.an.tls Pharma Tadalafil Xantis tadalafil 20 mg qomprlmate admvlnlstrare
Limited filmate orala
Slovacia X_an_t|s Pharma Tadalafil Xantis tadalafil 5mg comprimate admv|n|strare
Limited filmate orala
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Slovacia Medreg s.r.o. Betahistine Medreg betahistina 16 mg comprimate 2(;1;En|strare
Slovacia Medreg s.r.o. Betahistine Medreg betahistina 24 mg comprimate 2(::[1£n|strare
Pharos
Slovacia Ph_armaceutlcal Nilotinib Egis nilotinib 150 mg capsule admv|n|strare
Oriented orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib STADA 150 mg tvrdé S administrare
Slovacia . nilotinib 150 mg capsule v
Oriented kapsuly orala
Services Ltd.
Pharos
Slovacia Phgrmaceutlcal Nilotinib Egis nilotinib 200 mg capsule adenlstrare
Oriented orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib STADA 200 mg tvrdé S administrare
Slovacia - nilotinib 200 mg capsule <
Oriented kapsuly orala
Services Ltd.
Pharos
. Pharmaceutical S . S administrare
Slovacia Oriented Nilotinib Egis nilotinib 50 mg capsule oral3
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib STADA 50 mg tvrdé S administrare
Slovacia - nilotinib 50 mg capsule <
Oriented kapsuly orala
Services Ltd.
Slovacia Viatris Limited Nilotinib Viatris 150 mg nilotinib 150 mg capsule 2(rjglgn|strare
Slovacia Viatris Limited Nilotinib Viatris 200 mg nilotinib 200 mg capsule 2(;1;En|strare
Slovacia Zentiva k.s. Nilotinib Zentiva nilotinib 150 mg capsule 2(rjglgn|strare
Slovacia Zentiva k.s. Nilotinib Zentiva nilotinib 200 mg capsule administrare

orala
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. amlodipind/val | 10 mg/160 . -
. Alkaloid - INT . comprimate administrare
Slovenia d.o.o. Awerkano iigtt?anz/izgerd 319/12,5 m filmate oral3
—_ amlodipind/val . o
Slovenia Alkaloid - INT Awerkano sartan/hidrocl 10 mg/160 c_omprlmate admvlnlstrare
d.o.o. orotiazida mg/25 mg filmate orala
—_ amlodipina/val . .
Slovenia Alkaloid - INT Awerkano sartan/hidrocl 10 mg/320 c_omprlmate admvlnlstrare
d.o.o. orotiazidd mg/25 mg filmate orala
—_ amlodipina/val | 5 mg/160 . .
Slovenia Qlkalmd INT Awerkano sartan/hidrocl mg/12,5 m qomprlmate admvlnlstrare
.0.0. orotiazids g filmate orala
. amlodipina/val . -
. Alkaloid - INT . 5 mg/160 comprimate administrare
Slovenia d.o.o. Awerkano iigtt?anz/izgjmd mg/25 mg filmate orald
. Alkaloid - INT . i~ comprimate administrare
Slovenia d.0.0. Losmorid lacosamida 100 mg filmate orald
Slovenia Alkaloid - INT Losmorid lacosamida 150 mg qomprlmate admvlnlstrare
d.o.o. filmate orala
Slovenia Alkaloid - INT Losmorid lacosamida 200 mg c_omprlmate admvlnlstrare
d.o.o. filmate orala
Slovenia Alkaloid - INT Losmorid lacosamida 50 mg c_omprlmate adenlstrare
d.o.o. filmate orala
AOP Orphan comprimate administrare
Slovenia Pharmaceutical Tadalafil AOP Orphan tadalafil 20 mg omp v
s GmbH filmate orala
Slovenia Baxter B.V. Anesia propofol 10 mg/ml .e”.“”'s.'e pentrq f':ldmlnlstrarev
injectie/perfuzie intravenoasa
Slovenia Baxter B.V. Anesia propofol 20 mg/ml .e”.“”'s.'e pentrq f':ldmlnlstrarev
injectie/perfuzie intravenoasa
Belupo lijekovi comprimate administrare
Slovenia i kozmetika, Midza lacosamida 100 mg omp <
d.d. filmate orala
Belupo lijekovi comprimate administrare
Slovenia i kozmetika, Midza lacosamida 150 mg omp v
filmate orala

d.d.
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Belupo lijekovi comprimate administrare
Slovenia i kozmetika, Midza lacosamida 200 mg omp v
d.d. filmate orala
Belupo lijekovi comprimate administrare
Slovenia i kozmetika, Midza lacosamida 50 mg fi P v
d.d. ilmate orala
Belupo lijekovi comprimate administrare
Slovenia i kozmetika, Tadalafil Belupo tadalafil 20 mg fi P v
d.d. ilmate oralad
Belupo lijekovi comprimate administrare
Slovenia i kozmetika, Tadalafil Belupo tadalafil 5 mg fil <
d.d. ilmate orala
comprimate cu administrare
Slovenia Hexal AG Ranzolva ranolazina 375 mg eliberare orali
prelungita
comprimate cu administrare
Slovenia Hexal AG Ranzolva ranolazina 500 mg eliberare orali
prelungita
comprimate cu administrare
Slovenia Hexal AG Ranzolva ranolazina 750 mg eliberare orald
prelungita
Pharos
Slovenia Phgrmaceutlcal Nilotinib Pharmascience nilotinib 150 mg capsule adenlstrare
Oriented orala
Services Ltd.
Pharos
Slovenia Ph_armaceutlcal Nilotinib Pharos nilotinib 150 mg capsule admv|n|strare
Oriented orala
Services Ltd.
Pharos
. Pharmaceutical S . S administrare
Slovenia Oriented Nilotinib Pharmascience nilotinib 200 mg capsule oral3

Services Ltd.
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Pharos
Slovenia Ph_armaceutlcal Nilotinib Pharos nilotinib 200 mg capsule adenlstrare
Oriented orala
Services Ltd.
Pharos
Slovenia Ph_armaceutlcal Nilotinib Pharos nilotinib 50 mg capsule admv|n|strare
Oriented orala
Services Ltd.
. Almus . Tramadol Almus 50 mg administrare
Spania Farmaceutica tramadol 50 mg capsule v
SAU. capsulas duras EFG orala
Aurobindo Bosentan Aurovitas 125 mg comprimate administrare
Spania Comprimidos Recubiertos con bosentan 125 mg omp v
Pharma B.V. : filmate orala
Pelicula EFG
. Aurovitas AmlIOt_'lda/H|dr0clorot|a2|da amilorida/hidr | 5 mg/50 m . administrare
Spania - Aurovitas 5 mg/50 mg A comprimate v
Spain S.A.U. S oclorotiazida g orala
ComprimidosEFG
Aurovitas Bosentan Aurovitas 62,5 mg comprimate administrare
Spania - Comprimidos Recubiertos con bosentan 62,5 mg omp v
Spain S.A.U. i filmate orala
Pelicula EFG
Aurovitas Leflunomida Aurovitas 10 mg comprimate administrare
Spania - Comprimidos Recubiertos con leflunomida 10 mg omp v
Spain S.A.U. . filmate orala
Pelicula EFG
. Nevirapina Aurovitas 400 mg comprimate cu -
. Aurovitas . : . Ly . administrare
Spania - Comprimidos de Liberacion nevirapina 400 mg eliberare v
Spain S.A.U. - orala
Prolongada EFG prelungita
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Spania Aurovitas Olanzapina Aurovitas xx mg olanzapin comprimate administrare
P Spain S.A.U. comprimidos P 10 mg P orald
Spania Aurovitas Olanzapina Aurovitas xx mg olanzapini comprimate administrare
P Spain S.A.U. orodispersables P 10 mg orodispersabile orala
. Aurovitas Olanzapina Aurovitas xx mg _ . administrare
Spania Spain S.A.U. comprimidos olanzapina 5 mg comprimate orala
Spania Aurovitas Olanzapina Aurovitas xx mg olanzapin comprimate administrare
P Spain S.A.U. comprimidos P 7,5 mg P orala
Spania Aurovitas Olanzapina Aurovitas xx mg olanzapini 15 m comprimate administrare
P Spain S.A.U. orodispersables P 9 orodispersabile orala
Spania Aurovitas Olanzapina Aurovitas xx mg olanzapin 25m comprimate administrare
P Spain S.A.U. comprimidos P ! 9 P orala
Spania Aurovitas Olanzapina Aurovitas xx mg olanzapini 5m comprimate administrare
P Spain S.A.U. orodispersables P 9 orodispersabile orala
Propofol Baxter 10 mg/mi emulsie pentru administrare
Spania Baxter B.V. Emulsion Inyectable y para propofol 10 mg/ml emuisie p ; - <
. injectie/perfuzie intravenoasa
Perfusion EFG
Propofol Baxter 20 mg/mi emulsie pentru administrare
Spania Baxter B.V. Emulsion Inyectable y para propofol 20 mg/ml emuisie p . . <
- injectie/perfuzie intravenoasa
Perfusion EFG
. Anastrozol Aurovitas 1 mg . -
. Eugia Pharma A . comprimate administrare
Spania . Comprimidos Recubiertos con anastrozol 1 mg g o
(Malta) Limited . filmate orala
Pelicula EFG
Glenmark -
. S Posaconazol Glenmark 40 . v administrare
Spania Arzneimittel - posaconazol 40 mg suspensie orala v
GmbH mg/ml Suspension Oral EFG orala
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Spania GP-Pharm, S.A. Acore_lO mg compl_‘lmldos tadalafil 10 mg c_omprlmate adenlstrare
recubiertos con pelicula EFG filmate orala
Spania GP-Pharm, S.A. Acore_ 20 mg comprlmldos tadalafil 20 mg c_omprlmate admvlnlstrare
recubiertos con pelicula EFG filmate orala
Spania GP-Pharm, S.A. Acore.5 mg comprn"mdos tadalafil 5 mg c_omprlmate admvlnlstrare
recubiertos con pelicula EFG filmate orala
Spania LABORATORIO Atazanavir Stada 200 mg atazanavir 200 m capsule administrare
P STADA, S.L. Capsulas Duras EFG 9 P orala
Spania LABORATORIO Atazanavir Stada 300 mg atazanavir 300 m capsule administrare
P STADA, S.L. Capsulas Duras EFG 9 P orala
Darunavir Stada 600 mg . -
Spania LABORATORIO Comprimidos Recubiertos con darunavir 600 mg qomprlmate admvlnlstrare
STADA, S.L. : filmate orala
Pelicula EFG
Darunavir Stada 800 mg . -
Spania LABORATORIO Comprimidos Recubiertos con darunavir 800 mg c_omprlmate adenlstrare
STADA, S.L. : filmate orala
Pelicula EFG
Laboratorio Lacosamida Stada 100 mg v comprimate administrare
Spania Comprimidos Recubiertos con lacosamida 100 mg . v
Stada, S.L. filmate orala

Pelicula EFG
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Spania Laboratorio EZﬁsarimn”:i?j?)sSERaéjcau;ii?tggcon lacosamida 150 m comprimate administrare
P Stada, S.L. mp 9 filmate orala
Pelicula EFG
Laboratorio Lacosamida Stada 200 mg " comprimate administrare
Spania Comprimidos Recubiertos con lacosamida 200 mg . <
Stada, S.L. - filmate orala
Pelicula EFG
Laboratorio Lacosamida Stada 50 mg " comprimate administrare
Spania Comprimidos Recubiertos con lacosamida 50 mg . v
Stada, S.L. i filmate orala
Pelicula EFG
Lapatinib Stada 250 mg . .
Spania LABORATORIO Comprimidos Recubiertos con lapatinib 250 mg c_omprlmate admvlnlstrare
STADA, S.L. - filmate orala
Pelicula EFG
Tadalafilo Stada 400 mg . .
Spania LABORATORIO Comprimidos Recubiertos con sorafenib 400 mg gomprlmate admvlnlstrare
STADA, S.L. : filmate orala
Pelicula EFG
Tadalafilo Stada 10 mg - -
Spania LABORATORIO Comprimidos Recubiertos con tadalafil 10 mg qomprlmate admv|n|strare
STADA, S.L. i filmate orala
Pelicula EFG
Tadalafilo Stada 20 mg . -
Spania LABORATORIO Comprimidos Recubiertos con tadalafil 20 mg c_omprlmate adenlstrare
STADA, S.L. : filmate orala
Pelicula EFG
Amlodipino/Valsartan/Hidroclor amlodiping/val
Spania Laboratorios otiazida Cinfamed 10 mg/160 sartan/phidrocl 10 mg/160 | comprimate administrare
P Cinfa, S.A. mg/25 mg Comprimidos mg/25 mg filmate orald

Recubiertos con Pelicula EFG

orotiazida
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Amlodipino/Valsartan/Hidroclor amlodiping/val
Spania Laboratorios otiazida Cinfamed 10 mg/320 sartan/phidrocl 10 mg/320 comprimate administrare
P Cinfa, S.A. mg/25 mg Comprimidos orotiazid mg/25 mg filmate orala
Recubiertos con Pelicula EFG
Amlodipino/Valsartan/Hidroclor L
Spania Laboratorios otiazida Cinfamed 5 mg/160 :;‘L(;il/pl:?dar/o\ij?l gqn}%/zlgom comprimate administrare
P Cinfa, S.A. mg/12,5 mg Comprimidos orotiazids 9/ 14, filmate orald
Recubiertos con Pelicula EFG 9
Sandoz Sorafenib Sandoz 400 mg comprimate administrare
Spania Farmaceutica comprimidos recubiertos de sorafenib 400 mg fil P 15
S.A. pelicula limate orala
. Laboratorios Q Safilo 10 mg comprimidos . comprimate administrare
Spania Pharma S.L. recubiertos de pelicula EFG tadalafil 10 mg filmate orala
. Laboratorios Q Safilo 20 mg comprimidos . comprimate administrare
Spania Pharma S.L. recubiertos de pelicula EFG tadalafil 20 mg filmate orala
. Laboratorios Q Safilo 5 mg comprimidos . comprimate administrare
Spania Pharma S.L. recubiertos de pelicula EFG tadalafil > mg filmate orald
. Mabo Farma, Fexion 100 mg comprimidos . . comprimate administrare
Spania S.A. recubiertos con pelicula EFG sildenafil 100 mg filmate orala
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Spania Mabo Farma, Fexion 50 mg comprimidos sildenafil 50 m comprimate administrare
P S.A. recubiertos con pelicula EFG 9 filmate orald
Mabo Farma Tadalafilo Mabo 10 mg comprimate administrare
Spania ! comprimidos recubiertos con tadalafil 10 mg . <
S.A. . filmate orala
pelicula EFG
Mabo Farma Tadalafilo Mabo 20 mg comprimate administrare
Spania ! comprimidos recubiertos con tadalafil 20 mg . v
S.A. . filmate orala
pelicula EFG
Tadalafilo Mabo 5 mg - -
. Mabo Farma, . . . comprimate administrare
Spania comprimidos recubiertos con tadalafil 5 mg . <
S.A. . filmate orala
pelicula EFG
Pilocarpina Milstein 5 mg comprimate administrare
Spania Milstein C.V. comprimidos recubiertos con pilocarpina 5 mg omp v
. filmate orala
pelicula EFG
Amlodipino/Valsartan/Hidroclor Ly
. Mylan . otiazida Mylan 10 mg/160 amlodlpl_na/val 10 mg/160 comprimate administrare
Spania Pharmaceutical 2 sartan/hidrocl mg/12,5 m fil 15
s SL mg/12,5 mg Comprimidos orotiazids g ilmate orala
P Recubiertos con Pelicula EFG
Mvlan Amlodipino/Valsartan/Hidroclor amlodiping/val
. Y . otiazida Mylan 10 mg/160 pir 10 mg/160 comprimate administrare
Spania Pharmaceutical S sartan/hidrocl . v
mg/25 mg Comprimidos mg/25 mg filmate orala

s, S.L.

Recubiertos con Pelicula EFG

orotiazida
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Mylan Amlodipino/Valsartan/Hidroclor amlodiping/val
. Y . otiazida Mylan 10 mg/320 pir 10 mg/320 comprimate administrare
Spania Pharmaceutical o3 sartan/hidrocl fi v
s S.L mg/25 mg Comprimidos orotiazida mg/25 mg ilmate orala
P Recubiertos con Pelicula EFG
Amlodipino/Valsartan/Hidroclor L
. Mylan . otiazida Mylan 5 mg/160 amlodlpl_na/val 5> mg/160 comprimate administrare
Spania Pharmaceutical L sartan/hidrocl | mg/12,5 m fil 15
s SL mg/12,5 mg Comprimidos orotiazids g ilmate orala
ren Recubiertos con Pelicula EFG
Mylan Amlodipino/Valsartan/Hidroclor amlodiping/val
Spania Pharmaceutical otiazida Myla_n 5 mg/16(_) mg/25 sartan/hidrocl 5 mg/160 c_omprlmate admvlnlstrare
mg Comprimidos Recubiertos Sy mg/25 mg filmate orala
s, S.L. . orotiazida
con Pelicula EFG
Pharmaselect
. International Colcamexx 0,5 mg A . administrare
Spania Beteiligungs Comprimidos EFG colchicina 0,5 mg comprimate orald
GmbH
Abacavir/Lamivudina Dr.
Spani Reddy Pharma Reddys 600 mg/300 mg abacavir/lamiv | 600 mg/300 | comprimate administrare
pania : e . Sy - v
Iberia S.A. Comprimidos Recubiertos con udina mg filmate orala

Pelicula EFG
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Efavirenz/Emtricitabina/Tenofov
ir Disoproxilo Dr Reddys 600 efavirenz/emtr | 600 mg/200 . -
Spania Red(_:iy Pharma mg/200 mg/245 mg icitabind/tenof | mg/245 m c_omprlmate admvlnlstrare
Iberia S.A. o . : filmate orala
Comprimidos Recubiertos con ovir g
Pelicula EFG
Sandoz Darunavir Sandoz 600 mg comprimate administrare
Spania Farmaceutica, Comprimidos Recubiertos con darunavir 600 mg omp v
i filmate orala
S.A. Pelicula EFG
Sandoz Darunavir Sandoz 800 mg comprimate administrare
Spania Farmaceutica, Comprimidos Recubiertos con darunavir 800 mg omp v
: filmate orala
S.A. Pelicula EFG
Efavirenz/Emtricitabina/Tenofov
Sandoz ir Disoproxilo Sandoz 600 efavirenz/emtr | 600 mg/200 . .
Spania Farmaceutica, mg/200 mg/245 mg icitabina/tenof | mg/245 m qomprlmate admvlnlstrare
. 4 : filmate orala
S.A. Comprimidos Recubiertos con ovir g
Pelicula EFG
Sandoz Erlotinib Sandoz 100 mg comprimate administrare
Spania Farmaceutica, Comprimidos Recubiertos con erlotinib 100 mg omp <
: filmate orala
S.A. Pelicula EFG
Sandoz Erlotinib Sandoz 150 mg comprimate administrare
Spania Farmaceutica, Comprimidos Recubiertos con erlotinib 150 mg filmapte orald

S.A.

