MpunoxxeHue |

CNUCHK Ha NleKapCTBEeHUTE NMPoAyKTU u popmu



A. CNUCHK Ha NleKapCTBEeHUTEe NPOAYKTHU U NleKapcTBeHuTe ¢hopMM, NpenopbyaHu 3a NPOMAHA

ObpXxaBa — NMpuTteXxaTten Ha Ume Ha npoaykTa INN/aKTUBHO BeLL,ecTBO Konuyectso JlekapcTBeHa MbT Ha
YysieHKa Ha pa3pelueHueTo 3a Ha cdopma BbBeXpaHe
EC/EMN ynoTtpeba AQKTUBHOTO
BeLL,ecTBO B
po30Ba
eAuHuua
+pharma Arzneimittel , . GpunMupaHa rnepopaJsiHo
ABCTpuns Gmbh Finasterid +pharma thrHacTepuny, 5 mg TabneTka NpUAOKeHMe
ABCTPUS +pharma Arzneimittel Tamsuduo nyTactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasnHo
Gmbh xuapoxsopug 0.4 mg TBbpAa Npuo>KeHne
. . prnnMupaHa nepopasnHo
ABCTpUs A-Med Gmbh Finasterid A-Med thrHacTepuny, 5 mg TabneTka NPUAOKEHME
. nepopasnHo
ABCTpus Accord Healthcare B.V. Dutasterid Accord aytacTtepup 0.5 mg Kancyna, Meka NPUNOXKeHNe
. . . . dunmMupaHa rnepopasHo
ABCTpus Actavis Group Ptc Ehf. Finasterid Actavis uHacTepma 5 mg TabneTka NpUIOXKEHMe
. . . . prnnMupaHa nepopasnHo
ABCTpUs Aristo Pharma Gmbh Finasterid Aristo thrHacTepuny, 5 mg TabneTka NpUIOKeHe
. nyTactepug, TamcysosmH | 0.5 mg, Kancyna, nepopasnHo
ABcTpus G.L. Pharma Gmbh Dutaglandin Comp. XUAPOXI0pUL 0.4 mg TBBPAA NpUNOXKeHe
. nepopanHo
ABCTpUS G.L. Pharma Gmbh Dutasterid Lannacher | AiyTactepun 0.5mg Kancyna, MeKa | nounoxerne
. . prnnMupaHa nepopasnHo
ABCTpuns G.L. Pharma Gmbh Finasterid G.L. thrHacTepuny, 5 mg TabneTka NpUIOKeHe
. dnnmMupaHa rnepopasHo
ABCTpuns G.L. Pharma Gmbh Androfin thrHacTepmy, 5 mg TabneTka NPUAGKEHNE
: nepopanHo
ABcTpus G.L. Pharma Gmbh Dutaglandin AyTacTepui 0.5 mg Kancyna, Meka npuioXeHue




ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Genericon Pharma . . . huammpaHa nepopaJsHo
ABcTpus Gesellschaft M.B.H. Finasterid Genericon | puHacTepna 5 mg TabneTka NPUNOKEHME
ABCTDUS Genericon Pharma Dutamsul aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
Gesellschaft M.B.H. Xunapoxnopua 0.4 mg TBbPAa npuioxeHune
ABCTDUS Genericon Pharma D id G . TacTenu 05 Kancvna. MeKa rnepopaJsHo
p Gesellschaft M.B.H. utasteri enericon | 4y png .5 mg yna, NPUNOKEHME
Glaxosmithkline Pharma nepopaJsHo
ABcTpus Gmbh. Avodart nyTacTepup, 0.5 mg Kancyna, Meka npuUnoXeHne
. . dunnmmnpaHa nepopasHo
ABcTpus Hexal Pharma Gmbh Finasterid Hexal rnHacTepug 5 mg TabneTka NpUIOXKeHe
Interpharm Produktions , . dhunMupaHa rnepopaJsiHo
ABCTpus Gmbh Finasterid Interpharm | ®uHacTepua 5 mg TabneTka NpUNOXKeHe
. dunnmmnpaHa nepopa’siHo
ABCTpunS Organon healthcare Gmbh Propecia thrHacTepuny, 1 mg TabneTka NpUAoKeHMe
dunnmmnpaHa nepopasHo
ABCTpus Organon healthcare Gmbh Proscar thrHacTepuny, 5 mg TabneTka NpUIOXKeHe
. . dunnmMmupaHa rnepopasHo
ABcTpus Sandoz Gmbh Finasterid Sandoz puHacTepna 5 mg TabneTka NpUNOXKeHe
. . . dunnmmnpaHa nepopa’sHo
ABcTpus Stada Arzneimittel Gmbh Finasterid Stada unHacTepup 5 mg TabneTka NpUNOXeHue
Finasteride dhuammpaHa rnepopaJsHo
ABcTpus Teva B.V Ratiopharm puHacTepua 5 mg TabneTka npuioxKeHne




ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BelLL,ecTBO B
[030Ba
eauHvua
. . nepopasnHo
Benrus Aurobindo N.V. Dutasteride Ab nyTacTepua 0.5 mg Karncyna, Meka NPUNOXKEHNE
) Dutasteride/ TacTepua, TaMCY/03UH 0.5 mg, Kancyna, rnepopasiHo
benrus Aurobindo N.V. , oy Pna ¥ 9 y pop
Tamsulosine Hcl Ab xunapoxnopni 0.4 mg TBbpAa npuioxexne
) Dutasteride/ TacTepud, TamcynosmH | 0.5 mg, Kancyna, rnepopaJsHo
benrus Eurogenerics N.V./S.A. , ay bna y 9 y bop
Tamsulosine Eg Xnapoxnaopua 0.4 mg TBbpPAaA NpuIo>KeHne
) Dutasteride TacTepund, TamcynosmH | 0.5 mg, Kancyna, nepopasnHo
benrusa Eurogenerics N.V./S.A. , / ay PnA Y 9 y bop
Tamsulosine Eg Xnapoxsopua 0.4 mg TBBbPAA Npuo>KeHue
. . . dunnmmnpaHa nepopasnHo
benrus Eurogenerics N.V./S.A. Finasteride Eg thrHacTepuny, 5 mg TabneTka NpUIOXKeHe
Glaxosmithkline 0.5 mg
. agyTtactepup, TamMCyJ1I03UH . , Kancyna, nepopasnHo
benrus Pharmaceuticals En Abrege | Combodart XUAPOXI0PUL 0.4 mg TBBPAA NpUNoXeHNe
Glaxosmithkline
Glaxosmithkline
. nepopasnHo
Benrus Pharmaceuticals En Abrege | Avodart aytacTepup, 0.5 mg Kancyna, Meka NPUNOXKeHNe
Glaxosmithkline
. nepopasnHo
benrus Krka, D.D., Novo Mesto Dutasteride Krka nyTtacTepun 0.5 mg Karncyna, Meka NpUNOXKeHe
. dnnmMupaHa nepopa’sHo
benrusa Organon Belgium Proscar uHacTepma 5 mg TabreTka NPUAOXKEHNE
. nepopasnHo
benrusa Sandoz N.V. Dutasteride Sandoz ayTacTepun 0.5 mg Karncyna, Meka NpUIOXKeHe
Benrus Sandoz N.V. Dutasteritlie/ nyTactepug, TamcysosmH | 0.5 mg, Karncyna, rnepopa’sHo
Tamsulosine Sandoz | XMAPOXN0pnA 0.4 mg TBbpAa npuioxexHne




ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Dutasteri .5 mg,
Eenrus Teva B.V utasteride/ aytacTtepua, TamcysosmH | 0.5 mg Kancyna, nepopasiHo
Teva Pharma Belgium . . GpunMupaHa rnepopaJsHo
benrus NV./S.A Finasteride Teva thrHacTepuny, 5 mg TabneTka NpUoKEHMe
. . . . dunnmMmupaHa rnepopasHo
benrus Viatris Gx Finasteride Viatris trHacTepuna 5 mg TabneTka NpUNOXKeHe
, Dutasteride TacTepund, TamcynosmH | 0.5 mg, Kancyna, nepopa’siHo
Eenrus Viatris Gx . / o ay pna y 9 y pop
Tamsulosine Viatris Xuapoxnopua 0.4 mg TBbPAa npuioxeHune
Accord Healthcare Polska dhuammpaHa rnepopaJsHo
Benrapus Sp. Z 0.0. ®uHacTepua Akopa (puHacTepuA 5mg TabneTka NpUIoXKeHne
Accord Healthcare Polska rnepopaJsHo
bwnrapus Sp. Z 0.0. OyTacTtepun Akopa ayTacTtepun 0.5 mg Kancyna, Meka NPUOXKEHNe
. nyTactepug, Tamcyso3mH | 0.5 mg, Kancyna, nepopa’siHo
bbarapus Alkaloid-Int D.O.O. Tamanus lyon XUAPOX0pUL 0.4 mg TBBPAA NpUNOXeHue
aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
Bvarapusa Ecopharm Group TamcTepupg XMLPOXIOPUL 0.4 mg TBbpAA NpUNoXeHNe
nytactepua, TamcynosuH | 0.5 mg, Kancyna, nepopa’sHo
Bvarapus G.L. Pharma Gmbh ArnaHguH Komn XUAPOXI0pUL 0.4 mg TBBPOA NpUNOXKeHe
. . . 5ma,
BbArapus Glaxosmithkline Trading flyonapT aytacTtepua, TamcynosmH | 0.5 mg Kancyna, nepopaJsHo
Services Limited XNOPOXopnA, 0.4 mg TBBHPAA npuaoXKeHne
nepopa’sHo
Bvarapusa Krka, D.D., Novo Mesto OyTpuc aAyTactepun 0.5 mg Kancyna, Meka NpUNoXeHNe




ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
) ®uHacTepng Neo dunamMupaHa nepopasiHo
Bbarapus Neo Balkanika Ltd. Balkanika Eood unHacTepup 5 mg TabneTka NpUIOXKeHNe
aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
bvarapus Sopharma Ad Ypumakc lyo XUAPOXI0pUL 0.4 mg TBBPAA NpUIOXKeHe
o ayTtactepup, Tamcynosmd | 0.5 mg, Kancyna, rnepopaJsHo
Bvarapus Stada Arzneimittel Ag TamcypapT XUAPOXI0pUL 0.4 mg TBBPOA NpUNOXKeHe
dunnmmnpaHa nepopa’siHo
bbarapus Teva B.V XunnaguH thrHacTepuny, 5 mg TabneTka NpUAGKEHNe
aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
bvarapus Teva B.V Tamcyaun lyo XUAPOXI0pUL 0.4 mg TBBPAA NpUIOXKeHe
e . nytactepua, TamcynosuH | 0.5 mg, Kancyna, rnepopaJsHo
Bbnrapusa Viatris Limited OyTamann XM APOXI0PUL 0.4 mg TBBbPAA NpUoXeHne
. nyTactepug, TamcynosuH | 0.5 mg, Kancyna, nepopa’siHo
Bvnrapus Zentiva, K.S. OyTpo3eH XUAPOX0pUL 0.4 mg TBBPAA NpUNOXeHue
. dunnmmnpaHa nepopasHo
Bvarapusa Zentiva, K.S. MeHecTep puHacTepna 5 mg Tabnetka NpUNoXeHNe
XbpBaTUA Accord Healthcare Polska Dutasterid/ nyTtactepug, TamcynosnH | 0.5 mg, Kancyna, nepopasHo
Sp. Z 0.0. Tamsulozin Accord xuapoxnopua 0.4 mg TBBbPAa npuioXxeHune
Accord Healthcare Polska , nepopasHo
XbpBaTHSs Sp. Z 0.0. Dutasterid Accord AyTacTtepus 0.5 mg Kancyna, MeKa | npunoxerne
. . oyTtactepuz, TaMCy/03UH 0.5 mg, Kancyna, rnepopaJsHo
XbpBaTNs Alkaloid-Int D.O.0. Tamaliz Duo XNOPOXIIOPAL 0.4 mg TELPAA NPUAGKEHNE




ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YysieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXAaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHMua
. . nytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasiHo
XbpBaTusA Alpha-Medical D.O.O. Duostin XUAPOXIOPNA 0.4 mg TBBLPOA NpUAoKeHMe
aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
XbpBaTus Belupo D.D. Kllotas XUAPOXI0pUL 0.4 mg TBBPAA NpUIOXKeHe
XbpBaTVs Genericon Pharma Dutasterid Genericon | ayTacTepun 0.5m Kancyna, meka | NePOPaNHO
Gesellschaft M.B.H. > Mg ' npuioxXeHne
XbOBATUS Genericon Pharma Finasterid G . huHacTepn 5 huammpaHa nepopaJsHo
P Gesellschaft M.B.H. inasterd enericon PrA mg TabneTka npunoxxeHue
XbpBaTS Genericon Pharma Duitam AyTacTtepui, TaMCy03uH 0.5 mg, Kancyna, nepopasnHo
Gesellschaft M.B.H. Xxnapoxnopua 0.4 mg TBbpAa npnnoXxeHne
XbpBaTUs Glaxlosmlthkllme Trading Duodart ayTtactepua, TaMCy/103UH 0.5 mg, Kancyna, rnepopaJsiHo
Services Limited Xnapoxnopua 0.4 mg TBbpPAaA NpuIoXKeHne
Glaxosmithkline Trading nepopaJsHo
XbpBaTuns Avodart ayrtacrtepup 0.5m Kancysa, Meka
Services Limited 9 npunoxxeHue
nepopasHo
XbpBaTNA Krka-Farma D.O.O. Dutrys AyTacTepua 0.5 mg Kancyna, MeKa | onnoxerne
. dunnmMmupaHa nepopasHo
XbpBaTns Krka-Farma D.O.O. Finpros tbrHacTepuny, 5 mg TabneTtka npuioXKeHne
nytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopa’sHo
XbpBaTuA Krka-Farma D.O.O. Dutamyz XUAPOX0pUL 0.4 mg TBBPAA NpUNOXeHue
Organon Pharma Drustvo S o
. M nnaMmnpaHa nepopa’sHo
XbpBaTns Ograni?enom Odgovornos? | Proscar thrHacTepuny, 5 mg TabneTka NpUAoKeHMe

u Za Trgovinu | Usluge




ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
nytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasiHo
XbpBaTusA Pharmas Atekago XUAPOXIOPNA 0.4 mg TBBLPOA NpUAoKeHMe
. dunnmmnpaHa nepopasHo
XbpBaTUs Pharmas Fincar (bmHacTepunA 5 mg TabneTka NPUIOXKEHNe
. . dunnmMmupaHa rnepopasHo
XbpBaTUS Pharmas D.O.O. Finasterid Pharmas trHacTepuna 5 mg TabneTka NpUAOKeHMe
. . dunnmmnpaHa nepopa’siHo
XbpBaTns Pliva Hrvatska D.O.O. Mostrafin thrHacTepuny, 5 mg TabneTka NpUNOXeHue
. nepopasHo
XbpBaTUA Pliva Hrvatska D.0.0. Duster AyTacTepup 0.5 mg Karcyna, Meka NPUIOXKEHME
. nytactepua, TamcynosuH | 0.5 mg, Kancyna, nepopa’sHo
XbpBaTUA Pliva Hrvatska D.0.O. Duster Duo XNAPOXOPUA 0.4 mg TBLPAA NPUAGKEHNE
. nepopa’siHo
XbpBaTus Stada D.0.0. Dutasteridum Stada | AyTactepus 0.5 mg Kancyna, MeKa | npunoxerne
Dutasterid 0.5 mg, ,
XbpBaTus Stada D.O.O. ./ agyTtactepup, TamMCyJs1I03UH g kancyna nepopasHo
Tamsulozin Stada XNOPOXSIOpNA, 0.4 mg TBbpAa NpUIoXKeHne
e nytactepua, TamcynosuH | 0.5 mg, Kancyna, nepopa’sHo
XbpBaTus Viatris Limited Vasgar XUAPOXI0pUL 0.4 mg TBBPOA NpUNOXKeHe
. nepopa’sHo
XbpBaTns Zentiva, K.S. Dupro ayTtacTepun 0.5 mg Kancysa, MeKa NpUIoXKeHNe
. oyTtactepuz, TaMCy/03UH 0.5 mg, Kancyna, rnepopaJsHo
XbpBaTus Zentiva, K.S. Dupro Plus XUAPOXI0PUL 0.4 mg TBBPAA NpUIOXKeHe




ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
. . dunnmmnpaHa nepopasiHo
Kunbp Accord Healthcare S.L.U. Finasteride Accord thrHacTepua, 5 mg TabneTka NpUAoKeHMe
. . dunnmmnpaHa nepopasHo
Kunsp Accord Healthcare S.L.U. Finasteride Accord thrHacTepuny, 1 mg TabneTka NpUoKEHMe
Aurobindo Pharma (Malta) . . . dhuammpaHa rnepopaJsHo
Kunsp Limited Finasterid Aurobindo | dpuHacTepug 5 mg TabneTka NPUAGKEHNE
Kunbp Elpen Pharmaceutical Co. Dinaplex fyTtactepup, Tamcynosmd | 0.5 mg, Kancyna, nepopa’sHo
Inc. XNOPOXIopna, 0.4 mg TBBbPAA npuaoXKeHne
Glaxosmithkline (Ireland) rnepopaJsiHo
Kunsp Limited Avodart pyrtactepua 0.5 mg Kancyna, MeKa NPUIOXKEHME
Kumbp Glaxlosmithklline Trading Duodart aoyractepui, TamMCys03UH 0.5 mg, Kancyna, rnepopasHo
Services Limited Xnapoxnopua 0.4 mg TBbpPAaA NpuIoXKeHne
. . . dunnmmnpaHa nepopa’siHo
Kunsbp Laboratoires Bailleul S.A. Andropecia thrHacTepuny, 1 mg TabneTka NpUIoXKeHNe
. dunnmmnpaHa nepopasHo
Kunsp N.V. Organon Propecia rHacTepua 1 mg TabreTka NPUAGKEHNE
nepopa’sHo
Knnbp Rafarm S.A. Rafuster AyTacTtepun 0.5 mg Kancyna, Mmeka NpUAOKeHMe
Yewka +pharma Arzneimittel ! huammpaHa nepopaJsHo
penybnuka Gmbh Hyplafin puHacTepuA 5 mg Tabnetka NpUIoXKeHne
Yewlka +pharma Arzneimittel DUt ayTactepug, Tamcynosud | 0.5 mg, Kancyna, nepopanHo
penybnnka Gmbh urtam XNOPOXSIOpNA, 0.4 mg TBbpAa NpUIoXKeHne




ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YysieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXAaHe
EC/EMN ynoTtpeba aKTUBHOTO

BeLLecTBoO B

[o30Ba

eauHMua
Yelka Accord Healthcare Polska racTenm Kancyia. Meka nepopasHo
peny6nnka 5p. Z 0.0. Dustar ay pua 0.5 mg yna, NpUNoXKeHNe
Yewka nepopasHo
peny6nka Adamed Pharma S.A. Adadut nyTtacTepun 0.5 mg Karncyna, Meka NpUoKEHMe
Yewka ayTtactepup, Tamcynosmd | 0.5 mg, Kancyna, rnepopaJsHo
peny6bnnka Adamed Pharma S.A. Adatam xuapoxsaopug 0.4 mg TBbpPAaA NpuIo>KeHne
Yelwka . dunamMupaHa rnepopasHo
penybnuka Ardez Pharma Finard puHacTepuA 5 mg Tabnetka NpUIoXKeHne
Yewka ayTactepua, TaMCyJs03MH 0.5 mg, Kancyna, rnepopaJsHo
penybnnka Ardez Pharma Tedez Xnapoxsaopug 0.4 mg TBbpAa NpUIoXKeHne
Yelwka nepopasHo
peny6nka Ardez Pharma Dutamon AyTtacTepun 0.5 mg Karcyna, Mmeka NpUNOXKeHNe
Yelwka . . . . dunMupaHa rnepopasHo
peny6auKa Aristo Pharma Gmbh Finasterid Aristo thrHacTepuny, 5 mg TabneTka NpUNOXeHue
Yewka . ayTactepua, TaMCyJs103MH 0.5 mg, Kancyna, rnepopaJsHo
penybnnka Aristo Pharma Gmbh Marumax Xnapoxsaopug 0.4 mg TBbpAa NpUIoXKeHne
Hewka . . . nepopanHo
peny6nka Aristo Pharma Gmbh Dutasterid Aristo AyTtacTepun 0.5 mg Karcyna, Mmeka NpUNOXKeHNe
Yewka nyTactepug, Tamcyso3mH | 0.5 mg, Kancyna, nepopa’sHo
penybnvka Belupo D.D. Dubelotam XNOPOXopnA, 0.4 mg TBBHPAA npuaoXKeHne
Yewka . GunMupaHa rnepopasHo
penyBnmka Cande Cz S.R.O. Milten rHacTepug 5 mg TabreTka NPUAGKEHNE

10




ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YysieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXAaHe
EC/EMN ynoTtpeba aKTUBHOTO

