A. Pa3pemienu 3a ynorpe0a JiekapcTBeHH NPOAYKTH N0 HeHTpaau3upana npoueaypa na EC
coriacHo Persmament (EO) Ne 726/2004

Hwme Pepaxti Ne/JlaTa Ha pelIeHHeTO HA
EBponeiickaTa xkomucust
JlekapcTBeHa 20 mg mpax 3a KOHIICHTpAT 3a UH(Yy3UOHEH pa3TBop, Guakonu X 1 EU/1/22/1669
dopma 17/08/2022
INN Mendanan dprydheramun
Melphalan flufenamide
ATC xon LO1AAL0
Moxa3zanus: Pepaxti B koMOMHALUSI C IEKCAMETA30H € IT0Ka3aH 3a JISYeHUE Ha MHOXKECTBEH MUEIIOM IPH Bb3PaCTHU
MAIMEHTH, KOUTO Ca TMONYYWIH Half-MaJIKO TPH MPEIXOIHU JINHUH Ha JICUCHUE U YNETO 3a00IIIBaHe €
pedpakTepHO KBM Hal-MaJIKO €IMH IPOTEa30MEH HHXHOUTOP, €IHO HMYHOMOIYJIHPAIIO CPEACTBO U €IHO
anTi-CD38 MOHOKJIOHAIHO aHTHUTSJIO, M KOMTO Ca MOKa3aly IporpecHs Ha 3a00JIBaHETO MPH WK CIIC
MOCJIe/IHATa Tepanus. 3a MalKueHTH ¢ IPeIX01Ha aBTOJIOKHA TPAHCIIAHTAIIMS Ha CTBOJIOBU KJIETKU BPEMETO
IO TIporpecusaTa TpssOBa 1a Obae Haf-MaNKo 3 TOAWHU CJel TPAHCIUIAHTAIHTA.
Mpurexaren :  Oncopeptides AB
Hauun na 10 OTPaHUYEHO JIEKAPCKO
OTIyCKaHe npeAnucaHue
HNme Roctavian No//laTa Ha pelleHHETO HA
EBponeiickaTa komucust
JlekapcTBena 2 x 10'3 vg/ml ungysuonen pasreop, pnaxonn 8 ml x 1 EU/1/22/1668
dopma 24/08/2022
INN BayiokTOKOreH poKcanapBOBEK Y. 8.3 Qup. 2001/83/EC
Valoctocogene roxaparvovec HOBO aKTUBHO BEIECTBO
ATC kon Bce ouie He e onpenenen
Moxa3zanus: ROCTAVIAN e npenHa3HaueH 3a jie4eHue Ha Texka xemoduius A (BpoaeH neduuur Ha paxrop VII) npu
BB3pACTHH MAIEHTH 0€3 aHaMHe3a 3a NpueM Ha nHxuburopu Ha dakrop VIII u 6e3 oTkpuBaeMu aHTHUTENA
Cpelry aJleHoacOIIpaH BUpYC cepotun 5 (AAVS).
Ipurexaren :  BioMarin International Limited
Hauun Ha 10 OIPaHUYEHO JIEKAPCKO
OTIyCKaHe npenucaHue
Hme Ranivisio No//laTa HA pellleHHETO HA
EBponeiickaTa komucust
JlekapcTBeHa 10 mg/ml umxexunoHeH pa3teop, ¢aakonu 0,23 ml x 1 EU/1/22/1673
dhopma 25/08/2022
INN Pannbuzymad
Ranibizumab
ATC koxa S01LAO4
IMokazanus: Ranivisio e mokaszan mpu Bb3pacTHU 3a:
+ Jleuenne Ha HeoBacKysapHa (BJIaXKHa) Bh3pacTOBO 00yCIIOBEHA IeTeHepallis Ha MaKyJaTa
+ JleueHue Ha 3pUTEITHA HAPYIICHHUS, IbJDKAIM ce Ha TuabeTeH MaKyJeH eJeM
* Jleuenue Ha nponuepaTHBHA T1Ma0eTHA PETHHONATHS
* JleueHue Ha 3pUTEITHA HAPYIICHHMS, IbJDKAIIM CE HAa MaKyJIeH eJJeM BCIIeICTBHE HAa BEHO3HA OKIIY3HsI Ha
perunara (knonosa BOP nin nentpanaa BOP)
+ JleueHue Ha 3pUTEITHHA HAPYIICHHMS, IbJDKAIM CE HAa XOPOHUIaJIHA HEOBACKYJIapU3alysl.
Mpurexaren :  Midas Pharma GmbH
Hauun Ha M0 OTPAaHUYEHO JIEKAPCKO