Pelicula EFG
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Sandoz Erlotinib Sandoz 25 mg comprimate administrare
Spania Farmaceutica, Comprimidos Recubiertos con erlotinib 25 mg omp ”
: filmate orala
S.A. Pelicula EFG
Umedica Deferasirox Umedica 3180 mg comprimate administrare
Spania Netherlands Comprimidos Recubiertos con deferasirox 180 mg omp v
. filmate orala
B.V. Pelicula EFG
Umedica Deferasirox Umedica 360 mg . -
Spania Netherlands Comprimidos Recubiertos con deferasirox 360 mg qomprlmate admvlnlstrare
: filmate orala
B.V. Pelicula EFG
Umedica Deferasirox Umedica 90 mg comprimate administrare
Spania Netherlands Comprimidos Recubiertos con deferasirox 90 mg omp v
. filmate orala
B.V. Pelicula EFG
Umedica Ranolazina Umedica 375 mg comprimate cu administrare
Spania Netherlands comprimidos de liberacion ranolazina 375 mg eliberare v
Sy orala
B.V. prolongada EFG prelungita
Umedica Ranolazina Umedica 500 mg comprimate cu administrare
Spania Netherlands comprimidos de liberacion ranolazina 500 mg eliberare v
Sy orala
B.V. prolongada EFG prelungita
Umedica Ranolazina Umedica 750 mg comprimate cu administrare
Spania Netherlands comprimidos de liberacion ranolazina 750 mg eliberare v
Sy orala
B.V. prolongada EFG prelungita
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Spania \I!ae?nawgceutica Carbamazepina Vegal 100 mg carbamazepin 100 m comprimate administrare
P SL Comprimidos EFG a 9 P orala
Vegal Carbamazepina Vegal 200 mg carbamazepin administrare
Spania Farmaceutica L < 200 mg comprimate v
S.L. Comprimidos EFG a orala
Vegal Carbamazepina Vegal 400 mg carbamazepin administrare
Spania Farmaceutica L < 400 mg comprimate v
S.L. Comprimidos EFG a orala
Sandoz Sitagliptina/Metformina Sandoz
. . Farmaceutica 50 mg/850 mg sitagliptind/m | 50 mg/850 | comprimate administrare
Spania Farmaceutica, — ; Sy . <
S A comprimidos recubiertos de etformina mg filmate orala
o pelicula EFG
. S Vildagliptina Viatris 50 mg . R comprimate administrare
Spania Viatris Limited comprimidos EFG vildagliptina 50 mg filmate orali
Dapagliflozina/Metformina
Spania Aurovitas Spain | Aurovitas 5 mg/850 mg dapagliflozind/ | 5 mg/850 comprimate administrare
P S.A.U. Comprimidos Recubiertos con metformina mg filmate orala
Pelicula EFG
Dapagliflozina/Metformina
Spani Aurovitas Spain | Aurovitas 5 mg/1000 mg dapagliflozind/ | 5 mg/1 000 | comprimate administrare
pania . . Sy - <
S.A.U. Comprimidos Recubiertos con metformina mg filmate orala
Pelicula EFG
. . Trazadona Aurovitas 100 mg . o
Spania Aurovitas Spain comprimidos recubiertos de trazodona 100 mg c_omprlmate admvlnlstrare
S.A.U. filmate orala

pelicula EFG
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Generis Teriflunomida Aurovitas 14 mg comprimate administrare
Spania Farmacéutica, comprimidos recubiertos de teriflunomida 14 mg omp v
. filmate orala
S.A. pelicula EFG
KAPPLER
. PHARMA Betahistine Kappler 16 mg - . administrare
Spania CONSULT tablets betahistina 16 mg comprimate orali
GMBH
KAPPLER
. PHARMA Betahistine Kappler 24 mg T . administrare
Spania CONSULT tablets betahistina 24 mg comprimate oral3
GMBH
KAPPLER
. PHARMA Betahistine Kappler 8 mg - . administrare
Spania CONSULT tablets betahistina 8 mg comprimate oral3
GMBH
Spania Nutra Essential | Ibuprofeno Winadol 400 mg ibuprofen 400 m capsule moi administrare
P OTC, S.L. Capsulas Blandas P 9 P orala
Pharos
Spania Pharmaceutical | Nilotinib Pharos 150 mg capsula nilotinib 150 m capsule administrare
P Oriented dura EFG 9 P orala
Services Ltd.
Pharos
. Pharmaceutical | Prostib 150 mg capsula dura S administrare
Spania Oriented EFG nilotinib 150 mg capsule orald
Services Ltd.
Pharos
Spania Pharmaceutical | Nilotinib Pharos 200 mg capsula nilotinib 200 m capsule administrare
P Oriented dura EFG 9 P orald
Services Ltd.
Pharos
Spania Pharmaceutical | Prostib 200 mg capsula dura nilotinib 200 mg capsule administrare

Oriented
Services Ltd.

EFG

orala
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Pharos
Spania Pharmaceutical | Nilotinib Pharos 50 mg capsula nilotinib 50 m capsule administrare
P Oriented dura EFG 9 P orald
Services Ltd.
UMEDICA Pirfenidona Umedica 267 mg comprimate administrare
Spania NETHERLANDS | comprimidos recubiertos de pirfenidona 267 mg omp w
. filmate orala
B.V. pelicula
UMEDICA Pirfenidona Umedica 801 mg . -
Spania NETHERLANDS | comprimidos recubiertos de pirfenidona 801 mg qomprlmate admvlnlstrare
. filmate orala
B.V. pelicula
comprimate cu administrare
Spania Zentiva k.s. Zymela ranolazina 375 mg eliberare orali
prelungita
comprimate cu administrare
Spania Zentiva k.s. Zymela ranolazina 500 mg eliberare oral3
prelungita
comprimate cu administrare
Spania Zentiva k.s. Zymela ranolazina 750 mg eliberare orali
prelungita
. 2care4 . R administrare
Suedia Generics ApS Lymelysal limeciclina 300 mg capsule orald
Suedia Accord Abacavir/Lamivudine Accord abgc?wr/lamlv 600 mg/300 gomprlmate admvlnlstrare
Healthcare B.V. udina mg filmate orala
AOP Orphan comprimate administrare
Suedia Pharmaceutical Tadalafil AOP tadalafil 20 mg omp v
filmate orala
s GmbH
Suedia Baxter B.V. Profast propofol 10 mg/ml .e”.“”'s.'e pentru_ adm|n|stravre
injectie/perfuzie parenterala
Suedia Baxter B.V. Profast propofol 20 mg/mil .e”."”'s.'e pentrq admlnlstravre
injectie/perfuzie parenterala
Suedia Brown & Burk Lymecyklin Brown & Burk limeciclina 300 mg capsule administrare

IR Limited

orala
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Glenmark comprimate administrare
Suedia Arzneimittel Erlotinib Glenmark erlotinib 100 mg omp v
filmate orala
GmbH
Glenmark comprimate administrare
Suedia Arzneimittel Erlotinib Glenmark erlotinib 150 mg omp v
filmate orala
GmbH
Glenmark comprimate administrare
Suedia Arzneimittel Erlotinib Glenmark erlotinib 25 mg omp v
filmate orala
GmbH
Morningside -
Suedia Healthcare Dinetrel amantadina 100 mg capsule ?)Sa'?gms”are
(Malta) Ltd
Newbury comprimate administrare
Suedia Pharmaceutical Lapatinib Newbury lapatinib 250 mg omp <
s AB filmate orala
. Orifarm . o . fenoximetilpen comprimate administrare
Suedia Generics A/S Fenoximetylpenicillin Orifarm iciling 1g filmate orald
Suedia O”fa”.” Fenoximetylpenicillin Orifarm _fe_n_o>5|met||pen 800 mg c_omprlmate aden|strare
Generics A/S icilina filmate orala
Suedia Sandoz A/S Darunavir Sandoz darunavir 600 mg c_omprlmate admvlnlstrare
filmate orala
Suedia Sandoz A/S Darunavir Sandoz darunavir 800 mg gomprlmate admvlnlstrare
filmate orala
efavirenz/emtr | 600 mg/200 comprimate administrare
Suedia Sandoz A/S Padviram icitabina/tenof mg/245 m . P v
; filmate orala
ovir g
Suedia Sandoz A/S Erlotinib Sandoz erlotinib 100 mg qomprlmate admvlnlstrare
filmate orala
Suedia Sandoz A/S Erlotinib Sandoz erlotinib 150 mg c_omprlmate admvlnlstrare
filmate orala
Suedia Sandoz A/S Erlotinib Sandoz erlotinib 25 mg c_omprlmate adenlstrare
filmate orala
. Stada . . . abacavir/lamiv | 600 mg/300 | comprimate administrare
Suedia Arzneimittel AG Abacavir/Lamivudine Stada udind mg filmate orala
Suedia Stada Atazanavir Stada atazanavir 200 mg capsule administrare

Arzneimittel AG

orala
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. Stada . - administrare
Suedia Arzneimittel AG Atazanavir Stada atazanavir 300 mg capsule orald
. Stada . . comprimate administrare
Suedia Arzneimittel AG Darunavir Stada darunavir 600 mg filmate orali
. Stada . . comprimate administrare
Suedia Arzneimittel AG Darunavir Stada darunavir 800 mg filmate oral3
efavirenz/emtr | 600 mg/200 . .
. Stada e Ly comprimate administrare
Suedia Arzneimittel AG Emtenef L)c\;'??blna/tenof gmg/245 m filmate orali
. Stada - - comprimate administrare
Suedia Arzneimittel AG Erlotinib Stada erlotinib 100 mg filmate orald
. Stada L . comprimate administrare
Suedia Arzneimittel AG Erlotinib Stada erlotinib 150 mg filmate orald
. Stada . - comprimate administrare
Suedia Arzneimittel AG Erlotinib Stada erlotinib 25 mg filmate orali
Suedia Stada_ . Lacosamide Stada lacosamida 100 mg c_omprlmate adenlstrare
Arzneimittel AG filmate orala
. Stada . oy comprimate administrare
Suedia Arzneimittel AG Lacosamide Stada lacosamida 150 mg filmate orald
Suedia Stada' . Lacosamide Stada lacosamida 200 mg qomprlmate admvlnlstrare
Arzneimittel AG filmate orala
. Stada . -~ comprimate administrare
Suedia Arzneimittel AG Lacosamide Stada lacosamida 50 mg filmate oral3
. Stada . v administrare
Suedia Arzneimittel AG Posaconazole Stada posaconazol 40 mg/ml suspensie orala orald
. Stada . . comprimate administrare
Suedia Arzneimittel AG Tadalafil Stada tadalafil 10 mg filmate orald
. Stada . ) comprimate administrare
Suedia Arzneimittel AG Ciastad tadalafil 20 mg filmate orald
. Stada . . comprimate administrare
Suedia Arzneimittel AG Tadalafil Stada tadalafil 20 mg filmate oral3
. Stada ) ) comprimate administrare
Suedia Arzneimittel AG Tadalafil Stada tadalafil 5 mg filmate orald
Suedia 2cared Bentadol (suggested name) albendazol 400 mg comprimate administrare

Generics ApS

orala
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Suedia Kappler Pharma | Betahistin Kappler (suggested betahisting 16 mg comprimate admvlnlstrare
Consult GmbH name) orala
. Kappler Pharma | Betahistin Kappler (suggested - . administrare
Suedia Consult GmbH name) betahistina 24 mg comprimate oral3
Suedia Kappler Pharma | Betahistin Kappler (suggested betahisting 8 mg comprimate admvlnlstrare
Consult GmbH name) orala
Pharos
Suedia Phgrmaceutlcal Nilotinib Pharos nilotinib 150 mg capsule admv|n|strare
Oriented orala
Services Ltd.
Pharos
Suedia Ph_armaceutlcal Nilotinib PharOS (suggested nilotinib 150 mg capsule admvlnlstrare
Oriented name) orala
Services Ltd.
Pharos
Suedia Phgrmaceutlcal Nilotinib Pharos nilotinib 200 mg capsule adenlstrare
Oriented orala
Services Ltd.
Pharos
Suedia Phgrmaceutlcal Nilotinib PharOS (suggested nilotinib 200 mg capsule admvlnlstrare
Oriented name) orala
Services Ltd.
Pharos
. Pharmaceutical | Nilotinib PharOS (suggested S administrare
Suedia Oriented name) nilotinib 50 mg capsule orald
Services Ltd.
Tarile de Accord AbacaV|r/Lam|vud|_ne Accord abacavir/lamiv | 600 mg/300 | comprimate administrare
600 mg/300 mg, filmomhulde Sy . ”
Jos Healthcare B.V. udina mg filmate orala
tabletten
Tarile de Amdipharm Ciprofibraat Amdipharm 100 . . . administrare
P ciprofibrat 100 mg comprimate %
Jos Limited mg tabletten orala
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Tarile de ﬁr?aprn?;pczaurt]ical Tadalafil AOP 20 mg tadalafil 20 m comprimate administrare
Jos filmomhulde tabletten 9 filmate orald
s GmbH
< . Amiloride v o
Tarile de Aurobindo HCl/Hydrochloorthiazide Auro amllorlfja/_hlvdr 2,5 mg/25 comprimate admvlnlstrare
Jos Pharma B.V. oclorotiazida mg orala
2,5 mg/25 mg, tabletten
. . Amiloride v -
Tarile de Aurobindo HCI/Hydrochloorthiazide Auro 5 amllor|FIa/_hLdr 5 mg/50 m comprimate admv|n|strare
Jos Pharma B.V. oclorotiazida g orala
mg/50 mg, tabletten
Tarile de Aurobindo Atazanavir Aurobindo 150 mg, . administrare
atazanavir 150 mg capsule v
Jos Pharma B.V. harde capsules orala
Tarile de Aurobindo Atazanavir Aurobindo 200 mg, . administrare
atazanavir 200 mg capsule <
Jos Pharma B.V. harde capsules orala
Tarile de Aurobindo Atazanavir Aurobindo 300 mg, . administrare
atazanavir 300 mg capsule <
Jos Pharma B.V. harde capsules orala
Tarile de Aurobindo Bosentan Aurobindo 125 mg bosentan 125 m comprimate administrare
Jos Pharma B.V. filmomhulde tabletten 9 filmate orald
Tarile de Aurobindo Bosentan Aurobindo 62,5 mg bosentan 62.5 m comprimate administrare
Jos Pharma B.V. filmomhulde tabletten ! 9 filmate orald
Tarile de Aurobindo Leflunomide Aurobindo 10 mg, leflunomids 10 m comprimate administrare
Jos Pharma B.V. filmomhulde tabletten 9 filmate orald
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Tarile de Aurobindo Nevirapine Aurobindo 400 mg, Ly co_mpnmate cu administrare

. nevirapina 400 mg eliberare "
Jos Pharma B.V. tabletten met verlengde afgifte Sy orala
prelungita

Tarile de Aurobindo Olanzapine Aurobindo 5 mg olanzapin comprimate administrare

Jos Pharma B.V. Tabletten P 5 mg P orald

Tarile de Aurobindo Olanzapine Aurobindo 10 mg olanzapini 10 m comprimate administrare

Jos Pharma B.V. Tabletten P 9 P orald

Tarile de Aurobindo Olanzapine Aurobindo 15 mg olanzapini 15 m comprimate administrare

Jos Pharma B.V. Tabletten P 9 P orala

Tarile de Aurobindo Olanzapine Aurobindo 2.5 mg olanzapin 25m comprimate administrare

Jos Pharma B.V. Tabletten P > Mg P orala

Tarile de Aurobindo Olanzapine Aurobindo 20 mg olanzapin 20 m comprimate administrare

Jos Pharma B.V. Tabletten p 9 p orala

Tarile de Baxter B.V. Propof_ol Splvg }0 mg/m_l, _ propofol 10 mg/mi gn_']uls_le pentru_ gdmlnlstrarg

Jos emulsie voor injectie of infusie injectie/perfuzie intravenoasa

Tarile de Baxter B.V. Propofol Splve_z ;0 mg/m_l, _ propofol 20 mg/ml _en_wuls_le pentru_ _admlnlstrarev

Jos emulsie voor injectie of infusie injectie/perfuzie intravenoasa

Tarile de Brillpharma Gabapentine Brillpharma 50 v v administrare

; (Ireland) . - gabapentina 50 mg/ml solutie orala v

Jos o mg/ml drank, suikervrij orala
Limited

Tarile de Brillpharma Solifenacinesuccinaat - Sy . v administrare
(Ireland) ; solifenacina 1 mg/ml solutie orala "

Jos . Brillpharma 1 mg/ml drank orala
Limited

Tarile de Centrafarm Deferasirox CF 900 mg, . comprimate administrare

Jos B.V. filmomhulde tabletten deferasirox 200 mg filmate orald
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. . Efavirenz/Emtricitabine/Tenofov | efavirenz/emtr | 600 mg/200 . .
Tarile de | Centrafarm irdisoproxil CF 600/200/245 icitabing/tenof | mg/245 m | Comprimate administrare
Jos B.V. ; : filmate orala
mg, filmomhulde tabletten ovir g

Tarile de Centrafarm Erlotinib CF 100 mg, erlotinib 100 m comprimate administrare

Jos B.V. filmomhulde tabletten 9 filmate orala

Tarile de Centrafarm Erlotinib CF 150 mg, erlotinib 150 m comprimate administrare

Jos B.V. filmomhulde tabletten 9 filmate orald

Tarile de Centrafarm Erlotinib CF 25 mg, erlotinib 25 m comprimate administrare

Jos B.V. filmomhulde tabletten 9 filmate orala

Tarile de Centrafarm Erlotinib CF 50 mg, erlotinib 50 m comprimate administrare

Jos B.V. filmomhulde tabletten 9 filmate orala

Tarile de Denk Pharma Tadalafil Denk 10 mg . comprimate administrare
GmbH & Co. . tadalafil 10 mg . <

Jos KG filmomhulde tabletten filmate orala

Tarile de Denk Pharma Tadalafil Denk 2,5 mg ) comprimate administrare

: GmbH & Co. . tadalafil 2,5mg . v

Jos KG filmomhulde tabletten filmate orala

Tarile de Denk Pharma Tadalafil Denk 20 mg . comprimate administrare
GmbH & Co. . tadalafil 20 mg ] <

Jos KG filmomhulde tabletten filmate orala

Tarile de Denk Pharma Tadalafil Denk 5 mg ) comprimate administrare
GmbH & Co. . tadalafil 5 mg . <

Jos KG filmomhulde tabletten filmate orala

. Denk Pharma . — -
Tarile de GmbH & Co. Vildagliptine Denk 50 mg vildaglipting 50 mg comprimate admvlnlstrare
Jos KG tabletten orala