BeLLecTBoO B

[o30Ba

eauHMua
Yewka nyTactepug, Tamcyso3mH | 0.5 mg, Kancyna, nepopasiHo
penybnvka Cande Cz S.R.0. Ladurot XNOPOXI0pnA, 0.4 mg TBBbPAA npuaoXKeHne
Yewka nepopasHo
peny6amKa Cande Cz S.R.O. Reneten nyTtacTepun 0.5 mg Kancyna, Meéka NpUIOXKeHe
Yewka Farmak International Sp. Z Dutasterid/ ayTactepui, TaMCy03MH 0.5 mg, Kancyna, nepopasHo
peny6bnnka 0.0. Tamsulosin Fmk Xnapoxnaopua 0.4 mg TBbpPAaA NpuIo>KeHne
Yelwka . dunamMupaHa rnepopasHo
peny6vKa G.L. Pharma Gmbh Androfin thrHacTepuny, 5 mg TabneTka NPUNOKEHME
Yewka ayTactepua, TaMCyJs03MH 0.5 mg, Kancyna, rnepopaJsHo
penybnnka G.L. Pharma Gmbh Aglandut XNOPOXSI0OpNL, 0.4 mg TBbpAa NpUIoXKeHne
Yelwka nepopasHo
peny6nka G.L. Pharma Gmbh Dutalan AyTtacTepun 0.5 mg Karcyna, Mmeka NpUNOXKeHNe
Yewka Glaxosmithkline (Ireland) racTeny Kancvia. Meka nepopasnHo
peny6nnka Limited Avodart ay pna 0.5 mg yna, NpUIoXKeHNe
Yewka . . ayTactepug, TamcysosmH | 0.5 mg, Kancyna, nepopasHo
penybnnka Glaxosmithkline S.R.O. Duodart XNOPOXSIOpNA, 0.4 mg TBbpAa NpUIoXKeHne
Yewka ayTtacTtepup, Tamcynosmd | 0.5 mg, Kancyna, rnepopaJsHo
peny6bnvka Heaton K.S. Atucare Xngpoxnopua 0.4 mg TBbpAa NpuIoXKeHne
Yelwka . dunamMupaHa rnepopasHo
penybnuka Hexal Ag Finex puHacTepuA 5 mg Tabnetka NpUIoXKeHne
Yewka . dnnmMmupaHa rnepopasHo
peny6nka Krka, D.D., Novo Mesto Finpros rHacTepug 5 mg TabneTka NPUAOKEHMe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YysieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Yewka . nyTactepug, Tamcyso3mH | 0.5 mg, Kancyna, nepopasiHo
penybnvka Krka, D.D., Novo Mesto Tadustix XNOPOXI0pnA, 0.4 mg TBBbPAA npuaoXKeHne
Yewka Sandoz S.R.O Dut ayTactepua, TaMCyJs103MH 0.5 mg, Kancyna, rnepopaJsHo
peny6bnnka andoz 5.R.O. utacomp XNOPOXSIOpNL, 0.4 mg TBbpAa NpUIoXKeHne
Yewka e . g dhuammpaHa nepopa’sHo
peny6nka Viatris Limited Finasterid Viatris trHacTepuna 5 mg TabneTka NpUAOKeHMe
Yewka T . nyTactepug, Tamcyso3mH | 0.5 mg, Kancyna, nepopasnHo
penybnvka Viatris Limited Taris XNOPOXIopna, 0.4 mg TBBbPAA npuaoXKeHne
Yewka Vioh SA Alkapid nyTactepug, TamcysosmH | 0.5 mg, Kancyna, nepopasHo
penybnnka Ipharm 5.A. apidan XNOPOXSI0OpNL, 0.4 mg TBbpAa NpUIoXKeHne
Yelwka . . dunnmMmupaHa nepopasHo
peny6bnvka Vipharm S.A. Finanorm (pvHacTepuA 5 mg TabneTka npuioXKeHne
Yelwka . dunamMupaHa rnepopasHo
penybnuka Zentiva, K.S. Penester puHacTepuA 5 mg Tabnetka NpUIoXKeHne
Yewka . ayTactepua, TaMCyJs103MH 0.5 mg, Kancyna, rnepopaJsHo
penybnnka Zentiva, K.S. Dutrozen XNOPOXSIOpNA, 0.4 mg TBbpAa NpUIoXKeHne
. . dunnmMmupaHa rnepopasHo
HaHuns 2care4 Generics ApS Prosterid rHacTepuna 1 mg TabneTka NpUAOKeHMe
; P s nepopa’sHo
Haxwns Alkaloid-Int D.O.O. Dutasterid "alkaloid ayTtacTepun 0.5 mg Karncyna, Meka NpUIoXKeHNe
. . dunnmmnpaHa nepopa’sHo
HaHns Amarox Pharma B.V. Finasterid Amarox rHacTepug 5 mg TabneTka NPUAOKEHMe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Aurobindo Pharma (Malta) . . . dunnmmnpaHa nepopasHo
Haxns Limited Finasterid Aurobindo | duHacTepna 5 mg TabneTka NPUNOKEHME
Betapharm Arzneimittel Dutasterid/ 0.5 mg
. ayTactepup, TaMCys103MH . , Kancyna, nepopa’siHo
NaHuna Gmbh jl;ja:stulo:nhydrochmr XUAPOXIOPNA 0.4 mg TBBLPOA NpUAoKeHMe
id Betapharm
. . pytactepug, TamcynosuH | 0.5 mg, kancyna, nepopasHo
DaHuns Exeltis Healthcare S.L Unisol XNIPOXN0pUA 0.4 mg TBbPAA [DPUOKEHNE
Dutasterid/ 0.5 mg
. ayTactepup, TaMCys103MH . , kancyna, nepopasHo
HaHunsa G.L. Pharma Gmbh La:iuls:nhydrochlor XUAPOXI0PN 0.4 mg TBBLPOA NpUAOKEHMe
id G.L. Pharma
nepopa’sHo
HaHus G.L. Pharma Gmbh Lanadut ayTtacTtepupn 0.5 mg Kancyna, meka NpUAOKEHMe
o Dutasterid/
Nanus Glenmark Arzneimittel Tamsulosinhvdrochlor oyTtactepua, TaMCy/103UH 0.5 mg, Kancyna, repopaJsiHo
Gmbh d Gl ky Xugpoxsnopug 0.4 mg TBbpPOA npuioXeHue
i enmar
P " nepopaJsHo
HaHus Hexal A/S Dutasterid "hexal nyTtacTepun 0.5 mg Kancyna, Meka NpUAOKeHMe
. nepopa’sHo
HaHus Krka, D.D., Novo Mesto Dutasteride Krka aAyTactepun 0.5 mg Kancyna, Meka NpUIOKeHe
nepopasnHo
OaHwns Krka, D.D., Novo Mesto Dutrys ayTacTepua 0.5 mg Kancyna, Meka npunoXeHue
NaHus Laboratorios Leén Farma, Dutastem nyTactepua, Tamcyno3mH | 0.5 mg, Kancyna, nepopasnHo
S.A. xugpoxnopua 0.4 mg TBbpAa npuao>KeHne
Nanus Laboratorios Leén Farma, Prostaduo ayTtactepup, TamcynosmH | 0.5 mg, kancyna, nepopa’siHo
S.A. XNOpPOXaopna, 0.4 mg TBBHPAA npuIo>KeHne
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Laboratorios Ledén Farma Dutasterid
I ) . . nepopa’sHo
Haxua S A Laboratorios Ledn AyTacTepui 0.5mg Kancyna, Meka NpUNOXKeHe
Farma
Laboratorios Leén Farm S5m
Nanus aboratorios Ledn Farma, Dutatex aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopa’sHo
S.A. XNOPOX0pnA 0.4 mg TBBHPAA npuIo>KeHne
Laboratorios Leén Farma, .5 mg,
Nanus aboratorios Le6n Farma Duotam aytactepua, TamcynosumH | 0.5 mg Kancyna, nepopasHo
S.A. XNOPOXSI0pnA, 0.4 mg TBbpAA NpuIoXKeHne
Laboratorios Leén Farma, 0.5 mg,
NaHns Hydutam ayTtactepup, TaMCyJ1I03UH g Kancyna, nepopasHo
S.A. xuapoxnopua 0.4 mg TBbpAa NpuIoXKeHne
Laboratorios Ledén Farma, . TacTepud, TamcynosmH | 0.5 mg, Kancyna, nepopaJsHo
Aanvs Dutamsine ay pha ¥ 9 Y pop
S.A. XNOPOX0pnA 0.4 mg TBBHPAA npuIo>KeHne
Laboratorios Leén Farma, .5 mg,
Nanus aboratorios Le6n Farma Denerid aytactepua, TamcynosumH | 0.5 mg Kancyna, nepopasHo
S.A. XNOPOXS0pnA, 0.4 mg TBbpAA NpUIoXKeHne
HaHus Laboratorios Liconsa, S.A Dutasterid nyTacTepup 0.5m Karncyna, Meka nepopasHo
T Laboratorios Liconsa > M3 ' npuioxexne
. . s " nepopa’sHo
HaHuns Laboratorios Liconsa, S.A. Dutasterid "liconsa aoyTactepun 0.5 mg Kancyna, Meka NpUIOXKeHe
. . . nepopasHo
NaHns Laboratorios Liconsa, S.A. Deridust ayTacTepua 0.5 mg Karmcyna, MeKka NPUAOXKEHME
) Finasteride Medical huammpaHa rnepopaJsHo
e Medical Valley Invest Ab Valley mHacTepng 5 mg TabneTKa NPUNOKEHME
. Dutasteride Medical nepopa’sHo
HaHunsa Medical Valley Invest Ab Valley AyTactepup 0.5 mg Karncyna, Meka NpUSOYKEHNE

14




ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
. . nytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasiHo
Daxns Medical Valley Invest Ab Duta Tamsaxiro XMIPOXNOPUA 0.4 mg TBLPAA MPUAOXKEHNE
. . dunnmmnpaHa nepopasHo
HaHus Stada Arzneimittel Ag Finastad thrHacTepuny, 1 mg TabneTka NpUIOXKeHe
Dutasteride/ 0.5 mg
. . agyTtactepup, TamMCyJs1I03UH . , kancyna, nepopasHo
OaHunsa Stada Arzneimittel Ag 'I;jamssul(;)smhydrochlor XUAPOXI0PUL 0.4 mg TBBPAA NpUIOXKeHe
ide Stada
. . . dunnmMupaHa rnepopasHo
HaHus Stada Arzneimittel Ag Finasterid Stada thrHacTepuny, 5 mg TabneTka NpUNOXKeHue
. . dnnmmnpaHa nepopa’sHo
HaHuns Teva B.V Finasteride Teva rHacTepuna 5 mg TabneTka NpUNoXeHNe
. nepopasHo
HaHns Teva B.V Dutasteride Teva nyTacTepua 0.5 mg Kancyna, Meka | punoxenne
. . dnnmMupaHa nepopa’sHo
HaHus Teva B.V Finasteride Teva thrHacTepuny, 1 mg TabneTka NpUNOXKeHue
. Dutasterid Universal rnepopaJsHo
HaHus Universal Farma, S.L. Farma oyTacTtepun 0.5 mg Kancyna, MeKa NpUNoXeHNe
T . nepopasHo
NaHus Viatris Limited Dutasterid Mylan AyTacTepun 0.5mg Kancyna, Meka | 1punoxenne
. . dnnmMupaHa nepopa’sHo
EcToHMA Accord Healthcare B.V. Finasteride Accord thrHacTepuny, 5 mg TabneTka NpUNOXeHue
. . dunnmmnpaHa nepopa’sHo
EcToHus Accord Healthcare B.V. Finasteride Accord rHacTepuna 1 mg TabneTka NpUNoXeHNe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Glaxosmithkline Trading nepopaJsHo
EcToHus Avodart nyrtactepua 0.5m Kancysna, Meka
Services Limited 9 npunoxxeHue
Glaxosmithkline Tradin TacTepua, TaMCyn03UH 0.5 mg, Kancyna, nepopasaHo
ECTOHUS . e g Combodart ay pnao y 9 y pop
Services Limited XNOPOXSIOpNL, 0.4 mg TBbpAa NpUIoXKeHne
. Dutasteride/ TacTepud, TamcynosmH | 0.5 mg, Kancyna, nepopa’sHo
EcToHus JSC Olainfarm , ) ay bna y g Y pop
Tamsulosin Olainfarm | X\ApoOxaopnAa 0.4 mg TBbPAa npuioxeHune
nyTactepug, TamcynosuH | 0.5 mg, Kancyna, nepopa’siHo
EcTOHMA Krka, D.D., Novo Mesto Tadusta XUAPOXIOPNA 0.4 mg TBBLPOA NpUAoKeHMe
. . . . nepopasHo
EcToHusA Sia Elvim Dutasteride Elvim AyTacTepua 0.5 mg Kancyna, Meka NPUIOXKeHNe
ECTOHMS Teva B.V Dutasteride/ nytactepua, TamcynosuH | 0.5 mg, Kancyna, nepopasnHo
Tamsulosin Teva Xnapoxnopua 0.4 mg TBbpPAaA NpuIoXKeHne
. nepopa’siHo
EcToHuS Teva Pharma B.V. Dutasteride Teva nyTacTepua 0.5 mg Karncyna, Meka NPUNOXKEHNE
. . dunnmmnpaHa nepopasHo
EcToHMA Teva Pharma B.V. Finasteride Teva thrHacTepuny, 5 mg TabneTka NpUAOKEHMe
EcToHus Teva Pharma B.V Dutasteride ayTactepun 0.5m KarncyJsa, Meka riepopanHo
v o Ratiopharm ) 9 ! npuio)xeHue
Dutasteride/ nyTtactepup, Tamcynosmd | 0.5 mg, Karcyna rnepopasnHo
EcTOHMA iatris Limi ' '
Viatris Limited Tamsulosin Viatris Xuapoxnopua 0.4 mg TBbPAa npuioxeHune
. oyTtactepuz, TaMCy/03UH 0.5 mg, Kancyna, rnepopaJsHo
EcToHus Zentiva, K.S. Dutrozen XMLPOXIOPUL 0.4 mg TBbpAA NpUNoXeHNe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
. . dunnmmnpaHa nepopasiHo
®uHNaHANS 2care4 Generics Aps Prosterid thrHacTepua, 1 mg TabneTka NpUAoKeHMe
. . nepopasHo
®UHNAHANA Glaxosmithkline Oy Avodart nyTacTepua 0.5mg Kancyna, meka NpUIoXKeHne
. . ayTtactepup, Tamcynosmd | 0.5 mg, Kancyna, nepopanHo
duHNaHans Glaxosmithkline Oy Duodart XUAPOXI0pUL 0.4 mg TBBPOA NpUNOXKeHe
) dunnmmnpaHa nepopa’siHo
®rHNaHans Hexal A/S Gefina thrHacTepuny, 5 mg TabneTka NPUNOKEHME
. nepopasHo
®duHNaHans Krka, D.D., Novo Mesto Dutasteride Krka aytactepug 0.5 mg Kancyna, Meka NPUIOXKeHNe
) Dutasteride Medical rnepopaJsHo
OuHNaHanA Medical Valley Invest Ab Valley ayrtactepua 0.5 mg Kancysna, MeKa NpUNOXKeHNe
. dunnmmnpaHa nepopa’siHo
®rHNaHans N.V. Organon Propecia thrHacTepuny, 1 mg TabneTka NPUNOKEHME
dunnmmnpaHa nepopasHo
®uHNaHANS N.V. Organon Proscar puHacTepna 5 mg TabneTka NPUIOXKEHME
. ) Dutasteride/ TacTepud, TamcynosmH | 0.5 mg, Kancyna, nepopa’sHo
DUHNAHANS Orion Corporation D Ay pnA y 9 y pop
Tamsulosin Orion Xngpoxnopua 0.4 mg TBbpAa NpuIoXKeHne
. . . . . dunnmmnpaHa nepopa’sHo
®uHNaHANS Orion Corporation Finasterid Orion thrHacTepuny, 5 mg TabneTka NpUAoKeHMe
DUHNaHANS Ratiopharm Gmbh Finasterid tbuHacTepua 5 Ppusmmpaha nepopanHo
atiopharm &m Ratiopharm P mg TabneTka NpUIoXeHne
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YJIeHKa Ha paspeLueHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
nepopasiHo
DUHNAHAMS Sandoz A/S Dutester nyTacTepua 0.5 mg Kancyna, Meka npuUnoXeHne
Dutasteride/ 0.5 mg
. ayTtactepup, TaMCy/1I03UH . , Kancyna, nepopa’siHo
duHNaHana Sandoz A/S Tamsulosinhydrochlor XUAPOXIOPNA 0.4 mg TBBLPOA NpUAoKeHMe
ide Sandoz
. Dutasterid/Tamulosin | aytacTtepug, Tamcynosud | 0.5 mg, Kancyna, rnepopaJsHo
duHNaHanA Stada Arzneimittel Ag Stada XM APOXA0PUL 0.4 mg TBbPAA npUNoXeHne
Dutasteride/ 0.5 mg
. ayTtactepup, TamMCyJsI03UH . , kancyna, nepopasHo
duHNaHana Teva B.V Tamsulosinhydrochlor XUAPOX0pUL 0.4 mg TBBPAA NpUNOXKeHe
id Ratiopharm
duHnaHana Teva Pharma B.V Dutasteride ayTtacTtepun 0.5m Karncyna, meka nepopasnHo
" Ratiopharm ) 9 ’ npuioXxeHue
T . S nepopanHo
OUHNAHAS Viatris Limited Dutasteride Viatris AyTacTepus 0.5mg Kancyna, MeKa | nounoxerne
Dutasteride/ 0.5 mg
T . ayTtactepup, TaMCyJ103UH . , Kancyna, nepopanHo
duHNaHans Viatris Limited Tamsulosinhydrochlor XUAPOXI0pUL 0.4 mg TBbPAA NpUNOXKeHue
ide Viatris
®paHLus Accord Healthcare France Dutasteride/ nyTtactepup, TamcynosnH | 0.5 mg, Kancyna, nepopasHo
Sas Tamsulosine Accord Xunapoxyiopua 0.4 mg TBBbPAA npuioxeHune
Accord Healthcare France , . dhuammpaHa rnepopaJsHo
dpaHums Sas Finasteride Accord puHacTepma 5 mg TabneTka npunoXXeHue
Accord Healthcare France . rnepopasHo
®paHumns Sas Dutasteride Accord nyTacTepuna 0.5 mg Kancyna, meka NpUNoXeHne
. . dunnmmnpaHa nepopa’sHo
®paHuus Almus France Finasteride Almus uHacTepma 5 mg Tabnetka NpUNOXKeHNe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
. . dunnmmnpaHa nepopasnHo
®paHumns Amarox Pharma Gmbh Finasteride Amarox thrHacTepua, 5 mg TabneTka NPUNOKEHME
. . dunnmmnpaHa nepopasnHo
®paHuuns Amarox Pharma Gmbh Finasteride Amarox thrHacTepuny, 1 mg TabneTka NpUIOXKeHe
. . . dunnmMmupaHa rnepopasHo
®paHuus Arrow Generiques Finasteride Arrow Lab | ¢ovHacTepug 5 mg TabneTka NPUIOKEHNE
) Finasteride Arrow huammpaHa nepopaJsHo
®paHuus Arrow Generiques Generiques uHacTepua 1 mg Tabnetka npuoXxeHue
. . . dunnmmnpaHa nepopasnHo
®paHuus Arrow Generigues Finasteride Arrow Lab | ¢ovHacTepug 1 mg TabneTka NpUNoXeHNe
. Dutasteride/ TacTepud, TamcynosmH | 0.5 mg, Kancyna, rnepopaJsHo
®paHuus Arrow Generiques , ay Pna y 9 y bop
Tamsulosine Arrow xuapoxnopua 0.4 mg TBbpAa npuioxexne
PoAHLMS A G . Dutasteride Arrow racTenm 0 Kancvia. MeKa nepopa’siHo
paHL, rrow Generiques Lab ay pua .5 mg yna, NPUNoXKEHME
. . . . dunnmmnpaHa nepopasnHo
®paHuuns Axunio Pharma Gmbh Finasteride Nio thrHacTepuny, 1 mg TabneTka NpUIOXKeHe
. . . . dunnmMmupaHa rnepopasHo
®paHums Biogaran Finasteride Biogaran rHacTepuna 1 mg TabneTka NpUNOXKeHe
. . . nepopa’sHo
PpaHLus Biogaran Dutasteride Biogaran | AyTactepua 0.5 mg Kancyna, MeKa | npunoxerne
. Dutasteride/ TacTepua, TaMCYy/103UH 0.5 mg, Kancyna, rnepopasiHo
®paHums Biogaran . . ay pnao y 9 y pop
Tamsulosine Biogaran | X1Apoxaopna 0.4 mg TBBbpAa npnnoXxeHne
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YJIeHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
. . . . dunnmmnpaHa nepopasnHo
®paHumns Biogaran Finasteride Biogaran | uHacTepna 5 mg TabneTka NPUNOKEHME
. . . . dunnmmnpaHa nepopasnHo
®paHuuns Cristers Finasteride Cristers thrHacTepuny, 5 mg TabneTka NpUIOXKeHe
®paHLms Cristers Dutasterlclie/ . nytactepua, TamcynosuH | 0.5 mg, Kancyna, meka nepopasHo
Tamsulosine Cristers | XWApoOxaopnAa 0.4 mg npunoxeHune
. . . . dunnmmnpaHa nepopasnHo
®paHumns Cristers Finasteride Cristers thrHacTepuny, 1 mg TabneTka NPUNOKEHME
. . . nepopasHo
DpaHLuus Cristers Dutasteride Cristers | AyTacTepusg 0.5mg Kancyna, MeKa | nonnoxerne
Eg Labo Laboratoires . . GpunaMupaHa rnepopaJsHo
®paHuus Eurogenerics Finasteride Eg trHacTepuna 5 mg TabneTka NPUNOKEHME
Eg Labo Laboratoires . . dunnmmnpaHa nepopasHo
®paHumns Eurogenerics Finasteride Eg thrHacTepuny, 1 mg TabneTka NPUNOKEHME
®panLus Eg Labo Laboratoires Dutasteride/ aytactepua, Tamcynosmd | 0.5 mg, Kancyna, nepopasHo
Eurogenerics Tamsulosine Eg Xxnapoxnopuna 0.4 mg TBBbpAa npnnoXxeHne
Eg Labo Laboratoires . rnepopaJsHo
®dpaHums i Dutasteride E ayTtactepug 0.5m Kancyna, Mmeka
Eurogenerics g g npunoxeHune
. nepopa’sHo
®paHumns Evolupharm Dutasteride Evolugen | AyTacTepuj 0.5 mg Kancyna, Meéka NpUNOXeHue
. nepopa’sHo
®paHuus Krka, D.D., Novo Mesto Dutasteride Krka aytactepug 0.5 mg Kancyna, Meka NPUIOXKEHNe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BelLL,ecTBO B
[030Ba
eauHvua
. nepopasnHo
dpaHums Krka, D.D., Novo Mesto Dutasteride Krka nyTacTepua 0.5 mg Karncyna, Meka NPUNOXKEHNE
®paHuus Laboratoire Avodart AyTacTepua 0.5m Kancyna, Meka riepopanHo
Glaxosmithkline ) 9 ' NMpUIoXeHne
Laboratoire TacTepud, TamcynosmH | 0.5 mg, Kancyna, nepopaJsHo
®paHunA - Combodart fyracrepna y 9 y pop
Glaxosmithkline Xnapoxnaopua 0.4 mg TBbpPAaA NpuIo>KeHne
. . . dunnmmnpaHa nepopasnHo
®paHumns Laboratoires Alter Finasteride Alter thrHacTepuny, 5 mg TabneTka NPUNOKEHME
. . . . . dunnmmnpaHa nepopasnHo
®paHuus Laboratoires Bailleul S.A. Finasteride Bailleul thrHacTepuny, 1 mg TabneTka NPUAOKEHME
Dutasteride Mylan rnepopasHo
®paHuus Tactepu Kancyna, Meka
paHL Mylan S.A.S. Generiques ay pua 0.5 mg y npuoxxeHue
. prnnMupaHa nepopasnHo
®paHumns Organon France Propecia thrHacTepuny, 1 mg TabneTka NpUAGKEHNe
: prnnMupaHa nepopasnHo
®paHuuns Organon France Chibro-Proscar thrHacTepuny, 5 mg TabneTka NpUAOKEHMe
Dutasteride/ TacTepud, TamcynosmH | 0.5 mg, Kancyna, nepopa’sHo
dpaHuus Sandoz . Ay pnA y 9 y pop
Tamsulosine Sandoz | XWApoxaopnAa 0.4 mg TBBbPAa npuioXxeHune
. . dunnmmnpaHa nepopasnHo
®paHumns Sandoz Finasteride Sandoz thrHacTepuny, 5 mg TabneTKa NPUNOKEHME
. . dunnmmnpaHa nepopasnHo
®paHuuns Sandoz Finasteride Sandoz thrHacTepuny, 1 mg TabneTka NPUAOKEHMe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BelLL,ecTBO B
[030Ba
eauHvua
. nepopasnHo
dpaHums Sandoz Dutasteride Sandoz | AyTactepus 0.5 mg Kancyna, MeKa | npunoxerne
. . . dunnmmnpaHa nepopasnHo
®paHuuns Teva Santé Finasteride Teva thrHacTepuny, 5 mg TabneTka NpUoKEHMe
. . . dunnmMmupaHa rnepopasHo
®paHums Teva Sante Finasteride Teva trHacTepuna 1 mg TabneTka NpUAOKeHMe
. . nepopasnHo
dpaHunAa Teva Santé Dutasteride Teva AyTacTepun 0.5 mg Kancyna, MeKa | npunoxerne
. . . . dunnmmnpaHa nepopasnHo
®paHuus Viatris Sante Finasteride Viatris thrHacTepuny, 5 mg TabneTka NPUAOKEHME
. . . . dunnmMmupaHa rnepopasHo
®paHuus Viatris Sante Finasteride Viatris trHacTepuna 1 mg TabneTka NPUNOKEHME
. . . nepopasnHo
®paHumns Viatris Sante Dutasteride Viatris ayTtacrtepua 0.5 mg Kancyna, Meéka NpUAoKeHMe
Dutasteride . ,
®panLus Viatris Sante : / o aytactepua, TamcysosmH | 0.5 mg Kancyna, nepopasHo
Tamsulosine Viatris Xxnapoxnopuna 0.4 mg TBBbpAa npnnoXxeHne
. . . . dunnmMmupaHa rnepopasHo
®paHuus Zentiva France Finasteride Zentiva rHacTepuna 5 mg TabneTka NPUNOKEHME
. . . . dunnmmnpaHa nepopasnHo
®paHumns Zentiva France Finasteride Zentiva thrHacTepuny, 1 mg TabneTka NpUAGKEHNe
. Dutasteride Zentiva rnepopaJsiHo
®paHums Zentiva France Lab nyTacTepua 0.5 mg Kancyna, Meka NPUIOXKEHNe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YJsieHKa Ha paspeLueHueTo 3a Ha cdopma BbBeXAaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHMua
®paHLms Zentiva France Dutasteride/ nyTtactepup, Tamcynosmd | 0.5 mg, Karncyna, rnepopasnHo
Tamsulosine Zentiva | XMApoxnopna 0.4 mg TBBPAA NPUNoXEHNE
. . nnMmnpaHa nepopasHo
®paHuus Zydus France Finasteride Zydus (bmHacTepunA 5 mg $a6neTia npﬁngmeHme
ayTtactepup, Tamcynosmd | 0.5 mg, Kancyna, nepopaJsHo
FepmaHuns 1 A Pharma Gmbh Dutacomp XULPOXIOPUL 0.4 mg TBBbPAA NpUoXeHne
. . dunnmmnpaHa nepopa’siHo
lepmaHus 1 A Pharma Gmbh Finasterid 1 A Pharma | pvHacTepunn 5 mg TabneTka NpUNOXeHNe
. . dunnmmnpaHa nepopasHo
lepmaHus 1 A Pharma Gmbh Finasterid 1 A Pharma | pmHacTepunn 1 mg TabneTka NpUIOXKeHe
, . dunnmMmupaHa nepopasHo
lepmaHus Abanta Pharma Gmbh Finasterid Uropharm trHacTepuna 5 mg TabneTka NpUNOXKeHe
Dutasterid/ ayTactepui, TaMCy/103MH 0.5 mg, Kancyna nepopaJsiHo
FepmaHus Abanta Ph h , ,
P banta Pharma Gmb Tamsulosin Uropharm | XApPOXfiopna 0.4 mg TBbPAA rnpunoxxexne
Dutasterid/ aytactepug, TamcynosuH | 0.5 mg, kancyna nepopasHo
epmaHunsa V. ’ )
p Accord Healthcare B.V Tamsulosin Accord XVUAPOXIIOPUL 0.4 mg TBbpAa NpuIoXKeHne
) , . dunnmMmupaHa nepopasHo
FepMaHus Aliud Pharma Gmbh Finasterid Al (hmHacTepunA 5 mg TabneTka NpUNOXKeHe
. . . dunnmmnpaHa nepopa’sHo
lepmaHus Aliud Pharma Gmbh Finasterid Al unHacTepup 1 mg TabneTka NpUAoKeHMe
, Dutasterid/ aytactepug, TamcynosuH | 0.5 mg, kancyna nepopa’sHo
FepMmaHunsa ’ ’
P Aliud Pharma Gmbh Tamsulosin Al XUAPOXI0pUL 0.4 mg TBbPAA NPUNOXKeHNe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
. . dunnmmnpaHa nepopasiHo
lepmaHus Amarox Pharma Gmbh Finasterid Amarox thrHacTepua, 5 mg TabneTka NpUNOXeHue
. . dunnmmnpaHa nepopasHo
lepMaHus Amarox Pharma Gmbh Finasterid Amarox thrHacTepuny, 1 mg TabneTka NpUIOXKeHe
Apogepha Arzneimittel . punaMupaHa rnepopaJsiHo
Fepmarina Gmbh Prosmin (pvHacTepuA 5 mg TabneTka NpuIo>KeHne
Finasterid Zur
Anwendung Bei GpunMupaHa rnepopaJsiHo
epMaHus Aristo Pharma Gmbh . , rHacTepuna 5m
Mannlichen Patienten 9 TabneTka npunoXxeHne
Aristo
. . . . nnMmnpaHa nepopasHo
lepmaHus Aristo Pharma Gmbh Finasterid Aristo thrHacTepuny, 5 mg ?'JaGneTia npangmeHme
. N dnnmmnpaHa nepopa’siHo
lepmaHus Aristo Pharma Gmbh Finaristo rHacTepuna 1 mg TabneTka NpUSIOYKEHNE
. . . nepopasHo
repMaHus Aristo Pharma Gmbh Dutasterid Aristo nyTacTepua 0.5 mg Karncyna, Meka npﬁngmeHme
. . nyTactepug, TamcynosvH | 0.5 mg, Kancyna, nepopasHo
FepmaHuns Aristo Pharma Gmbh Dutalosin XUAPOXI0pUL 0.4 mg TBbPAA NpUNOXKeHue
. . dnnmmnpaHa nepopa’sHo
lepmaHus Ascend Gmbh Finasterid Ascend rHacTepuna 5 mg TabneTka NpUNOXKeHNe
. . - nnMmnpaHa nepopasHo
lepmaHus Axunio Pharma Gmbh Finasterid Nio thrHacTepuny, 1 mg $a6neTia npﬁngmeHme
FepMaHns Betapharm Arzneimittel Dutasterid/ nytactepup, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
Gmbh Tamsulosin Beta xnapoxnopuna 0.4 mg TBbpAa npuioxeHune
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YJIeHKa Ha paspeLueHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
. . - dunnmmnpaHa nepopasiHo
lepmaHus Biomo Pharma Gmbh Finasterid Biomo unHacTepup 5 mg TabneTka NpUNOXeHue
. . A dunnmmnpaHa nepopasHo
lepMaHus Biomo Pharma Gmbh Finasterid Biomo thrHacTepuny, 1 mg TabneTka NpUIOXKeHe
Bluefish Pharmaceuticals ) . . dhuammpaHa rnepopaJsHo
FepMaHusa Ab Finasterid Bluefish puHacTepna 5 mg TabneTka NpUAOXKEHME
FeoMaHms Caref reland Limited Finasterid dbrHacTEpH 1 dunMmmnpaHa nepopa’siHo
p areforsons Ireland Limite Careforsons puna mg TabneTka NpUNoXKeHNe
. . dunnmmnpaHa nepopasHo
epmaHus Dermapharm Ag Finapil puHacTepma 1 mg TabneTka NPUIOXKEHME
. . dunnmMmupaHa rnepopasHo
lepmaHus Dexcel Pharma Gmbh Finasterid Dexcel trHacTepuna 1 mg TabneTka NpUNOXKeHe
Dr. Pfleger Arzneimittel , huammpaHa nepopaJsHo
FepmaHus P Finural $uHacTepna 5> mg TabneTka NPUoXKeHNe
FepMaHus Dr. Pfleger Arzneimittel Tamsublock Duo noyrtactepui, TaMCyJI03UH 0.5 mg, Kancyna, rnepopaJsiHo
Gmbh XNOPOXSIOpNA, 0.4 mg TBbpAa NpUIoXKeHne
nepopanHo
FepMaHuns FD Pharma Gmbh Avodart AyTacTepua 0.5mg Kancyna, Meka npuioXeHune
FeoManms Glaxosmithkline Gmbh & racTenm Kancvia. Meka nepopasnHo
p Co. Kg Avodart ay pna 0.5 mg yna, NpUAoKeHMe
. . Dutasterid-
FepManms Glaxosmithkline Gmbh & T losinhvdrochl nyTtactepup, Tamcynosmd | 0.5 mg, Kancyna, nepopa’sHo
P Co. Kg amsulosinhydrochior |,y npboxnopua 0.4 mg TBBHPAA npuaoXKeHne

