MpunoxxeHnune 1

CnUcbK Ha HAUMOHAJIHO pa3peLlleHM NIeKapCTBEHUN NPOAYKTHU



AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
ABCTpUs Sandoz Gmbh Leuprorelin Sandoz JNleynpopenuH 3,6 mg MMnnaHT B MMnnaHTMpaHe
UMMNNAHT npeaBapuTenHo
Hanb/lHEHA CNPUHLIOBKa
ABCTpUs Sandoz Gmbh Leuprorelin Sandoz JleynpopenuH 5 mg MMnnaHT B MMnnaHTMpaHe
UMMNNaHT npeaBapuTenHo
Hanb/lHEHA CNPUHLIOBKa
AscTpusa Angelini Pharma Lutrate Depot JleynpopenuH auetaTt Mpax n pastBopuTen 3a |NIHTpaMycKynHo
Osterreich Gmbh 1,875 mg/ml WHXXEKLNOHHAa npunoxeHue
CYCMeH3u1s C YAb/HKEHO
ocBoboXaaBaHe
AscTpusa Angelini Pharma Lutrate Depot JleynpopenuvH auetaTt Mpax n pasteopuTen 3a |NIHTpaMycKynHo
Osterreich Gmbh 11,25 mg/ml UHXEKLMOHHA NpuIoXeHne
CYCMeH3Us C YAb/KEHO
ocsoboxaaBaHe
ABCTpus Takeda Pharma Enantone Monats-Depot |JleynpopenunH auetaTt Mpax n pasteoputen 3a |NHTpaMycKyaHO
Ges.M.B.H. 3,75 mg/ml MHXXEKLNOHHAa npunoxeHue/NoaKoXHO
CcycrneHsus npunoxexue
ABCTpus Takeda Pharma Enantone-Gyn Monats- |JleynpopenunH auetaTt Mpax n pasteoputen 3a |NHTpaMycKyaHO
Ges.M.B.H. Depot 3,75 mg/ml WHXEKLWOHHA npunoxexne/lNMoaKoXHO
CcycrneHsus npunoxexue
AscTpusa Takeda Pharma Sixantone JleynpopenuH auetaTt Mpax n pastBopuTen 3a |NIHTpaMycKynHo
Ges.M.B.H. 30 mg/ml WHXEKLNOHHA npunoxexne/lNMogKoXHO
cycrneHsus npunoxexue
AscTpusa Takeda Pharma Trenantone JleynpopenuH auetaTt Mpax n pastBopuTen 3a |NIHTpaMycKynHo
Ges.M.B.H. 11,25 mg/ml WHXEKLUNOHHA npunoxexne/lNMoaKoXHO
cycrneHsus npunoxeHue
ABcTpusa Astellas Pharma Eligard Depot NeynpopenunH auetaTt lMpax n pasTeoputen 3a |[10AKOXHO NpUIOXeEHNE

Ges.M.B.H.

22,5 mg cnpuHUOBKa

NHXXEKLUMOHEH pa3TBoOp




AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha

AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
ABCTpus Astellas Pharma Eligard Depot NleynpopenunH auetart Mpax n pasteoputen 3a |[O0AKOXHO NpUIOXKEHNe
Ges.M.B.H. 45 mg cnpuHLUOBKa MH>XEKLMOHEH pa3TBop
ABCTpus Astellas Pharma Eligard Depot NleynpopenvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUIOXKEHME
Ges.M.B.H. 7,5 mg cnpuHUoOBKa MHXXEeKLWOHEH pa3TBop
Benrua Astellas Pharma B.V., Depo-Eligard NeynpopenuH auetaTt Mpax n pastTeoputen 3a |[10AKOXHO NpUAoXeHne
Office Be 22,5 mg cnpuHuoBKa WHXXEKLWOHEH pa3TBop
Benrua Astellas Pharma B.V., Depo-Eligard NeynpopenunH auetaTt lMpax n pasteoputen 3a |[10AKOXHO NpUIOXKEHNE
Office Be 45 mg cnpuHUoBKa UHXXEeKLUWOHEH pa3TBop
benrusa Astellas Pharma B.V., Depo-Eligard NleynpopenunH auetart Mpax n pasteoputen 3a |[NOAKOXHO NpUAOXKeHNe
Office Be 7,5 mg cnpuHuoBKa MH>XEKLWOHEH pa3TBop
Bvnrapus Angelini Pharma NyTtpat Aeno NeynpopenunH auetaTt Mpax n pasteoputen 3a |WHTpaMycKyaHoO
Bulgaria Eood 1,875 mg/ml UHXEKLMOHHA NpuioxXeHune
CYCMeH3u1s C YAb/IKEHO
ocsoboxaaBaHe
Bbnrapus Angelini Pharma NyTpaTt Aeno JleynpopenuH auetaTt Mpax n pastBopuTen 3a |MIHTpaMycKynHo
Bulgaria Eood 11,25 mg/ml WHXEKLNOHHAa NpuioxeHune
CYCMeH3U1s C YAb/HKEHO
ocBoboXxaaBaHe
Bvnrapus Astellas Pharma D.0.0. |Enurapa NeynpopenuH auetaTt Mpax n pasteoputen 3a |[10AKOXHO NpUIOXKeHne
45 mg cnpuHUoBKa WHXXEKLUMOHEH pa3TBop
XbpBaTuna Sandoz D.O.O. Lerin JleynpopenuH 5 mg UMnnaHT B NMnnaHTMpaHe
UMMAaHT npeaBapuTenHo
Hanb/HEHA CNpPUHLIOBKA
XbpBaTug Pharmas D.O.O. Lutrate Depo NeynpopenuH auetaTt Mpax n pasteoputen 3a |WHTpamyckysaHo
1,875 mg/ml VMHXEKLWOHHA NpuIoXeHne
CYCMeH3U1s C YAb/HKEHO
ocsoboxaaBaHe




AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
XbpBaTus Pharmas D.O.O. Lutrate Depo NleynpopenunH auetart Mpax n pasteoputen 3a |NHTpaMycKyaHO
11,25 mg/ml MHXXEKLNOHHAa npunoxeHue
CYCMeH3u1s C YAb/HKEHO
ocBoboxaaBaHe
XbpBaTua Abbvie D.0.0. (Croatia) |Lupron Depo JleynpopenuvH auetaTt Mpax n pasteopuTen 3a |NIHTpaMycKynHo
11,25 mg cnpyHUOBKA |MHXEKLMOHHA npunoxeHne/MNMoaKoXXHO
CyCrneHs3us B npunoxexue
npeaBapuTenHo
Hanb/IHEHA CNPUHLIOBKa
XbpBaTuna Abbvie D.0.0. (Croatia) |Lupron Depo JleynpopenuH auetaTt Mpax n pastBopuTen 3a |NIHTpaMycKynHo
3,75 mg cnpuHUoBKa WHXEKLUNOHHA npunoxexne/lNMoaKoXHO
CyCrneH3us B npunoxeHue
npeaBapuTenHo
Hanb/IHEHA CNpPUHLIOBKa
XbpBaTus Astellas D.0.O. Eligard NleynpopenunH auetart Mpax n pasteoputen 3a |[OAKOXHO NpUAOXKEHNe
22,5 mg cnpuHuoBKa WHXXEKLUMOHEH pa3TBop
XbpBaTus Astellas D.O.O. Eligard NleynpopenvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUIOXKEHME
45 mg cnpuHuoBKa WHXXEKLMOHEH pa3TBop
XbpBaTung Astellas D.O.O. Eligard NeynpopenuH auetaTt Mpax n pasTeoputen 3a |[10AKOXHO NpUAoXeHne
7,5 mg cnpuHUoBKa UHXXEeKUWOHEeH pa3TBop
Kunsp Astellas Pharmaceuticals |Eligard NeynpopenuvH auetaTt Mpax n pastBopuTen 3a |[oAKOXHO NpUNOXKEHMe
A.E.B.E. 22,5 mg cnpuHuoBKa UHXXEeKLUWOHEH pa3TBop
Kunbp Astellas Pharmaceuticals |Eligard NleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUNOXKEHME
A.E.B.E. 45 mg cnpuHUoOBKa WHXXEKUWMOHEH pa3TBop
Kunbp Astellas Pharmaceuticals |Eligard NleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUIOXKEHME

A.E.B.E.