160




Detinatorul

Statul P
membru autorizatiei Solicitantul Denumirea medicamentului DCI _Concentra; Forma i Cale? f’e
al SEE d_e punere pe ia farmaceutica administrare
piata
Sitagliptine/Metformine
Tarile de DOC Generici hydrochloride DOC Generici sitagliptina/m 50 mg/850 comprimate administrare
Jos S.r.l. 50mg/850 mg, filmomhulde etformina m filmate orala
tabletten 9
Tarile de G.L. Pharma Sorafenib G.L. 400 mg, sorafenib 400 m comprimate administrare
Jos GmbH filmomhulde tabletten 9 filmate orald
Tarile de G.L. Pharma Gerocilan 10 mg filmomhulde tadalafil 10 mg comprimate administrare
Jos GmbH tabletten filmate orald
Tarile de G.L. Pharma Gerocilan 2,5 mg filmomhulde tadalafil 2,5 mg comprimate administrare
Jos GmbH tabletten ! filmate orald
Tarile de G.L. Pharma Gerocilan 20 mg filmomhulde tadalafil 20 mg comprimate administrare
Jos GmbH tabletten filmate orald
Tarile de G.L. Pharma Gerocilan 5 mg filmomhulde tadalafil 5 mg comprimate administrare
Jos GmbH tabletten filmate orald
Sitagliptine/Metformine
Tarile de Genericon hydrochloride Genericon 50 sitagliptina/m 50 mg/850 comprimate administrare
Jos Pharma GmbH mg/850 mg filmomhulde etformina m filmate orala
tabletten 9
- Glenmark Posaconazol Glenmark 40 .
Tarile de L - . v administrare
Jos Arzneimittel mg/m_l suspensie voor oraal posaconazol 40 mg suspensie orala orald
GmbH gebruik
Tarile de Sipactimet 50mg/850 mg, sitagliptina/m comprimate administrare
Jos Heaton k.s. filmomhulde tabletten etformind ;Ogmg/SSO filmate orald
Tarile de Maddox . Sitaglamet 50 mg/850 mg sitagliptina/m comprimate administrare
Jos Pharma Swiss filmomhulde tabletten etformina >0 mg/850 filmate orala
B.V. mg
;j’g:le de Milstein C.V. gﬁ.rzftit,;ne Milstein 1 mg, clemastina 1 mg comprimate 2(;1:[léln|strare
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Amlodipine/Valsartan/Hydrochl —
Tarile de Mylan . oorthiazide Mylan 10 mg/160 amlodlplpa/val 10 mg/160 comprimate administrare
Pharmaceutical 4 sartan/hidrocl | mg/12,5 m g v
Jos L mg/12,5 mg filmomhulde o filmate orala
s Limited orotiazida g
tabletten
Mvlan Amlodipine/Valsartan/Hydrochl amlodiping/val
Tarile de Y . oorthiazide Mylan 10 mg/160 pIT 10 mg/160 | comprimate administrare
Pharmaceutical . sartan/hidrocl . v
Jos L mg/25 mg filmomhulde iy mg/25 mg filmate orala
s Limited orotiazida
tabletten
Mvlan Amlodipine/Valsartan/Hydrochl amlodiping/val
Tarile de Y . oorthiazide Mylan 10 mg/320 pir 10 mg/320 | comprimate administrare
Pharmaceutical ) sartan/hidrocl . v
Jos . mg/25 mg filmomhulde Sy mg/25 mg filmate orala
s Limited orotiazida
tabletten
Amlodipine/Valsartan/Hydrochl Ly
Tarile de Mylan . oorthiazide Mylan 5 mg/160 amlod|p|_na/val 5> mg/160 comprimate administrare
Pharmaceutical . sartan/hidrocl mg/12,5 m . v
Jos A mg/12,5 mg filmomhulde iy filmate orala
s Limited orotiazida g
tabletten
Mvlan Amlodipine/Valsartan/Hydrochl amlodiping/val
Tarile de Y . oorthiazide Mylan 5 mg/160 pir 5 mg/160 comprimate administrare
Pharmaceutical ) sartan/hidrocl . v
Jos . mg/25 mg filmomhulde Sy mg/25 mg filmate orala
s Limited orotiazida
tabletten
Tarile de Mylan Erlotinib Mylan 100 mg comprimate administrare
] Pharmaceutical ) ! erlotinib 100 mg . x
Jos . filmomhulde tabletten filmate orala
s Limited
Tarile de grz/;?rqwaceutical Erlotinib Mylan 150 mg, erlotinib 150 m comprimate administrare
Jos s Limited filmomhulde tabletten 9 filmate orala

162




Detinatorul

Statul P
membru autorizatiei Solicitantul Denumirea medicamentului DCI _Concentra; Forma i Cale? f’e
al SEE d_e punere pe ia farmaceutica administrare
piata
Tarile de l\P/lrz/;arrr:waceutical Erlotinib Mylan 25 mg, erlotinib 25 m comprimate administrare
Jos - filmomhulde tabletten 9 filmate orald
s Limited
Tarile de Mylan Erlotinib Mylan 50 mg comprimate administrare
: Pharmaceutical ) ! erlotinib 50 mg . v
Jos . filmomhulde tabletten filmate orala
s Limited
Tarile de Mylan Nortriptyline Mylan 10 mg v comprimate administrare
: Pharmaceutical ) ! nortriptilina 10 mg 8 v
Jos . filmomhulde tabletten filmate orala
s Limited
Tarile de Mylan Nortriptyline Mylan 25 mg v comprimate administrare
] Pharmaceutical ) ! nortriptilina 25 mg . x
Jos L filmomhulde tabletten filmate orala
s Limited
Mylan
Tarile de Pharmaceutical Nortriptyline Mylan 50 mg, nortriotiling 50 m comprimate administrare
Jos s filmomhulde tabletten P 9 filmate orald
Ltd
Pharos
Tarile de Pharmaceutical Lapatinib PharOS 250 mg, lapatinib 250 m comprimate administrare
Jos Oriented filmomhulde tabletten P 9 filmate orald
Services Ltd.
Tarile de R.IA.Generlcs Colchicine Ria 0.5 mg tabletten | colchicina 0,5mg comprimate admvlnlstrare
Jos Limited orala
Tarile de R_IA_Generlcs Colchicine Ria 1 mg tabletten colchicina 1 mg comprimate admvlnlstrare
Jos Limited orala
Tarile de Sandoz B.V. Atazanavir Sandoz 100 mg, atazanavir 100 mg capsule adenlstrare
Jos harde capsules orala
Tarile de Sandoz B.V. Atazanavir Sandoz 150 mg, atazanavir 150 mg capsule admvlnlstrare
Jos harde capsules orala
Tarile de Sandoz B.V. Atazanavir Sandoz 150 mg, atazanavir 150 mg capsule admvlnlstrare
Jos harde capsules orala
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Tarile de Atazanavir Sandoz 200 mg, . administrare
Jos Sandoz B.V. harde capsules atazanavir 200 mg capsule oral3
Tarile de Sandoz B.V. Atazanavir Sandoz 200 mg, atazanavir 200 mg capsule admvlnlstrare
Jos harde capsules orala
Tarile de Sandoz B.V. Atazanavir Sandoz 300 mg, atazanavir 300 mg capsule admvlnlstrare
Jos harde capsules orala
Tarile de Sandoz B.V. Atazanavir Sandoz 300 mg, atazanavir 300 mg capsule admvlnlstrare
Jos harde capsules orala
Tarile de Sandoz B.V. I?arunawr Sandoz 150 mg, darunavir 150 mg c_omprlmate adenlstrare
Jos filmomhulde tabletten filmate orala
Tarile de Sandoz B.V. I?arunawr Sandoz 300 mg, darunavir 300 mg c_omprlmate admvlnlstrare
Jos filmomhulde tabletten filmate orala
Tarile de Sandoz B.V. I?arunawr Sandoz 400 mg, darunavir 400 mg qomprlmate admvlnlstrare
Jos filmomhulde tabletten filmate orala
Tarile de Sandoz B.V. I?arunawr Sandoz 600 mg, darunavir 600 mg c_omprlmate adenlstrare
Jos filmomhulde tabletten filmate orala
Tarile de Sandoz B.V. I?arunawr Sandoz 600 mg, darunavir 600 mg c_omprlmate admvlnlstrare
Jos filmomhulde tabletten filmate orala
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Tarile de Sandoz B.V. I?arunawr Sandoz 600 mg, darunavir 600 mg c_omprlmate adenlstrare
Jos filmomhulde tabletten filmate orala
Tarile de Sandoz B.V. I?arunawr Sandoz 75 mg, darunavir 75 mg c_omprlmate admvlnlstrare
Jos filmomhulde tabletten filmate orala
Tarile de Sandoz B.V. I?arunawr Sandoz 75 mg, darunavir 75 mg c_omprlmate admvlnlstrare
Jos filmomhulde tabletten filmate orala
Tarile de Sandoz B.V. I?arunawr Sandoz 75 mg, darunavir 75 mg qomprlmate admvlnlstrare
Jos filmomhulde tabletten filmate orala
Tarile de Sandoz B.V. I?arunawr Sandoz 800 mg, darunavir 800 mg c_omprlmate adenlstrare
Jos filmomhulde tabletten filmate orala
Tarile de Sandoz B.V. I?arunawr Sandoz 800 mg, darunavir 800 mg gomprlmate admvlnlstrare
Jos filmomhulde tabletten filmate orala
Tarile de Sandoz B.V. I?arunawr Sandoz 800 mg, darunavir 800 mg qomprlmate admvlnlstrare
Jos filmomhulde tabletten filmate orala
Efavirenz/Emtricitabine/Tenofov .
< . . efavirenz/emtr | 600 mg/200 . .
Tarile de Sandoz B.V. irdisoproxil Sa_ndoz 600 mg/200 icitabing/tenof | mg/245 m c_omprlmate admvlnlstrare
Jos mg/245 mg, filmomhulde ovir g filmate orala

tabletten
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Efavirenz/Emtricitabine/Tenofov .
Tarile de irdisoproxil Sandoz 600 mg/200 'ef'avn'.erlz/emtr 600 mg/200 comprimate administrare
Sandoz B.V. . icitabina/tenof mg/245 m . o
Jos mg/245 mg, filmomhulde ovir filmate orala
tabletten 9
o . . efavirenz/emtr | 600 mg/200 . .
Tarile de Padviram 600 mg/200 mg/245 e Ly comprimate administrare
Jos Sandoz B.V. mg, filmomhulde tabletten g:\llti?blna/tenof gmg/245 m filmate orala
o . . efavirenz/emtr | 600 mg/200 . .
Tarile de Padviram 600 mg/200 mg/245 Sy comprimate administrare
Jos Sandoz B.V. mg, filmomhulde tabletten :;:\;ti?b|na/tenof gmg/245 m filmate orala
Tarile de Erlotinib Sandoz 100 mg, - comprimate administrare
Jos Sandoz B.V. filmomhulde tabletten erlotinib 100 mg filmate orald
Tarile de Erlotinib Sandoz 150 mg, - comprimate administrare
Jos Sandoz B.V. filmomhulde tabletten erlotinib 150 mg filmate orala
Tarile de Erlotinib Sandoz 25 mg, - comprimate administrare
Jos Sandoz B.V. filmomhulde tabletten erlotinib 25 mg filmate orala
v Sitagliptine/Metformine HCI . R . o
Tarile de Sandoz B.V. Sandoz 50mg/850 mg, S|tagllpt|rv1a/m 50 mg/850 gomprlmate admvlnlstrare
Jos . etformina filmate orala
filmomhulde tabletten mg
- Sitagliptine/Metformine HCI . R . -
Tarile de sitagliptina/m comprimate administrare
Jos Sandoz B.V. S_.andoz 50mg/850 mg, etformin 50 mg/850 filmate orald
filmomhulde tabletten mg
< Sitagliptine/Metformine HCI - R . -
Tarile de Sandoz B.V. Sandoz 50mg/850 mg, S|tagI|p_t|rv1a/m 50 mg/850 c_omprlmate adenlstrare
Jos g etformina filmate orala
filmomhulde tabletten mg
v Sitagliptine/Metformine HCI . R . -
Tarile de Sandoz B.V. Sandoz 50mg/850 mg, S|tagI|p_t|Da/m 50 mg/850 gomprlmate admvlnlstrare
Jos . etformina filmate orala
filmomhulde tabletten mg
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_ Sitagliptine/Metformine HCI . R . -
Tarile de Sandoz B.V. Sandoz 50mg/850 mg, S|tagI|p_t|rv1a/m 50 mg/850 c_omprlmate adenlstrare
Jos . etformina filmate orala
filmomhulde tabletten mg
Tarile de Sandoz B.V. S_.orafenlb Sandoz 400 mg, sorafenib 400 mg c_omprlmate admvlnlstrare
Jos filmomhulde tabletten filmate orala
Tarile de Stada Darunavir Stada 150 mg, darunavir 150 m comprimate administrare
Jos Arzneimittel AG filmomhulde tabletten 9 filmate orald
Tarile de Stada Darunavir Stada 300 mg, darunavir 300 m comprimate administrare
Jos Arzneimittel AG filmomhulde tabletten 9 filmate orald
Tarile de Stada Darunavir Stada 400 mg, darunavir 400 m comprimate administrare
Jos Arzneimittel AG filmomhulde tabletten 9 filmate orald
Tarile de Stada Darunavir Stada 600 mg, darunavir 600 m comprimate administrare
Jos Arzneimittel AG filmomhulde tabletten 9 filmate orala
Tarile de Stada Darunavir Stada 75 mg, darunavir 75 m comprimate administrare
Jos Arzneimittel AG filmomhulde tabletten 9 filmate orala
Tarile de Stada Darunavir Stada 800 mg, . comprimate administrare
Jos Arzneimittel AG filmomhulde tabletten darunavir 800 mg filmate orala
Tarile de Stada Deferasirox Stada 900 mg, deferasirox 900 m comprimate administrare
Jos Arzneimittel AG filmomhulde tabletten 9 filmate orald
Tarile de Stada Efatriten 600 mg/200 mg/245 iE::fii;/tI;?\r;{:nmotfr 6n20/23é2n20 comprimate administrare
Jos Arzneimittel AG mg, filmomhulde tabletten ovir g 9 filmate orald
Tarile de Stada Lacosamide Stada 100 mg, lacosamida 100 m comprimate administrare
Jos Arzneimittel AG filmomhulde tabletten 9 filmate orala
Tarile de Stada Lacosamide Stada 150 mg, lacosamids 150 m comprimate administrare
Jos Arzneimittel AG filmomhulde tabletten 9 filmate orala
Tarile de Stada Lacosamide Stada 200 mg, lacosamids 200 m comprimate administrare
Jos Arzneimittel AG filmomhulde tabletten 9 filmate orald
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Tarile de Stada Lacosamide Stada 50 mg, lacosamids 50 m comprimate administrare
Jos Arzneimittel AG filmomhulde tabletten 9 filmate orald
Tarile de Stada Brastib 250 mg, filmomhulde lapatinib 250 m comprimate administrare
Jos Arzneimittel AG tabletten P 9 filmate orald
Tarile de Stada Lapatinib Stada 250 mg, lapatinib 250 m comprimate administrare
Jos Arzneimittel AG filmomhulde tabletten P 9 filmate orald
Tarile de Stada Lapatinib Stada Arzneimittel AG lapatinib 250 m comprimate administrare
Jos Arzneimittel AG 250 mg, filmomhulde tabletten P 9 filmate orald
Tarile de Stada Sorafenib Stada Arzneimittel sorafenib 400 m comprimate administrare
Jos Arzneimittel AG 400 mg, filmomhulde tabletten 9 filmate orald
Tarile de Stada Tadalafil Stada 10 mg, tadalafil 10 m comprimate administrare
Jos Arzneimittel AG filmomhulde tabletten 9 filmate orald
Tarile de Stada Tadalafil Stada 2,5 mg, tadalafil 25m comprimate administrare
Jos Arzneimittel AG filmomhulde tabletten ! 9 filmate orald
Tarile de Stada Ciastad 20 mg filmomhulde tadalafil 20 m comprimate administrare
Jos Arzneimittel AG tabletten 9 filmate orald
Tarile de Stada Tadalafil Stada 20 mg, ) comprimate administrare
Jos Arzneimittel AG filmomhulde tabletten tadalafil 20 mg filmate orald
Tarile de Stada Tadalafil Stada 5 mg, tadalafil 5m comprimate administrare
Jos Arzneimittel AG filmomhulde tabletten 9 filmate orala
Tarile de Teva GmbH I?eferaswox Teva 900 mg, deferasirox 900 mg c_omprlmate adenlstrare
Jos filmomhulde tabletten filmate orala

< Umedica . . . o
Tarile de Netherlands Carbamazepine Umedica 100 Sarbamazepln 100 mg comprimate adenlstrare
Jos BV mg, tabletten a orala

v Umedica . . . .
Tarile de Netherlands Carbamazepine Umedica 200 Earbamazepln 200 mg comprimate admvlnlstrare
Jos mg, tabletten a orala

B.V.
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Tarile de Hgﬁgircl:nds Carbamazepine Umedica 400 carbamazepin 400 m comprimate administrare
Jos B.V mg, tabletten a 9 P orald

< Umedica - . . -
Tarile de Netherlands I?eferaswox Umedica 180 mg deferasirox 180 mg c_omprlmate adenlstrare
Jos B.V filmomhulde tabletten filmate orala

v Umedica . . . .
Tarile de Netherlands I?eferaswox Umedica 360 mg deferasirox 360 mg gomprlmate admvlnlstrare
Jos B.V filmomhulde tabletten filmate orala
Tarile de “gﬁce“r(l::nds Deferasirox Umedica 90 mg deferasirox 90 m comprimate administrare
Jos B.V filmomhulde tabletten 9 filmate orald

< Umedica - ) . . -
Tarile de Netherlands S_,lldenaﬁl Umedica 100 mg sildenafil 100 mg c_omprlmate admvlnlstrare
Jos BV filmomhulde tabletten filmate orala

v Umedica . . . . .
Tarile de Netherlands S_.lldenafll Umedica 20 mg sildenafil 20 mg c_omprlmate admvlnlstrare
Jos B.V filmomhulde tabletten filmate orala

< Umedica . . . . -
Tarile de Netherlands Slldenafll Umedica 25 mg sildenafil 25 mg qomprlmate admvlnlstrare
Jos B.V filmomhulde tabletten filmate orala

" Umedica . ) . - -
Tarile de Netherlands S_lldenafll Umedica 50 mg sildenafil 50 mg c_omprlmate adenlstrare
Jos B.V filmomhulde tabletten filmate orala

v Umedica . . . .
Tarile de Netherlands Tadalafll Umedica 10 mg tadalafil 10 mg c_omprlmate admvlnlstrare
Jos BV filmomhulde tabletten filmate orala

v Umedica . . . .
Tarile de Netherlands Tadalafll Umedica 20 mg tadalafil 20 mg gomprlmate admvlnlstrare
Jos filmomhulde tabletten filmate orala