id Glaxosmithkline
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
FepmaHus Glaxosmithkline Gmbh & Duodart nyTacTepupi, TamMCyJl03MH 0.5 mg, Kancyna, nepopasiHo
Co. Kg XNOPOXI0pnA, 0.4 mg TBBbPAA npuaoXKeHne
FepMaHms Glenmark Arzneimittel Dutasterid/ aytactepug, Tamcynosmd | 0.5 mg, Kancyna, nepopasHo
Gmbh Tamsulosin Glenmark | X1Apoxaopna 0.4 mg TBbpAa npnnoXxeHne
Finasterid Zur
FepMaHms Heumann .Pharma Gmbh & Ar.1.wer.1dung Bell thmHacTepna 5 mg punamupaHa nepopasnHo
Co. Generica Kg Mannlichen Patienten Tabnetka npnnoXxeHne
Heumann
Heumann Pharma Gmbh & ) . huamMmmpaHa rnepopaJsHo
lepmaHus Co. Generica Kg Finasterid Heumann unHacTepup 1 mg TabneTka NpUNOXKeHe
FepMaHns Heumann Pharma Gmbh & | Dutasterid/ nyTactepup, TamcynosmH | 0.5 mg, kancyna, nepopasnHo
Co. Generica Kg Tamsulosin Heumann | X“Apoxaopua 0.4 mg TBbpAa npuioxeHune
. . dnnmmnpaHa nepopa’siHo
lepmaHus Hexal Ag Finahair rHacTepuna 1 mg TabneTka NPUAOKEHME
. A dunMupaHa rnepopasHo
lepmaHus Holsten Pharma Gmbh Finasterid Rivopharm | domHacTepug 1 mg TabneTka NpUNOXKeHe
FeoManms Hol Ph Gmbh Finasterid buHacTepy 5 huammpaHa rnepopaJsHo
P olsten Pharma Gm Ratiopharm pua mg TabneTka NpuIoXKeHne
. . dnnmmnpaHa nepopa’sHo
lepmaHus Holsten Pharma Gmbh Finasterid Holsten rHacTepuna 5 mg TabneTka NpUIOKeHMe
. . dunMupaHa rnepopasHo
lepmaHus Holsten Pharma Gmbh Finasterid Holsten thrHacTepuny, 1 mg TabneTka NpUNOXKeHe
. . dunnmMupaHa rnepopasHo
lepMaHus Holsten Pharma Gmbh Finasterid Abz thrHacTepuny, 5 mg TabneTka NpUAOKeHMe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
. dunnmmnpaHa nepopasiHo
lepmaHus Holsten Pharma Gmbh Capila thrHacTepua, 1 mg TabneTka NpUAoKeHMe
. . dunnmmnpaHa nepopasnHo
lepmaHus Hormosan Pharma Gmbh Finasterid Hormosan rnHacTepug 1 mg TabneTka NpUIOXKeHe
. . . nepopa’sHo
repmaHus Medical Valley Invest Ab Dutasterid Axiromed | AyTacTtepup 0.5 mg Kancyna, Meka NpUNOXeHNe
. . nyTactepug, Tamcyso3mH | 0.5 mg, Kancyna, nepopa’siHo
FepmaHuns Medical Valley Invest Ab Duta-Tamsaxiro XUAPOXI0pUL 0.4 mg TBbpAA npUoXeHne
FeoMaHus Medi h A Finasterid buHacTepy 5 GpunMupaHa rnepopaJsHo
p edicopharm Ag Medicopharm PVA mg TabneTka npunoXeHue
Finamed Zur ®
. . . nnMmnpaHa nepopasnHo
lepmaHus Mibe Gmbh Arzneimittel Anwendung Bei thrHacTepuny, 5 mg TabneTka NpUIOXKeHe
Mannlichen Patienten
Dutasterid/ ayTtactepun, TamcynosuH | 0.5 mg, Kancyna rnepopaJsHo
FepmaHnsa ’ ,
p Mylan Germany Gmbh Tamsulosin Mylan xugpoxaopus, 0.4 mg TBbPAA npuoxXeHue
Proscar Zur
, naMmupaHa nepopasHo
FepMaHus Organon healthcare Gmbh | Anwendung Bei (bmHacTepunA 5 mg ?'JaGneTia npangmeHme
Mannlichen Patienten
, dnnmMupaHa nepopa’sHo
lepmaHusa Organon healthcare Gmbh | Propecia thrHacTepunn 1mg TabneTka NpUIoXKeHne
Puren Pharma Gmbh & Co. , . huammpaHa nepopaJsHo
lepmaHus Kg Finasterid Puren unHacTepup 5 mg TabneTka NpUSOYKEHNE
Puren Pharma Gmbh & Co. . . ) GpunMupaHa repopaJsiHo
lepmaHus Kg Finasterid Aurobindo hrnHacTepung 5 mg TabneTka NpUNOXKeHe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Puren Pharma Gmbh & Co. . . . dunnmmnpaHa nepopasHo
lepmaHus Kg Finasterid Aurobindo thrHacTepua, 1 mg TabneTka NpUAoKeHMe
Puren Pharma Gmbh & Co. . GpunMupaHa rnepopaJsHo
Fepmarns Kg Finapuren (puHacTepuA 1 mg TabneTka NpUIoXeHne
FepMaHus Puren Pharma Gmbh & Co. | Dutasterid/ ayTtactepup, Tamcynosmd | 0.5 mg, Kancyna, nepopasHo
Kg Tamsulosin Puren xuapoxnopua 0.4 mg TBbpAa npuaoxxexHune
Dutasterid/ 0.5 mg
. . ayTtactepup, TamMCyJI03UH . ) Kancyna, nepopa’sHo
FepmaHuns Ratiopharm Gmbh Tamsulosin XUAPOXI0pUL 0.4 mg TBBPOA NpUNOXKeHe
Ratiopharm
. . dnnmmnpaHa nepopa’sHo
lepmaHus Stadapharm Gmbh Finasterid Stada rHacTepuna 5 mg TabneTka NpUIOXKeHe
. . dunMupaHa rnepopasHo
lepmaHus Stadapharm Gmbh Finasterid Stada thrHacTepuny, 1 mg TabneTka NpUAOKEHMe
Finascar Zur
FepMatns Tad Ph Gmbh Anwendung Bei buHacTepy 5 GpunMupaHa nepopasHo
P a arma Lm Mannlichen pua mg TabneTka npuioXeHue
Erwachsenen
nepopa’sHo
FepMaHus Tad Pharma Gmbh Dutascar nyTacTepun 0.5mg Kancyna, MeKa | nonnoxerne
nytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
lepMaHus Tad Pharma Gmbh Dutastam XNAPOXNOPHA 0.4 mg TELPAA NPUAGKEHNE
Winthrop Arzneimittel , . , GpunaMupaHa rnepopaJsiHo
lepmaHusa Gmbh Finasterid Winthrop uHacTepma 5 mg TabneTka NpPUOXKEHME
FepMaHus Zentiva Pharma Gmbh Dutasterid- pyTacTtepupg, TamMCyJl03MH 0.5 mg, Kancyna, nepopaJsiHo
Tamsulosin Zentiva xuapoxnopua 0.4 mg TBBbPA3 npuioxenune
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Bennett Pharmaceuticals , , dunMmmnpaHa nepopasiHo
Mopuns Sa Fisterid uHacTepua 5 mg TabneTka npuaoXKeHne
aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
Mepums Demo Abee Zytodur XNOPOXSIOpNL, 0.4 mg TBbpAa NpUIoXKeHne
. nepopanHo
Mbpums Demo Abee Dastidem nyTacTepua 0.5 mg Kancyna, MeKa | nonnoxerne
Mbpums Elpen Pharmaceutical Co. | . pyTactepua, Tamcynosus | 0.5 mg, Kancyna, nepopasHo
Inc. P XNOPOXIopna, 0.4 mg TBBbPAA npuaoXKeHne
. . dunnmmnpaHa nepopasHo
Mepumns Genepharm S.A. Finastir trHacTepunna 5 mg TabreTka NPUAGKEHNE
ayTtactepup, Tamcynosmd | 0.5 mg, kancyna, nepopanHo
Mbpumna Genepharm S.A. Doxared XMAPOX0pUA 0.4 mg TBBLPAA NpUNOXKeHNe
Glaxosmithkline Single nepopaJsHo
Fupums Member A.E.B.E. Avodart AyTacTEpua 0.5 mg Kancyna, MeKa 1 npunoxenne
Mbpums Glaxosmithkline Single Duodart AyTactepug, TamcynosnH | 0.5 mg, Karncyna, rnepopasHo
Member A.E.B.E. XNOPOXSIOpNA, 0.4 mg TBbpAa NpUIoXKeHne
. . . dunnmMmupaHa rnepopasHo
Mpums Laboratoires Bailleul S.A. Andropecia rHacTepuna 1 mg TabneTka NpUAOKeHMe
. nytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopa’sHo
Mepunsa Lavipharm S.A Prostatyl XUAPOX0pUL 0.4 mg TBBPAA NpUNOXeHue
Libytec Pharmaceutical . GpunMupaHa rnepopaJsHo
Mopums S.A. Avielid (uHacTepna > mg Tabnetka NpUIoXKeHne
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YysieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXAaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
. dunnmmnpaHa nepopasiHo
Mepuns Pharmapath Sa Finar thrHacTepua, 5 mg TabneTka NPUNOKEHME
Pharmathen Investments GunMupaHa rnepopasiHo
Mepums Group Limited Pronupe uHacTepua 5mg TabneTka NpuIoXKeHne
. . dunnmMmupaHa rnepopasHo
Mpums Rafarm S.A. Finazil trHacTepuna 5 mg TabneTka NPUNOKEHME
nepopa’siHo
Mbpuns Rafarm S.A. Rafuster AyTacTepua 0.5 mg Kancyna, MeKa | npunoxerne
aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
Mpumns Rafarm S.A. Dyoster XVLPOXIOPUL 0.4 mg TBbPAA npUnoXeHne
. .. dunnmMmupaHa rnepopasHo
Mpums Vian S.A. Glopisine trHacTepuna 5 mg TabneTka NPUNOKEHME
. . nepopa’siHo
Mbpuns Vian S.A. Duaride AyTacTepua 0.5 mg Kancyna, MeKa | npunoxerne
. dunnmmnpaHa nepopasHo
Mepuus Vianex S.A. Proscar rHacTepua 5 mg TabneTka NpUNoXeHNe
. . dunnmMmupaHa nepopasHo
Mpums Vianex S.A. Propecia rHacTepuna 1 mg TabneTka NPUNOKEHME
. . dunnmmnpaHa nepopa’sHo
Mepuns Viofar Ltd Alsteride thrHacTepuny, 5 mg TabneTKa NPUNOKEHME
nepopa’sHo
Mpuns Vocate ®apuaKeLTIKN AE Dustezor ayTacTtepug, 0.5mg kancyna, meka NPUNoXEHNe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YJIeHKa Ha paspeLueHueTo 3a Ha cdopma BbBeXpaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
. dunnmmnpaHa nepopasiHo
YHrapus Actavis Group Ptc Ehf. Redupros thrHacTepua, 5 mg TabneTka NpUAoKeHMe
Bausch Health Ireland , dhuammpaHa rnepopaJsHo
YHrapus Limited Finanorm (uHacTepna > mg Tabnetka NpUIoXKeHne
. . . ayTtactepup, Tamcynosmd | 0.5 mg, Kancyna, nepopanHo
YHrapus Exeltis Magyarorszag Kft. Unisol XMAPOX0pUA 0.4 mg TBBLPAA NpUNOXKeHNe
. nyTactepug, TamcynosuH | 0.5 mg, Kancyna, nepopa’siHo
YHrapus G.L. Pharma Gmbh Aglandin XUAPOXI0pUL 0.4 mg TBBPAA NpUNOXeHue
dunMupaHa
TabneTka |
. . tmHacTepua, TamcynosnH | 5 mg, Kancyna c nepopa’sHo
YHrapus Gedeon Richter Plc. Duamild XUAPOXIOPN 0.4 mg Y IBIKEHO NpUAOKEHMe
ocsoboxxaaBaHe
, TBbpAa
. . dunnmMupaHa rnepopasHo
YHrapus Gedeon Richter Plc. Prosterid thrHacTepmy, 5 mg TabneTka NPUAGKEHNE
. pytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopa’sHo
YHrapus Gedeon Richter Plc. Gelmor XNOPOXJIOPAL 0.4 mg TELPAA NPUAGKEHNE
Glaxosmithkline Trading nepopasHo
YHrapus Services Limited Avodart ayTacTtepup 0.5 mg Karcyna, meka NpUNOXKEHMe
YHrapus Glaxosmithkline Trading Duodart nyTactepup, TamcynosvH | 0.5 mg, Karncyna, nepopaJsHo
Services Limited Xnapoxnopua 0.4 mg TBbPAA npuaoXKeHne
. dunnmmnpaHa nepopa’sHo
YHrapusi Krka, D.D., Novo Mesto Finpros mHacTepun 5 mg TabneTka MPUAOXKEHME
nyTactepug, TamcysosmH | 0.5 mg, Kancyna, nepopasHo
YHrapus Krka, D.D., Novo Mesto Tadusta XUAPOXIOPN 0.4 mg TBBLPOA NpUAOKeHMe
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Obp>XaBa — Mpute)xaren Ha NmMe Ha npopykKTa INN/aKTUBHO BeLLecTBO KonuyectBo JlekapcTBeHa MbT Ha
p Y poay p
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
VHraoUs Ph £ Kf Finasteride dbrHacTEpH 5 dunMmmnpaHa nepopasiHo
p armacenter Europe Kft. Pharmacenter pua mg TabneTka NpUNOXeHue
. . . nnMmnpaHa nepopasHo
YHrapus Sandoz Hungaria Kft Finasterid Sandoz thrHacTepuny, 5 mg $a6ne'ria npﬁngmeHme
. Dutasteride/ ayTtactepup, Tamcynosmd | 0.5 mg, Kancyna nepopaJsHo
YHrapus ' '
P Stada Arzneimittel Ag Tamsulosin Stada Xnapoxnaopua 0.4 mg TBbpPAaA NpuIo>KeHne
Dutasteride/ fyTtactepup, Tamcynosmd | 0.5 mg, Karcyna rnepopasnHo
YHrapus imi ' '
P Stada Arzneimittel Ag Tamsulosin Stada Xuapoxnopun 0.4 mg TBbLPAA NpUNoXeHne
. aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
YHrapns TevaB.V Tamsudil Duo xuapoxaopus 0.4 mg TBBLPAa npuoXeHue
. p . . dunnmMmupaHa nepopasHo
YHrapwus Teva Gyogyszergyar Zrt Finasterid Teva trHacTepuna 5 mg TabneTka NpUNOXKeHe
. o dunnmmnpaHa nepopa’siHo
WNcnanans Actavis Group Ptc Ehf. Findl thrHacTepuny, 5 mg TabneTKa NPUAOXKEHME
. . dunnmmnpaHa nepopasHo
Wcnanans Alvogen Ehf Finasteride Alvogen (bmHacTepunA 5 mg TabneTka NpUIOXKeHe
Dutasteride Sumar rnepopaJsHo
WNcnaHaona Alvogen Ehf Pharma ayTactepug 0.5 mg Kancyna, Meka NpUNOXKeHNe
Alvogen Pharma Trading , nepopaJsHo
UcnaHans Europe Eood Dutasteride Alvogen | AyTactepun 0.5 mg Kancyna, MeKa | npunoxerne
Vicnanans Glaxosmithkline Pharma Duodart aytactepug, TamcynosuH | 0.5 mg, Kancyna, rnepopaJsHo
A/S XNOPOXSIOpNA, 0.4 mg TBbpAa NpUIoXKeHne
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
) Finasterida Medical huammpaHa nepopaJsHo
Wcnanamns Medical Valley Invest Ab Valley uHacTepua 5 mg TabneTka npunoXeHne
. Dutasteride Medical rnepopaJsiHo
NUcnaHaus Medical Valley Invest Ab valley AyTactepua 0.5 mg Kancyna, Meka | nounoxeHne
. . ayTtactepup, Tamcynosmd | 0.5 mg, Kancyna, nepopa’sHo
UcnaHonsa Medical Valley Invest Ab Duta Tamsaxiro XUAPOXI0pUL 0.4 mg TBBPOA NpUNOXKeHe
. . . dunnmmnpaHa nepopa’siHo
NcnaHans Stada Arzneimittel Ag Finasterid Stada thrHacTepuny, 5 mg TabneTka NpUAoKeHMe
. . . nnMmnpaHa nepopasHo
NcnaHans Stada Arzneimittel Ag Finasterid Stada thrHacTepuny, 1 mg $a6ne'ria npﬁngmeHme
Dutasteri .5 mg,
NcnaHans Teva B.V utasteride/ ayTactepua, TamcynosmH | 0.5 mg Kancyna, nepopasHo
Tamsulosin Teva Xnapoxnopua 0.4 mg TBbpPAaA NpuIoXKeHne
Dutasteri .5 mg,
Vicnanans Zentiva, K.S. utaste clie/ aytacTtepua, TamcysosmH | 0.5 mg Kancyna, nepopa’siHo
. oyTtactepuz, TaMCy/03UH 0.5 mg, Kancyna, rnepopaJsHo
NcnaHaonsa Zentiva, K.S. Dutaprostam XMLPOXIOPUL 0.4 mg TBbpAA NpUNoXeHNe
NpnaHaws Accord Healthcare Ireland Finasteride Accord buHacTepna 5m punamupaHa nepopasnHo
Limited Healthcare Ireland g TabneTka npunoxeHune
Dutasteride/
NpnaHaws Accord Healthcare Ireland Tamsulosin ayTtactepup, TamcynosmH | 0.5 mg, Kancyna, nepopasnHo
Limited Hydrochloride Accord | XWApoxJjiopnA 0.4 mg TBBbPAa npuioxeHune
Healthcare Ireland
Aurobindo Pharma (Malta) o huammpaHa rnepopaJsHo
Npnanaus Limited Fintrid uHacTepua 5mg TabneTka npunoXeHne
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Wpnanpus Careforsons Ireland Limited Finasteride (hmHacTepua 1m punmMmpana nepopanHo
Careforsons Ireland g Tabnetka npuioxeHune
Glaxosmithkline (Ireland) rnepopaJsiHo
Npnanana Limited Avodart ayTtacTepun 0.5 mg Kancyna, Mmeka MPUAOXKEHME
Glaxosmithkline (Ireland TacTepmna, TamcynosuH | 0.5 mg, Kancyna, rnepopaJsHo
Wpnanans L ( ) Combodart Ay bna y 9 Y pop
Limited Xnapoxnaopua 0.4 mg TBbpPAaA NpuIo>KeHne
. nepopa’siHo
NpnaHamns Krka, D.D., Novo Mesto Dutasteride Krka AyTacTepua 0.5mg Karmcyna, MeKka NPUNOXKEHNE
Dutasteride/ 0.5 mg
. . ayTtactepup, TaMCy/103UH . , Kancyna, nepopa’sHo
WNpnaHansa Mcdermott Laboratories Ltd | Tamsulosin XUAPOXIOPNA 0.4 mg TBBLPOA NpUAoKeHMe
Hydrochloride Mylan
Organon Pharma (Ireland) huamMmpaHa rnepopaJsHo
Npnanans Limited Proscar puHacTepuA 5 mg TabneTka NpUIoXKeHne
Vibnanaus Rowa Pharmaceuticals , TacTeny Kancyia. Meka nepopasnHo
p a Limited Dutasteride Rowa ay pna 0.5 mg yna, NpUAOKeHMe
NpnaHaws Rowa Pharmaceuticals Dutasteride/ nyTtactepup, TamcynosnH | 0.5 mg, Kancyna, nepopasHo
Limited Tamsulosin Rowa xuapoxnopua 0.4 mg TBBbPA3 npuioxenune
. nepopasHo
NpnaHans Teva Pharma B.V. Dutasteride Teva nyTacTepua 0.5 mg Karncyna, Meka NPUNOXKeHNe
- . . dnnmMupaHa rnepopasHo
UTanus Abc Farmaceutici S.P.A. Finasteride Abc thrHacTepuny, 5 mg TabneTka NpUAOKeHMe
. . dunnmmnpaHa nepopasnHo
Utanuns Accord Healthcare S.L.U. Finasteride Ahcl rHacTepuna 5 mg TabneTka NPUIOXKeHMe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
. . dunnmmnpaHa nepopasnHo
WNtanus Accord Healthcare S.L.U. Finasteride Ahcl thrHacTepua, 1 mg TabneTka NPUNOKEHME
; nepopasHo
UTanus Accord Healthcare S.L.U. Dutasteride Accord nyTtacTepun 0.5 mg Karncyna, Meka npﬁngmeHme
. . dunnmMmupaHa rnepopasHo
NTanus Alfasigma S.P.A. Prostide trHacTepuna 5 mg TabneTka NPUNOKEHME
. . dunnmmnpaHa nepopasnHo
WNtanus Alfasigma S.P.A. Ormicton thrHacTepuny, 5 mg TabneTka NPUNOKEHME
. . dunnmmnpaHa nepopasnHo
UTanus Almus S.R.L. Finasteride Almus thrHacTepuny, 5 mg TabneTka NpUIOXKeHe
. . dunnmMmupaHa rnepopasHo
Utanuns Amarox Pharma Gmbh Finasteride Amarox trHacTepuna 5 mg TabneTka NpUNOXKeHe
. . dunnmmnpaHa nepopasnHo
UTanus Amarox Pharma Gmbh Finasteride Amarox thrHacTepuny, 1 mg TabneTka NpUNOXeHue
. . . nepopasHo
WNtanus Aristo Pharma Gmbh Dutasteride Aristo AyTacTepug 0.5 mg Kancyna, Meka NPUIOXKEHNe
UTanus Aristo Pharma Gmbh Dutasteride E ayTactepua, Tamcynosmd | 0.5 mg, Kancyna, nepopasHo
Tamsulosina Aristo xuapoxnopua 0.4 mg TBbpAa npunoxeHune
Aurobindo Pharma (ltalia) Finasteride Aurobindo dunmmnpaHa nepopa’sHo
NTanusa hmHacTepua 1 mg
S.R.L. Pharma Italia TabneTka npuioxxeHune
Aurobindo Pharma (Italia) . . ) GpunMupaHa rnepopaJsHo
UTanus SRL Finasteride Aurobindo | ¢ovHacTepug 5 mg TabneTka NpUIOXKeHe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
UTanus Aurobindo Pharma (ltalia) Dutasteride ayTactepua 05m Kancyna, Meka nepopasnHo
S.R.L. Aurobindo > Mg ' npunoxetne
- . nyTactepug, TamcysosmH | 0.5 mg, Kancyna, nepopasHo
UTanus Bruno Farmaceutici Fixad XM LPOXIOPUL 0.4 mg TBbPAA NpUNoXeHNe
. . dunnmMmupaHa nepopasHo
Utanuns Difa Cooper S.P.A. Carefinast trHacTepuna 1 mg TabneTka NpUNOXKeHe
- . . dunnmmnpaHa nepopa’siHo
NTanua Doc Generici S.R.L. Finasteride Doc unHacTepup 5 mg TabneTka NPUNOKEHME
. Dutasteride Doc rnepopaJsiHo
NTanns Doc Generici S.R.L. Generici AyTacTepus 0.5mg Kancyna, Mexa npuoXXeHue
nepopa’sHo
Ntanus Ecupharma S.R.L. Decuster nyTacTepu 0.5 mg Kancyna, Meka NpUNOXeHNe
. dunnmmnpaHa nepopa’siHo
Wranns Eg S.P.A. Sitas puHacTepuA 5 mg TabneTka npuaoXKeHne
. . dunnmmnpaHa nepopa’sHo
UTanus Eg S.P.A. Finasteride Eg Stada thrHacTepuny, 1 mg TabneTka NpUNoXeHNe
. . dunnmMmupaHa rnepopasHo
NTanua Eg S.P.A. Finasteride Eg rHacTepuna 5 mg TabneTka NPUIOKEHNE
. nepopa’sHo
Ntanus Eg S.P.A. Dutasteride Eg AyTacTepua 0.5 mg Kancyna, Meka | npunoxerne
. . dunnmmnpaHa nepopa’sHo
WUtannsa Epifarma S.R.L. Asterid thrHacTepuny, 5 mg TabreTka NPUAOXKEHME
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BelLL,ecTBO B
[030Ba
eauHvua
nepopasnHo
Ntanus Farma Group S.R.L. Produtal nyTacTepua 0.5 mg Karncyna, Meka NPUNOXKEHNE
o oyTtactepuz, TaMCy/03UH 0.5 mg, Kancyna, rnepopaJsHo
UTanus Farmitalia S.R.L. Anasso XAPOXSIOPUTL 0.4 mg TBbPAA MPUAOXKEHME
. dunnmMmupaHa nepopasHo
Utanuns G.L. Invest S.R.L.S Finestar trHacTepuna 5 mg TabneTka NpUAOKeHMe
. prnnMupaHa nepopasnHo
WNtanus Genetic Spa Stecur thrHacTepuny, 5 mg TabneTka NPUNOKEHME
A . . dunnmmnpaHa nepopasnHo
UTanus Giuliani Spa Finacapil thrHacTepuny, 1 mg TabneTka NpUoKEHMe
. . nepopa’sHo
Ntanus Glaxosmithkline S.P.A. Duagen ayTtactepui 0.5 mg Kancyna, Meka NpUNOXeHNe
. . nepopasnHo
Ntanus Glaxosmithkline S.P.A. Avodart nyTacTepua 0.5 mg Karncyna, Meka NPUNOXKEHNE
. . oyTtactepuz, TaMCy/03UH 0.5 mg, Kancyna, rnepopaJsHo
Ntannsa Glaxosmithkline S.P.A. Jelnu XUPOXI0PNA 0.4 mg TBBLPOA NpUAOKEHMe
. . nytactepua, TamcynosuH | 0.5 mg, Kancyna, nepopa’sHo
Utanunsa Glaxosmithkline S.P.A. Combodart XAPOXSIOPNTL 0.4 mg S NpUIOXKEHME
. . nepopasnHo
Ntanus I.B.N. Savio S.R.L. Prodirexan nyTacTepua 0.5 mg Kancyna, Meka npURoXeHne
UTanus I0so Ph SR.L Finasteride Ipso buHacTepU 5 dbuaMmpaHa nepopanHo
pso Fharma >.R.L. Pharma P mg Tabnetka NpUIoXKeHne
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
. nepopasiHo
Ntanus Krka, D.D., Novo Mesto Dutasteride Krka nyTacTepua 0.5 mg Karncyna, Meka npuUnoXeHne
. nepopasHo
Ntanus Krka, D.D., Novo Mesto Dutasteride Krka nyTacTepua 0.5 mg Kancyna, Meka NPUIOXKeHNe
. . . . . dunnmMmupaHa rnepopasHo
Utanuns Laboratoires Bailleul S.A. Finasteride Biorga trHacTepuna 1 mg TabneTka NpUNOXKeHe
. . . dunnmmnpaHa nepopa’siHo
NTanus Laboratori Alter S.R.L. Finasteride Alter unHacTepup 5 mg TabneTka NpUNOXeHue
. . nepopasHo
WNtanus Laboratori Alter S.R.L. Dutasteride Alter aytacTepup 0.5 mg Kancyna, Meka NPUIOXKeHNe
.. . dunnmMmupaHa rnepopasHo
Ntanus Lanova Farmaceutici S.R.L. | Finedor puHacTepna 5 mg TabneTka NpUNOXKeHe
Finasteride Mylan huammpaHa nepopaJsHo
Ntanus Mylan S.P.A. italia uHacTepua 5> mg TabneTka NpUNoXeHne
Finasteride Mylan dhuammpaHa rnepopaJsHo
Utanus Mylan S.P.A. Generics Italia uHacTepna 1 mg TabneTtka npunoXxeHue
. nepopanHo
Utanuns Mylan S.P.A. Dutasteride Mylan AyTacTepua 0.5 mg Kancyna, MeKa NpUAOKeHMe
- dunnmmnpaHa nepopa’sHo
Ntanus Neopharmed Gentili Spa Genaprost thrHacTepuny, 5 mg TabneTKa NPUNOKEHME
- . . dunnmmnpaHa nepopa’sHo
UTanus Neopharmed Gentili Spa Finastid thrHacTepuny, 5 mg TabneTka NpUIOXKeHe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
- . nytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasiHo
Utannsa Neopharmed Gentili Spa Olanix XUAPOXI0pUL 0.4 mg TBBPAA NpUNOXeHue
. dunnmmnpaHa nepopasHo
UTanus Organon ltalia S.R.L. Proscar thrHacTepuny, 5 mg TabneTka NpUoKEHMe
. . dunnmMmupaHa nepopasHo
Utanuns Organon ltalia S.R.L. Propecia trHacTepuna 1 mg TabneTka NpUAOKeHMe
. dunnmmnpaHa nepopa’siHo
WNtanus Pharmacare Srl Filasel thrHacTepuny, 1 mg TabneTka NpUAGKEHNe
dunnmmnpaHa nepopasHo
UTanus Pharmacare Srl Fendazel thrHacTepuny, 1 mg TabneTka NpUoKEHMe
nepopa’sHo
Utanuns Pharmacare Srl Dutas AyTacTepua 0.5 mg Kancyna, Meka NpUNOXKeHNe
. dunnmmnpaHa nepopa’siHo
NTanua Pharmacare Srl Terip unHacTepup 5 mg TabneTKa NPUNOKEHME
: nepopasHo
NTanus Pharmacare Srl Durital aytactepup 0.5 mg Kancyna, meka npuIoXeHne
ayTtacTtepup, Tamcynosmd | 0.5 mg, Kancyna, nepopa’sHo
NTanua Pharmacare Srl Duttam XUAPOXI0pUL 0.4 mg TBBPOA NpUNOXKeHe
- nepopa’sHo
Ntanus S&R Farmaceutici Produxen nyTacTepua 0.5 mg Kancyna, Meka NPUNOXKEHNE
. . dunnmmnpaHa nepopa’sHo
WUtannsa S.F. Group Srl Ridestin thrHacTepuny, 5 mg TabreTka NPUAGKEHNE
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
- nepopasiHo
Ntanns S.F. Group Sl Vivister nyTacTtepua 0.5 mg Kancyna, MeKa | npunoxerne
Dutasteride Sandoz rnepopaJsiHo
NTanus Sandoz Gmbh Gmbh AyTactepua 0.5mg Kancyna, mexa NPUNOXKEHNE
, . dunnmMmupaHa nepopasHo
Utanwnsa Sandoz S.P.A. Finasteride Sandoz tbrHacTepmy, 5 mg TabneTka NpUNOXKeHe
Strides Pharma (Cyprus) . , nepopasHo
Utanus Limited Dutasteride Strides AyTacTtepus 0.5 mg Kancyna, MeKa | npunoxerne
UTanus Sun Phérmaceutmal Flnasterlde‘Sun huHacTepna 5 mg (:|3|/|6J'IMVIpaHa rnepopasHo
Industries Europe B.V. Pharma Italia Srl TabneTka npunoxenne
Sun Pharmaceutical ) . dhuammpaHa rnepopaJsHo
NTanua MHacTepwn
Industries Europe B.V. Finasteride Ranbaxy ¢ pna > mg TabneTtka npunoxeHune
. . . nepopa’siHo
UTanus Tecnigen S.R.L. Dutasteride Tecnigen | AyTacTepua 0.5 mg Kancyna, Meka NpUAoKeHMe
Tecnimede - Sociedade GpunMupaHa rnepopaJsHo
NTanusa i i i nHacrtepu
Técnico-Medicinal, Sa Finasteride Tecnigen | pua > mg TabneTka NpuIoXKeHne
. Finasteride Teva dhunMupaHa rnepopaJsiHo
Utanus Teva ltalia S.R.L. italia uHacTepna 5 mg TabneTka NPUNOXKeHNe
) Finasteride Teva huammpaHa nepopaJsHo
Ntanus Teva ltalia S.R.L. Generics (hmHacTepmnA 1 mg TabneTtka npuioXeHue
. . nepopa’sHo
NTanns Teva ltalia S.R.L. Dutasteride Teva AyTacTepua 0.5 mg Kancyna, Meka NpUIOXKeHe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YJIeHKa Ha paspeLueHueTo 3a Ha cdopma BbBeXpaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eAvHuua
. . . dunnmmnpaHa nepopasnHo
UTanus Towa Pharmaceutical S.P.A. | Finasteride Pensa thrHacTepua, 5 mg TabneTka NpUNOXeHue
. . . dunnmmnpaHa nepopasnHo
UTanus Towa Pharmaceutical S.P.A. | Finasteride Pensa thrHacTepuny, 1 mg TabneTka NpUoKEHMe
. . nepopanHo
Ntanus Towa Pharmaceutical S.P.A. | Dutasteride Pensa AytacTtepus 0.5 mg Kancyna, Meka NpUNOXeHNe
UTanus Towa Pharmaceutical S.P.A. Dutastenc.le E nyTactepug, TamcynosuH | 0.5 mg, Kancyna, nepopa’siHo
Tamsulosina Pensa Xnapoxnopuna 0.4 mg TBbpAa rnpunoxxexne
. . . . . dunnmmnpaHa nepopasnHo
UTanus Zentiva ltalia S.R.L. Finasteride Zentiva thrHacTepuny, 5 mg TabneTka NpUoKEHMe
. . . . nepopanHo
Utanuns Zentiva ltalia S.R.L. Dutasteride Zentiva AyTacTepua 0.5 mg Kancyna, Meka NpUNOXKeHNe
. . dunnmmnpaHa nepopasnHo
NaTeuns Accord Healthcare B.V. Finasteride Accord thrHacTepuny, 5 mg TabneTka NpUNOXeHue
. . dunnmmnpaHa nepopasnHo
JNlaTBUA Accord Healthcare B.V. Finasteride Accord thrHacTepuny, 1 mg TabneTka NpUAOKEHMe
Glaxosmithkline (Ireland) rnepopasHo
NaTeus it Avodart AyTacTepua 0.5 mg Kancyna, MeKa | nounoxerne
Nateus Glaxosmithkline Trading Combodart ayTactepug, Tamcynosud | 0.5 mg, Kancyna, nepopasiHo
Services Limited XNOPOXopnA, 0.4 mg TBBHPAA npuaoXKeHne
NaTeus JSC Olainfarm Dutasterlée/ _ nyTactepua, TamcynosuH | 0.5 mg, Kancyna, nepopasnHo
Tamsulosin Olainfarm | XMAPOXnopna 0.4 mg TBBPAA NpuIoXKeHne
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
nepopasiHo
NaTsusa Krka, D.D., Novo Mesto Dutrys aytacTepug 0.5 mg Kancyna, Meka npuUnoXeHne
. aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
NaTeuns Krka, D.D., Novo Mesto Tadustix XUAPOXI0pUL 0.4 mg TBBPAA NpUIOXKeHe
. . . . rnepopaJsHo
NaTBus Sia Elvim Dutasteride Elvim AyTactepua 0.5 mg Kancyna, MeKa | nonnoxerne
NaTteus Teva BV Dutasteride/ AyTacTtepua, TaMCyn03uH 0.5 mg, Kancyna, rnepopaJsiHo
Tamsulosin Teva XNOPOXIopna, 0.4 mg TBBbPAA npuaoXKeHne
. . dunnmmnpaHa nepopasHo
JNlaTBUA Teva Pharma B.V. Finasteride Teva thrHacTepuny, 5 mg TabneTka NpUoKEHMe
. rnepopaJsHo
NaTeus Teva Pharma B.V. Dutasteride Teva AytacTtepus 0.5 mg Kancyna, Meka NpUNOXeHNe
L Dutasteride TacTepund, TamcynosmH | 0.5 mg, Kancyna, nepopa’siHo
JlaTBUA Viatris Limited ) /_ ) Ay puA y 9 Y pop
Tamsulosin Viatris Xuapoxnopua 0.4 mg TBbPAa npuioxeHune
. dunnmmnpaHa nepopasHo
JNlaTBUA Zentiva, K.S. Penester rHacTepunna 5 mg TabneTka MPUAOXKEHME
. ayTtacTtepup, Tamcynosmd | 0.5 mg, Kancyna, nepopa’sHo
NaTteunsa Zentiva, K.S. Dutrozen XULPOXIOPUL 0.4 mg TBbpAA NpUNoXeHne
. . dunnmmnpaHa nepopa’sHo
Jlntea Accord Healthcare B.V. Finasteride Accord thrHacTepuny, 5 mg TabneTka NpUNOXeHue
Glaxosmithkline (Ireland) rnepopaJsiHo
NunTea Limited Avodart AyTacTepun 0.5 mg Kancysna, Meka NPUAOXKEHME
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
NuTea Glaxosmithkline Trading Combodart nytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasiHo
Services Limited XNOPOXI0pnA, 0.4 mg TBBbPAA npuaoXKeHne
NuTea JSC Olainfarm Dutasteride / aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
Tamsulosin Olainfarm | XWAPOX/IOpVA 0.4mg TBbpAa npuioxexne
. nepopa’sHo
JlnTea Krka, D.D., Novo Mesto Dortilla aAyTactepun 0.5 mg Kancyna, Meka NpUAOKeHMe
Nntea Krka, D.D., Novo Mesto Dutasterlclie/ ayTtactepu, TaMCyJ1031H 0.5 mg, Kancyna, nepopasiHo
Tamsulosin Krka XNOPOXIopna, 0.4 mg TBBbPAA npuaoXKeHne
NuTea Sandoz Pharmaceuticals Aduzin oyTtactepuz, TaMCy/03UH 0.5 mg, Kancyna, rnepopaJsHo
D.D. XNOPOXSI0OpNL, 0.4 mg TBbpAa NpUIoXKeHne
. . . . nepopa’sHo
JinTteBa Sia Elvim Dutasteride Elvim AyTacTepua 0.5 mg Kancyna, Meka NpUNOXKeHNe
. . dunnmmnpaHa nepopa’siHo
Jlntea Teva Pharma B.V. Finasteride Teva thrHacTepuny, 5 mg TabneTka NpUNOXeHue
. nepopasHo
NntBa Teva Pharma B.V. Dutasteride Teva nyTacTepua 0.5 mg Kancyna, Meka NPUIOXKEHNe
JinTea Viatris Limited Dutasterlclje/ o ayTactepug, Tamcynosud | 0.5 mg, Kancyna, nepopanHo
Tamsulosin Viatris xuapoxnopua 0.4 mg TBBbPAa npuioXxeHune
. dunnmmnpaHa nepopa’sHo
JinTea Zentiva, K.S. Penester thrHacTepuny, 5 mg TabneTKa NPUNOKEHME
. oyTtactepuz, TaMCy/03UH 0.5 mg, Kancyna, rnepopaJsHo
NnTBa Zentiva, K.S. Dutrozen XMLPOXIOPUL 0.4 mg TBbpAA NpUNoXeHNe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
. . . dunnmmnpaHa nepopasiHo
Jllokcembypr Eurogenerics N.V./S.A. Finasteride Eg uHacTepma 5 mg TabneTka NpUoXKeHMe
Niokcembypr | Eurogenerics N.V./S.A Dutasteride/ nyTactepua, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
9 P2 Tamsulosine Eg XNOPOXSIOpNL, 0.4 mg TBbpAa NpUIoXKeHne
Glaxosmithkline
Tliokcembypr Pharmaceuticals En Abrege | Avodart AyTacTtepup 0.5m Kancyna, Meka repopanto
g -2 Mg ' NpUNoXKeHne
Glaxosmithkline
Glaxosmithkline 0.5 mg
. ayTtactepup, TamMCyJsI03UH . , kancyna, nepopasHo
Jiokcembypr Pharmaceuticals En Abrege | Combodart XUAPOX0pUL 0.4 mg TBbpAA NpUNoXeHne
Glaxosmithkline
. . . . . dunMupaHa rnepopasHo
Jllokcembypr Laboratoires Bailleul S.A. Finasteride Bailleul hrnHacTepung 1 mg TabneTka NpUNOXKeHe
. dunnmMupaHa nepopa’sHo
Jlokcembypr Organon Belgium Proscar unHacTepup 5 mg TabreTka NPUAOXKEHNE
. . dunnmmnpaHa nepopa’sHo
Jliokcembypr Organon Belgium Propecia (hmHacTepmnA 1 mg TabreTKa PVAGKEHNE
Dutasterid/ 0.5 mg
. . ayTtactepup, TaMCy/1I03UH . , Kancyna, nepopa’sHo
Nokcembypr Ratiopharm Gmbh Tamsulosin XN OPOXIOPUL 0.4 mg TBbPAA npunoXeHue
Ratiopharm
L Dutasteride/ nyTactepug, TamcysosmH | 0.5 mg, Kancyna nepopasHo
Jliokcembypr ' '
P Viatris Gx Tamsulosine Viatris xunapoxnopuni 0.4 mg TBbpAa npuioxeHne
Dutasterid/ nyTactepug, TamcynosvH | 0.5 mg, Kancyna nepopasHo
ManTa ' '
Abanta Pharma Gmbh Tamsulosin Uropharm | X\Apoxaopna 0.4 mg TBbpAa npuioxxeHune
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Dutasteride/
ManTa Accord Healthcare Ireland Tamsulosin aoyTacTtepup, TamMCys103MH 0.5 mg, Kancyna, rnepopaJsiHo
Limited Hydrochloride Accord | XWApoxaopua 0.4 mg TBbpAa npuioxeHne
Healthcare Ireland
, , naMmnpaHa nepopasHo
ManTa Ascend Gmbh Finasteride Ascend rHacTepug 5 mg ?'JaGneTia npangmeHme
MasTa Aurobindo Pharma (Malta) Finasteride Aurobindo buHacTepna 1 mg huammpaHa nepopaJsHo
Limited Pharma (Malta) Tabnetka npuioxxeHune
Aurobindo Pharma (Malta) ) ) ) huamMmmpaHa rnepopaJsHo
ManTa Limited Finasteride Aurobindo | hmHacTepun 5 mg T a6neTra MpUNOSKeHie
Dutasteride/ TacTepug, TamcynosvH | 0.5 mg, kancyna, nepopasHo
MasTa Biogaran el ay pna y 9 y pop
Tamsulosin Biogaran | XApoxaopua 0.4 mg TBbpAa npuioxexne
M . Dutasteride Doc racTenm Kancvia. MeKa nepopa’sHo
anTa Doc Generici S.R.L. Generici ay pua 0.5 mg yna, NPUAOXKEHME
M acTepu Kancyna, Mmeka nepopanto
anTa G.L. Pharma Gmbh Dutalan ayT pna 0.5 mg yna, NpUNOXKeHe
ManTa Galeni Health, S.L Dutasteride nyTactepua 0.5m kancyna, meka | NcPOPasHo
alenicum Health, S.L. Galgenicum . 9 ' NPUNOXEHMne
ManTa Galeni Health, S.L Dutasteride ayTtacTtepug 0.5m Kancyna, Meka riepopanto
alenicum Health, S.L. Galenicum y . g J NPUIoXKEHNE
Dutasteride/ 0.5 mg 5 Nepopaso
, . agyTtactepup, TaMCy/103UH . , Kancyna,
ManTa Galenicum Health, S.L. Tamsulosin XN OPOXIOPUL 0.4 mg TBbPAA npuaoXeHne

