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Hme Spikevax (previously COVID-19 Vaccine Moderna) Ne/[laTa Ha penieHneTo Ha
EBponeiickaTra komucust
JlekapcTBeHa MHKeKIMOHHA qucnepens, Gaakoru 5 ml (10 go3u x 0,5 ml) EU/1/20/1507
dhopma 10 mHorono3osu ¢uakona (100 nosu) 06/01/2021
INN nPHK Bakcuna cpenry COVID-19 (ayxieoznano Mmoauduipana)
COVID-19 mRNA Vaccine (nucleoside modified)
ATC xopn JO7BX03
Iloxa3zanus:

COVID-19 Vaccine Moderna e npeaHa3zHayeHa 3a akTHBHA MMyHU3anus 3a npeseHus Ha COVID-19, npuunnen or SARS-CoV-2,
IpH Jnna Ha 18 ¥ noBede roAuHU.
VYrorpebara Ha Ta3u BakCHHA TPsAOBa 1a ObJe B CHOTBETCTBHE C OQUIHATHUTE IPETOPHKH.

Ipurexaren Moderna Biotech Spain, S.L.
Havun Ha I10 JIEKapCKO
OTHyCKaHe npeanucaHie
Hwme Vaxzevria (previously COVID-19 Vaccine AstraZeneca) Ne/Jlata Ha peLIeHHETO Ha
EBponeiickata komucus
JlekapcTBeHa WHXEKIHOHHA cycrnien3us, ¢puakonu 4 ml (8 nosu no 0,5 ml) 10 MHOroHO30BH EU/1/21/1529
dopma ¢maxona (80 mo3m) 29/01/2021
WH)KEKIHOHHA cycneH3us, ¢pakonu 5 ml (10 go3u mo 0,5 ml) 10 MHOTOI030BH
¢akona (100 mo3m)
INN Bakcuna cpeury COVID-19 (ChAdOx1-S [pekombuHaHTHA])
COVID-19 Vaccine (ChAdOx1-S [recombinant])
ATC xon JO7BX03
IMokazanus:
COVID-19 Vaccine AstraZeneca e rmoka3aHa 3a akTHBHa UMyHHU3amus 3a npeBeHms Ha COVID-19,
nprurHeH oT SARS-CoV-2, mpu niia Ha Be3pact 18 u moBede rouHu.
VYnorpebara Ha Ta3u BakcuHa TPsiOBa Jia Ob/Jic B ChOTBETCTBHE C OQHUIUATIHUTE NPETOPHKH.
IIpurexaten AstraZeneca AB
Hauyun Ha IO JIEKAPCKO
OTHYyCKaHe TIPEIICaHUe
Hme Elzonris No/[lata Ha pelIeHHeTO HA
EBponeiickaTa komucus
JlekapcTBeHa 1 mg/ml xonnentpar 3a unpy3uoHeH pa3rop, Gaakoru 1 ml x 1 EU/1/20/1504
¢popma 07/01/2021
INN Tarpakcodycm
Tagraxofusp
ATC xon LO1XX67
IMokazanus:

ELZONRIS e nmokaszan kaTo MOHOTEparus 3a JICYEHUE OT IIbpPBa JIMHIS HA BE3PACTHU MAlMEHTH C HeolIa3Ma ¢ OJIacTHU
a3MonuTongHu AeHapuTHH kKieTku (BPDCN).

Ipurexaren Stemline Therapeutics B.V.

Hauwnn Ha MO OTPAHUYEHO JIEKAPCKO
OTIyCKaHe IpenucaHue




Hme Enhertu Ne/JlaTa Ha pelieHneTo Ha
EBponeiickara xomucus

JlekapcTBeHa 100 mg npax 3a KOHIEHTpAT 3a HH(PY3UOHEH pa3TBOP, (hrakoHu X 1 EU/1/20/1508
¢dopma 18/01/2021
INN Tpacty3ymab nepykcTekaH

Trastuzumab deruxtecan
ATC xopn LO1XC41
IMokazanus:

Enhertu xato MoHOTepanus € TOKa3aH 3a JIeYeHNe Ha Bb3PACTHHU IMALMEHTH C Hepe3eKTaOmieH win metactatnder HER2-
TIOJIOXKUTETICH PaK Ha r'bpJarta, KOUTO ca IIOIYY/IIN IBE WIX ITOBeUe MPEIIIecTBAIlN CXeMH Ha ocHOBaTa Ha aHTH-HER2 Tepamms.