OTIMyCKaHe

TIpeANMcaHue




HNme Rayvow No//laTa Ha pelieHHeTO Ha
EBponeiickaTa KkoMHucHsI
JlekapcTBeHa 50 mg ¢punmupanu Tabnerky, omucrepu 2 X 1;4x 1; 6 x1; 12x 1; 16 X 1; EU/1/22/1587
¢opma (enuuuiHa n03a) 17/08/2022
100 mg punmupanu Tabnerku, Omucrepn 2 X 1;4x 1;6x 1; 12x 1; 16 x 1;
(enuuuiHa n03a)
200 mg prmmupanu Tabnetku, 6mucrepn 2 X 1; 4 x 1;6 x1;12x 1; 16 X 1;
(enuuuiHa n03a)
INN JlacMuutan Y. 8.3 Jqup. 2001/83/EC
Lasmiditan HOBO aKTHBHO BEILECTBO
ATC xopn N02CC08
Iloxa3zanus: RAYVOW e nokazaH 3a JieueHHe Ha MHTPEHO3EH IIPHCTHII BBB (ha3ara Ha IJ1aBoOosIME Che MK Oe3 aypa
NPU BB3PACTHU.
Ipurexaren :  Eli Lilly Nederland B.V.
Hauun Ha 10 OTPaHUYEHO JIEKAPCKO
OTIyCKaHe TIpeANcaHne
Hwme Scemblix Ne//laTa Ha pemieHueTo Ha
EBponeiickara komucus
JlexapcrBena 20 mg punmupanu Tabnetku, Gnucrepu X 20; X 60 EU/1/22/1670
dopma 40 mg ¢punmupanu tabnetku, 6muctepu X 20; X 60 25/08/2022
INN ActmmuHEN0 Un. 8.3 dup. 2001/83/EC
Asciminib HOBO aKTHBHO BEI[ECTBO
ATC xop LO1EAQ6
IMoka3zanus: Scemblix e moka3an 3a JieueHNE HA Bb3PACTHH MAIMEHTH C MOJOKUTENHA 3a Punanenduiicka
XpOMO30Ma XpOHUYHA MHUETIOUIHA JIeBKeMus B XpoHuyHa (aza (Ph+ XMJI-X®), nekyBanu mnpenu
TOBA C ABa UJIK NOBCYEC TUPOZMHKUHA3ZHU I/IHXI/IGI/ITOpI/I.
Mpurexaren :  Novartis Europharm Limited
Hauun Ha 10 OTPaHUYEHO JIEKAPCKO
OTIyCKaHe TIpeAncaHne
Hme Sunlenca No//laTa Ha pemieHHeTO Ha
EBponeiickara komucus
JlekapcTBeHa 300 mg punmupanu TabaetTku, oaucTepu X 5 EU/1/22/1671
dhopma 17/08/2022
INN JlenakanaBup Y. 8.3 Jup. 2001/83/EC
Lenacapavir HOBO aKTHBHO BEIIECTBO
ATC xon JO5AX31
Ioxa3zaHus: Sunlenca TabneTka B KOMOWHAINSA C IpyTo(H) aHTUPETPOBUPYCHO(M) CPEACTBO(A) € MOKa3aH 3a
JiedeHue Ha Bb3pacTHH, HHpekTrpanu ¢ HIV-1 ¢ MHOKecTBeHa JiekapCcTBEHa PE3UCTEHTHOCT, 32 KOUTO
HE MOXe JIa Ce ChCTaBH M0 JAPYT HAYWH CYIPECHBHA aHTHBUPYCHA CXeMa 3a IepopallHO HaTOBapBaHe
pean NPUIOKEHNUE HA ﬂBHFOHeﬁCTBaIﬂa WHXCKIOHWA Ha JICHAKaIlaBup.
Ipurexaren :  Gilead Sciences Ireland Unlimited Company
Hauwnn Ha 10 OTPaHUYEHO JIEKapCKO