Galenicum Health
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YJIeHKa Ha paspeLueHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Dutasteride/ 0.5 mg
. . ayTtactepup, TamMCyJI03UH . , Kancyna, nepopanHo
ManTa Galenicum Health, S.L. Tamsulosin XMAPOX0pUA 0.4 mg TBBLPAA NpUNOXKeHNe
Diagonalis
. . aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopa’sHo
ManTa Galenicum Health, S.L. Dutamin XN OPOXIOPUL 0.4 mg TBbPAA NpUNoXeHNe
Dutasteride / 0.5 mg
. ayTtactepup, TaMCy/1I03UH . ) Kancyna, nepopa’siHo
ManTa Genepharm S.A. Tamsulosin XN OPOXIOPUL 0.4 mg TBbPAA NpUNoXeHNe
Genepharm
Glaxosmithkline (Ireland) nepopa’sHo
ManTa Limited Avodart aytactepup 0.5 mg Kancysa, Meka NpUSOYKEHNE
Glaxosmithkline (Ireland 0.5 mg, ,
ManTa 12> ( ) Combodart ayTactepua, TamcyJsi03uH g Kancyna nepopasHo
Limited XNOPOXSI0pnA, 0.4 mg TBbpAA NpUIoXKeHne
. ayTtactepup, Tamcynosmd | 0.5 mg, Kancyna, nepopanHo
ManTa Gp-Pharm S.A. Duplotrip XUAPOXI0pUL 0.4 mg TBbPAA NpUNOXKeHue
pytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopa’sHo
ManTa Heaton K.S. Atucare XNOPOX0pnA 0.4 mg TBBHPAA npuIo>KeHne
. . . . . punmmpaHa nepopasHo
ManTa Laboratoires Bailleul S.A. Finasteride Biorga thrHacTepuny, 1 mg TabneTka NpUAOKEHMe
. ayTtactepup, Tamcynosmd | 0.5 mg, Kancyna, nepopanHo
ManTa Lavipharm S.A Prostatyl XUAPOXI0pUL 0.4 mg TBbPAA NpUNOXKeHue
. . nepopa’sHo
ManTa Mylan Ireland Limited Dutasteride Mylan pyTactepua 0.5 mg Kancyna, MeKa | nonnoxerne
. dunMupaHa rnepopasHo
ManTa N.V. Organon Propecia hrnHacTepung 1 mg TabneTka NpUNOXKeHe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YysieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXAaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
nytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasiHo
ManTa Rafarm S.A. Dyoster XUAPOXI0pUL 0.4 mg TBbpAA NpUNOXeHNe
T nepopasHo
ManTa Viatris Limited Dutrapro Mylan AyTacTepui 0.5mg Kancyna, Meka npunoXeHue
. . dunnmMmupaHa rnepopasHo
HunepnaHonsa | Accord Healthcare B.V. Finasteride Accord trHacTepuna 5 mg TabneTka NpUNOXKeHe
. . dunnmmnpaHa nepopaJsHo
HupepnaHgna | Accord Healthcare B.V. Finasteride Accord unHacTepup 1 mg TabneTka NpUAoKeHMe
. nepopasHo
HunepnaHamns | Accord Healthcare B.V. Dutasteride Accord ayTactepup 0.5 mg Kancyna, Meka NPUIOXKEHME
Finasteride dhuammpaHa rnepopaJsHo
Hunepnanavs | Aet, De Tiefenbacher (pvHacTepuA 5 mg TabneTka NpuIoXKeHne
. . dunnmmnpaHa nepopaJsHo
HuaepnaHana | Amarox Pharma B.V. Finasteride Amarox unHacTepup 5 mg TabneTka NpUNOXeHue
. . . . nnMmnpaHa nepopa’sHo
HuaepnaHans | Aristo Pharma Gmbh Finasteride Aristo thrHacTepuny, 5 mg $a6ne'ria npﬁngmeHme
. . . . dunnmMmupaHa rnepopasHo
HupnepnaHnans | Aurobindo Pharma B.V. Finasteride Aurobindo | pmHacTepunna 5 mg TabneTka NpUAOKeHMe
. . . . dunnmmnpaHa nepopaJsHo
HupepnaHans | Aurobindo Pharma B.V. Finasteride Aurobindo | pmHacTepunna 1 mg TabneTka NpUAoKeHMe
Hunpepnanona | Aurobindo Ph B.V Dutasteride TacTepu 0.5 Kancyna, MeKa nepopanto
nepnaHg urobindo Pharma B.V. Aurobindo ay pua .5 mg yna, NPUIOXKEHNe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Dutasteride/ 0.5 mg
. . ayTtactepup, TamMCyJI03UH . , Kancyna, nepopa’sHo
HupnepnaHnans | Aurobindo Pharma B.V. Tamsulosinehydrochl XUAPOXI0pUL 0.4 mg TBBPOA NpUNOXKeHe
oride Aurobindo
Dutasteride/
HuaepnaHans Focus Care Tamsulosine Hcl nyTactepug, TamcysosmH | 0.5 mg, Karncyna, rnepopaJsHo
Pharmaceuticals B.V. Focus Care xuapoxnopua 0.4 mg TBBbPAa npuioxeHune
Pharmaceuticals
. . nepopa’sHo
Hunepnanaua | Glaxosmithkline B.V. Avodart AyTacTepua 0.5mg Kancyna, Meka NPUAOXKEHME
. . nyTacTtepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
HunepnaHauns | Glaxosmithkline B.V. Combodart XMIpPOXI0pUA 0.4 mg TEBPAIA NPUAOXKEHNE
. . . nepopa’sHo
Hupepnangus | Medical Valley Invest Ab Dutasteride Xiromed | AyTacTepup 0.5 mg Karncyna, Meka NPUAOXKEHME
Dutasteride/ 0.5 mg
. . ayTtactepup, TaMCy/1I03UH . , Kancyna, nepopa’siHo
HupepnaHans | Medical Valley Invest Ab Tamsulosin Hcl XN OPOXIOPUL 0.4 mg TBbPAA NpUNoXeHNe
Xiromed
dunMupaHa nepopasiHo
Hupepnanamns | N.V. Organon Proscar (hrHacTepuna 5 mg Tabnetka npunoXXeHue
. dunmMupaHa rnepopasHo
HupepnaHaoma | N.V. Organon Propecia thrHacTepuny, 1 mg TabneTKa NpUNOXKeHe
Dutasteride/ 0.5 mg
. ayTtactepup, TaMCyJ1I03UH . , Kancyna, nepopasHo
HupepnaHama | Sandoz B.V. Tamsulosine Hcl XUAPOXIOPNL 0.4 mg TBBLPOA NpUAOKeHMe
Sandoz
. nepopa’siHo
HupepnaHaus | Sandoz B.V. Dutasteride Sandoz nyTacTepua 0.5 mg Kancyna, MeKa | nounoxerne
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Strides Pharma (Cyprus) . , nepopasHo
Hvnpepnanamns Limited Dutasteride Strides AyTacTepua 0.5 mg Kancyna, MeKa | npunoxerne
Dutasteride/ 0.5 mg
. ayTtactepup, TaMCy/1I03UH . , Kancyna, nepopa’siHo
HupepnaHana | Teva B.V Tamsulosinehydrochl XUAPOXIOPNA 0.4 mg TBBLPOA NpUAoKeHMe
oride Teva
. . dunMupaHa rnepopasHo
HupepnaHama | Teva Nederland B.V. Finasteride Teva thrHacTepuny, 5 mg Tabnetka NpUNoXeHne
. . dunnmMupaHa rnepopasHo
HupepnaHnons | Teva Nederland B.V. Finasteride Teva thrHacTepuny, 1 mg TabneTka NpUAOKeHMe
. nepopa’sHo
Hunepnanaua | Teva Nederland B.V. Dutasteride Teva AyTacTepua 0.5mg Karcyna, MeKka NPUIOXKeHNe
e . . . dunMupaHa rnepopasHo
HupepnaHana | Viatris Limited Finasteride Viatris thrHacTepuny, 1 mg TabneTka NpUNOXKeHe
Dutasteride/ 0.5 mg
T . ayTtactepup, TamMCyJs1I03UH . , kancyna, nepopa’sHo
Hupepnanguns | Viatris Limited Tamsulosine Hcl XUAPOX0pUL 0.4 mg TBBPAA NpUNOXKeHe
Viatris
. . dunMupaHa rnepopasHo
Hopeerus 2care4 Generics Aps Prosterid thrHacTepuny, 1 mg TabreTka NPUAGKEHNE
. . . . dnnmMupaHa rnepopasHo
Hopserus Actavis Group Ptc Ehf. Finasterid Actavis uHacTepma 5 mg TabneTka NpPUOXKEHME
. . nyTactepug, Tamcyso3mH | 0.5 mg, Kancyna, nepopa’sHo
Hopserus Glaxosmithkline As Duodart XNApOXNOPNA 0.4 mg TBLPAA NPUAOKEHME
Dutasteride/ TacTepun, TamcynosmH | 0.5 mg, Kancyna, nepopasHo
Hopserus Hexal A/S , AyTacTepua, Tamcy 9 Y bop
Tamsulosin Hexal XNOPOXSI0pnA, 0.4 mg TBbpAA NpUIoXKeHne
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YJIeHKa Ha paspeLueHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[030Ba
eauHvua
HoobBerus Laboratorios Leén Farma, Dutasteride Ledn racTenm 0 Kancvia. Meka nepopasnHo
P S.A. Farma il pna > Mg yna, npunoxxeHue
. Dutasteride Medical rnepopaJsiHo
Hopeerus Medical Valley Invest Ab valley AyTacTepua 0.5mg Kancyna, Meka | nounoxeHne
Dutasteride/ 0.5 mg
. . . agyTtactepup, TamMCyJs1I03UH . , Kancyna, nepopasnHo
Hopserus Medical Valley Invest Ab Tamsulosin Medical XUAPOXI0PUL 0.4 mg TBbpAA NpUNoXeHNe
Valley
dunMupaHa nepopasHo
Hopserus N.V. Organon Proscar thuHacTepnA 5mg TabneTKa NpUIoXKeHNe
) , Dutasteride/ nyTtactepup, Tamcynosmd | 0.5 mg, Kancysa nepopa’sHo
Hopserus ' '
P Orion Corporation Tamsulosin Orion Xunapoxsopug 0.4 mg TBbpAa Npuio>KeHue
i .5 mg,
Hopserus Teva B.V Dutasterid/ nyTactepug, TamcynosmH | 0.5 mg Karncyna, rnepopaJsHo
Tamsulosin Teva XNOPOXS0pnA, 0.4 mg TBbpAA NpUIoXKeHne
L Dutasteride/ TacTtepup, TamcynosvH | 0.5 mg, Kancyna, nepopanHo
Hopserus Viatris Limited o ay pna y 9 y bop
Tamsulosin Viatris xnapoxnopuna 0.4 mg TBbpAa npuioxeHune
+pharma Arzneimittel , huammpaHa nepopasaHo
flonwa Gmbh Hyplafin (uHacTepua 5mg TabneTka npuIoXKeHne
+pharma Arzneimittel . rnepopaJsiHo
Monwa Grmbh Dutafin ayTactepun, 0.5 mg KarncyJa, Meka NPUNOXKeHNe
Nonwa +pharma Arzneimittel Duitam nyTactepug, TamcynosvH | 0.5 mg, Karcyna, rnepopaJsHo
Gmbh xuapoxsopmg 0.4 mg TBbpAa NpuUIo>KeHne
Accord Healthcare Polska ) , huammpaHa nepopaJsHo
flonwa Sp.Z 0.0. Finahit (huHacTepua > mg TabneTka npunoxxeHune
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YysieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Accord Healthcare Polska , , dunMmmnpaHa nepopasiHo
rlonuwa Sp.Z 0.0. Finahit (huHacTepuna 1 mg TabneTka npunoxxeHue
. dunnmmnpaHa nepopasHo
Monwa Actavis Group Ptc Ehf. Androster thrHacTepuny, 5 mg TabneTka NpUoKEHMe
dunMupaHa nepopasHo
Monwa Adamed Pharma S.A. Adaster trHacTepuna 5 mg TabneTka NpUAOKeHMe
nepopa’siHo
Noswa Adamed Pharma S.A. Adadut nyTacTepua 0.5 mg Kancyna, Meka npuUnoXeHne
aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
Monwa Adamed Pharma S.A. Adatam Duo XAPOXSIOPNTL 0.4 mg TBbPAA MPUAOXKEHME
. dunnmMmupaHa nepopasHo
Monwa Aristo Pharma Sp. Z O.0. Uronezyr trHacTepuna 5 mg TabneTka NpUAOKeHMe
. dunnmmnpaHa nepopa’siHo
Monwa Aristo Pharma Sp. Z 0.0. Nezyr thrHacTepuny, 1 mg TabneTka NpUAGKEHNe
. nepopasHo
Nonwa Aristo Pharma Sp. Z 0.0. Dutazyr AyTacTepua 0.5 mg Kancyna, MeKa | onnoxerne
. nytactepua, TamcynosuH | 0.5 mg, Kancyna, rnepopaJsHo
Monwa Aristo Pharma Sp. Z O.0. Marumax XUAPOXI0pUL 0.4 mg TBBPOA NpUNOXKeHe
Aurovitas Pharma Polska , dunamMupaHa nepopasiHo
rlonuwa Sp.Z 0.0 Apo-Fina (puracTepua > mg TabneTka npunoxxeHue
Aurovitas Pharma Polska . rnepopaJsiHo
Monwa Sp. Z 0.0 Findarts oyrtactepug 0.5 mg Kancysna, Meka NPUAOXKEHME
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Monwa Aurovitas Pharma Polska Findarts Duo nytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasiHo
Sp.Z 0.0 XNOPOXI0pnA, 0.4 mg TBBbPAA npuaoXKeHne
Bluefish Pharmaceuticals . . . GpunMupaHa rnepopaJsHo
Monwa Ab Finasteridum Bluefish | ¢pmHacTepunna 5 mg TabneTka NPUIOXKEHME
nepopa’sHo
Nonwa G.L. Pharma Gmbh Geroladut AyTacTepua 0.5mg Kancyna, Meka NpUNOXeHNe
. nyTactepug, TamcynosuH | 0.5 mg, Kancyna, nepopa’siHo
Monwa G.L. Pharma Gmbh Landulosin XAPOXSIOPNTL 0.4 mg TBBLPAA NpUNOXKeHMe
. . dunnmmnpaHa nepopasnHo
Monwa Gedeon Richter Plc. Zasterid thrHacTepuny, 5 mg TabneTka NpUIOXKeHe
Glaxosmithkline (Ireland) rnepopasHo
Monwa Limited Avodart nyTacTepua 0.5 mg Karcyna, Meka NpiTosKEH e
Monwa Glaxosmithkline (Ireland) Duodart nyTactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasnHo
Limited XNOPOXIopna, 0.4 mg TBBbPAA npuaoXKeHne
. dunnmmnpaHa nepopasHo
Monwa Krka, D.D., Novo Mesto Finpros thrHacTepuny, 5 mg TabneTka NpUIOXKeHe
nepopa’sHo
Monwa Krka, D.D., Novo Mesto Dutrys aAyTacTtepua 0.5 mg Kancyna, Meka NpUNOXeHNe
. nytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopa’sHo
Monwa Krka, D.D., Novo Mesto Twinpros XUAPOX0pUL 0.4 mg TBbpAA NpUNOXeHNe
Dutasteride +
Nonwa Laboratorios Leén Farma, Tamsulosin nyTactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasnHo
S.A. Hydrochloride Leén Xnapoxnopuna 0.4 mg TBbpAa npuioxxeHune