B.V.
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. Umedica ) . . -
Tarile de Tadalafil Umedica 5 mg ) comprimate administrare
Jos ge&herlands filmomhulde tabletten tadalafil > mg filmate orald
Tarile de Zentiva k.s. I?arunawr Zentiva 400 mg, darunavir 400 mg c_omprlmate adenlstrare
Jos filmomhulde tabletten filmate orala
Tarile de Zentiva k.s. I?arunawr Zentiva 600 mg, darunavir 600 mg gomprlmate admvlnlstrare
Jos filmomhulde tabletten filmate orala
Tarile de . Darunavir Zentiva 800 mg, . comprimate administrare
Jos Zentiva k.s. filmomhulde tabletten darunavir 800 mg filmate orald
Tarile de Aurobindo Furosemide Aurobindo 500 mg, furosemids 500 m comprimate administrare
Jos Pharma B.V. tabletten 9 P orald
Tarile de Aurobindo Trazodon HCI Aurobindo 100 trazodons 100 m comprimate administrare
Jos Pharma B.V. mg, filmomhulde tabletten 9 filmate orald
Tarile de . Eltrombopag Devatis 12,5 mg comprimate administrare
Jos Devatis GmbH filmomhulde tabletten eltrombopag 12,5 mg filmate orald
Tarile de . Eltrombopag Devatis 25 mg comprimate administrare
Jos Devatis GmbH filmomhulde tabletten eltrombopag 25 mg filmate orald
Tarile de . Eltrombopag Devatis 50 mg comprimate administrare
Jos Devatis GmbH filmomhulde tabletten eltrombopag >0 mg filmate orald
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Tarile de . Eltrombopag Devatis 75 mg comprimate administrare
Jos Devatis GmbH filmomhulde tabletten eltrombopag 75 mg filmate orala
Tarile de Focus Care - Amantadine HCI 100 mg Focus - administrare
Pharmaceutical amantadina 100 mg capsule <
Jos SBV Care, harde capsules orala
Tarile de Focus Care . Methotrexaat 2,5 mg Focus comprimate administrare
Pharmaceutical . metotrexat 2,5mg . v
Jos SB.V Care, filmomhulde tabletten filmate orala
Tarile de Genepharm Tadalafil/Genepharm 20 mg ) comprimate administrare
Jos S.A. filmomhulde tablet tadalafil 20 mg filmate orald
. Generis - - . " o
Tarile de AL Teriflunomide Aurobindo 14 . - comprimate administrare
; Farmacéutica, - teriflunomida 14 mg . v
Jos S A mg, filmomhulde tabletten filmate orala
Tarile de Innovis Pharma | Renofrin 375 mg, tablet met - co_mpnmate cu administrare
. ranolazina 375 mg eliberare <
Jos S.A. verlengde afgifte Sy orala
prelungita
Tarile de Innovis Pharma | Renofrin 500 mg, tablet met - co_mpnmate cu administrare
. ranolazina 500 mg eliberare v
Jos S.A. verlengde afgifte - orala
prelungita
Tarile de Innovis Pharma | Renofrin 750 mg, tablet met _ cqmprlmate cu administrare
. ranolazina 750 mg eliberare v
Jos S.A. verlengde afgifte - orala
prelungita
Pharos
Tarile de Pharmaceutical | Nilotinib PharOS 150 mg, harde S administrare
. nilotinib 150 mg capsule <
Jos Oriented capsules orala
Services Ltd.
Pharos
Tarile de Pharmaceutical | Nilotinib PharOS 150 mg, harde S administrare
. nilotinib 150 mg capsule ¥
Jos Oriented capsules orala

Services Ltd.
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Pharos
Tarile de Pharmaceutical | Nilotinib PharOS 200 mg, harde S administrare
) nilotinib 200 mg capsule v
Jos Oriented capsules orala
Services Ltd.
Pharos
Tarile de Ph_armaceutlcal Nilotinib PharOS 200 mg, harde nilotinib 200 mg capsule admvlnlstrare
Jos Oriented capsules orala
Services Ltd.
Pharos
Tarile de Pharmaceutical | Nilotinib PharOS 50 mg, harde S administrare
. nilotinib 50 mg capsule %
Jos Oriented capsules orala
Services Ltd.
Tarile de Umedica Oxcarbazepine Umedica 150 . comprimate administrare
Netherlands - oxcarbazepina | 150 mg . v
Jos B.V mg filmomhulde tabletten filmate orala
Tarile de Umedica Oxcarbazepine Umedica 300 A comprimate administrare
Netherlands - oxcarbazepina | 300 mg . <
Jos BV mg filmomhulde tabletten filmate orala
Tarile de Umedica Oxcarbazepine Umedica 600 - comprimate administrare
Netherlands ) oxcarbazepina | 600 mg . v
Jos B.V mg filmomhulde tabletten filmate orala
Tarile de Viatris Limited Nilotinib Viatris 150 mg, harde nilotinib 150 mg capsule adenlstrare
Jos capsules orala
Tarile de Viatris Limited Nilotinib Viatris 200 mg, harde nilotinib 200 mg capsule adenlstrare
Jos capsules orala
Regatul Accord
Unit Trospium 20 mg film-coated . comprimate administrare
Healthcare trospium 20 mg . ”
(Irlanda Limited tablets filmate orala
de Nord)
Regatul
Unit Accord UK Phenytoin Sodium NRIM 100 fenitoina administrare
o s 100 mg capsule <
(Irlanda Limited mg capsules sodica orala
de Nord)
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Eﬁ?tatm Activase administrare
Pharmaceutical Carbimazole 20 mg tablets carbimazol 20 mg comprimate v

(Irlanda . orala
s Limited

de Nord)

Ei(i;'tatUI Activase administrare
Pharmaceutical Carbimazole 5 mg tablets carbimazol 5 mg comprimate ”

(Irlanda . orala
s Limited

de Nord)

Regatul

Unit Avianta Tadalafil 10 mg film-coated tadalafil 10 m comprimate administrare

(Irlanda Pharma Limited tablets 9 filmate orala

de Nord)

Regatul

Unit Avianta Tadalafil 2.5 mg film-coated tadalafil 25m comprimate administrare

(Irlanda Pharma Limited tablets ! 9 filmate orala

de Nord)

Regatul

Unit Avianta Tadalafil 20 mg film-coated ) comprimate administrare

(Irlanda Pharma Limited tablets tadalafil 20 mg filmate orala

de Nord)

Regatul

Unit Avianta Tadalafil 5 mg film-coated tadalafil 5m comprimate administrare

(Irlanda Pharma Limited tablets 9 filmate orald

de Nord)

Regatul Baxter

Unit Propofol 10 mg/ml emulsion for emulsie pentru administrare
Healthcare LT - propofol 10 mg/ml N ; - =

(Irlanda . injection/infusion injectie/perfuzie intravenoasa
Limited

de Nord)

Regatul Baxter

Unit Propofol 20 mg/ml emulsion for emulsie pentru administrare
Healthcare L : propofol 20 mg/ml L ] . <

(Irlanda L injection/infusion injectie/perfuzie intravenoasa
Limited

de Nord)

Regatul

Unit BRILLPHARMA Amlodipine 1mg/ml, oral amlodipin 1 mg/ml solutie orald administrare

(Irlanda LIMITED solution P 9 ’ orala

de Nord)
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Regatul
Unit Brillpharma Gabapentin 50 mg/ml oral Ly . v administrare
(Irlanda Limited solution gabapentina 50 mg/ml solutie orala orala
de Nord)
Regatul . .
Unit Brillpharma Ox_ybutynm Hydrochloride I 2,5mg/5m . v administrare
L Brillpharma 2,5 mg/ 5 ml oral oxibutinina solutie orala <
(Irlanda Limited . I orala
solution
de Nord)
Regatul . .
Unit Brillpharma Ox_ybutynln Hydrochloride I . v administrare
P Brillpharma 5 mg/ 5 ml oral oxibutinina 5 mg/5 ml solutie orala %
(Irlanda Limited . orala
solution
de Nord)
Regatul
Unit Brillpharma Prednisolone 2,5 mg gastro- rednisolon 25m comprimate administrare
(Irlanda Limited resitant tablets P ! 9 gastrorezistente orald
de Nord)
Regatul
Unit Brillpharma Prednisolone 5 mg gastro- rednisolon 5m comprimate administrare
(Irlanda Limited resitant tablets P 9 gastrorezistente orala
de Nord)
Regatul
Unit Brillpharma Solifenacin succinate 1 mg/ml . - . " administrare
P . solifenacina 1 mg/ml solutie orala %
(Irlanda Limited oral solution orala
de Nord)
Regatul .
Unit Bristol . Amlodipine Bristol Lab 2,5 mg — . administrare
Laboratories amlodipina 2,5mg comprimate v
(Irlanda Limited tablets orala
de Nord)
Regatul .
Unit Bristol . Carbocisteine 375 mg capsules, T administrare
Laboratories carbocisteina 375 mg capsule v
(Irlanda Limited hard orala
de Nord)
E(ra\?tatm Bristol administrare
Laboratories Hydrocortisone 10 mg tablets hidrocortizon 10 mg comprimate ”
(Irlanda Limited orala
de Nord)
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Regatul .

Unit Bristol . . . . . administrare
Laboratories Hydrocortisone 20 mg tablets hidrocortizon 20 mg comprimate v

(Irlanda Limited orala

de Nord)

Regatul .

- Bristol -

Unit Laboratories Ibuprofen 200 mg soft capsules | ibuprofen 200 mg capsule moi adenlstrare

(Irlanda Limited orala

de Nord)

Regatul .

Unit Bristol . . isosorbid . administrare
Laboratories Angitate 10 mg tablets . 10 mg comprimate v

(Irlanda Limited mononitrat orala

de Nord)

Regatul .

Unit Bristol . Isosorbide Mononitrate 10 mg isosorbid . administrare
Laboratories . 10 mg comprimate <

(Irlanda Limited tablets mononitrat orala

de Nord)

Regatul .

Unit Bristol . . isosorbid . administrare
Laboratories Angitate 20 mg tablets . 20 mg comprimate v

(Irlanda Limited mononitrat orala

de Nord)

Regatul .

Unit Eanbsé?latories Isosorbide Mononitrate 20 mg isosorbid 20m comprimate administrare

(Irlanda Limited tablets mononitrat 9 P orald

de Nord)

Regatul .

Unit Bristol . . isosorbid . administrare
Laboratories Angitate 40 mg tablets . 40 mg comprimate v

(Irlanda Limited mononitrat orala

de Nord)

Regatul .

Unit Bristol . Isosorbide Mononitrate 40 mg isosorbid . administrare
Laboratories - 40 mg comprimate v

(Irlanda Limited tablets mononitrat orala

de Nord)

Regatul Bristol Nitrofurantoin Bristol . . -

Unit . - nitrofurantoin administrare
Laboratories Laboratories 100 mg capsules, v 100 mg capsule v

(Irlanda Limited hard a orala

de Nord)
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Regatul Bristol Nitrofurantoin Bristol . . -

Unit . - nitrofurantoin administrare
Laboratories Laboratories 50 mg capsules, " 50 mg capsule ”

(Irlanda S a orala
Limited hard

de Nord)

Regatul .

Unit Bristol . Olanzapine 10 mg film-coated I comprimate administrare
Laboratories olanzapina 10 mg . v

(Irlanda Limited tablets filmate orala

de Nord)

Regatul .

; Bristol . . . .

Unit Laboratories Olanzapine 15 mg film-coated olanzapind 15 mg c_omprlmate admvlnlstrare

(Irlanda Limited tablets filmate orala

de Nord)

Regatul .

Unit Bristol . Olanzapine 2,5 mg film-coated - comprimate administrare
Laboratories olanzapina 2,5mg . v

(Irlanda Limited tablets filmate orala

de Nord)

Regatul .

Unit Bristol . Olanzapine 20 mg film-coated _ comprimate administrare
Laboratories olanzapina 20 mg - v

(Irlanda Limited tablets filmate orala

de Nord)

Regatul .

Unit Bristol . Olanzapine 5 mg film-coated sy comprimate administrare
Laboratories olanzapina 5 mg . v

(Irlanda Limited tablets filmate orala

de Nord)

Regatul .

Unit Bristol . Olanzapine 7,5 mg film-coated _ comprimate administrare
Laboratories olanzapina 7,5 mg - <

(Irlanda Limited tablets filmate orala

de Nord)

Regatul .

Unit Bristol . Prednisolone 2,5 mg gastro- . comprimate administrare
Laboratories ) prednisolon 2,5mg . v

(Irlanda Limited resitant tablets gastrorezistente orala

de Nord)

Regatul .

Unit Bristol . Prednisolone 5 mg gastro- . comprimate administrare
Laboratories - prednisolon 5 mg ; <

(Irlanda Limited resitant tablets gastrorezistente orala

de Nord)
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Regatul Bristol

Unit . Trazodone Hydrochloride 100 v administrare
Laboratories trazodona 100 mg capsule <

(Irlanda . mg capsules, hard orala
Limited

de Nord)

Regatul Bristol

Unit . Trazodone Hydrochloride 150 v comprimate administrare
Laboratories trazodona 150 mg . v

(Irlanda S mg capsules, hard filmate orala
Limited

de Nord)

Regatul Bristol

Unit . Trazodone Hydrochloride 50 mg v administrare
Laboratories trazodona 50 mg capsule <

(Irlanda . capsules, hard orala
Limited

de Nord)

Regatul

Unit Brown & Burk . . R administrare

(Irlanda UK Limited Lymecycline 408 mg capsules limeciclina 408 mg capsule oral3

de Nord)

Regatul

Unit Brown & Burk Nefopam Hydrochloride 30 mg nefopam 30 m comprimate administrare

(Irlanda UK Limited film-coated tablets P 9 filmate orald

de Nord)

Regatul

Unit Brown & Burk Phenoxymethylpenicillin 250 fenoximetilpen 250 m comprimate administrare

(Irlanda UK Limited mg film-coated tablets icilina 9 filmate orala

de Nord)

Regatul

Unit Clydesdale Tadalafil 10 mg film-coated tadalafil 10 m comprimate administrare

(Irlanda Pharma Ltd tablets 9 filmate orala

de Nord)

Regatul

Unit Clydesdale Tadalafil 2.5 mg film-coated tadalafil 25m comprimate administrare

(Irlanda Pharma Ltd tablets ! 9 filmate orald

de Nord)

Regatul

Unit Clydesdale Tadalafil 20 mg film-coated tadalafil 20 m comprimate administrare

(Irlanda Pharma Ltd tablets 9 filmate orala

de Nord)
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Regatul

Unit Clydesdale Tadalafil 5 mg film-coated tadalafil 5m comprimate administrare

(Irlanda Pharma Ltd tablets 9 filmate orala

de Nord)

Regatul

Unit Clydesdale . - . A . administrare

(Irlanda Pharma LTD Vildagliptin 50 mg tablets vildagliptina 50 mg comprimate orali

de Nord)

Regatul

Unit Crescent Atorvastatin 10 mg film-coated atorvastating 10 m comprimate administrare

(Irlanda Pharma Limited tablets 9 P orala

de Nord)

Regatul

Unit Crescent Atorvastatin 20 mg film-coated atorvastating 20m comprimate administrare

(Irlanda Pharma Limited tablets 9 P orala

de Nord)

Regatul

Unit Crescent Atorvastatin 40 mg film-coated . . administrare

(Irlanda Pharma Limited tablets atorvastatina 40 mg comprimate orala

de Nord)

Regatul

Unit Crescent Atorvastatin 80 mg film-coated atorvastating 80 m comprimate administrare

(Irlanda Pharma Limited tablets 9 P orald

de Nord)

Regatul

Unit Crescent Carbamazepine Crescent 100 carbamazepin 100 m comprimate administrare

(Irlanda Pharma Limited mg tablets a 9 P orala

de Nord)

Regatul

Unit Crescent Carbamazepine Crescent 200 carbamazepin 200 m comprimate administrare

(Irlanda Pharma Limited mg tablets a 9 P orala

de Nord)

Regatul

Unit Crescent Carbamazepine Crescent 400 carbamazepin 400 m comprimate administrare

(Irlanda Pharma Limited mg tablets a 9 P orala

de Nord)
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Regatul

Unit Crescent Lacosamide Crescent 100 mg lacosamids 100 mg comprimate administrare

(Irlanda Pharma Limited film-coated tablets filmate orala

de Nord)

Regatul

Unit Crescent Lacosamide Crescent 150 mg lacosamida 150 mg comprimate administrare

(Irlanda Pharma Limited film-coated tablets filmate orala

de Nord)

Regatul

Unit Crescent Lacosamide Crescent 200 mg lacosamids 200 mg comprimate administrare

(Irlanda Pharma Limited film-coated tablets filmate orala

de Nord)

Regatul

Unit Crescent Lacosamide Crescent 50 mg lacosamida 50 mg comprimate administrare

(Irlanda Pharma Limited film-coated tablets filmate orala

de Nord)

Regatul

Unit Crescent Posaconazole Crescent 40 . v administrare

(Irlanda Pharma Limited mg/ml oral suspension posaconazol 40 mg/mi suspensie orala orala

de Nord)

Regatul Dilacort 2,5 mg gastro-resistant

Unit Crescent tablets rednisolon 25m comprimate administrare

(Irlanda Pharma Limited Prednisolone 2,5 mg gastro- P ! 9 gastrorezistente orala

de Nord) resitant tablets

Regatul Dilacort 5 mg gastro-resistant

Unit Crescent tablets rednisolon 5m comprimate administrare

(Irlanda Pharma Limited Prednisolone 5 mg gastro- P 9 gastrorezistente orald

de Nord) resitant tablets

Regatul

Unit Crescent Tadalafil Crescent 10 mg film- tadalafil 10 mg comprimate administrare

(Irlanda Pharma Limited coated tablets filmate orala

de Nord)

Regatul

Unit Crescent Tadalafil Crescent 2.5 mg film- tadalafil 2,5 mg comprimate administrare

(Irlanda Pharma Limited coated tablets ! filmate orala

de Nord)
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Regatul

Unit Crescent Tadalafil Crescent 20 mg film- tadalafil 20 mg comprimate administrare
(Irlanda Pharma Limited coated tablets filmate orala

de Nord)

Regatul

Unit Crescent Tadalafil Crescent 5 mg film- tadalafil 5 mg comprimate administrare
(Irlanda Pharma Limited coated tablets filmate orala

de Nord)

Regatul

Unit Crescent Vildagliptin Crescent 50 mg vildaglipting 50 mg comprimate administrare
(Irlanda Pharma Limited tablets orala

de Nord)

Regatul

Unit C_yg_nus Pharma Carbimazole 20 mg tablets carbimazol 20 mg comprimate adenlstrare
(Irlanda Limited orala

de Nord)

Regatul

Unit C_yg_nus Pharma Carbimazole 5 mg tablets carbimazol 5 mg comprimate admv|n|strare
(Irlanda Limited orala

de Nord)

Regatul

tJII:II;nda Dawa Limited Loperamide 2 mg capsules loperamida 2 mg capsule ?)Sa'?gms”are
de Nord)

Regatul

Unit Dawa Limited Metronidazol_e 200 mg/ 5 ml metronidazol 200 mg/5 suspensie oral3 admvinistrare
(Irlanda oral suspencion ml orala

de Nord)

Regatul

Unit Dawa Limited Trazodone Hydrochloride 100 trazodons 100 mg capsule admvinistrare
(Irlanda mg capsules, hard orala

de Nord)

Regatul

Unit Dawa Limited Trazodone Hydrochloride 50 mg trazodona 50 mg capsule admjnistrare
(Irlanda capsules, hard orala

de Nord)
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Regatul . . . .

Unit Dr Reddy; Abaca\l/lr/ LamivudineE Dr: abacavir/lamiv | 600 mg/300 | comprimate administrare
Laboratories Reddy's 600 mg/300 mg film- - . <

(Irlanda L udina mg filmate orala
(EU) Limited coated tablets

de Nord)

Regatul .

Unit Dr Reddy; Atazanavir Dr. Reddy's 200 mg . administrare
Laboratories atazanavir 200 mg capsule ”

(Irlanda - capsules, hard orala
(UK) Limited

de Nord)

Regatul

; Dr Reddy's . . -

Unit Laboratories Atazanavir Dr. Reddy's 300 mg atazanavir 300 mg capsule admvlnlstrare

(Irlanda S capsules, hard orala
(UK) Limited

de Nord)

pegatl | pr Reddy's . administrare

(Irlanda Laboratories Dapsone 50 mg tablets dapsona 50 mg comprimate oral3

de Nord) (UK) Limited

Regatul . Efavirenz/ Emtricitabine/ .