OTIYCKaHE

IpeanrcaHne




HNme Sunlenca No//laTa Ha pelieHHeTO Ha
EBponeiickaTa KkoMHucHsI
JlekapcTBeHa 464 Mg HHKEKIUOHEH pa3TBop, dakonu 1,5 ml (309 mg/ml) x 2 EU/1/22/1671
dopma 17/08/2022
INN JlenakamaBup Y. 8.3 qup. 2001/83/EC
Lenacapavir HOBO aKTHBHO BEILIECTBO
ATC kon JO5AX31
Iloxa3zanus: Sunlenca nmxeKusa B KOMOMHALMS ¢ Ipyro(1) aHTHPETPOBUPYCHO(M) CPENCTBO(a) € TTOKA3aH 3a JEeUCHUE Ha
BB3pacTHH, HHMekTHpanu ¢ HIV-1, ¢ MHOXecTBeHa JieKapcTBEHa Pe3UCTEHTHOCT, IIPH KOMTO HE MOXKeE J1a ce
CBCTABH 10 JPYT HAUYWH CYNPECHBHA aHTHUBUPYCHA CXeMa.
Mpurexaren :  Gilead Sciences Ireland Unlimited Company
Hauun Ha 10 OTPaHUYECHO JIEKAPCKO
OTIyCKAHe IpeANcaHne
Hwme Tecvay" Ne//laTa Ha pemieHueTo Ha
EBponeiickara komucus
JlexapcTBeHa 10 mg/ml urXeKIMoHeH pa3TBop, Guakonu 3 ml x 1 EU/1/22/1675
hopma 90 mg/ml urxeKuoHeH pa3tBop, duakonu 1,7 ml x 1 23/08/2022
INN Texmcramad Un. 8.3 dup. 2001/83/EC
Teclistamab HOBO aKTHBHO BEIIIECTBO
ATC kon LO1F
Iloka3anus: TECVAYLI e noka3zaH kaTo MOHOTEpaNusl 3a JIEYEHHE Ha Bb3PACTHH MALUEHTHU C PELUANBHPAL U
pedpaxTeper MyITHUINIEH MUEJIOM, KOUTO ca ITOJYIHIN Hali-MaJIKO TPH IPEIXOIHH TEParny, BKIIOYBAIH
HMYHOMO/IYJIUPAIIIO CPEACTBO, IPOTEa30MEeH HHXUOUTOP 1 aHTU-CD38 aHTUTSIO0, U ca TIOKa3BaT MPOrpecHs
Ha 3a00JIIBaHETO TI0 BpEMeE Ha ITOCIIeJHATa Tepalusl.
Mpurexare : Janssen-Cilag International N.V.
Hauun Ha M0 OTPAHUYEHO JIEKAPCKO
OTHyCKaHe IIpeIIcaHme
HNme Vyvgart No//laTa HaA pelleHHETO HA
EBponeiickara xomucus
JlekapcTBeHa 20 mg/ml xoHueHTpaT 32 HH(Yy3HOHEH pa3TBop, hakorn 20 ml x 1 EU/1/22/1674
dpopma 10/08/2022
INN Edraprurumon anda Y. 8.3 Tup. 2001/83/EC
Efgartigimod alfa HOBO aKTHBHO BEI[ECTBO
ATC kon LO4AA58
Ioxa3aHust: Vyvgart e okazaH KaTo JOIbJIBAIA Tepanys KbM CTaHIapTHaTa Tepamnus 3a JIe4eHHe Ha Bb3PacTHHU NallueHTH
C TeHepaIM3MpaHa MHACTEHHS TPaBUC, KOUTO €A ITOJIOKUTEITHH 32 aHTUTENA CPEILy PELeNnTopH 3a
AlleTUIIXOJIUH.
Mpurexaren :  Argenx BV
Hauwnn Ha 10 OTPaHUYEHO JIEKapCKO
OTNyCKaHe MIpeIICaHNe