Ipurexaren Daiichi Sankyo Europe GmbH

Ha4vun Ha IO JIEKAPCKO
OTIyCKaHe npeAncaHie
Hme Roclanda Ne//TaTa Ha pemienneTo Ha
EBponeiickaTra komucus
JlexapcTBeHa 50 mukporpama/ml + 200 Mukporpama/ml Kanku 3a 04H, pa3TBoOp, OyTHIIKK EU/1/20/1502
$opma 25mlx1 07/01/2021
INN Jlaranonpoct/Herapcynun
Latanoprost/Netarsudil
ATC kopn SO1EE51
Iloxka3anus:

Roclanda e nmokasaH 3a noHmwkaBaHe Ha MOBUIIEHO BbTpeoyHO HaysiraHe (BOH) npu Bp3pacTHM MaleHTH ¢ IbPBUYHA TIayKoMa ¢
OTBOPEH BI'bJI WIIM OYHA XUIIEPTOHMS, IIPU KOUTO MOHOTEPAMHATA C MPOCTATIAHANH WM HETAPCYAWI HE BOJH A0 JOCTATHYHO
noHmxenne Ha BOH.

IpuTexare Aerie Pharmaceuticals Ireland, Limited
Hauun Ha M0 OTPaHUYEHO JIEKAPCKO
OTIyCKaHe npeanucaHie
HNme Xofluza Ne//laTa Ha pemieHneTo Ha
EBponeiickara komucust
JlekapcTBeHa 20 mg ¢unmupanu TabneTku, onucrepu X 2 EU/1/20/1500
¢popma 40 mg ¢unmupanu TabneTky, onucrepu X 2 07/01/2021
INN banokcaBup MapOokcun
Baloxavir marboxil
ATC xon JO5AX25
IMoxka3zanus:

JleyeHue Ha rpun

Xofluza e moka3aH 3a Jie4YeHUE HA HEYCIIOKHEH IPUIT IPU MAIMEHTH Ha Bb3pacT 12 TOMUHU U HO-TOJIEMH.
[IpodunakTika Ha TPUII ClIe/T EKCTIO3UIIUS

Xofluza e moka3aH 3a MpoQHIAKTUKA Ha TPUII CJIE/ SKCIIO3UIMS IIPH JIMIA Ha B3pacT 12 TOAMHM U O-TOJIEMH.
Xofluza Tps6Ba 1a ce M3MOI3BA B CHOTBETCTBHE C OGHUIINATHUTE MIPETIOPHKH.

Mpurexaren Roche Registration GmbH

Ha4vun Ha 110 JIEKapPCKO
OTIyCKaHe IpenucaHue




Hme Onbevzi Ne/JlaTa Ha pelieHHeTO Ha
EBponeiickara xomucus

JlekapcTBeHa 25 mg/ml KoHUeHTpAaT 3a uH(Y3UOHEH Pa3TBOP, (hiakonu 4 ml x 1; 16 ml x 1 EU/1/20/1499
dopma 11/01/2021
INN Bbepannzymab

Bevacizumab
ATC xopn LO1XCO07
IMokazanus:

Onbevzi B KOMOHHAITHS ¢ XUMHOTEpanus Ha 6azaTa Ha (IyOpOITMPUMHUINHY € TIOKa3aH 3a JICYeHHE ITPH Bh3PACTHH MAIHICHTH C
MeTacTazupa KapImHOM Ha 1e0eI0TO YePBO M PEKTyMa.

Onbevzi B KOMOMHAIMA C TAKINTAKCEI € [TOKa3aH 3a JISYEHHE OT IIbpBa JIMHUS IPU B3PACTHHU MAIIUEHTH C METacTa3upai pak Ha
MJICYHATA JKJIe3a. 3a JOITBJIHUTENHA HHPOPMAIIHA OTHOCHO CTAaTyca Ha YOBEIIKHUS PELENTOP Ha CMUICPMATHUS PACTEKEH

¢axrop tum 2 Bwkre KXII 1.5.1.

Onbevzi B KOMOMHAIMA C KallelMTa0MH € MOKa3aH 3a JIeYEHHE OT II'bpBa JIMHUS IIPU Bb3PACTHHU ITAIIMEHTH C METacTa3upai pak Ha
rbpAata, IpU KOUTO JIEUCHHETO C APYr'H BUJOBE XUMHUOTEPAIHsl, BKIOUUTEIHO TAKCAaHU WM aHTPALUKIINHHU, HE CE CUUTa
noaxoxsma. [TaruenTy, noayyaBany cXeMH Ha JICUSHUE, ChIbPIKalli TAKCAH U aHTPAIMKIMH KaTo aJI0BAaHTHO JICYCHHE TIpe3
nocnenHute 12 Mecena, TpsOBa 1a ce U3KI0YaT OT jJedeHue ¢ Onbevzi B KOMOMHAIMS C KalleUUTaOHH.

3a nompaautenna uadopmarmst otnocHo HER2 craryca Brkte KXIT 1. 5.1.