Farma
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
. . dunnmmnpaHa nepopasiHo
Monwa Medreg S.R.O. Finasteride Medreg thrHacTepua, 5 mg TabneTka NPUNOKEHME
dunnmmnpaHa nepopasHo
Monwa Organon Polska Sp. Z 0.0. Proscar thrHacTepuny, 5 mg TabneTka NpUIOXKeHe
. dunnmMmupaHa nepopasHo
Monwa Organon Polska Sp. Z 0.0. | Propecia (huHacTepnA 1 mg TabneTka npuoxxeHue
. . . dunnmmnpaHa nepopa’siHo
Monwa Orion Corporation Antiprost thrHacTepuny, 5 mg TabneTka NpUAoKeHMe
Przedsiebiorstwo o
. nnaMmnpaHa nepopa’sHo
Monwa Farmaceutyczne Lek-Am Finaster thrHacTepuny, 5 mg TabneTKa NPUNOKEHME
Sp. Z 0.0.
Przedsiebiorstwo ®
. naMmnpaHa nepopa’sHo
Monwa Farmaceutyczne Lek-Am Androstatin rHacTepuna 1 mg TabneTka NpUNoXeHNe
Sp. Z 0.0.
. dunnmmnpaHa nepopa’sHo
Monwa Ranbaxy Poland Sp. Z0.0 Finaran thrHacTepuny, 5 mg TabneTka NPUIOXKeHMe
. . dunMupaHa rnepopasHo
Monwa Recordati Polska Sp. Z 0.0. | Finxta thrHacTepuny, 5 mg TabneTka NpUNOXKeHe
. . dnnmMupaHa nepopa’sHo
Monwa Sun-Farm Sp. Z.0.0. Finapil uHacTepma 1 mg TabneTka NpPUOXKEHME
. dnnmmnpaHa nepopa’sHo
Monwa Symphar Sp. Z O.0. Symasteride thrHacTepuny, 5 mg TabneTka NpUSOYKEHNE
. . dunMupaHa rnepopasHo
Monwa Symphar Sp. Z 0.0. Finasteride Symphar thrHacTepuny, 5 mg TabneTka NpUNOXKeHe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
nepopasiHo
Nonwa Synthaverse S.A. Davoster AyTacTepua 0.5mg Kancyna, MeKa | npunoxerne
Teva Pharmaceuticals , dhuammpaHa rnepopaJsHo
fonwa Polska Sp. Z 0.0. Finamef (uHacTepna > mg Tabnetka NpUIoXKeHne
. dunnmMmupaHa nepopasHo
Monwa Zentiva, K.S. Penester thnHacTepunn 5 mg TabneTka NpUAOXKEHME
. nyTactepug, Tamcyso3mH | 0.5 mg, Kancyna, nepopa’siHo
Monwa Zentiva, K.S. Dutrozen XUAPOXI0pUL 0.4 mg TBBPAA NpUNOXeHue
. . dunnmmnpaHa nepopasnHo
MopTyranus Accord Healthcare S.L.U. Finasterida Accord thrHacTepuny, 5 mg TabneTka NpUoKEHMe
MopTyranus Accord Healthcare S.L.U Dutasterida + Ayracrepup, Tamcynosus | 0.5 mg, kancyna, meka | NSPOpaHo
R Tansulosina Accord Xnapoxnopuna 0.4 mg ' npnnoxxeHne
Alter Genéricos - Dutasterida + 0.5 mg
o . ayTtactepup, TamMCyJs1I03UH . , nepopa’sHo
MopTyranus Comercializacao De Tansulosina Alter XMAPOX0pUA 0.4 mg Kancyna, Meka NPUNOKEHME
Produtos Genéricos Lda. Genéricos
. . dnnmmnpaHa nepopasnHo
MopTyranus Alter S.A. Finasterida Alter tbrHacTepmy, 5> mg TabneTka NPUIOXKEHNE
nytactepug, TamcynosuH | 0.5 mg, kancyna, nepopasHo
MopTyranusa Alter S.A. Neomyx XMLPOXIOPUL 0.4 mg TBbpAA NpUNoXeHne
. . dnnmMupaHa rnepopasHo
MopTyranus Amarox Pharma Gmbh Finasterida Amarox (bmHacTepunA 5 mg TabneTka npuaoXKeHne
. . dunnmmnpaHa nepopasnHo
MopTyranus Amarox Pharma Gmbh Finasterida Amarox rHacTepuna 1 mg TabneTka NPUIOXKeHMe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BelLL,ecTBO B
[030Ba
eauHvua
. . . . pnnMupaHa nepopasnHo
MopTyranus Aristo Pharma Gmbh Finasterida Aristo thrHacTepua 5 mg TabneTka npunoXxeHue
Dutasterida + aytactepug, TamcynosuH | 0.5 mg, Karncyna rnepopaJsHo
MopTyranus i ) ,
Ty Aristo Pharma Gmbh Tansulosina Aristo Xxnapoxnopua 0.4 mg TBbpAa npnnoXxeHne
Bluefish Pharmaceuticals ) . . dhuammpaHa rnepopaJsHo
MopTyranus Ab Finasterida Bluefish puHacTepna 5 mg TabneTka NpUNOXKeHe
Bluefish Pharmaceuticals , . ! dunMmmnpaHa nepopa’siHo
MopTyranus b Finasterida Bluefish thrHacTepuny, 1mg TabneTka NPUIOXKEHNE
Bluepharma Genéricos - , .
HopTvranms Comércio D Finasterida huHacTepu 1 dunamMupaHa nepopasiHo
PTY omercio De Bluepharma pna mg TabneTka npuoXxeHue
Medicamentos, S.A.
Bluepharma Genéricos - . )
MobTvVranms Comércio D Finasterida buHacTepy 5 obsuta nepopaJsHo
PTY omercio De Bluepharma pna mg TabneTka npunoXeHne
Medicamentos, S.A.
Bluepharma Genéricos -
n - . nepopasHo
opTyranus Comércio De Dutasterida Bluesar | AyTacTepua 0.5 mg Kancyna, Meka NPUNOXKEHNe
Medicamentos, S.A.
Bluepharma Genéricos - ,
MopTyranunsa Arci Dutasterida TacTepu Kancyna, MeKa riepopanHo
pTYy Com.erC|o De Bluepharma oy pna 0.5 mg yna, NPUNOXKEHME
Medicamentos, S.A.
Bluepharma Genéricos - Dutasterida + 0.5 mg
. . ayTactepup, TaMCyJI03UH . , Kancyna, nepopasHo
MopTyranus Comercio De Tansulosina XUAPOXI0pUL 0.4 mg TBBPAA NpUNoXeHNe
Medicamentos, S.A. Bluepharma
. nepopasHo
MopTyranus Bradex S.A. Dutasterida Bradex nyTacTepuna 0.5mg Kancyna, meka npUNoXeHne
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
MobTvranus Ciclum Farma Unipessoal , . i dbrHacTEpH nnmmpaHa nepopasnHo
pTYy Lda. Finasterida Ciclum pua 5 mg TabneTka NpUAoKeHMe
MobTvranys Ciclum Farma Unipessoal . . TacTeom Kancvia. MeKa rnepopaJsiHo
pTYy Lda. Dutasterida Ciclum ay pna 0.5 mg yna, NpUoKEHMe
MopTyranns Ciclum Farma Unipessoal Dutasterida + nyTtactepug, TamcynosnH | 0.5 mg, Kancyna, nepopasHo
Lda. Tansulosina Ciclum xuapoxnopua 0.4 mg TBbPAa npuioxeHune
MopTyranus Ciclum Farma Unipessoal Dutasterida + nyTtactepup, TamcynosnH | 0.5 mg, Kancyna, nepopasnHo
Lda. Tansulosina Ciclum Xuapoxnopua 0.4 mg TBBPAA npunoxexHne
. . dunnmmnpaHa nepopasnHo
MopTyranusa Dna Pharma, Lda Finasterida trHacTepunna 5 mg TabneTka MPUAOXKEHME
. . dunnmMmupaHa rnepopasHo
MopTyranus Dna Pharma, Lda Finasterida thnHacTepunn 5 mg TabneTka NpUIOXKEHME
. . dunnmmnpaHa nepopasnHo
MopTyranus Dna Pharma, Lda Finasterida (pnHacTepuna 1 mg TabneTka npunoxexue
. . oyTtactepuz, TaMCy/03UH 0.5 mg, Kancyna, rnepopaJsHo
MopTyranus Exeltis Healthcare S.L Unisol XUPOXI0PNA 0.4 mg TBBLPOA NpUAOKEHMe
. . nytactepua, TamcynosuH | 0.5 mg, Kancyna, nepopa’sHo
MopTyranmns Exeltis Healthcare S.L Unisol XNAPOXOPUA 0.4 mg TBLPAA NPUAGKEHNE
. . ol dunnmmnpaHa nepopasnHo
MopTyranus Faes Farma Portugal, S.A. Finasterida Vitoria thrHacTepuny, 5 mg TabneTka NpUNOXeHue
Farma 1000 - Produtos . . . dnnmMmupaHa rnepopaJsiHo
MopTyranuns Farmacéuticos, Lda. Finasterida Tecnilor rHacTepug 5 mg TabneTtka NpunoXeHue
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YJIeHKa Ha paspeLueHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Farmoz - Sociedade dunMmmnpaHa nepopasiHo
MopTyranus Finasterida Farmoz nHacTepua 5m
Py Técnico Medicinal, S.A. P P g TabneTka MpUnoXeHme
MopTyranus Farmoz - Sociedade D ida F TacTepu 0.5 Karncyna, Meka riepopanto
Py Técnico Medicinal, S.A. utasterida Farmoz Yy PUA > Mg yna, npuIoXKeHne
MopTyranns Farmoz - Sociedade Dutasterida + nyTtactepug, TamcynosnH | 0.5 mg, Kancyna, nepopasHo
Técnico Medicinal, S.A. Tansulosina Farmoz xuapoxnopua 0.4 mg TBbPAa npuioxeHune
. O . . . dunnmmnpaHa nepopasnHo
MopTyranus Generis Farmacéutica, S.A. | Finasterida Ritisca thuHacTepnA 5 mg TabneTka npuioXxeHue
. J— . . dunnmmnpaHa nepopasnHo
MopTyranusa Generis Farmacéutica, S.A. | Finasterida Labesfal trHacTepunna 5 mg TabneTka NpUoKEHMe
. A . . . dunnmMmupaHa rnepopasHo
MopTyranus Generis Farmacéutica, S.A. | Finasterida Generis thnHacTepunn 5 mg TabneTka NpUNOXKeHe
. N . . nepopa’siHo
MopTyranus Generis Farmacéutica, S.A. | Dutasterida Aurovitas | AyTacTepua 0.5mg Kancyna, MeKa | npunoxerne
Dutasterida + 0.5 mg
. N . . ayTtactepup, TaMCy/1I03UH . , Kancyna, nepopasiHo
MopTyranus Generis Farmacéutica, S.A. 'I;z:nsulosma Generis XUAPOXIOPNA 0.4 mg TBBLPOA NpUAoKeHMe
ar
Dutasterida + nytactepug, TamcynosuH | 0.5 mg, Kancyna nepopasHo
MopTyranus neris Farmacéutica, S.A. ' '
PTY Generls Farmaceutica, 5 Tansulosina Generis | XWAPOXnopnA 0.4 mg TBBPAA rpunoxenne
Dutasterida + nytactepup, TamcynosuH | 0.5 mg, Kancyna nepopasHo
MopTyranus Generis Farmacéutica, S.A. ' '
Py Tansulosina Aurovitas | X“Apoxaopua 0.4 mg TBbpAa npuioxxeHune
Generis Phar, Unipessoal Finasterida Generis dunnmmnpaHa nepopa’siHo
MopTtyrannsa huHacTepua 1 mg
Lda. Phar TabneTka npuIo>KeHne
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
MopTyranus Glaxo Wellcome Avodart ayTtactepug 0.5m Kancyna, Mmeka nepopanto
Farmacéutica, Lda ' 9 ! NpuIoXKeHne
NopTyranus Glaxo Wellcome Combodart aoyrtactepua, TaMCy/03UH 0.5 mg, Kancyna, rnepopasHo
Farmacéutica, Lda xuppoxnopwna, 0.4 mg TBbpAa NMpuIoXKeHne
Glaxosmithkline - Produtos nepopaJsHo
MopTyranus Duagen aytactepup, 0.5m Kancyna, Meka
Farmaceuticos, Lda g 9 npuioxeHne
MopTyranus Glaxosmithkline - Produtos Juteo nyTactepug, TamcynosuH | 0.5 mg, Kancyna, nepopaJsHo
Farmaceuticos, Lda xnapoxsopua 0.4 mg TBBPAA npuio>kxeHune
MopTyranunsa GP - Genéricos Fi terida GP mHacTepua 5 PpunmMmMpaHa nepopanHo
pTY Portugueses, Lda. Inasterida P mg TabneTtka npuIoXKeHne
. nepopa’sHo
MopTyranus Krka, D.D., Novo Mesto Dutasterida Krka ayTactepun 0.5 mg Kancysa, MeKa NpUAOKeHMe
. . . . . dunnmmnpaHa nepopaJsHo
MopTyranuns Laboratoires Bailleul S.A. Finasterida Biorga (hmHacTepunA 1 mg TabneTka NpUIoXKeHNe
. oyTtactepuz, TaMCy/03UH 0.5 mg, Kancyna, rnepopaJsHo
MopTyranus Laboratorios Salvat, S.A. IImago XUAPOXI0PUL 0.4 mg TBBLPOA NPUIOXKEHNE
MopTyranns Laboratério Edol - Produtos Hedox buHacTepna 1 mg GpunaMupaHa rnepopaJsHo
FarmacéutiCOS, S.A. TabneTka npunnoxxeHme
- . . obBuTa nepopaJsHo
MopTyranus Laboratorios Atral, S.A. Finasterida Atral unHacTepup 5 mg TabneTka NpUAoKeHMe
‘. . aoyrtactepua, TaMCy/l03UH 0.5 mg, Kancyna, rnepopasHo
MopTyranuns Laboratoérios Atral, S.A. Sarix XUAPOXI0PUL 0.4 mg TBBLPOA NPUIOXKEHNE
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Laboratérios Azevedos - ® eDODANHO
R - . . naMmnpaHa n JIH
MopTyranus IndUstria Farmacéutica, Finasterida Azevedos | puHacTepnA 5 mg Ta6neT|»o<a I‘IpﬁﬂgmeHme
S.A.
i - Ph tical 0.5 mg, \
MopTyranus Lifewell armaceutical & Redict ayTactepup, TaMCys103MH g Kancyna nepopa’sHo
Healthcare, Lda. XNOPOX0pnA 0.4 mg TBBHPAA npuIo>KeHne
. . dunMupaHa rnepopasHo
MopTyranus Mylan Lda. Finasterida Mylan unHacTepup 5mg TabneTka NpuIoXKeHne
. nepopasHo
MopTyranus Mylan Lda. Dutasterida Mylan nyTacTepua 0.5 mg Kancyna, meka npﬁngmeHme
Dutasterida + nyTtactepup, Tamcynosmd | 0.5 mg, Kancyna, nepopa’sHo
MopTyranunsa
pTY Mylan Lda. Tansulosina Mylan XNOPOX0pnA 0.4 mg TBBHPAA npuIo>KeHne
Dutasterida + nytactepug, TamcynosuH | 0.5 mg, Kancyna nepopasHo
MopTyranus ' '
PTY Mylan Lda. Tansulosina Mylan XNOPOXS0pnA, 0.4 mg TBbpAA NpUIoXKeHne
Organon Portugal, dunMupaHa rnepopaJsiHo
MopTyranunsa ] Proscar pmHacTepua 5m
Sociedade Unipessoal Lda. g TabneTka npuioxeHune
Organon Portugal, ) punMupaHa rnepopaJsiHo
MopTtyrannsa Propecia huHacTepua 1m
P Sociedade Unipessoal Lda. P g TabneTka npunoxedune
Pentafarma - Sociedade huamMmpaHa rnepopa’sHo
MopTyranus i i nHacTepwu
Py Tecnico-Medicinal S.A. Finasterida Impruve | @ PvA > Mg TabneTka NpUoXeHme
NopTyranns Pentafarma - Sociedade Dutasterida nyTacTepun 05m Kancyna, Meka nepopasHo
Tecnico-Medicinal S.A. Pentafarma > Mg ' npuioxexne
Pharma Bavaria
MopTyranunsa | i | (Pbi) Port | | Ari TacTepu 0.5 Kancyna, MeKa riepopanHo
pTY nternacional (Pbi) Portuga ripsa ay pva .5 mg yna, NpUNOXKeHue