Unit Dr Reddy_s Tenofovir Disoproxil Dr. Reddy's _ef_avn'_erlz/emtr 600 mg/200 comprimate administrare
Laboratories - icitabina/tenof mg/245 m . v

(Irlanda (UK) Limited 600 mg/200 mg/245 mg film- ovir filmate orala

de Nord) coated tablets 9

Regatul '

Unit Dr Reddy; Posaconazole Dr. Reddy's 40 . v administrare
Laboratories - posaconazol 40 mg/ml suspensie orala ”

(Irlanda - mg/ml oral suspension orala
(UK) Limited

de Nord)

Regatul

Unit Focus . . ) . ) . administrare
Pharmaceutical Ciprofibrate 100 mg tablet ciprofibrat 100 mg comprimate v

(Irlanda s Limited orala

de Nord)

E?\igtatm Focus . administrare
Pharmaceutical Fluoxetine 60 mg capsules fluoxetina 60 mg capsule v

(Irlanda s Limited orala

de Nord)
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Regatul

Unit Generics (UK) Erlotinib 100 mg film-coated erlotinib 100 mg comprimate administrare

(Irlanda Limited tablets filmate orala

de Nord)

Regatul

Unit Generics (UK) Erlotinib 150 mg film-coated erlotinib 150 mg comprimate administrare

(Irlanda Limited tablets filmate orala

de Nord)

Regatul

Unit GENERICS Erlotinib Mylan 150 mg film- erlotinib 150 mg comprimate administrare

(Irlanda (UK) LIMITED coated tablets filmate orala

de Nord)

Regatul

Unit Generics (UK) Erlotinib 25 mg film-coated erlotinib 25 mg comprimate administrare

(Irlanda Limited tablets filmate orala

de Nord)

Regatul

Unit Generics (UK) Nortriptyline 10 mg film-coated S comprimate administrare

(Irlanda Limited tablets nortriptiling 10 mg filmate orala

de Nord)

Regatul

Unit Generics (UK) Nortriptyline 25 mg film-coated nortriptiling 25 mg comprimate administrare

(Irlanda Limited tablets filmate orald

de Nord)

Regatul

Unit Generics (UK) Nortriptyline 50 mg film-coated nortriptiling 50 mg comprimate administrare

(Irlanda Limited tablets filmate orala

de Nord)

Regatul Glenmark

Unit Pharmaceutical Erlotinib Glenmark 100 mg erlotinib 100 mg comprimate administrare

(Irlanda s Europe film-coated tablets filmate orald

de Nord) Limited

Regatul Glenmark

Unit Pharmaceutical Erlotinib Glenmark 150 mg erlotinib 150 mg comprimate administrare

(Irlanda s Europe film-coated tablets filmate orala

de Nord) Limited
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Regatul Glenmark

Unit Pharmaceutical Erlotinib Glenmark 25 mg film- erlotinib 25 m comprimate administrare

(Irlanda s Europe coated tablets 9 filmate orala

de Nord) Limited

Regatul

Unit Kent . OTC Concepts Diarrhoea Relief Sy administrare
Pharmaceutical loperamida 2 mg capsule ”

(Irlanda s Limited 2 mg capsules, hard orala

de Nord)

Regatul

Unit Key . Alimemazine Tartrate 10mg . - comprimate administrare
Pharmaceutical . alimemazina 10 mg . <

(Irlanda s Limited film-coated tablets filmate orala

de Nord)

Regatul

Unit Key . I S - administrare
Pharmaceutical Ezetimibe 10mg tablets ezetimib 10 mg comprimate <

(Irlanda s Limited orala

de Nord)

Regatul .

- Lyrus Life . . . . o

Unit Sciences Nltrofura_mtom 25 mg/5 ml Oral Ultrofurantom 25 mg/5 ml | suspensie oral admvlnlstrare

(Irlanda Limted suspension a orala

de Nord)

Regatul .

Unit ;g:sclgge Nitrofurantoin 50 mg/5 ml Oral nitrofurantoin 50 ma/5 ml | suspensie orald administrare

(Irlanda Limted suspension a 9 P orald

de Nord)

Sﬁig!catm Lyrus Life administrare
Sciences Lymecycline 408 mg capsule limeciclina 408 mg capsule v

(Irlanda Limted orala

de Nord)

Regatul .

Unit Lyrus Life Mebeverine Hydrochloride _ . administrare

Sciences mebeverina 135 mg comprimate ”

(Irlanda Limted 135mg tablets orala

de Nord)

Regatul

Unit Manx Amantadine Hydrochloride Ly administrare
Healthcare amantadina 100 mg capsule <

(Irlanda Limited 100mg capsules, hard orala

de Nord)
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Regatul

Unit Milpharm Anastrozole 1 mg film-coated anastrozol 1 mg comprimate administrare

(Irlanda Limited tablets filmate orala

de Nord)

Regatul

Unit Milpharm Bosentan Milpharm 125 mg bosentan 125 mg comprimate administrare

(Irlanda Limited film-coated tablet filmate orala

de Nord)

Regatul

Unit Milpharm Bosentan Milpharm 62,5 mg bosentan 62,5 mg comprimate administrare

(Irlanda Limited film-coated tablet ! filmate orala

de Nord)

Regatul

Unit Milpharm Leflunomide 10 mg film-coated leflunomids 10 mg comprimate administrare

(Irlanda Limited tablets filmate orala

de Nord)

Regatul comprimate cu

Unit Milpharm Nevirapine Milpharm 400 mg neviraping 400 mg cliberare administrare

(Irlanda Limited prolonged-release tablets - orala

prelungita

de Nord)

Regatul

Unit Milpharm Olanzapine 10 mg olanzaping comprimate administrare

(Irlanda Limited orodispersible tablets 10 mg orodispersabile orald

de Nord)

Regatul

Unit Milpharm Olanzapine Milpharm 5 mg olanzaping comprimate administrare

(Irlanda Limited tablets 5 mg orala

de Nord)

Regatul

Unit Milpharm Olanzapine Milpharm 10 mg olanzaping 10 mg comprimate administrare

(Irlanda Limited tablets orald

de Nord)

Regatul

Unit Milpharm Olanzapine 15 mg olanzaping 15 mg comprimate administrare

(Irlanda Limited orodispersible tablets orodispersabile orala

de Nord)
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Regatul

Unit Milpharm Olanzapine Milpharm 15 mg olanzapini 15 m comprimate administrare

(Irlanda Limited tablets P 9 P orala

de Nord)

Regatul

Unit Milpharm Olanzapine Milpharm 2,5 mg olanzapin 25m comprimate administrare

(Irlanda Limited tablets P ! 9 P orala

de Nord)

Regatul

Unit Milpharm Olanzapine 20 mg olanzapini 20m comprimate administrare

(Irlanda Limited orodispersible tablets P 9 orodispersabile orala

de Nord)

Regatul

Unit Milpharm Olanzapine Milpharm 20 mg olanzapin 20 m comprimate administrare

(Irlanda Limited tablets P 9 P orala

de Nord)

Regatul

Unit Milpharm Olanzapine 5 mg orodispersible _ comprimate administrare

(Irlanda Limited tablets olanzapina > Mg orodispersabile orala

de Nord)

Regatul

Unit Milpharm Olanzapine Milpharm 7,5 mg olanzapin 75m comprimate administrare

(Irlanda Limited tablets P > Mg P orald

de Nord)

Regatul L

Unit Morningside Amantadine Hydrochloride - administrare
Healthcare amantadina 100 mg capsule v

(Irlanda Limited 100mg capsules, hard orala

de Nord)

Regatul L

Unit Morningside Carbimazole 10 mg tablets / . . administrare
Healthcare carbimazol 10 mg comprimate v

(Irlanda Limited Reduzol 10 mg tablets orala

de Nord)

Regatul L

Unit Morningside Carbimazole 20 mg tablets / . . administrare
Healthcare carbimazol 20 mg comprimate v

(Irlanda Limited Reduzol 20 mg tablets orala

de Nord)
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Regatul L

Unit Morningside Carbimazole 5 mg tablets / . . administrare
Healthcare carbimazol 5 mg comprimate v

(Irlanda Limited Reduzol 5 mg tablets orala

de Nord)

Regatul L

Unit Morningside Clindamycin 150 mg capsules, . R administrare
Healthcare clindamicina 150 mg capsule ”

(Irlanda Limited hard orala

de Nord)

Regatul L

Unit Morningside Clindamycin 300 mg capsules, . R administrare
Healthcare clindamicina 300 mg capsule <

(Irlanda Limited hard orala

de Nord)

Regatul L

Unit Morningside Clindamycin 600 mg capsules, . - administrare
Healthcare clindamicina 600 mg capsule <

(Irlanda Limited hard orala

de Nord)

Eﬁ%catm Morningside v . administrare
Healthcare Dapsone 100 mg tablets dapsona 100 mg comprimate v

(Irlanda Limited orala

de Nord)

Eﬁ%ﬂatm Morningside administrare
Healthcare Dapsone 50 mg tablets dapsona 50 mg comprimate <

(Irlanda Limited orala

de Nord)

E?\?tatm Morningside " administrare
Healthcare Dexamethasone 0,5 mg tablets | dexametazona | 0,5 mg comprimate v

(Irlanda Limited orala

de Nord)

Ei(i;'tatUI Morningside administrare
Healthcare Dexamethasone 2 mg tablets dexametazona | 2 mg comprimate v

(Irlanda Limited orala

de Nord)

E?\?tatm Morningside administrare
Healthcare Doxepin 10 mg capsules doxepind 10 mg capsule v

(Irlanda Limited orala

de Nord)
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Regatul L

Unit Morningside . . administrare
Healthcare Doxepin 25 mg capsules doxepina 25 mg capsule <

(Irlanda Limited orala

de Nord)

Regatul L

Unit Morningside . - administrare
Healthcare Doxepin 50 mg capsules doxepina 50 mg capsule ”

(Irlanda Limited orala

de Nord)

Regatul Morningside Hisone 10 mg dispersable .

Unit ; . . . administrare
Healthcare tablets / Hydrocortisone 10 mg | hidrocortizon 10 mg comprimate <

(Irlanda L ] : orala
Limited Dispersible Tablets

de Nord)

Regatul L

- Morningside -

Unit Healthcare Hydrocortisone 10 mg tablets hidrocortizon 10 mg comprimate admvlnlstrare

(Irlanda Limited orala

de Nord)

Regatul Morningside Hisone 20 mg dispersable .

Unit ; . . . administrare
Healthcare tablets / Hydrocortisone 20 mg | hidrocortizon 20 mg comprimate v

(Irlanda S - ! orala
Limited Dispersible Tablets

de Nord)

Regatul L

Unit Morningside . . . . administrare
Healthcare Hydrocortisone 20 mg tablets hidrocortizon 20 mg comprimate v

(Irlanda Limited orala

de Nord)

Regatul Morningside Hisone 5 mg dispersable tablets -

Unit ; . . . administrare
Healthcare / Hydrocortisone 5 mg hidrocortizon 5 mg comprimate <

(Irlanda . . . orala
Limited Dispersible Tablets

de Nord)

Regatul .

Unit Morningside Levomepromazine Maleate 100 | levomepromaz . administrare
Healthcare - 100 mg comprimate v

(Irlanda Limited mg tablets ina orala

de Nord)
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Regatul L

Unit Morningside Levomepromazine Maleate 25 levomepromaz . administrare
Healthcare - 25 mg comprimate v

(Irlanda Limited mg tablets ina orala

de Nord)

Regatul L

Unit Morningside Levomepromazine Maleate 50 levomepromaz . administrare
Healthcare - 50 mg comprimate ”

(Irlanda Limited mg tablets ina orala

de Nord)

Regatul L

Unit Morningside Levomepromazine Maleate 6 levomepromaz . administrare
Healthcare - 6 mg comprimate v

(Irlanda Limited mg tablets ina orala

de Nord)

Regatul L

Unit Morningside Lymecycline 408 mg capsules, . T administrare
Healthcare limeciclina 408 mg capsule <

(Irlanda Limited hard orala

de Nord)

Regatul L

; Morningside . . . .

Unit Healthcare Mebe_:verlne Hydrochloride 135 mebeverini 135 mg c_omprlmate admvlnlstrare

(Irlanda Limited mg film-coated tablets filmate orala

de Nord)

Regatul L

Unit mgarﬂlr?g:r':e Mebeverine Hydrochloride IBS mebevering 135 m comprimate administrare

(Irlanda Limited 135 mg film-coated tablets 9 filmate orald

de Nord)

Regatul - .

Unit Morningside Bolamyn SR 750 mg prolonged- . cqmprlmate cu administrare
Healthcare metformina 750 mg eliberare <

(Irlanda Limited release tablet relungits orala

de Nord) P 9

Regatul Morningside comprimate cu -

Unit Metabet SR 750 mg prolonged- - . administrare
Healthcare metformina 750 mg eliberare v

(Irlanda Limited release tablet relungits orala

de Nord) p 9

Regatul L .

Unit Morningside Metformin 750 mg prolonged- _ cqmprlmate cu administrare
Healthcare metformina 750 mg eliberare <

(Irlanda . release tablet sy orala
Limited prelungita

de Nord)
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Regatul Morningside comprimate cu -

Unit Sukkarto SR 750 mg . . administrare
Healthcare metformina 750 mg eliberare v

(Irlanda L prolonged-release tablet sy orala
Limited prelungita

de Nord)

Regatul L

Unit Morningside Metronidazole 200 mg/ 5 ml . 200 mg/5 . v administrare
Healthcare . metronidazol suspensie orala v

(Irlanda Limited oral suspencion mil orala

de Nord)

Regatul L

Unit Morningside Posaconazole 40 mg/ml oral . < administrare
Healthcare . posaconazol 40 mg/ml suspensie orala v

(Irlanda Limited suspension orala

de Nord)

Regatul L

Unit Morningside Marol 100 mg prolonged- capsule cu administrare
Healthcare tramadol 100 mg eliberare <

(Irlanda Limited release capsules relunaits orala

de Nord) p g

Eﬁig!catul Morningside Tramadol Hydrochloride capsule cu administrare

(Irlanda Healthcare Morningside 100 mg prolonged- | tramadol 100 mg eliberare oral3

de Nord) Limited release capsules prelungita

Regatul Morningside capsule cu -

Unit Marol 150 mg prolonged- ! administrare
Healthcare tramadol 150 mg eliberare v

(Irlanda Limited release capsules relungits orala

de Nord) p g

Eﬁﬁatm Morningside Tramadol Hydrochloride capsule cu administrare

(Irlanda Healthcare Morningside 150 mg prolonged- | tramadol 150 mg eliberare orald

de Nord) Limited release capsules prelungita

Regatul Morningside capsule cu -

Unit Marol 200 mg prolonged- . administrare
Healthcare tramadol 200 mg eliberare v

(Irlanda Limited release capsules relunaits orala

de Nord) P g

Eﬁ?tatul Morningside Tramadol Hydrochloride capsule cu administrare

(Irlanda Healthcare Morningside 200 mg prolonged- | tramadol 200 mg eliberare orali

de Nord) Limited release capsules prelungita
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Regatul Morningside capsule cu .

Unit Marol 50 mg prolonged-release . administrare
Healthcare tramadol 50 mg eliberare v

(Irlanda Limited capsules relungits orala

de Nord) P 9

Regatul Morningside Tramadol Hydrochloride capsule cu .

Unit . . . administrare

(Irlanda H.eallthcare Morningside 50 mg prolonged- tramadol 50 mg ellberar_ev orald

de Nord) Limited release capsules prelungita

Eﬁ%catm Morningside v administrare
Healthcare Trifluoperazine 1 mg tablets trifluoperazina | 1 mg comprimate v

(Irlanda Limited orala

de Nord)

Ei?tatm Morningside administrare
Healthcare Trifluoperazine 2 mg tablets trifluoperazina | 2 mg comprimate <

(Irlanda Limited orala

de Nord)

Regatul Morningside L

Unit . . . Ly . administrare
Healthcare Trifluoperazine 5 mg tablets trifluoperazina | 5 mg comprimate v

(Irlanda Limited orala

de Nord)

Ei?tatm Morningside administrare
Healthcare Vildagliptin 50 mg tablets vildagliptina 50 mg comprimate <

(Irlanda Limited orala

de Nord)

Regatul Neon

Unit Posaconazole 40 mg/ml oral . o administrare
Healthcare ) posaconazol 40 mg/ml suspensie orala <

(Irlanda Limited suspension orala

de Nord)

Regatul

Unit Northumbria Tadalafil 10 mg film-coated tadalafil 10 m comprimate administrare

(Irlanda Pharma Limited tablets 9 filmate orald

de Nord)

190




Detinatorul

Statul P

membru autorizatiei Solicitantul Denumirea medicamentului DCI _Concentra; Forma i Cale? f’e
de punere pe ia farmaceutica administrare

al SEE piats

Regatul

Unit Northumbria Tadalafil 20 mg film-coated tadalafil 20m comprimate administrare

(Irlanda Pharma Limited tablets 9 filmate orala

de Nord)

Regatul

Unit Northumbria Tadalafil 5 mg film-coated tadalafil 5m comprimate administrare

(Irlanda Pharma Limited tablets 9 filmate orala

de Nord)

Regatul .

Unit No_umed Life Alimemazine Tartrate 10mg . _— comprimate administrare
Sciences . alimemazina 10 mg . <

(Irlanda Limited film-coated tablets filmate orala

de Nord)

Regatul .

Unit No'umed Life Colchicine 500 micrograms R . administrare
Sciences colchicina 0,5 mg comprimate <

(Irlanda Limited tablets orala

de Nord)

Regatul .