7,5 mg cnpuHuUoBKa

MHXEKLUWNOHEH pa3TBOp




AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
Yewka Penybnuka Angelini Pharma Ceskd |Lutrate Depot NeynpopenunH auetaTt Mpax n pasteoputen 3a |NHTpaMycKyaHO
Republika S.R.O. 1,875 mg/ml MHXXEKLMNOHHAa npunoxeHue
CYCMeH3u1s C YAb/HKEHO
ocBoboxaaBaHe
Yewka penybnuka Angelini Pharma Ceska |Lutrate Depot JleynpopenuvH auetaTt Mpax n pastBopuTen 3a |NIHTpaMycKynHo
Republika S.R.O. 11,25 mg/ml VMHXEKLWOHHA NpuIoXeHne
CYCMeH3U1s C YAb/KEHO
ocsoboxaaBaHe
Yewka penybnuka Astellas Pharma S.R.O. |Eligard NleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUIOXKEHME
22,5 mg cnpuHuoBKa WHXXEKLUMOHEH pa3TBop
Yewka penybnuka Astellas Pharma S.R.O. |Eligard JleynpopenuvH auetaTt Mpax n pasteopuTen 3a |[MOAKOXHO NPUNOXKEHME
45 mg cnpuHUoBKa WHXXEKLMOHEH pa3TBop
Yewka penybnuka Astellas Pharma S.R.O. |Eligard JleynpopenuH auetart Mpax u pa3teopuTen 3a |[10AKOXHO MpUIoXKeHNe
7,5mg cnpuHuoBKka UHXXEeKLUWOHEeH pa3TBop
Yewka penybnuka Sandoz S.R.O. Leptoprol NeynpopenuH 5 mg MMnnaHT B MoAKOXHO NpuoXxeHne
UMMAaHT npeasapuTenHo
Hanb/IHEHA CNPUHLIOBKa
OaHung Astellas Pharma A/S Eligard NeynpopenuvH auetaTt Mpax n pasteopuTen 3a |[MoAKOXHO NpUNOXKeEHMe
22,5 mg cnpuHuoBKa UHXXEeKLUWOHEH pa3TBop
OaHus Astellas Pharma A/S Eligard NleynpopenuH auetaTt Mpax n pastBopuTen 3a |[MoaAKOXHO NPUNOXKEHME
45 mg cnpuHUOBKa WHXXEKLUMOHEH pa3TBop
OaHus Astellas Pharma A/S Eligard NleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUIOXKEHME
7,5 mg cnpuHLOBKa WHXXEKLMOHEH pa3TBop
OaHng Sandoz A/S Leuprorelin Sandoz NeynpopenuH 3,6 mg MMmnnaHT B MoAKOXHO NpuioXxeHne
UMMAaHT npeaBapuTenHoO
Hanb/HEHA CNPUHLIOBKa
OaHng Sandoz A/S Leuprorelin Sandoz NeynpopennH 5 mg MMmnnaHT B MoAKOXHO NpuoxeHune
UMMAaHT npeaBapuTenHoO

Hanb/IHEHA CNpPpUHLOBKA




AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
ECTOHMA Astellas Pharma D.0O.0O. |Eligard NleynpopenunH auetaTt Mpax n pasteoputen 3a |[NO0AKOXHO NpUAOXKeHNe
22,5 mg cnpuHUoBKa WHXXEKLUMOHEH pa3TBop
EcTtoHus Astellas Pharma D.0.0. |Eligard NleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUIOXKEHME
45 mg cnpuHUoBKa WHXXEKLMOHEH pa3TBop
EcTtoHus Astellas Pharma D.O.O. |Eligard JleynpopenuvH auetaTt Mpax n pasteopuTen 3a |[MOAKOXHO NPUNIOXKEHME
7,5 mg cnpuHUoBKa UHXXeKUWOHEeH pa3TBop
®OuHnaHans Abbvie Oy Procren Depot Pds JleynpopenuH auetaTt Mpax n pastBopuTen 3a |NIHTpaMycKynHo
11,25 mg CnpuvHLUOBKa |[MHXEKLWUOHHA npunoxeHne/lNogKoXHO
CyCrneH3us B npunoxeHue
npeaBapuTenHo
Hanb/IHEHA CNPUHLIOBKa
OuHnaHams Abbvie Oy Procren Depot Pds NleynpopenunH auetart Mpax n pasteoputen 3a |NHTpaMycKyaHO
3,75 mg cnpuHUoBKa MHXXEKLNOHHAa npunoxeHue/NoaKoXHO
CyCrneH3us B npunoxeHue
npeaBapuTenHo
Hanb/IHEHA CNPUHLIOBKa
OuHnaHams Abbvie Oy Procren Depot Pds NeynpopenunH auetaTt Mpax n pasteoputen 3a |NHTpaMycKyaHoO
30 mg cnpuHUoBKa WHXXEKLMNOHHA npunoxexme/MoaKoXHO
CyCrneH3us B npunoxeHue
npeaBapuTenHo
Hanb/HEHA CNpPUHLIOBKA
OuHnaHamsa Abbvie Oy Procren Depot Pds NeynpopenuH auetaTt Mpax n pasTeoputen 3a |[10AKOXHO NpUIOXKeHne

11,25 mg cnpuHUoOBKa

NHXEKLMOHHA
CyCrneHsusa B
npeasapuTesiHo
Hamnb/IHEHA CMPUHLOBKA




AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
OuHnaHams Abbvie Oy Procren Depot Pds NleynpopenunH auetart Mpax n pasteoputen 3a |[OAKOXHO NpUAOXKEeHNe
3,75 mg cnpuHUoBKa WHXEKUMOHHA
CyCrneH3us B
npeaBapuTenHo
HanbJ/IHEHA CMPUHLIOBKA
OuHnaHams Abbvie Oy Procren Depot Pds NeynpopenuH auetaTt Mpax n pasteoputen 3a |[OAKOXHO NpUAOXKeHne
30 mg crnpuHUOBKa MHXXEKLUMOHHA
CycneH3us B
npeaBapuTenHo
Hanb/HEHA CNpPUHLIOBKA
OuHnaHamsa Astellas Pharma A/S Eligard NeynpopenuH auetaTt Mpax n pasteoputen 3a |[OAKOXHO NpUIoOXKeHne
22,5 mg cnpuHUOBKa UHXXeKUWOHEeH pa3TBop
dOuHnaHama Astellas Pharma A/S Eligard NeynpopenuvH auetaTt Mpax n pasteopuTen 3a |[oAKOXHO NpUNOXKEHMe
45 mg cnpuHuUoBKa WHXXEKLMOHEH pa3TBop
®OuHnaHamsa Astellas Pharma A/S Eligard NleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUNOXKEHME
7,5 mg cnpuHLOBKa WHXEKLWOHEH pa3TBop
OuHnaHams Orion Corporation Enanton Depot Dual NeynpopenunH auetaTt Mpax n pasteoputen 3a |[OAKOXHO NpUAOXKeHne
11,25 mg cnpuHuoBKa MHXXEKLUMOHHA
CycneH3us B
npeaBapuTenHo
Hanb/HEHA CNpPUHLIOBKA
OuHnaHamsa Orion Corporation Enanton Depot Dual NeynpopenuH auetaTt Mpax n pasTeoputen 3a |[10AKOXHO NpUIOXKeHne
3,75 mg cnpuHUOBKa UHXXEeKLUMOHHa
CycneH3us B
npeaBapuTenHo
Hanb/IHEHA CNpPUHLIOBKa
dOuHnaHama Orion Oyj Enanton Depot Set NeynpopenunH auetaTt lMpax n pasTeoputen 3a |[10AKOXHO NpUIOXeEHNE