Hme

Vegzelma Ne/JlaTa Ha pelieHHeTO Ha
EBponeiickaTa komucust

JlekapcTBeHa
$hopma

25 mg/ml xonruenTpar 3a nHdy3uoHeH pa3teop, Gpaakonn 4 ml x 1; x 10 EU/1/22/1667
25 mg/ml xoHueHTpar 3a nHdy3uoHeH pa3TBop, Gmakonn 16 ml x 1; x 10 17/08/2022

INN

besayuzymab
Bevacizumab

ATC kon

LO1FGO1

Iloxka3zanus:

VEGZELMA B xoMOHMHAIM ¢ XUMUOTEpaIus Ha 0azata Ha (IIyOpOTMPUMHUINHE € TTOKa3aH 3a JICUCHNE TIPU
BB3PACTHU MAIMEHTH ¢ MEeTacTa3upall KapIliMHOM Ha J1e0eI0TO YepPBO UM PEKTyMa.

VEGZELMA B xoMOHMHaIMs C MAKJIUTAKCEN € TI0Ka3aH 3a JICYeHUe OT IbpBa JIMHUS IPH BB3PAaCTHU
MallMEeHTH ¢ METAacTa3upall paKk Ha MIIEYHATa JKIIe3a.

VEGZELMA B xoOMOHMHAIMs C KalleUTaOwH € IMoKa3aH 3a JeUeHNUE OT ITbPBa JMHUS IPH BB3PACTHA
MalMeHTH ¢ MeTacTa3upall pak Ha I'bpAAaTa, IPU KOUTO JICUEHUETO C APYTH BUAOBE XUMHUOTEpAIHs,
BKJIIOYMTEJIHO TaKCaHU WM aHTPALUKINHY, HE ce cuMTa noaxossama. [lanuenrty, nomyyaBany cxeMu
Ha JIeYeHHe, ChbP>Kallll TAKCaH U aHTPALUKIMH KaTO aJAI0OBAHTHO JICYEHUE MIPE3 MOCIETHUTE

12 mecena, TpsOBa 1a ce u3kiodar ot Jieuenne ¢ VEGZELMA B xoMOHMHanus ¢ KaneuuTadouH.
VEGZELMA, no0aBeH kbM XUMHOTEpaIus Ha 0a3ara Ha IUTaTHHA, € TOKa3aH 3a JeYeHUe OT IbpBa
JIMHUS IPY BB3PACTHH MAIMEHTH C HeonepaOIIeH aBaHCHPall, METaCTa3Upall HIIH PELHIUBHPALL
HenpeOHOKIeThYeH pak Ha Oenus npod (HAKPB/I) ¢ paznuuna ot mpeobiagaBania CKBaMO3HOKICThYHA
XHCTOJIOTHSL.

VEGZELMA, B KOMOHWHAIHS C epIOTHHUO, € TIOKa3aH 3a JICYCHUE OT IbPBa JINHUS [IPH BH3PACTHH
MAIMEHTH ¢ HeolepaOWiIeH HalpeIHall, MeTacTa3upall Wil peruausrpa HeckBamo3zeH HIKPB/]

C aKTUBHPALIM MYTaLlMK Ha PELENTOPa Ha eNUACPMAaHUS PACTekKEH QakTop.