Onbevzi, 106aBeH KbM XUMHOTEpanus Ha 0a3ara Ha IUIATHHA, € TIOKa3aH 3a JICYCHNE OT IbPBA JINHUSA IPH BH3PACTHH MAIIUCHTH C
HeonepaOuiIeH aBaHCHPAJ, METAaCTa3upaJl HIIM PELUIANBHpAI] HeApeOHOKIIEThYEH pak Ha Oenust Apod ¢ pa3nudHa OT IpeodiagaBara
CKBaMO3HOKJIEThYHA XUCTOJIOTHUS.

Onbevzi, B KOMOMHANHNS C EPIOTHHHO, € TOKA3aH 3a JISYEHHUE OT ITbPBA JIMHUS [IPY Bb3PACTHH MALMCHTH C HeONepaOMIICH HallpeHal,
MEeTacTa3upaJl WM PEeLUIUBHpPAI] HECKBAMO3ECH HEJPEOHOKIIEThYCH paK Ha Oenus qpo0 ¢ akTHBUpAIY MyTalluy HA perenTopa Ha
enuaepmannus pactexer gpakrop (EGFR).

Onbevzi B koMOuHaIus ¢ vHTEpepoH anga-2a e nmokasaH 3a JEUCHUE OT IIbPBa JIMHUS NIPH Bb3PACTHH MALUEHTH C aBaHCHPAJ W/HITH
MeTacTazupasl ObOPEIHOKICThYEH KapIIUHOM.

Onbevzi B KoMOMHAIMA ¢ KapOOIUTATHH M MAKJIUTAKCEN € TI0Ka3aH 3a IIbPBa JIMHUS HA JICUCHNE HA Bb3PACTHU MAIUEHTKH C
Hanpeanan (cramuu 111 B, 11 C u IV Ha MexayHapoaHata ¢denepauus no akyuepctso U runexosorus (FIGO)) enurenex kapuuHoM
Ha sSigYHALUTE, (anonneBuTe TPHOU MM IBPBUYCH IIEPUTOHEATECH KAPIIHHOM.

Onbevzi, B koOMOMHAIMS ¢ KapOOIUIATHH U TeMINTAO0MH, WM B KOMOMHAIMS ¢ KapOOIUIaTHH M MAaKJIUTAKCEll, € TI0Ka3aH 3a JICYeHNe Ha
BB3PACTHH MAILMEHTKU C IbPBH PELM/IMB Ha EMUTEIICH PaK Ha sifuHuIKTE, (haloNMeBUTe TPHOU MM IbPBUYCH IIEPUTOHEAJICH pak,
YYBCTBUTEJICH Ha JIeYeHHE C TUIATHHA, KOUTO HE Ca I0JIy4aBajiy IpelIecTBala Tepanus ¢ 6eBau3ymad i Apyru HHXUOUTOPH Ha
VEGF unu VEGF peuenrtop-npuienHu areHTH.

Onbevzi, B KOMOMHAIIMS C NAKIIUTAKCE, TOMOTEKAaH MM NETHIIMpPaH JIMI030MaJIeH TOKCOPYOHIMH, € TIOKa3aH 3a JieueHne Ha
BB3PACTHH MAIUEHTKU C IbPBUYHO-PE3UCTEHTEH PELUANBUPAILl TUTENICH paKk Ha AHYHUIINTE, (aJONHEBUTE TPHOH WU IbPBHUYCH
TIEpUTOHEAJICH PaK, KOUTO ca IT0JIyJaBalli He ITOBEYe OT J[Ba PEXMMa Ha MbPBUYHA XUMHOTEPAITUs U KOUTO HE Ca IOJTydaBallu
npeIecTania Tepanus ¢ 6eBanuzymad wiu nqpyru naxuoutopu Ha VEGF, nnu cpencrsa, npunensamy ce BB VEGF -penieniropa.
Onbevzi, B KOMOMHAIIMS C NAKIIUTAKCEI U [UCIUIATHH, WK aJITEPHATUBHO MAKINTAKCEN U TOIOTEKAaH MPH MAlMEeHTKU, KOUTO He
MOTar Jia [ojyJaBaTr Tepamnus ¢ IIaTHHa, € I0Ka3aH 32 JICUCHNE Ha Bb3PACTHHU MAIMEHTKH C IEPCUCTHPAIL, PELUIUBHPALL] HIN
MeTacTazupasl KapIMHOM Ha MaTOYHATa MINHKa.

Ipurexaren Samsung Bioepis NL B.V.
Hauun Ha II0 OIPAHHUYCHO JICKAPCKO
OTNyCKaHe HPEANHCAHNE

T'openocouenume nexkapcmeenu npodykmu mozam oa 6voam npooasanu ¢ Penyonuxa bvnzapusn
cned pezucmpupane Ha yeHd.