11,25 mg

MHXEKLUWMNOHHa
CyCneH3uns




AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
OuHnaHams Orion Oyj Enanton Depot Set NleynpopenunH auetart Mpax n pasteoputen 3a |[O0AKOXHO NpUIOXKEHNe
11,25 mg cnpuvHLUOBKa |[MHXEKLWOHHA
CcycrneHsus
OuHnaHams Orion Oyj Enanton Depot Set NleynpopenunH auetart Mpax n pasteoputen 3a |[O0AKOXHO NpUOXKEHNe
3,75 mg MHXXEKLUMOHHA
CcycrneHsus
OuHnaHama Orion Oyj Enanton Depot Set NeynpopenunH auetaTt lMpax n pasTeoputen 3a |[10AKOXHO NpUIOXeHNEe
3,75 mg cnpuHUoBKa UHXXEeKUMOHHA
cycrneHsus
OuHnaHama Orion Oyj Enanton Depot Set NeynpopenunH auetaTt lMpax n pasteoputen 3a |[10AKOXHO NpUIOXeHNe
30 mg cnpuHUOBKa WHXEKLNOHHA
cycrneHsus
dOuHnaHama Orion Oyj Enanton Depot Set NeynpopenunH auetaTt Mpax n pasteoputen 3a |[10AKOXHO NpUIOXeHUEe
30 mg dnakoH UHXXEeKUMOHHa
cycrneHsus
OuHnaHamsa Orion Oyj Enanton Depot Dual NeynpopenuH auetaTt Mpax n pasteoputen 3a |[10AKOXHO NpUIoXKeHne
30 mg cnpuHuoBKa UHXXEeKLUMOHHa
CyCrneHs3us B
npeaBapuTenHo
Hanb/IHEHA CNpPUHLIOBKa
®paHums Gp-Pharm S.A. Zeulide JleynpopenuH auetaTt Mpax n pastBopuTen 3a |NIHTpaMycKynHo
1,875 mg/ml UHXXEeKLUMOHHa npunoxeHue
CYCMeH3u1s C YAb/HKEHO
ocBoboXaaBaHe
®paHuma Gp-Pharm S.A. Zeulide JleynpopenuH auetaTt Mpax n pasteopuTen 3a |NIHTpaMycKynHo
11,25 mg/ml UHXEKLMOHHA NpuIoxXeHune
CYCMeH3Us C YAb/DKEHO
ocsoboxaaBaHe




AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
®paHums Takeda France S.A.S. Enantone Lp NeynpopenuH 11,25 mg |Mpax v pa3teoputen 3a [UHTpaMyCKy/HO
CNpUHLOBKA WHXEKLWOHHA npunoxexne/MoaKoXHO
CYCMEH3U1s C YAb/DKEHO |NpuioXeHue
ocsoboxaaBaHe B
npeasapuTenHo
Hanb/IHEHA CNPUHLIOBKa
®paHums Takeda France S.A.S. Enantone Lp NeynpopenuH 3,75 mg |Mpax v pa3teoputen 3a [UHTpaMyCKysiHO
CNpUHLOBKA WHXEKLWOHHA npunoxexne/MNMoaKoXHO
CyCrneH3us B npunoxexue
npeaBapuTenHo
HanbJ/IHEHA CNPUHLIOBKA
®paHums Takeda France S.A.S. Enantone L.P NeynpopenuH 3,75 mg |[pax v pa3tBopuTen 3a |[MIHTpaMyCcKynHO
6yTunka WHXEKLWOHHA npunoxexme/NMoaKoXHO
CcycrneHsus npuaoxeHune
®paHums Takeda France S.A.S. Enantone L.P NeynpopenuH 11,25 mg |[pax 3a MHXeKUMoHeH (UHTpaMyCKynHO
6yTunka pasTBop npunoxexne/NMoaKoXHO
npuaoxeHune
®paHums Astellas Pharma Sas Eligard NeynpopenunH auetaTt Mpax n pasteoputen 3a |[O0AKOXHO NpUAOXKeHNe
22,5 mg cnpuHuoBkKa WHXXEKLUMOHEH pa3TBop
®paHumsa Astellas Pharma Sas Eligard JNleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUIOXKEHME
45 mg cnpuHUoBKa WHXXEKLMOHEH pa3TBop
OpaHums Astellas Pharma Sas Eligard NeynpopenuH auetaTt Mpax n pasteoputen 3a |[10AKOXHO NpUAoXKeHne
7,5 mg cnpuHUoBKa UHXXEeKUWOHEeH pa3TBop
®paHums Sandoz Leptoprol JNleynpopenuH 5 mg MMnnaHT B MoAKOXXHO NpuoxeHne

MMMONaHT

npeasapuTesiHo
Hanb/IHEHA CNpUHLOBKA




AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
®paHums Takeda France S.A.S. Enantone Lp NeynpopenunH auetaTt Mpax n pasteoputen 3a |[O0AKOXHO NpUAOXKeHNe
30 mg cnpuHUOBKa UHXXEKLMOHHa
CyCrneH3us B
npeaBapuTenHo
Hanb/IHEHA CMPWHLIOBKA
FepmaHus Gp-Pharm S.A. Lutrate Depot NeynpopenuH auetaTt Mpax n pasteoputen 3a |WHTpaMycKyaHoO
1,875 mg/ml UHXEKLMOHHA NpuIoXeHne
CYCMeH3u1s C YAb/IKEHO
ocsoboxaaBaHe
epMaHug Gp-Pharm S.A. Lutrate Depot JleynpopenuH auetaTt Mpax n pastBopuTen 3a |NIHTpaMycKynHo
11,25 mg/ml UHXXEeKLUMOHHa npunoxeHue
CYCMeH3u1s C YAb/HKEHO
ocBoboXaaBaHe
epMaHug Takeda Gmbh Enantone-Gyn Monats- |JleynpopenuH auetart NHXeKLMOHHa NHTpaMyCKyHO
Depot 3,75 mg cnpuHuoBKa CYCMNEH3US C YAb/KEHO |NpunoxeHne/MoaKoXHo
ocBoboxaaBaHe B npunoxeHue
npeaBapuTenHo
Hanb/HEHA CNpPUHLIOBKa
FepmMaHus Takeda Gmbh Klebrocid 3-Monats- JleynpopenuH auetart NHXXeKUMOoHHa NHTpaMycKynHo
Depot 11,25 mg cnpuHUOBKa |[CyCMeH3us C yab/IXKeHO |npunoxeHue/MNoaKoXxXHo
ocsoboxaaBaHe B npunoxexue
npeaBapuTenHo
Hanb/IHEHA CNPUHLIOBKa
FepMaHus Takeda Gmbh Klebrocid Depot NleynpopenuH auetaTt MHXXEKLMOHHa MHTpaMyCKy/HO
Zweikammerspritze 3,75 mg cnpuHUoBKa CYCMeH3Usa C YAb/DKEHO |npunoxeHne/lNoaKoXHO
ocsoboxaaBaHe B npunoxexue

npeaBapuTesiHoO
Hanb/IHEHA CNpUHLOBKA

10




AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
FepmaHus Takeda Gmbh Trenantone NleynpopenunH auetart MHXeKUMOHHa MHTpaMyCKynHO
11,25 mg cnpuHUOBKa |CyCMeH3Msa C YAB/KEHO |npunoxeHune/lMoaKOoXHO
ocsoboxaaBaHe B npunoxeHue
npeaBapuTenHo
Hanb/IHEHA CNPUHLIOBKa
FepMaHus Takeda Gmbh Trenantone-Gyn NleynpopenvH auetaTt MHXXEKLMOHHA NHTpaMyCKyJTHO
11,25 mg cnpuHUOBKa |CYCNEH3Usa C yAb/KEHO |[npunoxeHne/lMoaKoXHO
ocsoboxaaBaHe B npunoxeHue
npeaBapuTenHo
Hanb/HEHA CNpPUHLIOBKA
FepmaHus Takeda Gmbh Enantone Monats-Depot |JleynpopenuH auetat NHXXeKUMOHHa NHTpaMycKkynHo
3,75 mg cnpuHUOBKa CYCMNEH3US C YAb/HKEHO |MpunoxeHune/MoaKoxXHo
ocBoboxaaBaHe B npunoxeHue
npeaBapuTenHo
Hanb/IHEHA CNpPUHLIOBKa
epmaHu4a Astellas Pharma Europe |Eligard NeynpopenunH auetaTt lMpax n pasteoputen 3a |[10AKOXHO NpUIOXeHNEe
B.V. 22,5 mg cnpuHuoBka UHXXEeKLUWOHEH pa3TBop
FepmaHus Astellas Pharma Europe |Eligard NleynpopenunH auetart Mpax n pasteoputen 3a |[O0AKOXHO NpUAOXKEHNe
B.V. 45 mg crnpuHLUOBKa MH>XEKLMOHEH pa3TBop
FepMaHus Astellas Pharma Europe |Eligard NleynpopenvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUIOXKEHME
B.V. 7,5 mg cnpuHuoBKa MHXXeKLUWOHEH pa3TBop
epMaHug Endomedica Gmbh Leugon NeynpopenuH 10,72 mg |MnnaHT B MoAKOXHO NpuIoxXeHne
UMMAaHT npeaBapuTenHo
Hanb/IHEHA CNPUHLIOBKA
epMaHug Hexal Ag Leptoprol JNleynpopenuH 5 mg UMnnaHT B MoAKOXHO NpuoxXeHne
UMMAaHT npeaBapuTenHo

Hanb/IHEHA CNpPpUHLOBKA
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AbprkaBa YleHKa