Unipessoal Lda
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Pharmacare Premium Finasterida huammpaHa nepopaJsHo
MopTyrannga o pmHacTepua 5 mg 6
Limited Pharmacare Tabnetka npuioxeHune
Pharmakern Portugal - Finasterida o
- nnaMmnpaHa nepopaJsHo
MopTyranus Produtos Farmacéuticos, Pharmakern uHacTepna > mg Tabnetka npunoxxeHue
Sociedade Unipessoal, Lda.
Pharmakern Portugal - Finasterida o
- I I naMmnpaHa nepopa’sHo
MopTyranusa Produtos Farmacéuticos, Pharmakern thnHacTepunn 1 mg TabneTka NPUNOXKEHME
Sociedade Unipessoal, Lda.
Pharmakern Portugal - )
e Dutasterida rnepopasHo
NopTyranus Produtos Farmacéuticos, oh ‘ AyTacTepni 0.5 mg Kancyna, Meka | nounoxerne
armakern
Sociedade Unipessoal, Lda.
Pharmakern Portugal - Dutasterida + 05
. ) ayTtactepup, TaMCy/s103UH .5 mg, Kancyna, nepopasiHo
MopTyranunsa Produtos Farmacéuticos, Tansulosina XMLPOXIOPUL 0.4 mg TBbpAa NpUNoXeHNe
Sociedade Unipessoal, Lda. | Pharmakern
Dutasterida +
Tansulosina Betude
Pharmakern Portugal - Pharmakern Portugal 0.5 mg
- ayTtactepup, TaMCy/1I03UH . , Kancyna, nepopasiHo
MopTyranus Proglutos Farrr.waceutlcos, - Produtos XMLPOXIOPUL 0.4 mg TBbpAA NpUNOXeHNe
Sociedade Unipessoal, Lda. .
Farmacéuticos,
Sociedade Unipessoal
PLS Pharma, Produtos , . huammpaHa nepopaJsHo
MopTyranus Farmacauticos Lda Finasterida PLS thrHacTepmy, 5 mg TabneTka NpUAoKeHMe
PLS Pharma, Produtos . . GpunMupaHa nepopasHo
MopTyranus Farmacéuticos Lda Finasterida PLS (hrHacTepun, 1 mg TabneTka NPUIOXKEHME
. nepopasHo
MopTyranus Rafarm S.A. Dutasterida Rafarm | AyTacTepun 0.5 mg Kancyna, MeKa | nopnoxerne
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YysieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Ratiopharm-Comercio E Finasterida ®
) i i naMmnpaHa rnepopaJsHo
MopTyranus Industria De Produtos Ratiopharm uHacTepna 5> mg TabneTtka npuoXeHue
Farmaceuticos Lda
Ratiopharm-Comercio E Finasterida o
. nammpaHa nepopasHo
MopTyranus Industria De Produtos Ratiopharm thrHacTepuny, 1 mg TabneTka NpUAGKEHNE
Farmaceuticos Lda
Ratiopharm-Comercio E Dutasterid
) utasterida nepopasHo
MopTyranunsa TacTepu . Kancyna, MeKa
pTY Industria D.e Produtos Ratiopharm oy pna 0.5 mg y NpUNoXeHne
Farmaceuticos Lda
Ratiopharm-Comercio E Dutasterida + 0.5 mg
. . ayTtactepup, TaMCyJI03UH . , Kancyna, rnepopaJsHo
MopTyranus Industria De Produtos Tansulosina XUAPOXI0pUL 0.4 mg TBBPAA NpUNOXKeHe
Farmaceuticos Lda Ratiopharm
J— . . dnnmMupaHa rnepopasHo
MopTyranus Sandoz Farmacéutica Lda. Finasterida Sandoz thrHacTepuny, 5 mg TabneTka NpUAOKeHMe
J— . rnepopaJsiHo
MopTyranus Sandoz Farmacéutica Lda. | Dutasterida Sandoz | AyTacTepun 0.5 mg Kancyna, Meka | nounoxerne
Dutasterida + TacTepua, TaMCy03UH 0.5 mg, Kancyna, rnepopasHo
MopTyranus | Tad Pharma Gmbh , Ayracrepun, Tamcy 9 Y pop
NopTyranns TetrafarAmal- Produtos Finasterida buHacTepna 5 mg q3|/|6nM|/|paHa nepopasnHo
Farmacéuticos, Lda. Tetrafarma Tabnetka npuioxeHune
MopTyranns Teva B.V Dutasten.da + ayTtactepup, Tamcynosmd | 0.5 mg, Kancyna, rnepopaJsiHo
Teva Pharma - Produtos , . punMupaHa nepopasiHo
MopTyranus Farmacauticos Lda Finasterida Teva unHacTepug 5 mg TabneTka NPUIOXKEHNE
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YJIeHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Teva Pharma - Produtos rnepopasHo
MopTyranuns R Dutasterida Teva ayTactepui 0.5m KancyJsa, Meka
Farmacéuticos Lda 9 npunoxxeHue
. . . . obsuTa nepopasnHo
MopTyranus Towa Pharmaceutical S.A. Finasterida Tolife thrHacTepuny, 5 mg TabneTka NpUIOXKeHe
. . . nepopanHo
MopTyranus Towa Pharmaceutical S.A. | Dutasterida Tolife nyTacTepup 0.5 mg Kancyna, Meka NPUAOXKEHME
Dutasterida + nyTactepug, TamcynosuH | 0.5 mg, Kancyna nepopa’siHo
MopTyranus T Pharm tical S.A. ' '
Ty owa Pharmaceutical S Tansulosina Tolife Xuapoxnopua 0.4 mg TBbPAa npuioxeHune
. . . . dunnmmnpaHa nepopasnHo
MopTyranusa Zentiva Portugal, Lda Finasterida Zentiva thrHacTepuny, 5 mg TabneTka NpUIOXKeHe
. . . nepopanHo
MopTyranus Zentiva Portugal, Lda Dutasterida Zentiva | AyTacTepun 0.5 mg Kancyna, MeKa | nonnoxerne
, Dutasterida + TacTepund, TamcynosmH | 0.5 mg, Kancyna, nepopa’siHo
MopTyranus | Zentiva Portugal, Lda , , ay PnA Y 9 y pop
Tansulosina Zentiva Xuapoxnopua 0.4 mg TBbPAa npuioxeHune
. . dunnmmnpaHa nepopasnHo
PyMbHUMA Arena Group S.A Finasterida Arena thrHacTepuny, 5 mg TabneTka NpUIOXKeHe
. i nepopanHo
PymMbHUMA Cipla Europe Nv Dutasterida Cipla AyTacTepua 0.5 mg Kancyna, MeKa NpUAOKeHMe
Glaxosmithkline Trading nepopaJsHo
PymMbHNSA Avodart nyrtactepua 0.5m Kancysa, Meka
Services Limited 9 npunoxxeHue
PyYMBHUS Glaxosmithkline Trading Duodart aytactepua, Tamcynosmd | 0.5 mg, Kancyna, nepopasnHo
Services Limited XNOPOXSIOpNA, 0.4 mg TBbpAa NpUIoXKeHne
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BelLL,ecTBO B
[030Ba
eauHvua
. nepopasnHo
PymMbHUA Heaton K.S. Deridust aytactepun 0.5 mg KancyJsa, MeKa NPUNOXKEHNE
. aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
PymMbHIA Heaton K.S. Rimril XNOPOXSIOpNL, 0.4 mg TBbpAa NpUIoXKeHne
nepopa’sHo
PyMbHNA Krka, D.D., Novo Mesto Dutrys ayTacrtepua 0.5 mg Kancyna, Meka NpUNOXeHNe
. nyTactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasnHo
PymMBbHUS Krka, D.D., Novo Mesto Twinpros XUAPOXI0pUL 0.4 mg TBBPAA NpUNOXeHue
o prnnMupaHa nepopasnHo
PyMbHUMA Organon Biosciences S.R.L. | Proscar rnHacTepug 5 mg TabreTka NPUAGKEHNE
S . bunmmpaHa rnepopasiHo
PymMbHUMA Organon Biosciences S.R.L. | Propecia trHacTepuna 1 mg TabneTka NPUAGKEHNE
. nepopasnHo
PyMbHUMA Stada M&D S.R.L. Maxtrid AyTacTtepuni 0.5 mg Kancyna, Meka NpUNOXeHue
PyMBbHUS Stada M&D S.RL. Dutasterida/ aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
Tamsulosin Stada XNOPOXSIOpNA, 0.4 mg TBbpAa NpUIoXKeHne
PYMBHUS Stada M&D S.R.L. Dutasterida / nytactepua, TamcynosuH | 0.5 mg, Kancyna, nepopasnHo
Tamsulosin Xngpoxnopua 0.4 mg TBbpAa NpuIoXKeHne
. . nepopasnHo
PyMbHNSA Terapia S.A. Asium AyTacTepun 0.5mg Kancyna, MeKa | npunoxerne
. s . nepopasnHo
PyMBHUS Zentiva, K.S. Dutasterid& Zentiva AyTacTepua 0.5mg Kancyna, meka npunoXXeHue
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
. nyTactepug, Tamcyso3mH | 0.5 mg, Kancyna, nepopasiHo
PymMmbHUSA Zentiva, K.S. Dutazen XUAPOXI0pUL 0.4 mg TBBPAA NpUNOXeHNe
Accord Healthcare Polska . . GpunMupaHa rnepopaJsHo
Crnosakus 5p. Z 0.0. Finasteride Accord trHacTepunna 5 mg TabneTka NpUIOXKeHe
Accord Healthcare Polska . nepopaJsHo
CrnoBakus Sp. Z 0.0, Dutasterid Accord AyTacTepua 0.5mg Kancyna, Meka NpUNOXeHNe
nyTactepug, TamcynosuH | 0.5 mg, Kancyna, nepopa’siHo
Crosakus Adamed Adatam XNOPOXIopna, 0.4 mg TBBbPAA npuaoXKeHne
nepopasHo
CnoBakus Adamed Pharma S.A. Adadut ayTacTepua 0.5mg Kancyna, Meka NPUIOXKEHME
nepopa’sHo
CnoBakus Ardez Pharma Dutamon AyTacTepua 0.5mg Kancyna, Meka npuioXeHune
nyTactepug, TamcynosuH | 0.5 mg, Kancyna, nepopa’siHo
CrnoBakus Ardez Pharma Tedez XUAPOXIOPNA 0.4 mg TBBPAA NpUNOXeHue
Bausch Health Ireland . GpunMupaHa rnepopaJsHo
Cnosakns Limited Finanorm (uHacTepna > mg Tabnetka NpUIoXKeHne
nytactepua, TamcynosuH | 0.5 mg, Kancyna, nepopa’sHo
Cnoakus Belupo D.D. Belodut XUAPOXI0pUL 0.4 mg TBbpAA NpUNoXeHne
. dunnmmnpaHa nepopa’sHo
Cnosakus Cande S.R.O. Finamed thrHacTepuny, 5 mg TabneTKa NPUNOKEHME
nepopa’sHo
Cnosakus Cande S.R.O. Dutamed AyTacTepua 0.5mg Kancyna, Meka | nounoxerne
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
nytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasiHo
Crosakns Cande 5.R.0. Tamed XNOPOXI0pnA, 0.4 mg TBBbPAA npuaoXKeHne
CroBakus Farmak International Sp. Z | Dutasterid/ ayTactepua, TaMCyJs103MH 0.5 mg, Kancy”na, nepopasHo
0.0. Tamsulozin Fmk Xxnapoxnopua 0.4 mg TBbpAa npnnoXxeHne
. dunnmMmupaHa nepopasHo
Cnosakus G.L. Pharma Gmbh Androfin trHacTepuna 5 mg TabneTka NPUAGKEHNE
nepopa’siHo
Cnosakus G.L. Pharma Gmbh Dutalan nyTacTepua 0.5 mg Kancyna, Meka NPUNOXKEHNE
. aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
CnoBakus G.L. Pharma Gmbh Aglandin XUAPOXI0pUL 0.4 mg TBBPAA NpUIOXKeHe
Glaxosmithkline (Ireland) nepopasHo
CrnoBakus Limited Avodart AyTacTepus 0.5mg Kancyna, Meka npuioXeHune
CroBakus Glaxosmithkline Trading Duodart nyTacTepupi, TamMCyJl03MH 0.5 mg, Kancyna, nepopasiHo
Services Limited u XNOPOXIopna, 0.4 mg TBBbPAA npuaoXKeHne
CroBakus Glenmark Pharmaceuticals | Dutasteride/ ayTactepua, TaMCyJs103MH 0.5 mg, Kancyna, nepopasHo
S.R.0. Tamsulosin Glenmark | X1Apoxaopnua 0.4 mg TBBbpAa npnnoXxeHne
nytactepua, TamcynosuH | 0.5 mg, Kancyna, nepopa’sHo
CnoBakus Heaton K.S. Atucare XULPOXIOPUL 0.4 mg TBbpAA NpUNoXeHne
. dunnmmnpaHa nepopa’sHo
CroBakus Krka, D.D., Novo Mesto Finpros buHacTepma 5mg TabneTka npUAoXKeHne
nepopa’sHo
Crnosakus Krka, D.D., Novo Mesto Dutrys AyTacTepui 0.5 mg Kancyna, MeKa NpUIOXKeHe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLuecTBO B
ho30Ba
eauHvua
CroBakus Krka D.D. N Mest Dutasteride/ nytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopaJsHo
rka, D.D., Novo Mesto Tamsulosin Krka xnapoxnopna 0.4 mg TBBPAA npunoxeHue
. . oyTtactepuz, TaMCy/03UH 0.5 mg, Kancyna, rnepopaJsHo
CnoBakus Vipharm S.A. Alkapidan XUAPOXI0pUL 0.4 mg TBBPAA NpUIOXKeHe
. dunnmMmupaHa nepopasHo
Cnosakus Zentiva, K.S. Penester trHacTepuna 5 mg TabneTka NPUNOKEHME
Crosenus Accord Healthcare Polska Dutasterid ayTactepua 05m Kancyna, Meka nepopasnHo
Sp. Z 0.0. Accordpharma > Mg ' npuioxexHue
. nepopaJsHo
CnoseHus Alkaloid-Int D.O.O. Lestedon AyTacTepus 0.5mg Karcyna, Meka NPUIOXKeHNe
. nytactepua, TamcynosuH | 0.5 mg, Kancyna, nepopa’sHo
CrnoseHus Alkaloid-Int D.O.O. Tamlos Combo XAPOXSIOPNTL 0.4 mg S NpUIOXKEHME
Apta Medica Internacional nepopaJsHo
CrnoBeHus 50.0. Amdut nyTacTepua 0.5 mg Kancyna, Meka NpUIoXKeHne
Apta Medica Internacional oyTtactepuz, TaMCy/03UH 0.5 mg, Kancyna, rnepopaJsHo
CroseHus D.O.O. Amdut Combo XNOPOXSIOpNA, 0.4 mg TBbpAa NpUIoXKeHne
Glaxosmithkline Trading rnepopasHo
CnoseHus Avodart oytacrtepupg 0.5m Kancyna, Meka
Services Limited g npunoxeHune
Glaxosmithkline Tradin TacTepua, TaMCy03MH 0.5 mg, Kancyna, rnepopasHo
CnoseHus . o 9 Combodart Ay pua y 9 y pop
Services Limited XNApoxsaopug 0.4 mg TBbPAA NpUIoXKeHne
. dhuammpaHa nepopasHo
CnoseHust Krka, D.D., Novo Mesto Finpros ¢hnHacTepun 5 mg Tabnetka NpUNoXeHNe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YysieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
. nepopasiHo
CnoseHus Krka, D.D., Novo Mesto Dortilla AyTactepup 0.5 mg Karncyna, Meka NPUNOXKEHNE
aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
CnoseHus Krka, D.D., Novo Mesto Dutamyz XUAPOXI0pUL 0.4 mg TBBPAA NpUIOXKeHe
CroBenus Lek Pharmaceuticals D.D. Miktan Combi ayTtactepua, TaMCy/103UH 0.5 mg, Kancyna, nepopanHo
Ljubljana Xnapoxnaopua 0.4 mg TBbpPAaA NpuIo>KeHne
CroBeHMs Lek Pharmaceuticals D.D. Miktan Combi ayTactepua, Tamcynosud | 0.5 mg, Kancyna, nepopasiHo
Ljubljana XNOPOXIopna, 0.4 mg TBBbPAA npuaoXKeHne
. dunnmmnpaHa nepopasHo
CrnoseHus N.V. Organon Prostide thrHacTepuny, 5 mg TabneTka NpUoKEHMe
. dunnmMmupaHa nepopasHo
CnoseHust N.V. Organon Propecia trHacTepuna 1 mg TabneTka NpUAOKeHMe
Ababor Pharmaceuticals, . dunMmmnpaHa nepopa’siHo
Wcnarnsg S.L Litace uHacTepua 5 mg TabneTka npuaoXKeHne
. . dunnmmnpaHa nepopasHo
WNcnaHwus Accord Healthcare S.L.U. Finasterida Normon thrHacTepuny, 1 mg TabneTka NpUAOKEHMe
. . dunnmMmupaHa nepopasHo
WNcnaHus Alfasigma Espanfa, S.L. Celganol rHacTepuna 1 mg TabneTka NpUAOKeHMe
. . . dunnmmnpaHa nepopa’sHo
WNcnaHus Almus Farmaceutica S.A. Finasterida Almus thrHacTepuny, 5 mg TabneTka NpUAoKeHMe
Dutasterida/ 0.5 mg
. . ayTtactepup, TaMCy/103UH . , Kancyna, nepopa’sHo
NcnaHusa Almus Farmaceutica S.A. Tamsulosina Almus XUAPOXIOPNA 0.4 mg TBBLPOA NpUAoKeHMe