- Noumed Life ) o

Unit Sciences Methocarbamol 750 mg film- metocarbamol | 750 mg comprimate admvlnlstrare

(Irlanda Limited coated tablet orala

de Nord)

Regatul

Unit Relonchem Sildenafil 100 mg film-coated sildenafil 100 m comprimate administrare

(Irlanda Limited tablets 9 filmate orald

de Nord)

Regatul

Unit Relonchem Sildenafil 50 mg film-coated sildenafil 50 m comprimate administrare

(Irlanda Limited tablets 9 filmate orala

de Nord)

Regatul

Unit R.'a .Generlcs Carbimazole 20 mg tablets carbimazol 20 mg comprimate adenlstrare

(Irlanda Limited orala

de Nord)

Regatul

Unit R.'a _Generlcs Carbimazole 5 mg tablets carbimazol 5mg comprimate adenlstrare

(Irlanda Limited orala

de Nord)
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Regatul

Unit Ria Generics Colchicine 500 micrograms colchicin 0.5m comprimate administrare

(Irlanda Limited tablets ! 9 P orala

de Nord)

Regatul

Unit Sandoz Limited Atazanavir Sandoz 100 mg atazanavir 100 mg capsule adenlstrare

(Irlanda capsule, hard orala

de Nord)

Regatul

Unit Sandoz Limited Atazanavir Sandoz 150 mg atazanavir 150 mg capsule admvlnlstrare

(Irlanda capsule, hard orala

de Nord)

Regatul

Unit Sandoz Limited Atazanavir Sandoz 200 mg atazanavir 200 mg capsule admvlnlstrare

(Irlanda capsule, hard orala

de Nord)

Regatul

Unit Sandoz Limited Atazanavir Sandoz 300 mg atazanavir 300 mg capsule admvlnlstrare

(Irlanda capsule, hard orala

de Nord)

Regatul

Unit I Darunavir Sandoz 600 mg film- . comprimate administrare

(Irlanda Sandoz Limited coated tablets darunavir 600 mg filmate orald

de Nord)

Regatul

Unit Sandoz Limited Darunavir Sandoz 75 mg film- darunavir 75 mg c_omprlmate admvlnlstrare

(Irlanda coated tablets filmate orala

de Nord)

Regatul

Unit Sandoz Limited Darunavir Sandoz 800 mg film- darunavir 800 mg qomprlmate adenlstrare

(Irlanda coated tablets filmate orala

de Nord)
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Regatul Efavirenz/ Emtricitabine/ .
Unit - Tenofovir Disoproxil 600 'ef'avn'.erlz/emtr 600 mg/200 comprimate administrare
Sandoz Limited . icitabina/tenof mg/245 m . o

(Irlanda mg/200 mg/245 mg film- ovir g filmate orala

de Nord) coated tablets

Regatul

Unit . Erlotinib Sandoz 100 mg film- - comprimate administrare

(Irlanda Sandoz Limited coated tablets erlotinib 100 mg filmate orald

de Nord)

Regatul

Unit Sandoz Limited Erlotinib Sandoz 150 mg film- erlotinib 150 mg cpmprimate admvinistrare

(Irlanda coated tablets filmate orala

de Nord)

Regatul

Unit . Erlotinib Sandoz 25 mg film- - comprimate administrare

(Irlanda Sandoz Limited coated tablets erlotinib 25 mg filmate orala

de Nord)

Regatul Special

Unit Concept Loperamide 2 mg capsule, hard | loperamida 2m capsule administrare

(Irlanda Development P g cap ! P 9 P orald

de Nord) (UK) Limited

Regatul Special

%Irljllgnda gzcg?c?;ment Loperamide 2 mg capsule, hard | loperamida 2 mg capsule igggnlstrare

de Nord) (UK) Limited

Regatul Special

Unit Concept Metformin 1000 mg film-coated Ly comprimate administrare
metformina 1 000 mg . v

(Irlanda Development tablet filmate orala

de Nord) (UK) Limited

Regatul Special

Unit Concept Metformin 500 mg film-coated . comprimate administrare
metformina 500 mg . v

(Irlanda Development tablet filmate orala

de Nord) (UK) Limited
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Regatul Special
Unit Concept Metformin 850 mg film-coated Ly comprimate administrare
metformina 850 mg . "
(Irlanda Development tablet filmate orala
de Nord) (UK) Limited
Regatul Special capsule cu
Unit Concept Tramadol 50 mg capsules tramadol 50 mg eliberare adenlstrare
(Irlanda Development orala
de Nord) | (UK) Limited prelungita
Regatul
EJI?II;nda Eitnrﬁpé:ldhaven Dapsone 100 mg tablets dapsona 100 mg comprimate 2S:F§;n|strare
de Nord)
Regatul
EJII:II;nda Eitr;ai?eddhaven Dapsone 50 mg tablets dapsond 50 mg comprimate itlzlégnlstrare
de Nord)
Regatul
%I?;;nda Eitnrqaipézldhaven Lodiarex 2 mg capsules, hard loperamida 2 mg capsule 2S:Fé:n|strare
de Nord)
Regatul
Unit Strandhaven Midorine Hydrochloride 2,5 mg . . . administrare
(Irlanda Limited tablets midodrina 2,5 mg comprimate orald
de Nord)
Regatul
Unit Strandhaven Midorine Hydrochloride 5 mg midodring 5m comprimate administrare
(Irlanda Limited tablets 9 P orala
de Nord)
Regatul
Unit Strandhaven Pilocarpine Hydrochloride 5 mg ilocarpin 5m comprimate administrare
rlanda imite ilm-coated tablets ilmate orala
(Irland Limited fil ted tablet priocarp 9 filmat I35
de Nord)
Regatul
Unit Strandhaven Trazodone Hydrochloride 100 " administrare
P trazodona 100 mg capsule v
(Irlanda Limited mg capsules, hard orala
de Nord)
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Regatul

Unit Strandhaven Trazodone Hydrochloride 50 mg v administrare
o trazodona 50 mg capsule <

(Irlanda Limited capsules, hard orala

de Nord)

Regatul

Unit Strides Pharma . . ) administrare

(Irlanda UK Limited Carbimazole 20 mg tablets carbimazol 20 mg comprimate orali

de Nord)

Regatul

Unit Strides Pharma . . . administrare

(Irlanda UK Limited Carbimazole 5 mg tablets carbimazol 5 mg comprimate orali

de Nord)

Regatul

Unit Syri Limited D|pyr_|damole 200 mg/ 5ml oral dipiridamol 200 mg/5 suspensie oral3 admvlnlstrare

(Irlanda solution mil orala

de Nord)

Regatul

Unit S Oxybutynin Hydrochloride 2,5 I 2,5mg/5m . v administrare

(Irlanda Syri Limited ma/5 ml oral solution oxibutinina | solutie orala orald

de Nord)

Regatul

Unit Syri Limited Oxybutynin Hydroghlorlde > oxibutinina 5 mg/5 ml solutie orala adenlstrare

(Irlanda mg/5 ml oral solution orala

de Nord)

Regatul

Unit Teva UK A . v . administrare

(Irlanda Limited Primbital 250 mg tablets primidona 250 mg comprimate oral3

de Nord)

Regatul

Unit Teva UK s . " . administrare

(Irlanda Limited Primbital 50 mg tablets primidona 50 mg comprimate orald

de Nord)

Regatul

Unit Thornton & Deferasirox 900 mg film-coated deferasirox 900 m comprimate administrare

(Irlanda Ross Limited tablets 9 filmate orala

de Nord)
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Regatul

Unit Thornton & Lacosamide Stada 100 mg film- lacosamids 100 m comprimate administrare

(Irlanda Ross Limited coated tablets 9 filmate orala

de Nord)

Regatul

Unit Thornton & Lacosamide Stada 150 mg film- lacosamida 150 m comprimate administrare

(Irlanda Ross Limited coated tablets 9 filmate orala

de Nord)

Regatul

Unit Thornton & Lacosamide Stada 200 mg film- lacosamids 200 m comprimate administrare

(Irlanda Ross Limited coated tablets 9 filmate orala

de Nord)

Regatul

Unit Thornton & Lacosamide Stada 50 mg film- lacosamids 50 m comprimate administrare

(Irlanda Ross Limited coated tablets 9 filmate orala

de Nord)

Regatul

Unit Thornton & Posaconazole Thornton & Ross osaconazol 40 mg/ml suspensie oral3 administrare

(Irlanda Ross Limited 40 mg/ml oral suspension P 9 P orala

de Nord)

Sﬁig!catm Tillomed administrare
Laboratories Carbimazole 20 mg tablets carbimazol 20 mg comprimate v

(Irlanda Limited orala

de Nord)

Regatul Tillomed o

Unit . . . . administrare
Laboratories Carbimazole 5 mg tablets carbimazol 5 mg comprimate <

(Irlanda Limited orala

de Nord)

Regatul

Unit Umedica Sildenafil 100 mg film-coated sildenafil 100 m comprimate administrare

(Irlanda Limited tablets 9 filmate orald

de Nord)

Regatul

Unit Umedica Sildenafil 20 mg film-coated sildenafil 20 m comprimate administrare

(Irlanda Limited tablets 9 filmate orala

de Nord)
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Regatul
Unit Umedica Sildenafil 50 mg film-coated sildenafil 50 m comprimate administrare
(Irlanda Limited tablets 9 filmate orala
de Nord)
Regatul
ni medica adalafi mg film-coate ) comprimate administrare
Unit Umedi Tadalafil 10 fil ted tadalafil 10 m imat dminist
(Irlanda Limited tablets 9 filmate orala
de Nord)
Regatul
Unit Umedica Tadalafil Crescent 2.5 mg film- : comprimate administrare
tadalafil 2,5m
(Irlanda Limited coated tablets ! 9 filmate orala
de Nord)
Regatul
ni medica adalafi mg film-coate ) comprimate administrare
Unit Umedi Tadalafil 20 fil ted tadalafil 20m imat dminist
(Irlanda Limited tablets 9 filmate orala
de Nord)
Regatul
Unit Umedica Tadalafil 5 mg film-coated ) comprimate administrare
(Irlanda Limited tablets tadalafil > mg filmate orala
de Nord)
Regatul
tJII:II;nda Waymade PLC :gzgadp()sll?elzyﬂgizhlorlde 100 trazodona 100 mg capsule 2San|15|n|strare
de Nord)
Regatul
%I?:;nda Waymade PLC Iar;iz?:snehggéjrochlorlde >0 mg trazodona 50 mg capsule 3?:?5“'Strare
de Nord)
Regatul
Unit lest.a Pharma Acetazolamide 250 mg tablet acetazolamida | 250 mg comprimate adenlstrare
(Irlanda Limited orala
de Nord)
Regatul
Unit Zista Pharma Amantadine Hydrochloride amantading 100 m capsule administrare
(Irlanda Limited 100mg capsules, hard 9 P orald
de Nord)
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Regatul
Unit Zista Pharma . administrare
(Irlanda Limited Baclofen 10 mg tablets baclofen 10 mg comprimate orali
de Nord)
Regatul
Unit Zista Pharma Carbocisteine 375 mg capsules, carbocistein 375 m capsule administrare
(Irlanda Limited hard 9 P orala
de Nord)
Regatul
Unit Zista Pharma Trazodone Hydrochloride 100 trazodons 100 m capsule administrare
(Irlanda Limited mg capsules, hard 9 P orala
de Nord)
Regatul
Unit Zista Pharma Trazodone Hydrochloride 50 mg trazodons 50 m capsule administrare
(Irlanda Limited capsules, hard 9 P orala
de Nord)
Regatul Activase
Unit Pharmaceutical Gaba_pentm 50 mg/ml oral gabapentina 50 mg/ml solutie orala admv|n|strare
(Irlanda . solution orala
s Limited
de Nord)
Regatul
Unit Biovantic Betahistine Dihydrochloride 16 betahisting 16 m comprimate administrare
(Irlanda Pharma Limited | mg tablets 9 P orala
de Nord)
Regatul
Unit Biovantic Betahistine Dihydrochloride 24 betahisting 24 m comprimate administrare
(Irlanda Pharma Limited | mg tablets 9 P orala
de Nord)
Regatul
Unit Biovantic Betahistine Dihydrochloride 8 betahistin 8m comprimate administrare
(Irlanda Pharma Limited | mg tablets 9 P orala
de Nord)
Regatul
Unit BRILLPHARMA Amlodipine Bristol Lab 2.5mg amlodipin 25m comprimate administrare
(Irlanda LIMITED tablets P ! 9 P orala
de Nord)

198




Detinatorul

Statul P
membru autorizatiei Solicitantul Denumirea medicamentului DCI _Concentra; Forma i Cale? f’e
de punere pe ia farmaceutica administrare

al SEE piats

Regatul

Unit Brillpharma Ramipril 0.5 mg/ml oral T . v administrare

(Irlanda Limited solution ramipril 0,5 mg/ml solutie orala orala

de Nord)

Regatul

Unit Brillpharma o . . . v administrare

(Irlanda Limited Ramipril 1 mg/ml oral solution ramipril 1 mg/mi solutie orala oral3

de Nord)

Regatul Bristol

Unit . Amantadine Hydrochloride I administrare
Laboratories amantadina 100 mg capsule <

(Irlanda Limited 100mg capsules, hard orala

de Nord)

Regatul Bristol

Unit . Carbocisteine 375 mg capsules, sy administrare
Laboratories carbocisteina 375 mg capsule v

(Irlanda Limited hard orala

de Nord)

Regatul Bristol I

Unit Laboratories Hydrocortisone 2,5 mg tablets hidrocortizon 2,5 mg comprimate admvlnlstrare

(Irlanda Limited orala

de Nord)

Regatul Bristol -

Unit Laboratories Hydrocortisone 5 mg tablets hidrocortizon 5 mg comprimate admvlnlstrare

(Irlanda Limited orala

de Nord)

Regatul Bristol

Unit . . - administrare
Laboratories Brilloper 2 mg capsules, hard loperamida 2 mg capsule v

(Irlanda Limited orala

de Nord)

Regatul Bristol

Unit . Loperamide Hydrochloride 2 mg oy administrare
Laboratories loperamida 2 mg capsule v

(Irlanda Limited capsules, hard orala

de Nord)

Regatul Bristol .

Unit Laboratories Nortriptyline 10 mg tablets nortriptilind 10 mg comprimate adenlstrare

(Irlanda Limited orala

de Nord)
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Regatul Bristol -

Unit Laboratories Nortriptyline 25 mg tablets nortriptilind 25 mg comprimate admvlnlstrare

(Irlanda Limited orala

de Nord)

Regatul

Unit Cygnus Pharma . -~ administrare

(Irlanda Limited Loperamide 2 mg capsule, hard | loperamida 2 mg capsule oral3

de Nord)

Regatul

Unit Cygnus Pharma | Tramadol Hydrochloride 50 mg administrare

e tramadol 50 mg capsule <

(Irlanda Limited capsules, hard orala

de Nord)

Regatul

Unit Cygnus Pharma | Trazodone Hydrochloride 100 " administrare

R trazodona 100 mg capsule v

(Irlanda Limited mg capsules, hard orala

de Nord)

Regatul

Unit C_yg_nus Pharma | Trazodone Hydrochloride 50 mg trazodons 50 mg capsule admvlnlstrare

(Irlanda Limited capsules, hard orala

de Nord)

Regatul . .

Unit Dr Reddy's Ranolazine 375 mg prolonged- . cqmprlmate cu administrare
Laboratories ranolazina 375 mg eliberare v

(Irlanda (UK) Limited release tablets relundits orala

de Nord) P 9

Regatul ' i

Unit Dr Reddy_s Ranolazine 500 mg prolonged- _ cqmprlmate cu administrare
Laboratories ranolazina 500 mg eliberare <

(Irlanda (UK) Limited release tablets relungits orala

de Nord) P 9

Regatul . .

Unit Dr Reddy_s Ranolazine 750 mg prolonged- o co_mpnmate cu administrare
Laboratories ranolazina 750 mg eliberare v

(Irlanda (UK) Limited release tablets relungits orala

de Nord) p g

Regatul

Unit Genus . S S administrare
Pharmaceutical | Nilotinib 150 mg hard capsules | nilotinib 150 mg capsule <

(Irlanda s Limited orala

de Nord)
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Regatul

Unit Genus . P S administrare
Pharmaceutical | Nilotinib 200 mg hard capsules nilotinib 200 mg capsule v

(Irlanda . orala
s Limited

de Nord)

Regatul

Unit manx Betahistine Dihydrochloride 16 ey - administrare

ealthcare betahistina 16 mg comprimate ”

(Irlanda L mg tablets orala
Limited

de Nord)

Regatul

Unit Manx Betahistine Dihydrochloride 24 N . administrare
Healthcare betahistina 24 mg comprimate <

(Irlanda S mg tablets orala
Limited

de Nord)

Regatul

Unit manx Betahistine Dihydrochloride 8 - . administrare

ealthcare betahistina 8 mg comprimate <

(Irlanda L mg tablets orala
Limited

de Nord)

Regatul e .

Unit Milpharm Eagfogclgllgrzigeag; I\;itgggn;:n dapagliflozind/ | 5 mg/1 000 | comprimate administrare

(Irlanda Limited Y 9 9 metformina mg filmate orala

film-coated tablets
de Nord)
Regatul I .
- . Dapagliflozin and Metformin ey . .
Unit IV!llp_harm hydrochloride 5mg/850mg film- dapagllflc_)zlna/ 5 mg/850 c_omprlmate admvlnlstrare
(Irlanda Limited metformina mg filmate orala
coated tablets

de Nord)

Regatul

Unit Milpharm Dicycloverine Hydrochloride 10 - _ . administrare

(Irlanda Limited mg tablets dicicloverina 10 mg comprimate orala

de Nord)

Regatul

Unit Milpharm Dicycloverine Hydrochloride 20 dicicloverin 20m comprimate administrare

(Irlanda Limited mg tablets 9 P orald

de Nord)
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Regatul

Unit Milpharm Teriflunomide 14 mg film- teriflunomids 14 m comprimate administrare

(Irlanda Limited coated tablets 9 filmate orala

de Nord)

Regatul

Unit Milpharm . . administrare

(Irlanda Limited Topiramate 15 mg capsules topiramat 15 mg capsule orald

de Nord)

Regatul

Unit Milpharm . . administrare

(Irlanda Limited Topiramate 25 mg capsules topiramat 25 mg capsule orali

de Nord)

Regatul

Unit Milpharm . . administrare

(Irlanda Limited Topiramate 50 mg capsules topiramat 50 mg capsule orald

de Nord)

Eﬁ%catm Morningside Fludrocortisone Acetate 0,1 mg . . administrare
Healthcare ! fludrocortizon | 0,1 mg comprimate v

(Irlanda Limited tablets orala

de Nord)

Sﬁig!catm Morningside mercaptopurin administrare
Healthcare Mercaptopurine 10 mg tablets v ptop 10 mg comprimate v

(Irlanda Limited a orala

de Nord)

E?\?tatm Morningside . mercaptopurin . administrare
Healthcare Mercaptopurine 50 mg tablets " 50 mg comprimate v

(Irlanda Limited a orala

de Nord)

Regatul Morningside . . . . -

Unit Pilocarpine Hydrochloride 5 mg . i comprimate administrare
Healthcare . pilocarpina 5 mg . v

(Irlanda Limited film-coated tablets filmate orala

de Nord)

Regatul . . .

Unit Morningside Ranolazine 375 mg prolonged- _ cqmprlmate cu administrare
Healthcare ranolazina 375 mg eliberare <

(Irlanda . release tablets sy orala
Limited prelungita

de Nord)
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Regatul Morningside . comprimate cu -

Unit Ranolazine 500 mg prolonged- sy . administrare
Healthcare ranolazina 500 mg eliberare <

(Irlanda Limited release tablets relungits orala

de Nord) P 9

Regatul Morningside . comprimate cu -

Unit Ranolazine 750 mg prolonged- . . administrare
Healthcare ranolazina 750 mg eliberare ”

(Irlanda Limited release tablets relunaits orala

de Nord) P 9

Regatul . .

Unit Morningside Sertraline 100 mg Film-coates oy comprimate administrare
Healthcare sertralina 100 mg . <

(Irlanda Limited Tablets filmate orala

de Nord)

Regatul . .

Unit Morningside Sertraline 150 mg Film-coates oy comprimate administrare
Healthcare sertralina 150 mg . v

(Irlanda Limited Tablets filmate orala

de Nord)

Regatul . .

; Morningside : _— : -

Unit Healthcare Sertraline 200 mg Film-coates sertraling 200 mg c_omprlmate admvlnlstrare

(Irlanda Limited Tablets filmate orala

de Nord)

Regatul . .

Unit mggﬂlr?cgasrlge Sertraline 25 mg Film-coates sertraling 25 m comprimate administrare

(Irlanda Limited Tablets 9 filmate orald

de Nord)

Regatul . .

Unit Morningside Sertraline 50 mg Film-coates _ comprimate administrare
Healthcare sertralina 50 mg - v

(Irlanda Limited Tablets filmate orala

de Nord)

Regatul . .

Unit Morningside Tranylcypromine 10 mg film- tranilcipromin comprimate administrare
Healthcare < 10 mg . v

(Irlanda Limited coated tablets a filmate orala

de Nord)

E?\?tatm Noumed Life administrare
Sciences Carbimazole 20 mg tablets carbimazol 20 mg comprimate <

(Irlanda Limited orala

de Nord)
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Regatul Noumed Life -

Unit - . . . administrare
Sciences Carbimazole 5 mg tablets carbimazol 5 mg comprimate <

(Irlanda Limited orala

de Nord)

Regatul .