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

EC/EMN
ynotpeba B AO30Ba eAMHMLUA
FepmaHus Hexal Ag Leupro-Sandoz 1- NeynpopenuH 3,6 mg MMnnaHT B MoAKOXHO NpuoXxeHne
Monats-Depot UMMNAHT npeaBapuTenHo
HanbJ/IHEHaA CMIPUHLIOBKA
FepmaHus Hexal Ag Leupro-Sandoz 3- NeynpopenuH 5 mg MMnnaHT B MoAKOXHO NpuoXxeHune
Monats-Depot UMMNaHT npeasapuTenHo
HanbJ/IHEHaA CMIPUHLIOBKA
epMaHug Hexal Ag Leuprone 1-Monatsdepot|J/leynpopenuH 3,6 mg UMnnaHT B MoAKOXXHO NpuoxeHne
UMMNAHT npeaBapuTenHo
HanbJ/IHEHA CMPUHLIOBKA
epMaHug Hexal Ag Leuprone 3-Monatsdepot|JleynpopenunH 5 mg MMnnaHT B MoAKOXXHO NpuoxeHne
UMMNAHT npeaBapuTenHo
Hanb/IHEHA CMIPWHLIOBKA
epMaHug Hexal Ag Leuprorelin Hexal JleynpopenuH 3,6 mg UMnnaHT B MoAKOXXHO NpuoxeHne
UMNAaHT npeasapuTenHo
Hanb/IHEHA CMIPUHLIOBKA
epMaHug Hexal Ag Leuprorelin Hexal JNleynpopenuH 5 mg MUMnniaHT B MoAKOXHO NpuioxeHne
UMNAaHT npeasapuTenHo
Hanb/IHEHA CMPWHLIOBKA
epMaHug Ratiopharm Gmbh Leuprolin Ratiopharm JleynpopenuvH auetaTt UMnniaHT B MoAKOXHO NpuioxXeHne
11,25 mg vmMnnaHT npeaBapuTenHo
Hanb/HEHA CNPUHLIOBKA
epmaHug Takeda Gmbh Sixantone JleynpopenuvH auetaTt NHXeKLMOHHa MoAKOXHO NpuIoxXeHne

30 mg crnpuHuUOBKa

CYCMEH3MS C YABbIKEHO
ocBoboxaaBaHe B
npeasapuTesiHo
Hamb/IHEHA CMpPUHLIOBKA
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AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
Mpunsa Vianex S.A. Lutrate Depot NleynpopenunH auetart Mpax n pasteoputen 3a |NHTpaMycKyaHO
1,875 mg/ml MHXXEKLNOHHAa npunoxeHue
CYCMeH3u1s C YAb/HKEHO
ocBoboxaaBaHe
Mpumnsa Vianex S.A. Lutrate Depot JleynpopenuvH auetaTt Mpax n pasteoputen 3a |NIHTpaMycKynHo
11,25 mg/ml VMHXEKLWNOHHA NpuIoXeHne
CYCMeH3U1s C YAb/HKEHO
ocsoboxaaBaHe
Mpuunsa Pharmazac Sa Leuprol NeynpopenunH auetaTt Mpax n pasteoputen 3a |WHTpaMycKyaHoO
11,25 mg ¢nakoH UHXXEKLIMOHHa npunoxeHue/NoaKoXHO
CycrneHsus npunoxeHue
Mpunsa Pharmazac Sa Leuprol NleynpopenunH auetart Mpax n pasteoputen 3a |NHTpaMycKyaHO
3,75 mg cdnakoH MHXEKUMOHHA npunoxexne/MoaKoXHO
CycrneHsus npunoxeHue
Mpums Takeda Hellas S.A. Elityran NleynpopenuvH auetaTt Mpax n pastBoputen 3a |HTpaMycKynHO
11,25 mg cnpuvHUOBKa |[MHXEKLWOHHAa npunoxeHue/NoaKoXHO
CcycrneHsus npunoxexue
Mpums Takeda Hellas S.A. Elityran NleynpopenuvH auetaTt Mpax n pastBoputen 3a |HTpaMycKynHO
3,75 mg dnakoH UHXXEeKLUMOHHa npunoxexne/NMoaKoXHO
CcycrneHsus npunoxexue
Mpumsa Astellas Pharmaceuticals |Eligard NeynpopenuvH auetaTt Mpax n pastBopuTen 3a |[oAKOXHO NpUNOXKEHMe
A.E.B.E. 22,5 mg cnpuHuoBKa UHXXEeKLUWOHEH pa3TBop
Mpums Astellas Pharmaceuticals |Eligard NleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUNOXKEHME
A.E.B.E. 45 mg cnpuHUoOBKa WHXXEKUWMOHEH pa3TBop
Mepums Astellas Pharmaceuticals |Eligard NleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUIOXKEHME
A.E.B.E. 7,5 mg cnpuHuoBKa MHXXeKLWOHEH pa3TBop
Mpuna Sandoz Gmbh Prostaplant NeynpopennH 5 mg MMmnnaHT B MoAKOXHO NpuioXxeHune
UMMAaHT npeaBapuTenHoO

Hanb/IHEHA CNpPpUHLOBKA
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AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
Mpunsa Sandoz Pharmaceuticals |Leuprorelin Sandoz NeynpopenuH 5 mg MMnnaHT B MoAKOXHO NpuoXxeHne
D.D. UMMNaHT npeasapuTenHo
Hanb/lHEHA CNPUHLIOBKa
YHrapus Gedeon Richter Plc. Politrate Depot NeynpopenunH auetaTt Mpax n pasteoputen 3a |NHTpaMycKyaHO
22,5 mg dnakoH | BoAa |MHXEKUMOHHa npunoxeHue
3a mHxekumn 2 ml CYCMeH3u1s C YAb/HKEHO
ocBoboxaaBaHe
YHrapus Gedeon Richter Plc. Politrate Depot JleynpopenuvH auetaTt Mpax n pastBopuTen 3a |NIHTpaMycKynHo
3,75 mg cdnakoH | Boaa |MHXEKUMOHHAa NnpuioxXeHne
3a uHxekuymm 2 ml CYCMeH3Us C YAb/DKEHO
ocsoboxaaBaHe
YHrapus Abbvie Kft Lucrin Pds Depot NeynpopenunH auetaTt Mpax n pasteoputen 3a |NHTpaMycKyaHO
11,25 mg cnpuvHLUOBKa |[MHXEKLWOHHAa npunoxeHue/NoaKoXHO
CyCrneHs3us B npunoxeHue
npeaBapuTenHo
Hanb/IHEHA CNPUHLIOBKA
YHrapus Abbvie Kft Lucrin Pds Depot JNleynpopenvH auetaTt Mpax n pastBopuTen 3a |MHTpaMycKyHO
3,75 mg cnpuHUoBKa MHXXEKLUMOHHA npunoxeHne/MoakKoxXHo
CyCrneHs3us B npunoxeHue
npeaBapuTenHo
Hanb/IHEHA CNpPUHLIOBKA
YHrapus Astellas Pharma Kft Eligard JleynpopenuvH auetaTt Mpax n pasteopuTen 3a |[MOAKOXHO NPUNIOXKEHME
22,5 mg cnpuHUOBKa UHXXeKUWOHEeH pa3TBop
YHrapus Astellas Pharma Kft Eligard JleynpopenuH auetart Mpax u pa3teopuTen 3a |[10AKOXHO MpUIoXKeHne
45 mg cnpuHuUoBKa WH>XEKLMOHEH pa3TBop
YHrapus Astellas Pharma Kft Eligard JNleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUNOXKEHME

7,5 mg cnpuHuoBKa

NHXXEKLIMOHEH pa3TBOp
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AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
YHrapus Sandoz Hungaria Kft Leuprorelin Sandoz NeynpopenuH 3,6 mg MMnnaHT B MoAKOXHO NpuoXxeHmne
UMMAaHT npeasapuTenHo
Hanb/IHEHA CNPUHLIOBKa
YHrapus Sandoz Hungaria Kft Leuprorelin Sandoz NeynpopenuH 5 mg MMnnaHT B MoAKOXHO NpuoXxeHne
UMMAaHT npeasapuTenHo
Hanb/IHEHA CNPUHLIOBKa
Ncnanansa Astellas Pharma A/S Eligard NeynpopenuH auetaTt Mpax n pasteopuTen 3a |[MoAKOXHO NpUNOXKeHMe
22,5 mg cnpuHuoBkKa UHXXEeKLUWOHEH pa3TBop
Mcnanans Astellas Pharma A/S Eligard JNleynpopenvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUNOXKEHME
45 mg cnpuHUoBKa WHXXEKLUMOHEH pa3TBOp
Mcnanansa Astellas Pharma A/S Eligard JNleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUIOXKEHME
7,5 mg cnpuHLOBKa WHXXEKLMOHEH pa3TBop
Mpnanauns Gp-Pharm S.A. Leuprorelin 1-Month JleynpopenuvH auetaTt Mpax n pasteopuTen 3a |NIHTpaMycKynHo
Depot Gp-Pharm 1,875 mg/ml WHXEKLWNOHHA NpuIoXeHne
CYCMeH3U1s C YAb/HKEHO
ocsoboxaaBaHe
MpnaHauns Gp-Pharm S.A. Leuprorelin 3-Month NleynpopenunH auetaTt Mpax n pasteoputen 3a |WHTpaMycKyaHoO
Depot Gp-Pharm 11,25 mg/mil MHXXEKLMNOHHAa npunoxeHue
CYCMeH3u1s C YAb/KEHO
ocsoboxaaBaHe
Mpnanaunsa Mercury Pharmaceuticals|Lutrate 1 Month Depot |JfleynpopenuH auetat Mpax n pastBopuTen 3a |NIHTpaMycKynHo
Ltd. 1,875 mg/ml WHXEKLUNOHHA NpuioxXeHune
CYCMeH3U1s C YAb/KEHO
ocBoboXxaaBaHe
MpnaHauns Mercury Pharmaceuticals |Lutrate 3 Month Depot |/leynpopenuH auetaTt Mpax n pasteoputen 3a |WHTpaMycKyaHoO
Ltd. 11,25 mg/ml UHXEKLMOHHA NpuIoxXeHne
CYCMeH3Us C YAb/DKEHO
ocsoboxaaBaHe
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AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
MpnaHgus Takeda Products Ireland |Prostap Sr Dcs NeynpopenunH auetart Mpax n pasteoputen 3a |NHTpaMycKyaHO
Ltd. 3,75 mg UHXXEKLIMOHHa npunoxeHue/NoaKoXHO
CYCMEH3Us C YABb/DKEHO |NpuioXeHue
ocBoboxaaBaHe
Wpnanams Takeda Products Ireland |Prostap 3 Dcs JleynpopenuH auetat Mpax u pa3teopuTen 3a |IHTpaMyCKy/HO
Ltd. 11,25 mg VMHXEKLWNOHHA npunoxeHne/MNMoaKoXHO
CYCMEeH3Us C YAB/DKEHO |NpuUoXeHue
ocsoboxaaBaHe B
npeaBapuTenHo
Hanb/HEHA CNpPUHLIOBKa
WpnaHauns Astellas Pharma Co. Ltd. |Eligard NeynpopenuH auetaTt Mpax n pasteoputen 3a |[OAKOXHO NpUIoOXKeHne
22,5 mg cnpuHUOBKa UHXXeKUWOHEeH pa3TBop
MpnaHauns Astellas Pharma Co. Ltd. |Eligard NeynpopenuvH auetaTt Mpax n pasteopuTen 3a |[oAKOXHO NpUNOXKEHMe
45 mg cnpuHuUoBKa WHXXEKLMOHEH pa3TBop
MpnaHauns Astellas Pharma Co. Ltd. |Eligard NleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUNOXKEHME
7,5 mg cnpuHLOBKa WHXXEKLUMOHEH pa3TBop
MpnaHauns Rowex Ltd Leuprex 3 NeynpopennH 5 mg MMmnnaHT B MoAKOXHO NpuoXeHne
UMMAaHT npeaBapuTenHo
Hanb/HEHA CNpPUHLIOBKA
Mpnangus Takeda Products Ireland |Prostap 6 Dcs NleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUIOXKEHME
Ltd. 30 mg UHXXEKLUMOHHa
CYCMeH3u1s C YAb/IKEHO
ocsoboxaaBaHe B
npeaBapuTenHoO
Hanb/IHEHA CNpPUHLIOBKA
Utanusa Sandoz S.P.A. Leptoprol NeynpopenuH 3,6 mg MMnnaHT B MMnnaHTnpaHe
UMMAaHT npeaBapuTenHo

Hanb/IHEHA CNpUHLOBKA

16




AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
Utanusa Sandoz S.P.A. Leptoprol NeynpopenuH 5 mg MMnnaHT B MMnnaHTupaHe
UMMAaHT npeasapuTenHo
Hanb/IHEHA CNPUHLIOBKa
Utanusa Gp-Pharm S.A. Politrate NleynpopenunH auetaTt Mpax n pasteoputen 3a |NHTpaMycKyaHO
1,875 mg/ml UHXXEeKLUMOHHa npunoxeHue
CYCMeH3U1s C YAb/HKEHO
ocBoboxaaBaHe
Utanusa Gp-Pharm S.A. Politrate JleynpopenuvH auetaTt Mpax n pasteopuTen 3a |NIHTpaMycKynHo
11,25 mg/ml VMHXEKLNOHHA NnpuioxXeHne
CYCMeH3Us C YAb/DKEHO
ocsoboxaaBaHe
Utanusa Takeda Italia S.P.A. Enantone NleynpopenunH auetart Mpax n pasteoputen 3a |NHTpaMycKyaHO
11,25 mg cnpuvHLUOBKa |[MHXEKLWOHHAa npunoxeHue/NoaKoXHO
CYCMNEeH3US C YAB/DKEHO [MPUIOXeHne
ocBoboxaaBaHe
Utanunga Takeda Italia S.P.A. Enantone NeynpopenunH auetaTt lMpax n pasteoputen 3a |WHTpamyckynHo
3,75 mg cnpuHUOBKa UHXXEeKLUMOHHa npunoxexne/MNMoaKoXHO
CYCMEeH3U1s C YAb/DKEHO |NpuUoXeHue
ocBoboXxaaBaHe
Utanus Astellas Pharma S.P.A. |Eligard JNleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUIOXKEHME
22,5 mg cnpuHuoBKa MHXXEeKLWOHEH pa3TBop
Utanunga Astellas Pharma S.P.A. |Eligard NeynpopenuH auetaTt Mpax n pasteoputen 3a |[10AKOXHO NpUAoXKeHne
45 mg cnpuHUoOBKa UHXXEeKUWOHEeH pa3TBop
Utanunga Astellas Pharma S.P.A. |Eligard NeynpopenunH auetaTt lMpax n pasteoputen 3a |[10AKOXHO NpUIOXEHNE
7,5 mg cnpuHUoBKa WHXXEeKUWOHEH pa3Teop
NaTteus Astellas Pharma D.0O.0O. |Eligard NeynpopenunH auetaTt Mpax n pasteoputen 3a |[NOAKOXHO NpUAOXKeHNe
22,5 mg cnpuHuoBka WHXEKLWOHEH pa3TBop
NaTtBus Astellas Pharma D.0.0O. |Eligard NleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUIOXKEHME

45 mg cnpuHuUoBKa

MHXEKLUNOHEH pa3TBOp
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AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
NaTteus Astellas Pharma D.0O.0O. |Eligard NleynpopenunH auetaTt Mpax n pasteoputen 3a |[NO0AKOXHO NpUAOXKeHNe
7,5 mg cnpuHLOBKa WHXXEKLUMOHEH pa3TBop
NaTteus Sandoz Pharmaceuticals |Leptoprol NeynpopenuH 5 mg MMnnaHT B MoAKOXHO NMpUIoXeHne
D.D. UMMNAHT npeasapuTenHo
Hanb/IHEHA CNpPUHLIOBKA
Nintea Angelini Pharma Lutrate Depot NeynpopenunH auetaTt Mpax n pasteoputen 3a |WHTpaMycKyaHoO
Osterreich Gmbh 11,25 mg/mil MHXXEKLMNOHHAa npunoxeHue
CYCMeH3U1s C YAb/IKEHO
ocsoboxaaBaHe
Nntea Astellas Pharma D.0.0O. |Eligard NeynpopenunH auetaTt lMpax n pasTeoputen 3a |[10AKOXHO NpUIOXeEHNE
22,5 mg cnpuHuoBKa UHXXEeKLUWOHEH pa3TBop
Nntea Astellas Pharma D.0O.0O. |Eligard NeynpopenunH auetart Mpax n pasteoputen 3a |[O0AKOXHO NpUAOXKeEHNe
45 mg cnpuHUoBKa WHXXEKLUMOHEH pa3TBop
NntBa Astellas Pharma D.0.0O. |Eligard NleynpopenvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUIOXKEHME
7,5 mg cnpuHLOBKa WHXXEKLUMOHEH pa3TBop
Jrokcembypr Astellas Pharma B.V., Depo-Eligard JleynpopenuvH auetaTt Mpax n pasteopuTen 3a |[MOAKOXHO NPUNIOXKEHME
Office Be 22,5 mg cnpuHuoBKa WHXXEKLWOHEH pa3TBop
Jiokcembypr Astellas Pharma B.V., Depo-Eligard JleynpopenuH auetart Mpax u pa3teopuTen 3a |[10AKOXHO MpUIoXKeHne
Office Be 45 mg cnpuHUoBKa UHXXEeKLUWOHEH pa3TBop
Jokcembypr Astellas Pharma B.V., Depo-Eligard NleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[oAKOXHO NPUNOXKEHME
Office Be 7,5 mg cnpuHuoBKa MH>XEKLMOHEH pa3TBop
Jlokcembypr Endomedica Gmbh Leugon NleynpopenvH auetaTt MMnnaHT B MoAKOXHO NMpUIoXeHNe
11,25 mg nmnnaHT npeasapuTenHo
Hanb/IHEHA CNpPUHLIOBKA
Huaepnanans Abbvie B.V. Lucrin Depot NeynpopenunH auetaTt Mpax n pasteoputen 3a |WHTpaMycKyaHo
11,25 mg ¢nakoH UHXXEKLIMOHHa npunoxeHue/NoaKoXHO
CcycrneHsus NpuIoXeHne
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AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
Huaepnanans Abbvie B.V. Lucrin Depot NleynpopenunH auetart Mpax n pasteoputen 3a |NHTpaMycKyaHO
3,75 mg MHXEKUMOHHa npunoxexne/NMoaKoXHO
CcycrneHsus npunoxexue
Huaepnanans Abbvie B.V. Lucrin Pds Depot 1 NleynpopenunH auetart Mpax n pasteoputen 3a |NHTpaMycKyaHO
Maand 3,75 mg MHXEKUMOHHA npunoxexne/NMoaKoXHO
CcycrneHsus npunoxexue
HwaepnaHaunsa Abbvie B.V. Lucrin Pds Depot 3 JleynpopenuH auetaTt Mpax n pastBopuTen 3a |NIHTpaMycKynHo
Maanden 11,25 mg MHXEKUMOHHA npunoxexne/MNMoaKoXHO
cycrneHsus npunoxeHue
HwaepnaHausa Abbvie B.V. Lucrin Pds Depot 6 JleynpopenuH auetaTt Mpax n pastBopuTen 3a |[MOAKOXHO NPUNOXKEHME
Maanden 30 mg WHXXEKLNOHHAa
cycrneHsus
HwaepnaHamsa Astellas Pharma B.V. Eligard JleynpopenuH auetaTt Mpax n pastBopuTen 3a |[MOAKOXHO NPUNOXKEHME
22,5 mg cnpuHUOBKa UHXXeKUWOHEeH pa3TBop
Huaepnanans Astellas Pharma B.V. Eligard NleynpopenunH auetart Mpax n pasteoputen 3a |[OAKOXHO NpUAOKEHNe
45 mg cnpuHuUoBKa UHXXEKLMOHEH pa3TBop
HwpoepnaHaus Astellas Pharma B.V. Eligard JNleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUIOXKEHME
7,5 Mg CnpuvHLOBKa WHXXEKLUMOHEH pa3TBop
HwpepnaHausa Sandoz B.V. Leuproreline Sandoz JNleynpopenuH 3,6 mg MUMnniaHT B MoAKOXHO NpuUIoxXeHne
UMMAaHT npeaBapuTenHo
Hanb/HEHA CNPUHLIOBKA
HwpoepnaHaus Sandoz B.V. Leuproreline Sandoz NeynpopenuH 5 mg MMnnaHT B MoAKOXHO NMpUIoXeHne
UMMAaHT npeaBapuTenHo
Hanb/HEHA CNPUHLIOBKa
Hopeerus Abbvie As Procren Depot NeynpopenunH auetaTt Mpax n pasteoputen 3a |[OAKOXHO NpUAOXKeHne

11,25 mg cnpuHuoBKa

NHXXEKLMOHHA
CcycrneHsusa B
npeaBapuTesIHO
Hamb/IHEHA CMpPUHLIOBKA
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AbprkaBa YleHKa

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

EC/EMN
ynotpeba B AO30Ba eAMHMLUA
Hopserus Abbvie As Procren Depot NeynpopenunH auetart Mpax n pasteoputen 3a |[OAKOXHO NpUAOXKEeHNe
3,75 mg cnpuHUoBKa WHXEKUMOHHA
CyCrneH3us B
npeaBapuTenHo
Hanb/IHEHA CNpPUHLIOBKA
Hopeerus Abbvie As Procren Depot NeynpopenunH auetaTt Mpax n pasteoputen 3a |[OAKOXHO NpUAOXKeHne
30 mg crnpuHUOBKa MHXXEKLUMOHHA
CycneH3us B
npeaBapuTenHo
Hanb/HEHA CNpPUHLIOBKA
Hopeerus Astellas Pharma A/S Eligard NeynpopenuH auetaTt Mpax n pasteoputen 3a |[OAKOXHO NpUIoOXKeHne
22,5 mg cnpuHUOBKa UHXXeKUWOHEeH pa3TBop
Hopserus Astellas Pharma A/S Eligard NeynpopenuvH auetaTt Mpax n pasteopuTen 3a |[oAKOXHO NpUNOXKEHMe
45 mg cnpuHuUoBKa WHXXEKLMOHEH pa3TBop
Hopserus Astellas Pharma A/S Eligard NleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUNOXKEHME
7,5 mg cnpuHLOBKa WHXEKLWOHEH pa3TBop
Hopeerus Orion Corporation Enanton Depot Dual NeynpopenunH auetaTt Mpax n pasteoputen 3a |[OAKOXHO NpUAOXKeHne
11,25 mg MHXXEKLUMOHHA
CycneH3us B
npeaBapuTenHo
Hanb/HEHA CNpPUHLIOBKA
Hopeerus Orion Corporation Enanton Depot Dual NeynpopenuH auetaTt Mpax n pasTeoputen 3a |[10AKOXHO NpUIOXKeHne

3,75 mg

NHXEKLMOHHA
CyCrneHsusa B
npeasapuTesiHo
Hamnb/IHEHA CMPUHLOBKA

20




AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
Hopserus Orion Corporation Enanton Depot Dual NleynpopenunH auetart Mpax n pasteoputen 3a |[OAKOXHO NpUAOXKEeHNe
30 mg cnpuHUOBKa WHXEKLWOHHA
CyCrneH3us B
npeaBapuTenHo
Hanb/IHEHA CNpPUHLIOBKA
Hopserus Sandoz A/S Leuprorelin Sandoz NeynpopenuH 3,6 mg MMnnaHT B MoAKOXHO NMpUIoXeHne
UMMAaHT npeaBapuTenHo
Hanb/HEHA CNpPUHLIOBKA
Hopserus Sandoz A/S Leuprorelin Sandoz NeynpopenuH 5 mg MMnnaHT B MoAKOXHO NMpUIoXeHNe
UMMAaHT npeaBapuTenHo
Hanb/HEHA CNpPUHLIOBKA
Monwa Angelini Pharma Lutrate Depot NleynpopenunH auetart Mpax n pasteoputen 3a |NHTpaMycKyaHO
Osterreich Gmbh 1,875 mg/ml MHXXEKLMNOHHAa npunoxeHue
CYCMeH3U1s C YAb/KEHO
ocBoboxaaBaHe
Monwa Angelini Pharma Lutrate Depot JleynpopenuH auetaTt Mpax n pastBopuTen 3a |NIHTpaMycKynHo
Osterreich Gmbh 11,25 mg/ml VMHXEKLWNOHHA npuioxXeHne
CYCMeH3U1s C YAb/HKEHO
ocBoboXxaaBaHe
Monwa Abbvie Polska Sp. Z Lucrin Depot NleynpopenvH auetaTt Boaa 3a nHxekumun MHTpaMyCKyJTHO
0.0. 11,25 mg dnakoH npunoxeHne/MoaKoxHo
npunoxeHue
Monwa Abbvie Polska Sp. Z Lucrin Depot JNleynpopenvH auetaTt Boaa 3a nHxekumun MHTpaMyCKyJTHO
0.0. 3,75 mg dnakoH npunoxeHue/NoaKoXHO
npunoxeHue
Monwa Astellas Pharma Eligard NleynpopenunH auetart Mpax n pasteoputen 3a |[O0AKOXHO NpUAOXKEeHNe
Sp.Z.0.0. 22,5 mg cnpuHuoBKa WHXXEKLUWOHEH pa3TBop
Monwa Astellas Pharma Eligard NleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUIOXKEHME
Sp.Z.0.0. 45 mg cnpuHuUoBKa MHXXeKLWOHEH pa3TBop