VEGZELMA B xoMm0uHauus ¢ uHtepepoH aida-2a e nokaszaH 3a JieueHue OT IbpBa JUHUS IpU
BB3PACTHH MAIMEHTH C aBaHCUPAJ W/WIIM METACTa3npan ObOPEUHOKIETEYECH KapIIHHOM.
VEGZELMA B koMOHHalMs ¢ KapOOIUIaTHH U TIaKJIMTaKCeN € M0Ka3aH 3a IIbpBa JIMHUS Ha JIeYCHUE
Ha BB3pacTHU manueHTku ¢ HarmpeaHan (ctanuu [ B, III C u IV na MexnyHnapoanata deaepariust mo
akymrepctBo 1 ruHekosorus (FIGO)) enureseH KapunHOM Ha SHYHUINTE, (AJTONMEBUTE TPHOU HITH
I'bPBUYEH NIEPUTOHEATIEH KapLIUHOM.

VEGZELMA, B KOMOMHAIHS ¢ KapOOIUIaTHH U TEMIIUTA0NH, WIIM B KOMOMHAIHS ¢ KapOomIaTuH

U TTaKJIUTaKCeN, € MOKa3aH 3a JIeUeHHe Ha Bb3PACTHHU MALMEHTKH C ITbPBY PELUANB HA EMUTENICH paK
Ha siiyHALUTE, (panonueBuTe TPHON WM IEPBUYEH IIEPUTOHEAICH paK, YyBCTBUTEIICH HA JICUCHNE

C IJIATHHA, KOUTO HE ca MOJyyaBaJld MpeAlIecTBaIa Tepanus ¢ 0eBau3ymad nim Apyra HHXUOUTOPH
Ha cbJI0BUs eHnoTeneH pactexer paktop (VEGF) unu VEGF penientop- TapreTHu cpeacTna.
VEGZELMA, B KOMOHWHAIIHS C TTAKITUTAKCEIl, TOMOTEKAH WU METHINpaH JIUII030MEH JTOKCOPYOHIINH,
€ TMOKa3aH 3a JICUeHNEe Ha Bb3PACTHU MMALIUEHTKH C ITbPBUYHO-PE3UCTEHTEH PELUIUBUPAILL] €IIUTEICH
pak Ha ssHuHHIUTe, GajsonreBUTe TPHOU MM IIBPBUYCH IIEPUTOHEAJICH paK, KOMTO Ca MOJyYaBaid He
HOBeYe OT JjBa PEKMUMaA HA TbPBHYHA XMMHOTEPAINHUs U KOUTO HE ca MOJIy4aBald IpeAllecTBaa
Tepanus ¢ 6eBanm3ymad nim npyru naxuburopu Ha VEGF, unm cpencrsa, npumensamniy ce BbB
VEGF-peuemntopa.

VEGZELMA, B kOMOWHAIINSA C TTAKIUTAKCE U [UCIUIATHH, WK aJTepPHATUBHO MaKJIUTaAKCEeT

U TONOTEKaH MIPU NallUEHTKHU, KOUTO HE MOraT Jia Nody4aBaT Tepanus ¢ MIaTHHa, € 0Ka3aH 3a
JiedeHNe Ha BB3PACTHU MAlMEHTKH C MIEPCUCTHUPAIL, PEIINBUPAII MIIM METACTa3Hpas KapITHOM Ha
MaTO4YHaTa IIUHKa.

IIpurexared :

Celltrion Healthcare Hungary Kft.

Hauun Ha
OTIyCKAaHe

IO OI'paHHUYCHO JICKApPCKO
IpeanrcaHne

TI'openocouenume nexkapcmeenu npodykmu mozam oa 6voam npooaeanu ¢ Penyonuxa bvncapusa
ced pezucmpupane Ha YeHa.