Unit No'umed Life Dutasteride 0.5 mg soft Sy . administrare
Sciences dutasterida 0,5 mg capsule moi ”

(Irlanda Limited capsules orala

de Nord)

Regatul Noumed Life Ibuprofen 200 mg liquid -

Unit . . . administrare
Sciences capsules / Ibuprofen 200 mg ibuprofen 200 mg capsule moi <

(Irlanda o orala
Limited soft capsules

de Nord)

Regatul Noumed Life -

Unit . . . administrare
Sciences Ibuprofen 400 mg soft capsules | ibuprofen 400 mg capsule moi v

(Irlanda Limited orala

de Nord)

Regatul

Unit Perennial Montelukast 10 mg film-coated montelukast 10 m comprimate administrare

(Irlanda Pharma Ltd tablets 9 filmate orala

de Nord)

Regatul

Unit Relonchem Loperamide 2 mg capsule, hard | loperamida 2m capsule administrare

(Irlanda Limited P g cap ! P 9 P orald

de Nord)

Regatul

Unit Relonchem Loperamide 2 mg capsule, hard | loperamida 2m capsule administrare

(Irlanda Limited P 9 cap ! P 9 P orala

de Nord)

Regatul

Unit Renata (UK) Dicycloverine Hydrochloride 10 - _— . administrare

- dicicloverina 10 mg comprimate v

(Irlanda Limited mg tablets orala

de Nord)

Regatul

Unit Renata (UK) Dicycloverine Hydrochloride 20 - _ . administrare

- dicicloverina 20 mg comprimate v
(Irlanda Limited mg tablets orala
de Nord)
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Regatul Rosemont . . .
Unit . Zonisamide Rosemont 20 . - . v administrare
Pharmaceutical - zonisamida 20 mg/ml suspensie orala v
(Irlanda . mg/ml oral suspension orala
s Limited
de Nord)
Regatul
Unit S_trqndhaven Carbimazole 20 mg tablets carbimazol 20 mg comprimate adenlstrare
(Irlanda Limited orala
de Nord)
Regatul
Unit S_trqndhaven Carbimazole 5 mg tablets carbimazol 5 mg comprimate admvlnlstrare
(Irlanda Limited orala
de Nord)
Regatul
Unit Strandhaven Fludrocortisone Acetate 0,1 mg . . administrare
o fludrocortizon | 0,1 mg comprimate v
(Irlanda Limited tablets orala
de Nord)
Regatul
Unit S_trqndhaven Nitrofurantoin 100 mg capsules, Ultrofurantom 100 mg capsule admvlnlstrare
(Irlanda Limited hard a orala
de Nord)
Regatul
Unit Strandhaven Nitrofurantoin 50 mg capsules, nitrofurantoin 50 m capsule administrare
(Irlanda Limited hard a 9 P orald
de Nord)
Regatul
Unit Strandhaven . . . administrare
(Irlanda Limited Timolol 10mg tablets timolol 10 mg comprimate oral3
de Nord)
Regatul
Unit Torrent Pharma | Pazopanib Torrent 200 mg film- azopanib 200 m comprimate administrare
(Irlanda (UK) Limited coated tablet pazop 9 filmate orald
de Nord)
Regatul .
Unit Umedical Ranolizine 375 mg prolonged- _ cqmprlmate cu administrare
. ranolazina 375 mg eliberare ”
(Irlanda Limited release tablets relungits orala
de Nord) P 9
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Regatul .

Unit Umedical Ranolizine 500 mg prolonged- ranolazin 500 m gﬁgnep:g:gate cu administrare

(Irlanda Limited release tablets 9 prelungits orala

de Nord)

Regatul .

Unit Umedical Ranolizine 750 mg prolonged- ranolazini 750 m Zﬁgweag?aate cu administrare

(Irlanda Limited release tablets 9 prelungits orala

de Nord)

Regatul - . comprimate cu -

Unit Zentiva Pharma | Zirana 375 mg prolonged- ranolazin 375 m cliberare administrare

(Irlanda UK Limited release tablets 9 prelungits orala

de Nord)

Regatul . . comprimate cu -

Unit Zentiva Pharma | Zirana 500 mg prolonged- ranolazini 500 m cliberare administrare

(Irlanda UK Limited release tablets 9 prelungits orala

de Nord)

Regatul - . comprimate cu .

Unit Zentiva Pharma | Zirana 750 mg prolonged- ranolazing 750 m cliberare administrare

(Irlanda UK Limited release tablets 9 relungits orala

de Nord) P 9
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Concluzii stiintifice

Agentia Spaniola pentru Medicamente si Dispozitive Medicale (AEMPS) a efectuat o inspectie la distanta
cu privire la bunele practici clinice aplicate la instalatiile de bioechivalenta (BE) din cadrul Synapse Labs
Pvt. Ltd. (denumita in continuare Synapse), un organism de cercetare subcontractant (PCC) cu sediul
in Majestic Plaza, S. No. 21/5, Nr. Nyati Empire, Kharadi-Mundhwa Bypass, Kharadi, Pune - 411014,
Maharashtra (India) si Krushna Complex, Kharadi-Mundhwa Bypass, Kharadi, Pune-411014, India).

Constatarile raportate in timpul inspectiei ridica indoieli serioase cu privire la validitatea si fiabilitatea
datelor din studiile BE (partea clinica si bioanalitica) efectuate la OCC. Inspectia a examinat studii din
perioada 2009-2019 si sistemul de management al calitatii utilizat de Synapse in perioada 2009-2022.
Au fost identificate cinci (5) constatari critice (CF) si o (1) constatare de mare importanta:

¢ OCC nu a reusit sa demonstreze caracterul adecvat al sistemelor computerizate/sistemelor de
bioanaliza si de gestionare a datelor pentru a asigura integritatea datelor bioanalitice si clinice.
In general, pand in 2023, OCC nu dispunea de mé&suri si proceduri solide in materie de sisteme
de management al calitatii si de control al integritatii datelor generate (4 CF);

e au fost observate anomalii farmacocinetice semnificative in peste 20 de studii efectuate in
perioada 2013-2018 (adica mai multe perechi de subiecti cu profiluri concentratie plasmatica —
timp care se suprapun). Acest fapt, in absenta unei alte justificari acceptabile, ar fi considerat
coerent cu duplicarea profilului (1 CF);

¢ documentatia sursa pentru cercetarea clinica si bioanalitica nu a fost stabilita in mod clar si
neechivoc (1 constatare de mare importanta);

e OCC a confirmat majoritatea constatarilor identificate. Nu s-a raportat niciun dezacord major
sau vreo eroare in practica. OCC nu a reusit sa excluda posibilitatea unei declaratii false
intentionate cu privire la date, despre care se considera, de asemenea, ca ar putea compromite
sistemul de management al calitatii al OCC si investigatiile efectuate de OCC in urma
inspectiei.

Avand in vedere caracterul transversal si sistematic al constatarilor observate pe parcursul mai multor
ani, in care sistemul de management al calitatii a fost, de asemenea, compromis, se considera ca
acestea au un impact direct asupra conformitatii cu bunele practici clinice si asupra fiabilitatii datelor,
ceea ce ar genera indoieli serioase cu privire la acceptabilitatea datelor analitice, cat si a celor clinice
generate de Synapse.

La 27 iunie 2023, Spania a declansat o sesizare in temeiul articolului 31 din Directiva 2001/83/CE si a
solicitat CHMP sa evalueze impactul motivelor de ingrijorare de mai sus asupra raportului beneficiu-risc
al medicamentelor care au fost autorizate de statele membre pe baza studiilor efectuate in unitatile
Synapse, precum si pentru procedurile in asteptare, si sa emita o recomandare in care sa precizeze
daca autorizatiile de punere pe piata in cauza ar trebui mentinute, modificate, suspendate sau retrase.

Rezumat general al evaluarii stiintifice

Gravitatea si amploarea constatarilor identificate in urma inspectiei efectuate de AEMPS in
noiembrie 2020 si 2022 in legatura cu datele generate la Synapse au indicat ca sistemul de
management al calitatii a fost compromis si a generat indoieli serioase cu privire la validitatea si
fiabilitatea datelor din studiile de BE (partea clinica si bioanaliticd) efectuate la OCC.

Pentru a demonstra un raport beneficiu-risc pozitiv pentru medicamentele in cauza, detinatorii
autorizatiilor de punere pe piata (DAPP) si solicitantii de autorizatii de punere pe piata pentru
medicamentele vizate de aceasta procedura au fost invitati sa prezinte observatii cu privire la impactul
ingrijorarilor grave exprimate in legatura cu caracterul adecvat al sistemului de management al calitatii
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si fiabilitatea generald a datelor generate la Synapse cu privire la autorizatia (autorizatiile) de punere
pe piata sau la cererea (cererile) depuse si sa furnizeze dovezi ale bioechivalentei (de exemplu, studii
de bioechivalentd) cu medicamentul de referintd autorizat in UE, utilizdnd date alternative.

Cererile pentru medicamente generice, adica cele depuse in temeiul articolului 10 alineatul (1) din
Directiva 2001/83/CE, trebuie sa demonstreze bioechivalenta. Stabilirea bioechivalentei are scopul de
a demonstra echivalenta calitatii biofarmaceutice intre medicamentul generic si un medicament de
referintd, pentru a permite utilizarea testelor preclinice si a studiilor clinice asociate medicamentului de
referintd. Sunt acceptate numai medicamentele de referinta autorizate in temeiul articolului 6 din
directiva mentionata si in conformitate cu dispozitiile articolului 8 din aceeasi directiva.

In conditiile in care bioechivalenta nu este stabilitd, siguranta si eficacitatea nu pot fi extrapolate de la
medicamentul de referinta autorizat in UE la medicamentul generic, deoarece este posibil ca
biodisponibilitatea substantei active intre cele doua medicamente sa nu se incadreze in limite
predefinite acceptabile. Aceste limite sunt stabilite pentru a asigura performante comparabile in vivo, si
anume similaritatea in ceea ce priveste siguranta si eficacitatea. Daca biodisponibilitatea produsului
generic este mai mare decat limita superioara predefinita, biodisponibilitatea medicamentului de
referinta poate determina o expunere mai ridicata a pacientilor la substanta activa decat cea
preconizata, ceea ce poate duce la o crestere a incidentei sau a severitatii efectelor adverse. Daca
biodisponibilitatea produsului generic este mai mica decat limita inferioara predefinita,
biodisponibilitatea medicamentului de referintd poate determina o expunere mai redusa la substanta
activa decéat cea preconizatd, ceea ce poate duce la o scadere a eficacitatii, la o intarziere sau chiar la o
lipsa a efectului terapeutic.

In cererile pentru medicamente hibride in temeiul articolului 10 alineatul (3) din Directiva 2001/83/CE
si pentru medicamentele in uz medical bine stabilit in temeiul articolului 10a din Directiva 2001/83/CE,
necesitatea studiilor de bioechivalenta se stabileste de la caz la caz. Totusi, atunci cand a fost
considerat esential sa se demonstreze echivalenta cu un medicament de referintad autorizat in UE sau
cu medicamentul mentionat in documentatia stiintifica prezentata, pentru a permite realizarea unei
legaturi intre testele preclinice si studiile clinice asociate medicamentului de referinta sau cu
documentatia stiintifica prezentata, se aplica aceleasi principii. in absenta unor date de incredere care
sa demonstreze bioechivalenta cu un medicament de referinta autorizat in UE sau, in cazul
medicamentelor in uz medical bine stabilit, cu medicamentul mentionat in documentatia stiintifica,
raportul beneficiu-risc al produselor autorizate sau pentru care se solicita o autorizatie de punere pe
piatd numai pe baza datelor generate la Synapse pentru a demonstra bioechivalenta nu a putut fi
considerat pozitiv, intrucat nu poate fi exclusa posibilitatea existentei unor probleme privind
siguranta/tolerabilitatea sau eficacitatea.

CHMP nu poate exclude dincolo de orice indoiala posibilitatea ca incalcarile critice ale bunelor practici
clinice care au avut loc in unitate sa fi afectat validitatea si fiabilitatea studiilor mentionate si considera
ca studiile nu pot fi folosite pentru stabilirea bioechivalentei cu medicamentul de referinta autorizat in
UE. Desi este recunoscut faptul ca este posibil ca auditurile sau inspectiile efectuate in trecut la
Synapse sa fi avut rezultate pozitive, absenta constatarilor nu garanteaza ca datele nu au fost afectate,
deoarece este posibil ca incalcarile bunelor practici clinice sa nu fi fost detectate chiar daca erau
prezente. Se considera ca constatarile identificate in legatura cu datele generate la Synapse reflecta
probleme mai ample privind adecvarea sistemului de management al calitatii si fiabilitatea generala a
tuturor datelor generate la Synapse si ca nu se poate utiliza nicio evaluare sau audit al datelor care nu
prezinta incredere pentru a aborda motivele de ingrijorare. Prin urmare, se considera ca aceste
argumente nu demonstreaza fiabilitatea studiilor mentionate.

In plus, CHMP considerd ca absenta identificirii oriciror semnale de farmacovigilentd nu oferd asigurari
suficiente, deoarece nu s-a stabilit faptul ca activitatile de farmacovigilenta pot fi proiectate pentru a
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detecta un astfel de semnal. Mai important, activitatile de farmacovigilenta nu pot inlocui
demonstrarea bioechivalentei.

Au fost prezentate rezultatele studiilor de bioechivalenta cu medicamente de referinta din afara UE.
Medicamentele din afara UE nu corespund definitiei ,medicamentului de referinta” prevazuta la
articolul 10 alineatul (2) litera (a) din Directiva 2001/83/CE. Prin urmare, rezultatele obtinute din studii
de bioechivalenta cu medicamente de referinta din afara UE nu pot fi acceptate pentru demonstrarea
bioechivalentei.

In concluzie, in absenta demonstrarii cu date de incredere a bioechivalentei cu medicamentul de
referinta autorizat in UE sau, in ceea ce priveste medicamentele in uz medical bine stabilit, in absenta
demonstrarii modului in care datele care sustin medicamentul mentionat in documentatia stiintifica
utilizata timp de cel putin zece ani sunt relevante pentru produsul bine stabilit, cerintele de la articolul
10 sau 10a din Directiva 2001/83/CE nu pot fi considerate indeplinite. Eficacitatea si siguranta
medicamentelor vizate nu pot fi stabilite si, prin urmare, raportul beneficiu-risc nu poate fi considerat
pozitiv.

Au fost prezentate date alternative de bioechivalentad sau o justificare adecvata pentru bioderogarile de
la Sistemul de clasificare biofarmaceutica (BCS) pentru a demonstra bioechivalenta

¢ medicamentelor:

o Nortriptilind: Comprimate filmate cu nortriptilina Alissa Healthcare Research Limited si
Pharmafile Limited;

o Sitagliptin: Anau, Sitagliptin PharOS, Sitagliptin Genericon, Sitagliptin +pharma, Sitagla,
Sitagliptin Sandoz GmbH, Sitagliptin Sandoz, Sitagliptin Hexal, Sitagliptin GNR, Sitagliptin
1 A Pharma, Sitagliptina Sandoz, Sitagliptina Sandoz Farmaceutica, Sitagliptin Evolugen;
Sitagliptin DOC Generici;

o Sitagliptin/metformin (numai 50/1 000 mg): Sipactimet, Sitagliptin/Metformin PharQOS,
Sitagliptin/Metformin hydrochlorid Genericon, Sitagliptin/Metformin +pharma,
sitagliptin/metforminklorid Genericon, Sitagliptine/Metformine hydrochloride Genericon,
Sitagliptin/Metforminhydrochlorid +pharma, Sitaglamet, Sitagliptin/Metformin BGR,
Sitagliptin/Metformin Sandoz GmbH, Sitagliptin/ Metformin Hydrochloride Sandoz,
Sitagliptin/Metformin Hexal, Sitagliptine/Metformine GNR, Sitagliptin/Metformin 1 A
PHARMA, Sitagliptine/Metformine Evolugen, Sitagliptine/Metformine hydrochloride DOC
Generici, Condias Combi, Metformina+Sitagliptina Sandoz, Sitagliptina/Metformina Sandoz
Farmaceutica si

e cererile de autorizatie de punere pe piata pentru Gitas si Condias (sitagliptin).

CHMP considera ca bioechivalenta acestor medicamente a fost demonstrata si recomanda mentinerea
autorizatiilor de punere pe piata mentionate mai sus si concluzioneaza ca, in ceea ce priveste cererea
de autorizatie de punere pe piata, bioechivalenta a fost demonstrata in raport cu medicamentul de
referinta autorizat in UE, utilizdnd date alternative.

Studiile alternative de bioechivalenta efectuate la un alt OCC si nu studiile efectuate la Synapse au fost
mentionate ca dovezi esentiale pentru a demonstra bioechivalenta Metformin - Win Medica, Sunitinib -
Bluefish Pharmaceuticals AB, Genepharm S.A., Sapiens Pharmaceuticals Ltd and Pharmevid s.r.o.,
Fesoterodine - Genus Pharmaceuticals Limited si a acidului ursodeoxicolic - Teva B.V, Teva UK Limited.
CHMP a concluzionat ca raportul beneficiu-risc pentru Metformin - Win Medica, Sunitinib — Bluefish
Pharmaceuticals AB, Genepharm S.A., Sapiens Pharmaceuticals Ltd si Pharmevid s.r.o0., Fesoterodine -
Genus Pharmaceuticals Limited si pentru acidul ursodeoxicolic — Teva B.V, Teva UK Limited nu a fost
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afectat de ingrijorarile legate de studiile efectuate de Synapse si a recomandat mentinerea
autorizatiilor de punere pe piata.

Niciunul dintre ceilalti detinatori/solicitanti ai autorizatiilor de punere pe piata nu a prezentat dovezi
care sa demonstreze bioechivalenta medicamentelor. in absenta demonstrarii bioechivalentei cu
medicamentul de referinta autorizat in UE sau in absenta demonstrarii modului in care datele care
sustin medicamentul in raport cu medicamentul mentionat in documentatia stiintifica care
demonstreaza ca substanta activd a medicamentului in cauza a fost utilizata timp de cel putin zece ani
sunt relevante pentru utilizarea medicala bine stabilitd a medicamentului, cerintele de la articolul 10
sau 10a din Directiva 2001/83/CE nu pot fi considerate indeplinite, eficacitatea si siguranta
medicamentelor in cauza nu pot fi stabilite si, prin urmare, raportul beneficiu-risc nu poate fi
considerat pozitiv. Prin urmare, CHMP considera ca toate cererile de autorizatie de punere pe piata
vizate, care nu sunt enumerate la paragraful de mai sus al acestui punct, nu indeplinesc in prezent
criteriile de autorizare si a recomandat suspendarea autorizatiilor de punere pe piata pentru toate
medicamentele vizate care nu sunt enumerate la paragraful de mai sus al acestui punct (cele care au
facut obiectul cererilor de autorizatie de punere pe piata si al autorizatiilor de punere pe piata sunt
enumerate in anexa IB).

Pentru autorizatia (autorizatiile) de punere pe piata a(le) unui medicament considerat esential de catre
autoritatile nationale competente relevante, suspendarea poate fi amanata in statul (statele) membru
(membre) al(e) UE relevant(e) pentru o perioada care nu poate sa depaseasca 24 de luni de la data
deciziei Comisiei. Daca, in aceasta perioada, statul (statele) membru (membre) al(e) UE considera ca
un medicament inceteaza nu mai este esential, se aplica suspendarea autorizatiei de punere pe piata in
cauza. Pentru medicamentele considerate esentiale de statele membre ale UE, detinatorii autorizatiilor
de punere pe piata trebuie sa prezinte un studiu de bioechivalenta efectuat in raport cu medicamentul
de referinta autorizat in UE in termen de 12 luni de la data deciziei Comisiei. Un medicament autorizat
dintre cele enumerate in anexa IB poate fi considerat esential de catre statul (statele) membru
(membre) al(e) UE pe baza evaluarii potentialei nevoi medicale nesatisfacute, in functie de
disponibilitatea unor medicamente alternative adecvate in statul (statele) membru (membre) al(e) UE
respectiv(e) si, dupa caz, de natura bolii care urmeaza sa fie tratata.