21




AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
Monwa Astellas Pharma Eligard NleynpopenunH auetart Mpax n pasteoputen 3a |[O0AKOXHO NpUIOXKEHNe
Sp.Z.0.0. 7,5 mg cnpuHuoBKa WHXEeKLUWOHEH pa3TBop
Monwa Sandoz Gmbh Leuprostin NeynpopenuH 3,6 mg MMnnaHT B MoAKOXHO NMpUIoXeHNe
UMMAaHT npeaBapuTenHo
Hanb/IHEHA CNpPUHLIOBKA
Monwa Sandoz Gmbh Leuprostin NeynpopenuH 5 mg MMnnaHT B MoAKOXHO NMpUIoXeHNe
UMMAaHT npeaBapuTenHo
Hanb/IHEHA CNpPUHLIOBKA
MopTyranusa Gp-Pharm S.A. Lutrate Depot NleynpopenunH auetaTt Mpax n pasteoputen 3a |NHTpaMycKyaHO
1,875 mg/ml MHXXEKLNOHHAa npunoxeHue
CYCMeH3u1s C YAb/IKEHO
ocBoboxaaBaHe
MopTyranus Gp-Pharm S.A. Lutrate Depot JleynpopenuH auetaTt Mpax n pastBopuTen 3a |NIHTpaMycKynHo
11,25 mg/ml VMHXEKLWNOHHA npuioxXeHne
CYCMeH3U1s C YAb/KEHO
ocBoboXxaaBaHe
MopTyranus Astellas Farma Lda. Eligard NleynpopenvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUIOXKEHME
22,5 mg cnpuHuoBKa MHXXeKLUWOHEH pa3TBop
MopTyranusa Astellas Farma Lda. Eligard NeynpopenuH auetaTt Mpax n pasteoputen 3a |[1OAKOXHO NpUAOXKeHne
45 mg cnpuHUoBKa UHXXeKUWOHEeH pa3TBop
MopTyranus Astellas Farma Lda. Eligard JleynpopenuH auetaTt Mpax n pastBopuTen 3a |[MOAKOXHO NPUNOXKEHME
7,5 mg cnpuHUoBKa WHXEKUWMOHEH pa3Teop
PyMbHMA Angelini Pharma Lutrate Depot NleynpopenunH auetart Mpax n pasteoputen 3a |NHTpaMycKyaHO
Osterreich Gmbh 1,875 mg/mil MHXXEKLMNOHHAa npunoxeHue
CYCMeH3u1s C YAb/HKEHO
ocBoboxaaBaHe
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AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
PyMbHMA Angelini Pharma Lutrate Depot NleynpopenunH auetart Mpax n pasteoputen 3a |NHTpaMycKyaHO
Osterreich Gmbh 11,25 mg/mil MHXXEKLNOHHAa npunoxeHue
CYCMeH3u1s C YAb/HKEHO
ocBoboxaaBaHe
PyMbHUA Astellas Pharma Europe |Eligard NeynpopenuH auetaTt Mpax n pasteoputen 3a |[1OAKOXHO NpUAOXKeHne
B.V. 22,5 mg cnpuHUOBKa UHXXEeKUWOHEeH pa3TBop
PyMbHUA Astellas Pharma Europe |Eligard NeynpopenunH auetaTt lMpax n pasTeoputen 3a |[10AKOXHO NpUIOXeEHNE
B.V. 45 mg cnpuHUoBKa WHXEKUWMOHEH pa3TBop
PyMbHMA S.C. Sandoz S.R.L. Leptoprol NeynpopenuH 5 mg MMnnaHT B MoAKOXHO NpuoXxeHne
UMMAaHT npeaBapuTenHo
Hanb/IHEHA CNPUHLIOBKa
Cnosakus Astellas Pharma S.R.O. |Eligard NleynpopenunH auetart Mpax n pasteoputen 3a |[OAKOXHO NpUAOXKEHNe
22,5 mg cnpuHuoBka WHXXEKLUMOHEH pa3TBop
CnoBakus Astellas Pharma S.R.O. |Eligard JNleynpopenvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUIOXKEHME
45 mg cnpuHUoBKa WHXXEKLUMOHEH pa3TBop
Cnosakus Astellas Pharma S.R.O. |Eligard JleynpopenuvH auetaTt Mpax n pasteopuTen 3a |[MOAKOXHO NPUIOXKEHME
7,5 mg cnpuHUoBKa UHXXeKUWOHEeH pa3TBop
Cnosakus Sandoz Pharmaceuticals |Leuprorelin Sandoz JleynpopenuH 3,6 mg MMnnaHT B MoOAKOXHO NpUIoXKeHNe
D.D. UMMMIaHT npeaBapuTenHo
Hanb/HEHA CNpPUHLIOBKA
CnoBakus Sandoz Pharmaceuticals |Leuprorelin Sandoz NeynpopenuH 5 mg MMnnaHT B MoAKOXHO NpuoxeHune
D.D. UMMNaHT npeaBapuTenHo
Hanb/HEHA CNpPUHLIOBKA
CnoseHus Astellas Pharma D.O.O. |Eligard JleynpopenuvH auetaTt Mpax n pasteopuTen 3a |[MOAKOXHO NPUIOXKEHME
22,5 mg cnpuHUOBKa UHXXEeKUWOHEeH pa3TBop
CnoBeHus Astellas Pharma D.0O.0O. |Eligard JleynpopenuH auetaTt Mpax n pastBopuTen 3a |[MOAKOXHO NPUNOXKEHME
45 mg cnpuHuUoBKa UHXXEKLMOHEH pa3TBop
CnoBeHus Astellas Pharma D.0O.0O. |Eligard NleynpopenunH auetart Mpax n pasteoputen 3a |[NOAKOXHO NpUAOXKEHNe

7,5 mg cnpuHuoBKa

WNHXXEKLIMOHEH pa3TBoOp
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AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
CnoBeHus Sandoz Pharmaceuticals |Leptoprol NeynpopenuH 5 mg MMnnaHT B MoAKOXHO NpuoXxeHne
D.D. UMMNaHT npeasapuTenHo
Hanb/lHEHA CNPUHLIOBKa
McnaHus Abbvie Spain S.L.U. Ginecrin Depot NeynpopenuH 3,75 mg |Mpax v pasteoputen 3a [UHTpaMyCKynHO
dnaxkoH WHXXEKLNOHHAa npunoxeHue
CcycrneHsus
Mcnanuna Gp-Pharm S.A. Leuprorelina Gp-Pharm |(JleynpopenuH auetat Mpax n pastBopuTen 3a |NIHTpaMycKynHo
1,875 mg/ml UHXXEeKLUMOHHa npunoxeHue
CYCMeH3u1s C YAb/HKEHO
ocBoboXaaBaHe
McnaHuns Gp-Pharm S.A. Leuprorelina Gp-Pharm |JleynpopenuH auetaTt Mpax n pasteopuTen 3a |NIHTpaMycKynHo
11,25 mg/ml UHXEKLMOHHA NpuIoXeHne
CYCMeH3Us C YAb/KEHO
ocsoboxaaBaHe
Mcnanus Gp-Pharm S.A. Lutrate Depot NleynpopenunH auetart Mpax n pasteoputen 3a |NHTpaMycKy/aHO
1,875 mg/ml MHXXEKLNOHHAa npunoxeHue
CYCMeH3u1s C YAb/HKEHO
ocBoboxaaBaHe
McnaHuns Gp-Pharm S.A. Lutrate Depot Trimestral |JleynpopenuH auetart Mpax n pasteopuTen 3a |NIHTpaMycKynHo
11,25 mg/ml WMHXEKLWNOHHA NpuIoXeHne
CYCMeH3U1s C YAb/HKEHO
ocsoboxaaBaHe
McnaHus Abbvie Spain S.L.U. Procrin Mensual NeynpopenunH auetaTt Mpax n pasteoputen 3a |[0AKOXHO NpUAOXKeHne