Pharma
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YysieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
. . . . dunnmmnpaHa nepopasiHo
WNcnaHus Aristo Pharma Gmbh Finasterida Aristo thrHacTepua, 5 mg TabneTka NpUNOXeHue
Vicnamns Aristo Pharma Gmbh Dutasterlclia/ . aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
Tamsulosina Aristo Xxnapoxnopua 0.4 mg TBbpAa npnnoXxeHne
. . . . rnepopaJsHo
WNcnaHus Aristo Pharma lberia, S.L. Dutasterida Aristo AyTacTepua 0.5 mg Kancyna, MeKa NpUAOKeHMe
. . . . . dunnmmnpaHa nepopa’siHo
WNcnaHus Aurovitas Spain,s.A.U. Finasterida Aurovitas | (ovHacTepug 5 mg TabneTka NpUNOXeHue
. . . . . dunnmmnpaHa nepopasHo
WNcnaHwus Aurovitas Spain,s.A.U. Finasterida Aurovitas | ¢ovHacTepug 1 mg TabneTka NpUNoXeHNe
. . . . rnepopaJsHo
WNcnaHus Aurovitas Spain,s.A.U. Dutasterida Aurovitas | AyTacTepua 0.5 mg Kancysa, MeKa NpUNOXKeHe
Dutasterida/ 0.5 mg
. . . ayTtactepup, TamMCyJs1I03UH . ) Kancyna, rnepopaJsHo
McnaHnsa Aurovitas Spain,s.A.U. Tamsulosina XULPOXIOPUL 0.4 mg TBbpAA NpUNoXeHne
Aurovitas
Bluefish Pharmaceuticals huammpaHa nepopaJsHo
Wcnanus Ab Predser (puHacTepun 1 mg TabneTka npuIo>KeHne
Bluefish Pharmaceuticals ) ) . huamMmpaHa rnepopa’sHo
WcnaHuna " Finasterida Bluefish thrHacTepuny, 5 mg TabneTka [DPUOKEHNE
L. Dutasterida Chemo rnepopasHo
Wcnanna Chemo Ibérica, S.A. Ibérica AyTactepua 0.5 mg Kancyna, Mexa NPUIOXKEHNE
. . nyTactepug, Tamcyso3mH | 0.5 mg, Kancyna, nepopa’sHo
WNcnaHus Exeltis Healthcare S.L Dutamsin XMIPOXI0pUA 0.4 mg TBBLPAA NPUIOXKEHNE
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
. Finasterida Benel huammpaHa nepopaJsHo
NcnaHus Farmalider, S.A. Earmalider uHacTepua 5 mg TabneTka NPUNoXeHNe
. nepopasHo
Ncnanus Galenicum Derma S.L. Dutacap nyTacTtepua 0.5mg Kancyna, MeKa | nonnoxerne
Dutasterida/ 0.5 mg
. . agyTtactepup, TamMCyJs1I03UH . , kancyna, nepopasHo
NcnaHusa Galenicum Health, S.L. Tamsulosina XUAPOXI0PUL 0.4 mg TBBPAA NpUNoXeHNe
Diagonalis
. . . nepopasHo
NcnaHus Glaxosmithkline, S.A. Avidart nyTacTepua 0.5 mg Kancyna, Meka NPUNOXKEHNe
. . aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopa’sHo
NcnaHuns Glaxosmithkline, S.A. Duodart XN OPOXIOPUL 0.4 mg TBbPAA npunoXeHue
. nytactepug, TamcynosuH | 0.5 mg, kancyna, nepopasHo
NcnaHusa GP-Pharm S.A. Duplotrip XMLPOXIOPUL 0.4 mg TBbpAA NpUNoXeHne
Industria Quimica Y huammpaHa rnepopaJsHo
NcnaHnsa i i i nHacrtepu
Farmacedutica Vir, S.A. Finasterida Vir Cp YA >mg Tabnetka npunoxexHne
Industria Quimica Y rnepopaJsHo
NcnaHuns N , Dutasterida Vir ayTtactepug 0.5m Kancyna, Mmeka
Farmacedtica Vir, S.A. g npuioxeHue
Industrial Farmaceutica , . dunMupaHa rnepopaJsiHo
WcnaHuna Cantabria, S.A. Finasterida Ifc thrHacTepuny, 1 mg TabneTka [DPUOKEHNE
Industrial Farmaceutica huammpaHa rnepopaJsHo
NcnaHus Cantabria, S.A. Alocare uHacTepua 1 mg TabneTka NpUIoXeHne
Finasterida Kern punMupaHa nepopasiHo
WcnaHus Kern Pharma, S.L. Pharma PuHacTepua 5 mg Tabnetka NpUIoXKeHNe

69




ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Finasterida Kern huammpaHa nepopaJsHo
NcnaHus Kern Pharma, S.L. Pharma $uHacTepna 1 mg TabneTka NPUoXKeHNe
. dunnmmnpaHa nepopasHo
WNcnaHwus Kern Pharma, S.L. Capikern thrHacTepuny, 1 mg TabneTka NpUIOXKeHe
Dutasterida Kern rnepopasHo
Ncnanus Kern Pharma, S.L. Pharma AyTacTepna 0.5mg Kancyna, MeKa | nonnoxerne
nyTactepug, TamcynosuH | 0.5 mg, Kancyna, nepopa’siHo
NcnaHusa Kern Pharma, S.L. Duprost XUAPOXI0pUL 0.4 mg TBbpAA NpUNOXeHNe
. nepopasHo
Wcnanuna Krka, D.D., Novo Mesto Dutasterida Krka aytactepug 0.5 mg Kancyna, Meka NPUIOXKeHNe
Dutasterida/ TacTepud, TamcynosmH | 0.5 mg, Kancyna, rnepopaJsHo
WNcnaHus Krka, D.D., Novo Mesto , ay PUA y g y bop
Tamsulosina Krka Xnapoxnopua 0.4 mg TBbpPAaA NpuIoXKeHne
. . . . . dunnmmnpaHa nepopa’siHo
WNcnaHus Laboratoires Bailleul S.A. Finasterida Biorga thrHacTepuny, 1 mg TabneTka NpUNOXeHue
. . . dunnmmnpaHa nepopasHo
WNcnaHwus Laboratorio Stada, S.L. Finasterida Stada thrHacTepuny, 5 mg TabneTka NpUIOXKeHe
. . . dunnmMmupaHa rnepopasHo
WNcnaHus Laboratorio Stada, S.L. Finasterida Stada rHacTepuna 1 mg TabneTka NpUNOXKeHe
. . nepopa’sHo
WNcnaHus Laboratorio Stada, S.L. Dutasterida Stada ayTtacTepun 0.5 mg Karncyna, Meka NpUAoKeHMe
Dutasterida/ 0.5 mg
. . ayTtactepup, TaMCy/103UH . , Kancyna, nepopa’sHo
NcnaHusa Laboratorio Stada, S.L. Tamsulosina XUAPOXIOPNA 0.4 mg TBBPAA NpUNOXeHue
Stadafarma
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
Dutasterida/ 0.5 mg
. . ayTtactepup, TamMCyJI03UH . , Kancyna, nepopa’sHo
NcnaHuns Laboratorio Stada, S.L. Tamsulosina Stada XUAPOXI0pUL 0.4 mg TBBPOA NpUNOXKeHe
Stada
. Finasterida/Tadalafilo huammpaHa nepopaJsHo
NcnaHus Laboratorios Alter, S.A. Alter thvHacTepua, Taganapun | 5mg, 5 mg TabneTka NPUNOXKEHME
. . . dunMupaHa rnepopasHo
NcnaHua Laboratorios Alter, S.A. Finasterida Alter duHacTepng 5 mg TabneTka NPUNOXKEHME
. . dunnmMupaHa rnepopasHo
WNcnaHwus Laboratorios Alter, S.A. Biturol ¢pmHacTepuna, Taganadpun | 5 mg, 5 mg TabneTka NpUIOXKEHME
. nyTactepug, Tamcyso3mH | 0.5 mg, Kancyna, nepopa’sHo
WcnaHuns Laboratorios Alter, S.A. Neomyx XN OPOXIOPUL 0.4 mg TBbPAA NpUNoXeHNe
Dutasterida/ 0.5 mg
. . ayTtactepup, TaMCy/1I03UH . , Kancyna, nepopa’sHo
NcnaHuns Laboratorios Alter, S.A. Tamsulosina Alter XN OPOXIOPUL 0.4 mg TBbPAA NpUNoXeHNe
Genéricos
. . . . . dunnmmnpaHa nepopasHo
WNcnaHus Laboratorios Cinfa S.A. Finasterida Cinfa thrHacTepuny, 5 mg TabneTka NPUIOXKeHMe
. . . . . dunMupaHa rnepopasHo
NcnaHus Laboratorios Cinfa S.A. Finasterida Cinfa thrHacTepuny, 1 mg TabneTka NpUAOKEHMe
. . . . nepopasHo
NcnaHus Laboratorios Cinfa S.A. Dutasterida Cinfa nyTacTepua 0.5 mg Kancyna, Meka NpUNoXeHNe
) . Dutasterida/ TacTepud, TamcynosmH | 0.5 mg, Kancyna, nepopa’sHo
WNcnaHus Laboratorios Cinfa S.A. , , oy PnA ¥ 9 y bop
Tamsulosina Cinfalab | XWApoxaopuAa 0.4 mg TBBbPA3 npuioxenune
) ) Dutasterida/ TacTepun, TamcynosmH | 0.5 mg, Kancyna, nepopasHo
NcnaHusa Laboratorios Cinfa S.A. ] ) Ay PvA y 9 Y pop
Tamsulosina Cinfa XNOPOXSI0pnA, 0.4 mg TBbpAA NpUIoXKeHne
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YysieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXAaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHMua
. . . . . dunnmmnpaHa nepopaJsHo
WNcnaHus Laboratorios Combix, S.L.U. | Finasterida Combix thrHacTepua, 1 mg TabneTka NpUNoXKeHNe
. . . . nepopasHo
WNcnaHwus Laboratorios Combix, S.L.U. | Dutasterida Combix ayTtacTtepupg 0.5 mg Kancyna, meka NpUoKEHMe
Dutasterida/ 0.5 mg
. . . . agyTtactepup, TamMCyJs1I03UH . , kancyna, nepopasHo
NcnaHusa Laboratorios Combix, S.L.U. | Tamsulosina Combix XUAPOXI0PUL 0.4 mg TBBPAA NpUIOXKeHe
Pharma
. . . dunnmMupaHa rnepopasHo
WNcnaHwus Laboratorios Normon, S.A. Finasterida Normon rHacTepunna 5 mg TabneTka NpUNOXKeHue
. . . dnnmmnpaHa nepopa’sHo
WNcnaHus Laboratorios Normon, S.A. Finasterida Normon thnHacTepunn 1 mg Tabnetka NpUNoXeHNe
Dutasterida/ 0.5 mg
. . ayTtactepup, TaMCy/1I03UH . ) Kancyna, nepopa’sHo
NcnaHusa Laboratorios Normon, S.A. Tamsulosina XN APOXI0PUL 0.4 mg TBbPAA npunoXeHue
Normogen
. nepopa’sHo
Wcnanna Laboratorios Q Pharma S.L. | Dutaqur aytactepug 0.5 mg Kancyna, Meka NPUNOXKeHNe
. . oyTtactepua, TaMCy/103UH 0.5 mg, Kancyna, repopaJsiHo
Ncnanunsa Laboratorios Q Pharma S.L. | Bidutam XUAPOXI0pUL 0.4 mg TBBPAA NpUNOXKeHe
. nyTactepug, TamcynosuH | 0.5 mg, Kancyna, rnepopaJsHo
Ncnanunsa Laboratorios Salvat, S.A. llmago XUAPOXI0pUL 0.4 mg TBbPAA NpUNOXKeHue
. . . dnnmmnpaHa nepopa’sHo
WNcnaHus Laboratorios Vifas, S.A. Maxpil puHacTepma 1 mg Tabnetka NpUNoXeHNe
. . dunMupaHa rnepopasHo
NcnaHus Mabo-Farma, S.A Finasterida Mabo ¢rHacTepunna 5 mg TabneTka [PUAOXKEHME
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[030Ba
eauHvua
. . dunnmmnpaHa nepopasHo
Wcnannsa Mabo-Farma, S.A Finasterida Mabo thrHacTepua, 1 mg TabneTka NpUAGKEHNe
Vcnatus Mabo-Farma, S.A Dutasterida/ aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
Tamsulosina Mabo XNOPOXSIOpNL, 0.4 mg TBbpAa NpUIoXKeHne
Dutasterida/ 0.5 mg
. aoyTactepup, TamMCyJI03UH . , Kancyna, nepopasnHo
NcnaHusa Mana Pharma, S.L. Tamsulosina Mana XUAPOXI0PUL 0.4 mg TBBPAA NpUIOXKeHe
Pharma
. . . . dunnmMupaHa rnepopasHo
WNcnaHwus Neuraxpharm Spain, S.L.U. | Finasterida Qualigen rHacTepunna 5 mg TabneTka NpUAOKeHMe
, Dutasterida/ TacTepua, TaMCyN03UH 0.5 mg, Kancyna, nepopasHo
WNcnaHus Neuraxpharm Spain, S.L.U. , , Ay bna y g y bob
Tamsulosina Qualigen | X\ApoxaopnAa 0.4 mg TBBbPA3 npuioxenune
dnnmMmupaHa rnepopasHo
Wcnannsa Organon Salud, S.L. Proscar thrHacTepuny, 5 mg TabneTka [DPUOKEHNE
. dnnmMupaHa rnepopasHo
WNcnaHwus Organon Salud, S.L. Propecia rHacTepunna 1 mg TabneTka NpPUOXKEHME
, L. Dutasterida/ TacTepua, TaMCyN03UH 0.5 mg, Kancyna, rnepopaJsHo
WNcnaHus Sandoz Farmacéutica, S.A. , by pha ¥ g y pop
Tamsulosina Sandoz | XWAPOXN0pNA 0.4 mg TBbpAa rnpuaoxxexne
P . . dunMupaHa rnepopasHo
WNcnaHus Sandoz Farmacéutica, S.A. Finasterida Sandoz thrHacTepuny, 5 mg TabneTka NpUNOXKeHe
— . . dnnmMupaHa rnepopasHo
WNcnaHwus Sandoz Farmacéutica, S.A. Finasterida Sandoz rHacTepunna 1 mg TabneTka NpUAOKeHMe
: : . . dunnmmnpaHa nepopasHo
WNcnaHus Tarbis Farma, S.L. Finasterida Tarbis thnHacTepunn 5 mg TabneTka NPUNOXKEHME
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
: ; ; . dunnmmnpaHa nepopasiHo
WNcnaHns Tarbis Farma, S.L. Finasterida Tarbis duHacTepng 1 mg TabneTka NpUoXKeHMe
. . . nepopasHo
Ncnanus Tarbis Farma, S.L. Dutasterida Tarbis aytacTepup 0.5 mg Kancyna, Meka NPUIOXKeHNe
NcnaHusa Tarbis Farma, S.L. Dutasterida/ aAytactepuna, TamCys1031H 0.5 mg, Kancyna, nepopanaHo
Tamsulosina Tarbis xuppoxnopwna 0.4 mg TBbpAa NpuIo>KeHne
Vicnanus Tecnimede Espafia Ind. Finasterida Techi dbrHacTEpH 5 unmmnpana nepopa’sHo
Fca., S.A. inasterida fecnigen buAa mg TabneTka NpuIoXKeHne
Vicnanus Tecnimede Espafia Ind. id . racTepu KancYna. MeKa nepopasnHo
Fca. SA. Dutasterida Tecnigen | Ay pua 0.5 mg yna, NPUIOXKEHME
Tecnimede Espaia Ind Dutasterida/ 0.5
Vicnanus echimede Espaia Ind. Tamsulosina agyTtactepup, TamMCyJ1I03UH .5 mg, kancyna, nepopa’sHo
Fca., S.A. XNOPOXSIOpNA, 0.4 mg TBbpAa NpUIoXKeHne
Tecnigen
Nchanus Teva B.V Dutasterida/ nyTactepua, TamcynosmH | 0.5 mg, Kancyna, nepopasHo
' Tamsulosina Teva xuapoxsopunna 0.4 mg TBbpAa npuao)xeHue
. . dnnmmnpaHa nepopa’sHo
NcnaHus Teva Pharma S.L.U., Finasteride Teva uHacTepng 5 mg TabneTka NpUSOYKEHNE
Vicnanus T Ph S LU Finasteride dbrHacTEpH 5 dunmmpaHa nepopasHo
eva Pharma S.L.U., Ratiopharm pna mg TabneTka NPUIOXKEHNe
. . dnnmMupaHa rnepopasHo
WNcnaHwus Teva Pharma S.L.U., Finasterida Teva duHacTepng 1 mg TabneTka NPUNOKEHME
Vchanus T Ph S LU Finasterida buHacTepy 1 punmmpaHa nepopasnHo
eva Pharma S.L.U., Ratiopharm PVA mg TabneTka NPUNOXEeHNe
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
4YneHKa Ha paspelleHueTo 3a Ha dopma BbBeXAaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeluecTBo B
B030Ba
eauHMLA
. nepopa’sHo
Ncnanus Teva Pharma S.L.U., Dutasterida Teva nyTacTepua 0.5 mg Kancyna, MeKa | npunoxerne
WcnaHwns Teva Pharma S.L.U Dutasterida pyTactepug 0.5 m Kancyna, meka nepopanHo
U Ratiopharm > Mg ' npuioxxeHune
Dutasterida/ TacTepmna, TamcynosuH | 0.5 mg, Kancyna, nepopaJsHo
WcnaHwna Teva Pharma S.L.U., , ay PUA y 9 y bop
Tamsulosina Tevagen | XApoxaopua 0.4 mg TBbpAa npunoxeHune
Dutasterida TacTepund, TamcynosmH | 0.5 mg, Kancyna, nepopa’sHo
WcnaHwus Teva Pharma S.L.U., , / ) ay PnA y 9 y bop
Tamsulosina Ratio Xxnapoxnopna 0.4 mg TBbpAa npunoXxeHue
. : . nnmmpaHa nepopa’sHo
WcnaHwns Towa Pharmaceutical S.A. Finasterida Pensa puHacTepma 5 mg TabneTka NpUoKEHMe
. . nepopa’sHo
Ncnanus Towa Pharmaceutical S.A. Dutasterida Pensa AytacTtepus 0.5 mg Kancyna, Meka NpUNOXeHNe
, Dutasterida TacTepund, TamcynosmH | 0.5 mg, Kancyna, nepopa’sHo
NcnaHua Towa Pharmaceutical S.A. ] / Ay pra y 9 Y pop
Tamsulosina Pensa Xuapoxnopua 0.4 mg TBBbPAA npuioxeHue
T : . N nnmmpaHa nepopaJsHo
WcnaHwns Viatris Limited Finasterida Viatris puHacTepna 1 mg TabneTka MPUAOXKEHME
e Dutasterida/ TacTepun, TamcynosuH | 0.5 mg, Kancyna, nepopa’sHo
Wcnawus Viatris Limited e Ay bna Y g y pop
Tamsulosina Viatris XMAPOXNIopNA 0.4 mg TBbPAA npunoxenne
Viatris Pharmaceuticals, , - nepopasHo
Ncnanus SLU. Dutasterida Viatris AyTacTtepus 0.5 mg Kancyna, MeKa | npunoxerne
Vicnanus Zentiva, K.S. Dutasterida/ aytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasnHo
Tamsulosina Zentiva | XMAPOXnopna 0.4 mg TBbPAA MPUIoXKEHNE
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
) ) dunnmmnpaHa nepopasiHo
LWBeuns 2care4 Generics Aps Prosterid thrHacTepua, 1 mg TabneTka NpUAoKeHMe
. . dunnmmnpaHa nepopasHo
LBeuusa Accord Healthcare B.V. Finasteride Accord rnHacTepug 5 mg TabneTka NpUIOXKeHe
, . dunnmMmupaHa nepopasHo
LWseuns Accord Healthcare B.V. Finasteride Accord tbrHacTepmy, 1 mg TabneTka NpUNOXKeHe
. . . . dunnmmnpaHa nepopa’siHo
LWBeuns Actavis Group Ptc Ehf. Finasterid Actavis thrHacTepuny, 5 mg TabneTka NpUNOXeHNe
. . dunnmmnpaHa nepopasHo
LBeuusa Amarox Pharma B.V. Finasteride Amarox rnHacTepug 5 mg TabneTka NpUIOXKeHe
Aurobindo Pharma (Malta) ) . . dhuammpaHa rnepopaJsHo
LWBewuusn Limited Finasterid Aurobindo | ®uHacTepua 5 mg TabneTka NpUNOXKeHNe
Glaxosmithkline (Ireland) nepopaJsHo
Lseuus o Duagen aytactepup 0.5 mg Kancyna, Meka NPUNOXKEHNE
Limited
Glaxosmithkline (Ireland) rnepopaJsiHo
LLBeuus o Avodart nyTacTepua 0.5 mg Kancyna, Meka NpUAOXKeHNe
Limited
. dhunMupaHa nepopasHo
LWBeuus Krka, D.D., Novo Mesto Finpros rHacTepuna 5 mg TabneTka NpUNOXKeHe
Laboratorios Leén Farma, Dutasteride Ledn nepopasHo
LLseuns ayTtactepug 0.5 mg Kancyna, Mmeka
S.A. Farma npuaoXKeHne
) Finasteride Medical dhuammpaHa rnepopaJsHo
LBeuns Medical Valley Invest Ab Valley thuHacTepnA 5 mg Tabnetka npunoXxeHue
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLLecTBoO B
[o30Ba
eauHvua
. Dutasteride Medical nepopasHo
LBeuns Medical Valley Invest Ab Valley nyTtacTepug 0.5 mg Kancyna, Meka npUoXeHne
. dunnmmnpaHa nepopasnHo
LBeuns N.V. Organon Propecia trHacTepunna 1 mg TabneTka NPUIOXKEHME
. . dunnmMmupaHa rnepopasHo
LBeuus Sandoz A/S Finasterid Sandoz trHacTepuna 5 mg TabneTka NpUNOXKeHe
. . . dunnmmnpaHa nepopasnHo
Lseuns Stada Arzneimittel Ag Finasterid Stada thuHacTepnA 5 mg TabneTka NpUAoKeHMe
. . . dunnmmnpaHa nepopasnHo
LBeuns Stada Arzneimittel Ag Finasterid Stada thrHacTepuny, 1 mg TabneTka NpUIOXKeHe
. dunnmMmupaHa nepopasHo
LLseuunn Teva B.V Finaset tbrHacTepmy, 5 mg TabneTka NPUNOKEHME
. . dunnmmnpaHa nepopasnHo
Lseuns Teva Sweden Ab Finasteride Teva unHacTepup 5 mg TabneTKa NPUNOKEHME
BenukobputaH
ns o Finasteride Accord dunMmmnpaHa nepopasiHo
efnHeHo TabneTka npuaoXKeHne
(06 Accord Healthcare Limited Healthcare thrHacTepuny, 5 mg 6 b
KpancTBo)
BenukobputaH
ns L Finasteride Accord huammpaHa nepopaJsHo
efnHeHo TabneTka npuIo>KeHne
(06 Accord Healthcare Limited Healthcare dhuHacTepung 1 mg 6
KpaJiCTBO)
BenukobputaH
ns . Dutasteride Accord rnepopasHo
(O6ennHeHO Accord Healthcare Limited Healthcare ayTtacTtepua 0.5 mg Kancyna, Meka NpUAOKeHMe
KpaJiCTBO)
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO

BeLLecTBoO B

[o30Ba

eauHvua
BennkobputaH Dutasteride/
ns . Tamsulosin nyTactepug, TamcysosvH | 0.5 mg, Kancyna, rnepopaJsHo
(ObenuvHeHo Accord Healthcare Limited Hydrochloride Accord | X“apoxnopna 0.4 mg TBbPAA npuaoXeHne
KpaJiCTBO)

Healthcare
BennkobputaH
na _— . . dunMupaHa rnepopasHo
(OB6egnHeHo Amarox Limited Finasteride Amarox unHacTepup 5 mg Tabnetka NpUNoXeHne
KpaJICTBO)
BenukobputaH
na o . . dnnmmnpaHa nepopa’sHo
(06enMHeHO Amarox Limited Finasteride Amarox thrHacTepuna 1 mg TabneTka NPUAOKEHME
KpanCcTBo)
BenukobpuTaH Dutasteride/
ns , Tamsulosin ayTtactepun, TaMCy03UH 0.5 mgq, Kancyna, rnepopasHo
(ObenvHeHo Aristo Pharma Gmbh Hydrochloride Aristo XNOPOXI0pnA, 0.4 mg TBBbPAA npuaoXKeHne
KpaJiCTBO)
Pharma

BennkobputaH
ns , - Finasteride Avianta punmupaHa nepopasnHo
(O6eanHeHO Avianta Pharma Limited Pharma (hnHacTepuA 1 mg TabneTka NpUAOKeHMe
KpaJiICTBO)
BennkobputaH
ns . . . Finasteride Bristol dhuammpaHa rnepopaJsHo
(O6eanHeHo Bristol Laboratories Limited Laboratories (hurHacTepuna 5 mg TabneTka NpUNOXKeHe
KpaJiICTBO)
BennkobpuTaH
ns ) . . Finasteride Bristol huammpaHa rnepopaJsHo
(OBeanHeHo Bristol Laboratories Limited Laboratories (hrHacTepuna 1mg TabneTka NpUOKEHMe
KpancTBo)
BennkobpuTaH
ns L. Finasteride GpunMupaHa rnepopaJsHo
(O6benvHeHo Careforsons Limited Careforsons (puHacTepua 1 mg TabneTka NpuIoXXeHne
KpancTBo)
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YJIeHKa Ha paspeLueHueTo 3a Ha cdopma BbBeXpaHe
EC/EMN ynoTtpeba aKTUBHOTO

BeLLecTBoO B

[o30Ba

eAvHuua
BennkobpuTaH
ns . Finasteride Crescent huammpaHa rnepopaJsHo
(O6ennHeHO Crescent Pharma Limited Pharma (hnHacTepuA 5 mg TabneTka NpUAOKeHMe
KpaJiCTBO)
BenukobputaH
na o Dutasteride Crescent rnepopaJsHo
(O6ennHeHO Crescent Pharma Limited Pharma AyTtacTepuna 0.5 mg Kancyna, Meka NpUAOKeHMe
KpaJiCTBO)
BenukobputaH Or. Reddv's Laborator Finasteride Dr. o
ns r. Reddy's Laboratories . . nnMupaHa nepopasnHo
(O6eanHeHo (UK) Ltd Reddy's Laboratories | prHacTepunn 5 mg TabneTka NpUNOXKeHe
KpancTeo) (Uk)

Dutasteride/
BenukobputaH Tamsulosin
nsa Dr. Reddy's Laboratories Hvdrochloride D ayTtactepup, Tamcynosmd | 0.5 mg, Kancyna, nepopa’sHo
(O6eanHeHo | (UK) Ltd ydrochioride Lr. XMAPOXN0PUL 0.4 mg TBbPAA npunoxeHue
KpaJicTBO) Reddy's Laboratories
(Uk)

BennkobputaH
ns Ennogen Healthcare Dutasteride Ennogen nepopasnHo
(ObeamHeHo Limited Healthcare AyTactepun 0-5mg wancyna, mexa npunoxxexHune
KpaJiICTBO)
BennkobputaH
ns oo Dutasteride Ennogen rnepopaJsiHo
(OBeAHEHO Ennogen Ip Limited Ip ayTtactepun 0.5 mg Kancysna, Meka NpUNOXKEHMe
KpaJiICTBO)
BennkobpuTaH
ns , o Finasteride Generics hunmunpana nepopa’sHo
(OBeanHeHo Generics [UK] Limited [uk] dvHacTepug, 1 mg TabneTka NPUAOKEHME
KpancTBo)
BennkobpuTaH
ns . L Finasteride Generics dunnmmnpaHa nepopa’sHo
(ObepnHeHo Generics [UK] Limited Uk $uHacTepnn 5 mg TabneTka npuIoXKeHne
KpancTBo)
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO
BeLuecTBO B
ho30Ba
eauHvua
BenukobpuTan Dutasteride/ 05
ns . . . ayTtactepup, TamMCyJI03UH .5 mg, Kancyna, nepopa’sHo
(OBennHeHo Generics [UK] Limited Tamsulosin XAPOXSIOPNTL 0.4 mg S NpUIOXKEHME
KpaJiCTBO) Hydrochloride Mylan
BenukobputaH
ns . . - nepopasHo
(O6ennHeHO Glaxosmithkline UK Limited | Avodart aytacrtepun 0.5 mg Kancyna, MeKa NpUAOKeHMe
KpaJiCTBO)
BennkobpuTaH
ns . . — aoyrtactepui, TaMCy/03UH 0.5 mg, Kancyna, rnepopasHo
(O6eanHeHo Glaxosmithkline UK Limited | Combodart XUAPOXIOPN 0.4 mg TBBLPOA NpUAOKEHMe
KpaJICTBO)
Benuko6puTaH Dutasteride/
nsa Glenmark Pharmaceuticals | Tamsulosin nyTacTepupi, TamMCyJl03MH 0.5 mg, Kancyna, rnepopaJsHo
(ObepnHeHo Europe Limited Hydrochloride xunapoxnopni 0.4 mg TBbpAa npuioxexne
KpancTBo)
Glenmark
Dutasteride/
BennkobputaH Tamsulosin
nsa Laboratorios Leén Farma, . oyTactepup, TamMCys103MH 0.5 mgq, Kancyna, rnepopaJsiHo
Hydrochloride
(ObenvHeHo S.A. Xugpoxsnopug 0.4 mg TBbPOA npuioXeHue
KpancTeo) Laboratorios Ledn
Farma
BennkobpuTaH
na . . . . . huammpaHa nepopa’sHo
(O6eanHeHo Milpharm Limited Finasteride Milpharm uHacTepng 5 mg Tabnetka NpUNOXeHNe
KpancTBo)
BenukobputaH
ns . . . . . dunnmmnpaHa nepopasHo
(O6eanHeHo Milpharm Limited Finasteride Milpharm uHacTepng 1 mg TabneTka NpUNOXeHe
KpancTBo)
BenukobputaH
ns . . . . nepopaJsHo
(06eaMHEeHO Milpharm Limited Dutasteride Milpharm | AyTactepua 0.5 mg Kancyna, MeKa NpUIoXKeHNe
KpanCcTBo)
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YJIeHKa Ha paspeLueHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO

BeLLecTBoO B

[o30Ba

eauHvua
BenukobputaH Dutasteride/
ns . o Tamsulosin nytactepug, TamcynosuH | 0.5 mg, Kancyna, nepopasHo
(ObenuvHeHo Milpharm Limited Hydrochloride xuapoxsaopun 0.4 mg TBbPAA npuaoXeHne
KpancTeo) .

Milpharm

BennkobputaH
ns Northumbria Pharma Finasteride dbvHacTepUa 1 dbunnmmnpaHa nepopasHo
(ObepuHeHo Limited Northumbria Pharma P mg Tabnetka npunoXxeHue
KpaJICTBO)
BenukobputaH
ns Organon Pharma (UK) huammpaHa nepopaJsHo
(ObenunHeHo Limited Proscar (uHacTepna > mg TabneTka npuIoXeHne
KpanCcTBo)
BenukobputaH
ns Organon Pharma (UK) ) punMupaHa nepopasiHo
(O6enmHeHo Limited Propecia (puracTepua 1 mg Tabnetka NpUIoXKeHne
KpancTBo)
BenukobputaH
ns , Dutasteride nepopasnHo
(OB6egnHeHo Rivopharm UK Ltd Rivopharm Uk ayTactepup 0.5 mg KancyJsa, Meka NpUIOXKEHMe
KpancTBo)
BenukobputaH
na . . Finasteride North Star punamupaHa nepopasnHo
(ObepunHeHo Rudipharm Limited Healthcare (uHacTepna > mg Tabnetka npuioXxeHue
KpancTBo)
BennkobputaH
nsa . _— . . dunnmMupaHa rnepopasHo
(O6ennHeHo Rudipharm Limited Finasteride rHacTepuna 1 mg TabneTka NpUAOKeHMe
KpaJiICTBO)
BennkobpuTaH
na Finasteride Sandoz punamupaHa nepopasnHo
(O6eamHeno | Sandoz Ltd Ltd (uHacTepna 1 mg TabneTka npunoxeHue
KpaJiCTBO)
BennkobpuTaH
na . . dunnmmnpaHa nepopasnHo
(O6eanHeHo Sandoz Ltd Finasteride Sandoz rHacTepunna 5 mg TabneTka NPUAOKEHMe
KpancTBo)
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ObpxaBa — MputeXxaTten Ha UmMe Ha npoaykTa INN/akTMBHO BeLLecTBO Konuuectso JlekapcTBeHa MbT Ha
YyJsieHKa Ha paspeLieHueTo 3a Ha cdopma BbBeXaaHe
EC/EMN ynoTtpeba aKTUBHOTO

BeLLecTBoO B

[o30Ba

eauHvua
ns randhaven Limite . naMmnpaHa nepopanHo
(O6eanHeHo | Somex Pharma Strandhaven Limited | duHacTepuA > mg TabneTka npunoxeHue
KpaJiCTBO) T/A Somex Pharma
BenukobputaH
ns Strandhaven Limited T/A Finasteride tbmHacTepua 1 mg huammpaHa rnepopaJsiHo
(ObepunHeHo Somex Pharma Strandhaven Tabnetka npuioXeHue
KpaJiCTBO)
BennkobpuTaH
ns ) L Dutasteride Strides rnepopaJsiHo
(O6eanHeHo Strides Pharma UK Limited Pharma Uk AyTacTepuni 0.5 mg Kancyna, Meka NpUAOKEHMe
KpaJICTBO)
BennkobputaH
ns Syri Limited T/A Thame Finasteride 1 Mg dhuammpaHa rnepopaJsHo

hMHacTepua Im

(ObepnHeHo Laboratories Film-Coated Tablets 9 Tabnetka npuioxexHne
KpaJiICTBO)
BenukobputaH Dutasteride/ 0.5
na . ayTactepup, TaMCys103MH .5 mg, Kancyna, nepopa’sHo
(O6enmHeHo Thornton & Ross Ltd Tamsulosin XUAPOX0PUL, 0.4 mg TBbPAA NPUIOXKEHMNE
KpaJiCTBO) Hydrochloride Stada
BennkobpuTaH
nsa Finasteride Torrent GpunMupaHa nepopasHo
(O6eanHeHo Torrent Pharma (UK) Ltd. Pharma (UK) hmHacTepun 5 mg TabneTka MPUAOXKEHME
KpancTBo)
BenukobputaH
ns . o Dutasteride Zentiva rnepopasHo
(O6eanHeHo Zentiva Pharma UK Limited Pharma AyTacTtepun 0.5 mg KarncyJa, Meka NpUAOKeHMe
KpancTBo)
BenukobputaH
na . . ayTtactepun, TamcynosuH | 0.5 mg, Kancyna, nepopa’siHo
(06eaMHEeHO Zentiva Pharma UK Limited | Dutrozen XUAPOXIOPNA 0.4 mg TBBLPOA NpUAoKeHMe
KpanCcTBo)
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B. CnMCcBbK Ha nekKapcTBeHUTe NMPOAYKTU U NieKapCTBeHUuTe d)OpMM, npenopsb4aHM 3a 3aNa3BaHe

Obpxasa — MputeXxaTen Ha Ume Ha INN/aKkTuBHO KonunyecrtBo Ha JlekapcTBeHa MbT Ha
YysieHKa Ha pa3peLueHueTo npoaykKrta BeLLecTBO aKTUBHOTO cdopma BbBeXpaaHe
EC/EMN 3a ynoTtpeba Bell,ecTBO B [,030Ba
eguHMua
Laboratoires Cnpen 3a Koxa, rnpuaaraHe Bbpxy
benrusa Bailleul SA. Fynzur (puHacTepug 2.275 mg/ml pa3TBOp KoXaTa
. Cnpen 3a Koxa, rnpuaaraHe Bbpxy
Bwnrapua Polichem S.A. ®uHioBe 3a Mbxe | rHacTepua 2.275 mg/ml pa3TBOp KOKaTa
. crnpem 3a Koxa, npuiaraHe BbpXxy
Yewka penybnumka | Polichem S.A. Fynzur thuHacTepung 2.275 mg/ml pasTBOP KOXaTa
Laboratoires , Cnpemn 3a KoxXXa rnpuaaraHe Bbpxy
dpaHuma NHacTepn ’
pant Bailleul S.A. Fincrezo ® puA 2.275 mg/ml pa3TBop KOXKaTa
Laboratoires . cnpen 3a Koxa, rnpunaraHe Bbpxy
lepmaHus Bailleul S.A. Fynzur Fiir Médnner | uHacTepup 2.275 mg/ml pa3TBOP KOXaTa
. - . cnpen 3a Koxa, npuiaraHe BbpXxy
lepmaHus Polichem S.A. Finjuve FUr Manner | dovHacTepus 2.275 mg/ml pa3TBOp KoXKaTa
. . crnpew 3a Koxa, npuiaraHe Bbpxy
NTanns Difa Cooper S.P.A. | Caretopic thuHacTepnp 2.275 mg/ml Da3TBOP KOXATE
. - R Cnpen 3a KoxXa, rnpunaraHe Bbpxy
Jliokcembypr Polichem S.A. Finjuve Fir Manner | chvHacTepus 2.275 mg/ml pa3TBOp KOXKaTa
Ifc Skincare Finasterida Crpen 3a Koxa rnpunaraHe Bbpxy
MopTyranus ) tbuHacTepun 2.275 mg/ml '
Portugal Cantabria 9 pasTeop KoxxaTa
: - crnpem 3a Koxa, npuaaraHe BbpXxy
PyMbHUS Polichem S.A. Finjuve (pnHacTepuna 2.275 mg/mi pasTBop KoXXaTa
Industrial o
NcnaHus Farmaceutica Alocare uvHacTepug 2.275 mg/ml cnpen 3a koxa, fipnniarane sbpxy

Cantabria, S.A.

pPa3TBop

KO>XXaTa
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