Procedura de reexaminare

in urma adoptarii avizului CHMP in decembrie 2023, solicitantii/detinatorii autorizatiilor de punere pe
piata grupul de societati Sandoz B.V., Farmex d.o.0., Rontis Hellas Medical si Pharmaceutical Products
S.A., DOC Generici S.r.l., Elpen Pharmaceutical Co. Inc., grupul de societati Pharos — Pharmaceutical
Oriented Services Ltd., grupul de societati Aurobindo Pharma Limited si Remedica Ltd., dintre care unii
reprezintda un numar de solicitanti/detinatori ai autorizatiilor de punere pe piata, astfel cum sunt
detaliate mai jos si in raportul de evaluare, au solicitat reexaminarea avizului CHMP privind sesizarea in
temeiul articolului 31 pentru Synapse Labs Pvt. Ltd. in conformitate cu articolul 32 alineatul (4) din
Directiva 2001/83/CE pentru medicamentele afectate care contin abacavir/lamivudina, atazanavir,
darunavir, deferasirox, efavirenz/emtricitabina/tenofovir, erlotinib, lapatinib, olanzapina,
sitagliptin/metformin, sorafenib si sunitinib. Solicitantii si detinatorii autorizatiilor de punere pe piata au
prezentat motive detaliate pentru reexaminarea recomandarii CHMP la 15 ianuarie, 12 si

13 februarie 2024.

Dezbaterea CHMP privind motivele reexaminarii

CHMP a analizat motivele detaliate astfel cum au fost prezentate de solicitanti si de catre detinatorii
autorizatiilor de punere pe piata in cadrul acestei proceduri de reexaminare, precum si datele stiintifice
care stau la baza acestor motive.
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In ceea ce priveste cele doua afirmatii bazate pe analizele datelor studiilor, CHMP a reiterat faptul ca,
avand in vedere natura, gravitatea si amploarea constatarilor identificate in urma inspectiei efectuate
de AEMPS in noiembrie 2020 si 2022 in legatura cu datele generate la Synapse, sistemul de
management al calitatii a fost considerat compromis si au rezultat indoieli serioase cu privire la
validitatea si fiabilitatea datelor din studiile de BE (partea clinicd si bioanaliticd) efectuate la OCC. intr-
adevar, avand in vedere incapacitatea sistemului de management al calitatii de a preveni si de a
detecta aparitia constatarilor, deficientele din alte domenii ale studiilor clinice nu pot fi excluse. Prin
urmare, CHMP nu poate exclude, dincolo de orice indoiala rezonabila, posibilitatea ca incalcarile critice
ale bunelor practici clinice care au avut loc la unitatea respectiva sa fi afectat validitatea si fiabilitatea
studiilor mentionate, iar argumentele prezentate nu demonstreaza ca studiile mentionate pot fi
invocate. Prin urmare, CHMP considera ca studiile nu pot fi invocate pentru stabilirea bioechivalentei cu
medicamentul de referinta autorizat in UE.

In ceea ce priveste studiul alternativ de bioechivalenta efectuat intr-o unitate diferita pentru olanzapina
si datele care sustin o indicatie de bioderogare pentru sitagliptin/metformin, CHMP a remarcat ca
aceste date stiintifice nu au fost disponibile pentru evaluarea sa initiala si nainte de avizul sau initial si,
ca atare, in conformitate cu articolul 62 alineatul (1) al cincilea paragraf din Regulamentul (CE) nr.
726/2004, nu a putut s3 le ia in considerare in reexaminare. In plus, in ceea ce priveste olanzapina, nu
s-a agreat cu detinatorul autorizatiei de punere pe piata ca studiul efectuat la Synapse nu a fost
esential pentru demonstrarea bioechivalentei comprimatelor orodispersabile de olanzapina actuale cu
forma polimorfa II a substantei active, deoarece nu s-a demonstrat ca modificarea formei polimorfe nu
a afectat disponibilitatea in vivo a produsului.

Deoarece nu a fost demonstrata bioechivalenta cu medicamentul de referinta autorizat in UE,
eficacitatea si siguranta medicamentelor vizate nu pot fi stabilite si, prin urmare, raportul beneficiu-risc
nu poate fi considerat pozitiv.

CHMP este de acord ca, in mod similar cu Sunitinib — Bluefish Pharmaceuticals AB, Genepharm S.A.,
Sapiens Pharmaceuticals Ltd and Pharmevid s.r.o., raportul beneficiu-risc pentru Nibufar (sunitinib,
Farmex d.0.0) nu a fost afectat de ingrijorarile legate de studiile efectuate de Synapse. Desi studiul in
conditii postprandiale a fost realizat la Synapse, un studiu in stare de repaus alimentar a fost efectuat
la un alt OCC si, in conformitate cu Ghidul de bioechivalenta specific pentru produs publicat de EMA, un
studiu in stare de repaus alimentar este suficient pentru a sustine demonstrarea bioechivalentei. Acest
lucru nu a fost luat in considerare pentru avizul initial din cauza unei probleme tehnice. Avizul final este
actualizat in consecinta.

Pe baza tuturor datelor disponibile, inclusiv a informatiilor prezentate in timpul procedurii initiale de
evaluare si a motivelor detaliate pentru reexaminare prezentate de catre detinatorii autorizatiilor de
punere pe piata/solicitantii identificati, CHMP:

1. a concluzionat ca raportul beneficiu-risc pentru Nibufar este pozitiv si recomanda mentinerea
autorizatiei de punere pe piata;

2. a confirmat concluziile sale anterioare, conform carora bioechivalenta cu medicamentul de referinta
autorizat in UE nu a fost demonstrata pentru celelalte medicamente/cereri de autorizatie de punere
pe piata care fac obiectul reexaminarii si al caror raport beneficiu-risc este considerat nefavorabil.
Prin urmare, CHMP si-a confirmat concluzia ca urmatoarele cereri de autorizatie de punere pe piata
nu indeplinesc criteriile de autorizare, in timp ce autorizatiile de punere pe piata pentru
urmatoarele medicamente ar trebui suspendate:

e Abacavir/lamivudina (detinatorii autorizatiilor de punere pe piata: Remedica Ltd, Accord
Healthcare S.L.U, Accord Healthcare B.V., Accord Healthcare Polska Sp. Z o.0., Biogaran, EG
LABO - Laboratoires Eurogenerics, Aliud Pharma GmbH, betapharm Arzneimittel GmbH, Dr.

212



Reddy’s S.r.l., Stadapharm GmbH, Stada Arzneimittel AG, Stada M&D Srl, Reddy Pharma Iberia
S.A., Dr Reddy’s Laboratories Ltd.);

Atazanavir [detinatorii autorizatiilor de punere pe piata: Remedica Ltd, Stada Arzneimittel AG,
Sandoz, Sandoz S.R.L., Sandoz B.V., Arrow Génériques, Biogaran, Hexal AG, Aliud Pharma
GmbH, betapharm Arzneimittel GmbH, Rowex Ltd., Sandoz SpA, Sandoz Pharmaceuticals d.d.,
Generis Farmacéutica, S.A., Stada M&D Srl, LABORATORIO STADA, S.L., Aurobindo Pharma
B.V., Dr Reddy’s Laboratories (UK) Limited, Sandoz Limited];

Darunavir (detinatorii autorizatiilor de punere pe piata: Stada Arzneimittel AG, Stada
Arzneimittel GmbH, Sandoz GmbH, Sandoz - SA-NV, Sandoz d.o.0., Sandoz Pharmaceuticals
d.d., Sandoz A/S, Sandoz B.V., Sandoz, Sandoz SpA, Sandoz Farmacéutica, Lda., Sandoz
Farmacéutica, S.A., Sandoz S.R.L., Sandoz Limited, Remedica Ltd, Biogaran, EG LABO -
Laboratoires Eurogenerics, Hexal AG, Aliud Pharma GmbH, Elpen Pharmaceutical Co. Inc,
Rowex Ltd., Clonmel Healthcare Ltd, EG S.p.A., LABORATORIO STADA, S.L., Zentiva k.s.,);

Deferasirox (detinatorii autorizatiilor de punere pe piata: Stada Arzneimittel GmbH,
Stadapharm GmbH, Aliud Pharma GmbH, Elpen Pharmaceutical Co. Inc, Centrafarm B.V.,
Stada Arzneimittel AG, Thornton & Ross Limited);

Efavirenz/emtricitabina/tenofovir [detinatorii autorizatiilor de punere pe piata: Sandoz GmbH,
EG (Eurogenerics) NV, Stada d.o.0., Remedica Ltd, Stada Arzneimittel AG, Sandoz
Pharmaceuticals d.d., Sandoz, EG LABO - Laboratoires Eurogenerics, Biogaran, Aliud Pharma
GmbH, Hexal AG, betapharm Arzneimittel GmbH, Elpen Pharmaceutical Co. Inc, Clonmel
Healthcare Ltd, Sandoz Farmaceutica, S.A., Reddy Pharma Iberia S.A., Sandoz B.V.,
Centrafarm B.V., Dr Reddy’s Laboratories (UK) Limited];

Erlotinib [detinatorii autorizatiilor de punere pe piatda: EG (Eurogenerics) NV, Sandoz - SA-NV,
Sandoz Pharmaceuticals d.d., Mylan Pharmaceuticals Limited, Remedica Ltd, Mylan AB, Stada
Arzneimittel AG, Sandoz A/S, Biogaran, EG - Laboratoires Eurogenerics, Viatris Sante, Sandoz
Farmaceutica S.A., Hexal AG, Stadapharm GmbH, Mylan Ireland Limited, Sandoz Hungaria
Kereskedelmi Kft., Zentiva k.s., Viatris Limited, Mylan SpA, Sandoz SpA, Mylan, Lda., Sandoz,
Centrafarm B.V., Glenmark Arzneimittel GmbH, Glenmark Pharmaceuticals Europe Limited,
Sandoz B.V., Sandoz Limited, Generics (UK) Limited. Solicitant: Sandoz Hungaria KFT];

Lapatinib (detinatorii autorizatiilor de punere pe piata: Aliud Pharma GmbH, EG S.p.A.,
LABORATORIO STADA, S.L., Newbury Pharmaceuticals AB, PharOS - Pharmaceutical Oriented
Services Ltd., Remedica Ltd, Stada Arzneimittel AG, Stada M&D Srl, Stadapharm GmbH);

Olanzapina (detinatorii autorizatiilor de punere pe piata: Arrow Génériques, Aurobindo N.V.,
Aurobindo Pharma S.r.L., Aurobindo Pharma Limited, Aurobindo Pharma B.V., Aurobindo
Pharma Limited, Aurovitas Pharma Polska Sp. Z 0.0., Aurovitas Spain S.A.U., Generis
Farmacéutica, S.A., Milpharm Limited, Orion Corporation, PharmConsul s.r.0., PUREN Pharma
GmbH & Co. KG. Solicitant: PharmConsul s.r.0.);

Sitagliptin/metformin 50/850 mg (detinatorii autorizatiilor de punere pe piata: +pharma
arzneimittel gmbh, Genericon Pharma GmbH, Sandoz GmbH, Belupo lijekovi i kozmetika, d.d.,
Heaton k.s., Sandoz Pharmaceuticals d.d., Hexal A/S, Biogaran, Evolupharm, Sandoz, 1 A
Pharma GmbH, Hexal AG, DOC Generici S.r.l., PharOS - Pharmaceutical Oriented Services Ltd.,
Sandoz Farmacéutica, Lda., Sandoz Farmaceutica S.A., Sandoz S.R.L., Maddox Pharma Swiss
B.V., Sandoz B.V.);

Sorafenib [detinatorii autorizatiilor de punere pe piata: EG (Eurogenerics) NV, G.L. Pharma
GmbH, Hexal AG, LABORATORIO STADA, S.L., Laboratorios Cinfa, S.A., Remedica Ltd, Sandoz
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- SA-NV, Sandoz B.V., Sandoz Pharmaceuticals d.d., Sandoz d.o.0., Sandoz Farmacéutica,
Lda., Sandoz GmbH, Sandoz S.R.L., Stada Arzneimittel AG, Sandoz s.r.o0., Stada d.o.0.,
Stadapharm GmbH, Stada M&D Srl. Solicitant: Sandoz A/S].

Motive pentru avizul CHMP
Intrucat:

. CHMP a luat in considerare procedura prevazuta la articolul 31 din Directiva 2001/83/CE pentru
autorizatiile de punere pe piata si cererile de autorizatie de punere pe piata pentru
medicamentele pentru care partile clinice si/sau bioanalitice ale studiilor de bioechivalentd au
fost efectuate la Synapse, un organism de cercetare subcontractant (OCC) cu sediul in Kharadi,
Pune, India, de la infiintarea unitatii sub denumirea Synapse Labs Pvt. Ltd.

. CHMP a analizat datele si informatiile disponibile furnizate in scris de catre solicitanti si
detindtorii autorizatiilor de punere pe piata, precum si informatiile furnizate de Synapse.
Synapse nu a furnizat nicio informatie noua care sa modifice concluziile prezentate in notificare
pentru aceasta procedura.

. De asemenea, CHMP a analizat motivele pentru reexaminare prezentate in scris de catre
solicitanti/detinatorii autorizatiilor de punere pe piata.

. CHMP a concluzionat ca, atat pentru autorizatiile de punere pe piata, cat si pentru cererile de
autorizatie de punere pe piatda mentionate in anexa IA, au existat alte date care au permis
stabilirea bioechivalentei cu medicamentul de referintd autorizat in UE.

. Comitetul a concluzionat ca informatiile care sustin autorizatia de punere pe piata/cererea de
autorizatie de punere pe piata sunt incorecte si ca raportul beneficiu-risc se considera a fi
nefavorabil pentru:

o medicamente autorizate pentru care nu au fost prezentate date alternative sau justificari
referitoare la bioechivalenta, sau au fost prezentate, dar au fost considerate insuficiente
de CHMP pentru stabilirea bioechivalentei cu medicamentul de referinta autorizat in UE
sau, pentru medicamentele in uz medical bine stabilit, cu medicamentul mentionat in
documentatia stiintifica (anexa IB);

o cererile de autorizatie de punere pe piata pentru care nu au fost prezentate date
alternative sau justificari referitoare la bioechivalenta, sau au fost prezentate, dar au fost
considerate insuficiente de CHMP pentru stabilirea bioechivalentei cu medicamentul de
referinta autorizat in UE (Anexa IB).

Prin urmare, in conformitate cu articolele 31 si 32 din Directiva 2001/83/CE, CHMP concluzioneaza ca:

a. autorizatiile de punere pe piata pentru medicamentele pentru care a fost stabilita
bioechivalenta cu medicamentul de referinta autorizat in UE (anexa IA) trebuie mentinute,
deoarece raportul beneficiu-risc al acestor autorizatii de punere pe piata este considerat
favorabil;

b. autorizatiile de punere pe piata pentru medicamentele pentru care nu au fost prezentate
date sau justificari referitoare la bioechivalenta sau in cazul carora, desi au fost
prezentate, CHMP a considerat aceste date insuficiente pentru stabilirea bioechivalentei cu
medicamentul de referinta autorizat in UE/medicamentul mentionat in documentatia
stiintificd (anexa IB), trebuie suspendate deoarece informatiile pe care se bazeaza
autorizatiile de punere pe piata sunt incorecte si, in conformitate cu articolul 116 din
Directiva 2001/83/CE, raportul beneficiu-risc al acestor autorizatii de punere pe piata nu
este considerat favorabil.
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In vederea ridicarii suspendérii autorizatiilor de punere pe piat#, detindtorii autorizatiilor
de punere pe piata trebuie sa prezinte dovezi conform carora a fost demonstrata
bioechivalenta cu medicamentul de referintd autorizat in UE, pe baza unor date relevante,
in conformitate cu cerintele articolului 10 din Directiva 2001/83/CE (de exemplu, prin
efectuarea unui studiu de bioechivalenta cu medicamentul de referinta autorizat in UE)
sau, atunci cdnd este cazul pentru medicamente in uz medical bine stabilit, a fost
demonstrata bioechivalenta cu medicamentul mentionat in documentatia stiintifica.

Unele dintre aceste medicamente autorizate pot fi considerate esentiale de catre fiecare
stat membru al UE in parte, pe baza evaluarii potentialei nevoi medicale nesatisfacute, in
functie de disponibilitatea unor medicamente alternative adecvate in statul (statele)
membru (membre) al(e) UE respectiv(e) si, dupa caz, de natura bolii care urmeaza sa fie
tratata. Atunci cand, pe baza acestor criterii, autoritatile nationale competente din statele
membre ale UE considera ca un medicament este esential, suspendarea autorizatiei
(autorizatiilor) de punere pe piata vizata (vizate) poate fi amanata pentru o perioada pe
parcursul careia medicamentul este considerat esential. Aceasta perioada de amanare nu
poate depasi 24 de luni de la data deciziei Comisiei. Daca, pe parcursul acestei perioade,
statul (statele) membru (membre) al(e) UE considera ca un medicament inceteaza sa mai
fie esential, se aplicad suspendarea autorizatiei de punere pe piatd in cauza. Pentru aceste
medicamente considerate esentiale de statul (statele) membru (membre) al(e) UE,
detinatorii autorizatiilor de punere pe piata trebuie sa prezinte un studiu de bioechivalenta
cu medicamentul de referinta autorizat in UE/medicamentul mentionat in documentatia
stiintificd in termen de 12 luni de la data deciziei Comisiei.

Cererile de autorizatie de punere pe piata pentru care nu au fost prezentate date sau
justificari referitoare la bioechivalenta sau in cazul carora, desi au fost prezentate, CHMP a
considerat aceste date insuficiente pentru stabilirea bioechivalentei cu medicamentul de
referinta autorizat in UE (anexa IB) nu indeplinesc criteriile de autorizare, deoarece
informatiile pe care se bazeaza autorizatiile de punere pe piata sunt incorecte si, in
conformitate cu articolul 26 din Directiva 2001/83/CE, raportul beneficiu-risc al acestor
autorizatii de punere pe piata nu este considerat favorabil.

Bioechivalenta cu medicamentul de referintd autorizat in UE a fost stabilita pentru cererile
de autorizatie de punere pe piatd enumerate in anexa IA.
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Anexa III

Conditii pentru ridicarea suspendarii autorizatiilor de punere pe piata
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Conditii pentru ridicarea suspendarii autorizatiilor de punere pe piata

Pentru ridicarea suspendarii autorizatiilor de punere pe piata mentionate in anexa IB, autoritatile
competente din statele membre ale UE trebuie sa se asigure ca detinatorul (detinatorii) autorizatiei
(autorizatiilor) de punere pe piata a(u) indeplinit conditia de mai jos:

. bioechivalenta cu un medicament de referinta autorizat in UE a fost demonstrata, pe baza unor
date relevante, in conformitate cu cerintele articolului 10 din Directiva 2001/83/CE [de exemplu,
a fost demonstrat un studiu de bioechivalenta efectuat cu medicamentul de referinta autorizat in
UE, astfel cum este definit la articolul 10 alineatul (2) litera (a)] sau, in cazul medicamentelor in
uz medical bine stabilit, a fost demonstrata bioechivalenta cu medicamentul mentionat in
documentatia stiintifica.
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