3,75 mg cnpuHUoBKa

NHXXEKLMOHHA
CycrneHsusa B
npeaBapuTesHO
Hamb/IHEHa CNpPUHLIOBKA
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AbprkaBa YleHKa

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

EC/EMN
ynotpeba B AO30Ba eAMHMLUA
Mcnanus Abbvie Spain S.L.U. Procrin Semestral NleynpopenunH auetart Mpax n pasteoputen 3a |[OAKOXHO NpUAOXKEeHNe
30 mg cnpuHUOBKa WHXEKLWOHHA
CyCrneH3us B
npeaBapuTenHo
Hanb/IHEHA CNpPUHLIOBKA
McnaHus Abbvie Spain S.L.U. Procrin Trimestral NeynpopenuH auetaTt Mpax n pasteoputen 3a |[OAKOXHO NpUAOXKeHne
11,25 mg cnpuHuoBKa MHXXEKLUMOHHA
CycneH3us B
npeaBapuTenHo
Hanb/HEHA CNpPUHLIOBKA
McnaHus Astellas Pharma S.A. Eligard Mensual NeynpopenuH auetaTt Mpax n pasteoputen 3a |[OAKOXHO NpUIoOXKeHne
7,5 mg cnpuHUoBKa UHXXeKUWOHEeH pa3TBop
Mcnanuns Astellas Pharma S.A. Eligard Semestral NeynpopenuvH auetaTt Mpax n pasteopuTen 3a |[oAKOXHO NpUNOXKEHMe
45 mg cnpuHuUoBKa WHXXEKLMOHEH pa3TBop
McnaHus Astellas Pharma S.A. Eligard Trimestral NleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUNOXKEHME
22,5 mg cnpuHUoBKa WHXEKLWOHEH pa3TBop
McnaHus Sandoz Farmacéutica, Leuprorelina Trimestral |NleynpopenuH 5 mg MMmnnaHT B MoAKOXHO NpuoXeHne
S.A. Sandoz UMMNAHT npeasapuTenHo
Hanb/HEHA CNpPUHLIOBKA
LLBeuus Abbvie Ab Procren Depot NeynpopenunH auetaTt Mpax n pasteoputen 3a |[OAKOXHO NpUAOXKeHne
11,25 mg cnpuvHLUOBKa |[MHXEKLWOHHAa
CyCneH3us B
npeaBapuTenHo
Hanb/HEHA CNpPUHLIOBKA
LLiseuus Abbvie Ab Procren Depot NeynpopenuH auetaTt Mpax n pasteoputen 3a |[10AKOXHO NpUIoXeHne

3,75 mg cnpuHUoBKa

NHXEKLMOHHA
CyCrneHsus B
npeasapuTesiHo
Hamnb/IHEHA CMPUHLIOBKA
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AbprkaBa YleHKa

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha

AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

EC/EMN
ynotpeba B AO30Ba eAMHMLUA
LLBeuus Abbvie Ab Procren Depot NeynpopenunH auetaTt Mpax n pasteoputen 3a |[O0AKOXHO NpUAOXKeHNe
30 mg cnpuHUOBKa WHXEKLWOHHA
CyCrneH3us B
npeaBapuTenHo
HanbJ/IHEHA CMPUHLIOBKA
LLseumns Astellas Pharma A/S Eligard JNleynpopenuvH auetaTt Mpax n pastBopuTen 3a |[MoAKOXHO NPUIOXKEHME
22,5 mg cnpuHuoBKa MHXXEeKLWOHEH pa3TBop
LLiBeuus Astellas Pharma A/S Eligard NeynpopenunH auetaTt Mpax n pasteoputen 3a |[10AKOXHO NpUIOXKeHne
45 mg cnpuHUoOBKa UHXXeKLUWOHEeH pa3TBop
LLiBeumns Astellas Pharma A/S Eligard NeynpopenuvH auetaTt Mpax n pasteopuTen 3a |[MoAKOXHO NpUNOXKeEHMe
7,5 mg cnpuHUoBKa WHXXEeKUWOHEH pa3Teop
LLBeuus Orion Corporation Enanton Depot Dual NeynpopenunH auetart Mpax n pasteoputen 3a |[O0AKOXHO NpUAOXKEHNe
11,25 mg cnpuvHUOBKa |[MHXEKLWOHHAa
CyCrneH3us B
npeaBapuTenHo
Hanb/IHEHA CMPUHLIOBKA
LLBeuus Orion Corporation Enanton Depot Dual NeynpopenunH auetaTt Mpax n pasteoputen 3a |[OAKOXHO NpUAOXKeHne
3,75 mg cnpuHuoBKa MHXXEKLUMOHHA
CyCcneH3us B
npeaBapuTenHo
Hanb/HEHA CNpPUHLIOBKA
LLiseuus Orion Corporation Enanton Depot Dual NeynpopenuH auetaTt Mpax n pasteoputen 3a |[10AKOXHO NpUIOXKeHne
30 mg cnpuHuoBKa UHXXEeKLUMOHHa
CycneH3us B
npeaBapuTenHo
Hanb/IHEHA CNpPUHLIOBKa
LLiBeuus Sandoz A/S Leuprorelin Sandoz NeynpopenuH 3,6 mg MMmnnaHT B MoAKOXHO NpuoXxeHune

MMMONaHT

npeasapuTesiHo
Hanb/IHEHA CNpUHLOBKA
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AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

ynotpeba B AO30Ba eAMHMLUA
LLBeuus Sandoz A/S Leuprorelin Sandoz NeynpopenuH 5 mg MMnnaHT B MoAKOXHO NpuoXxeHmne
UMMAaHT npeaBapuTenHo
Hanb/IHEHA CNPUHLIOBKa
Ob6eanHeHo KpancTeo Gp-Pharm S.A. Lutrate 1 Month Depot |leynpopenuvH auetat Mpax n pasteoputen 3a |NHTpaMycKyaHO
1,875 mg/ml UHXXEeKLUMOHHa npunoxeHue
CYCMeH3U1s C YAb/HKEHO
ocBoboxaaBaHe
Ob6eanHeHo KpasncTeo Gp-Pharm S.A. Lutrate 3 Month Depot |JleynpopenuH auetaTt Mpax u pa3teopuTen 3a |IHTpaMyCKy/HO
11,25 mg/ml WMHXEKLWNOHHA NpuIoXeHne
CYCMeH3Us C YAb/KEHO
ocsoboxaaBaHe
Ob6eanHeHoO KpancTeBo Gp-Pharm S.A. Politrate Depot NleynpopenunH auetart Mpax n pasteoputen 3a |NHTpaMycKyaHO
1,875 mg/ml MHXXEKLMNOHHAa npunoxeHue
CYCMeH3U1s C YAb/KEHO
ocBoboxaaBaHe
Ob6eanHeHo KpancTeo Gp-Pharm S.A. Politrate Depot JleynpopenuH auetaTt Mpax n pastBopuTen 3a |NIHTpaMycKynHo
11,25 mg/ml VMHXEKLWNOHHA npuioxXeHne
CYCMeH3U1s C YAb/HKEHO
ocBoboXxaaBaHe
Ob6eanHeHO KpancTeo Takeda Uk Ltd Prostap 3 Dcs NleynpopenvH auetaTt Mpax n pastBopuTen 3a |HTpaMycKyHO
11,25 mg/ml UHXEKLMOHHA npunoxeHne/MoaKoxXHoO
CyCrneH3us B npunoxeHue
npeaBapuTenHo
Hanb/HEHA CNpPUHLIOBKA
O6eanHeHO KpancTeo Takeda Uk Ltd Prostap Sr Dcs NeynpopenuvH auetaTt Mpax n pastBoputen 3a |HTpaMycKynaHO
3,75 mg/ml VMHXEKLWOHHA npunoxeHne/MNMoaKoXHO
CyCrneHs3usa B npunoxeHue
npeaBapuTenHo

Hanb/IHEHA CNPUHLOBKa
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AbprkaBa YleHKa

EC/EMN

Mputexxaten Ha
paspelwieHMeTo 3a
ynotpeba

CsBo6oaHO nsbpaHo
nme

INN + Konunuectso Ha
AKTUBHOTO BeLlecTBO
B AO030Ba eaMHMUA

JNlekapcTBeHa ¢popma

MbT Ha BbBE)XXAAHEe

O6eaMHeHO KpancTBo

Amdeepcha Limited

Leuprorelin Amdeepcha

JleynpopenwuH auetaTt
11,25 mg nMnnaHT

MMnnaHT B
npeasapuTenHo
HanbJ/IHEHA CMPUHLIOBKA

MoAKOXHO NpuoxeHne
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