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MHWHHCTEPCTBO 3/IPABOOXPAHEHN A POCCUMCKOI ®ENEPAITAN
(esepanbHOE rocyAapCTBEHHOE GIOKETHOE YUPEKIEHHE

HAIIMOHAJIbHBIN MEJAULIMHCKUN UCCAEJOBATEJIRCKHMI IIEHTP
JETCKOH T'EMATOJIOI'MH, OHKOJIOI'MHA 1 UMMYHOJIOT UH
UMEHU AMUTPUSL POTAUEBA
(@I'BY «HMHUIL AI'ON myr: [Imutpus PorayeBay Mumsipasa Poccuu)

Ab, 05 2041 N 54

Mocksa
KoucunmyMm Bpayeii
(mpuxa3z ®I'BY «HMUL[ IT'OU um. [{mutpus Porauesa» Munszapasa Poccun
Ne 247/19 ot «27» nexabps 2019 roaa;
Hacrosmuii KOHCHIHYM yTBepIK/IeH Ha 3aCeJaHHHU MTOAKOMHUCCHH O
PaLHOHATEHOMY Ha3HAYCHHIO JIEKAPCTBEHHBIX cpeietB 24 mast 2021 roaa)

No UMb 2020/4117 BPYCHHIBIH KHPHJLI BJIAJJUMHUPOBUY
Jara poxa. 13.06.2019 (1 r.)

Auarno3: neupoOnacroMa 3a0promuHHOTO TpocTpaHcTBa, 4 cragus mo INSS
(MeTcaTaTHyecKoe TOpaKeHHe KOCTHOTO MO3ra M KOCTEH CKejeTa, - 0OHapyxkeHa
ammiukarms resa MYCN, meneru 1 p m 11q He BbisiBIeHO. I'pynma BEICOKOTO PHCKa
B pamkax npoToxona NB-2004,

OdocHoBanue HazHaueHus: npenapata: Y pebenka B MOOJI yCTaHOBJIEH IMArHO3 -
HeupoOiacToMa 3a0promMHHOrNO TipocTpancTsa, 4 cragus mo INSS (Mmercaratmueckoe
HNOpaKEHHWE KOCTHOTO MO3ra M KOCTEH CKeleTa, OOHapy:keHa aMIumM(HKanmd IeHa
MYCN, penempm 1 p m 11q He BbmBieno. C 15.07.2020r. Ha4aTO NPOBEACHHE
XHMHOTEPANHK JUld TIPyIIIbl BBICOKOTO PHCKa B paMkax mnpotokona NB-2004.01B
HACTOAMIEE BPEMS NPOBEACHO 8 KypcOB HMHIYKLHOHHOHM TEpallM{, XHPYPTHYECKOE
BMEIIATeIbCTBO. KOHCTaTHpOBaH mNONHBIA OTBET. B  JanbHeliimeM  BBIMTOTHEHA
BBICOKO/I03Has1 xuMHOTeparusa ayTo-TT CK.

B Hactosmee  BpeMa HE YTBEKACH  €AHHBIM CTAHAAPT CHCLHAIH3HPOBAHHOK
MEMIMHCKON TIOMOITH TI0 JICYCHHIO MALMEHTOB ACTCKOr0 BO3PacTa ¢ HEMpOOIacTOMOM
TPYIIIBI BBICOKOI'O PHCKA.

B coorsercTBuu ¢ 4. 15 cr. 37 ®@enepamsHoro 3akoHa o1 21.11.2011 No323-@3 «06
OCHOBAaX OXpaHbl 370pOBbA TrpakaaHn B Poccuiickoi  Deneparum», 1m. 6 Ilopsgka
Ha3HAYEHWs JIEKapCTBEHHBIX npemapatoB (yrB. Ilpmkasom Munsgpasa Poccum ot
14.01.2019 No 4n), npuka3za Munsapascoupassutasi P@ or 09.08.2005 r. No494 «O
HOPAJKE INPHMCHEHHSA JIEKAPCTBEHHBIX CPEACTB y OOMBHBIX 10 IKH3HEHHBIM
NOKA3aHUAM), HA3HAYEHHE W MPHUMEHEHHE TEKAPCTBEHHBIX MPETAPATOB, METHITHHCKHX
W3/IENTHA W CTENMATM3APOBAHHBIX TPOAYKTOB JIEYCOHOTO IHTAHHA, HE BXOJAMMX B



COOTBETCTBYIOIIHH CTAHAAPT MEIHLIMHCKOH TOMOIIH, JOMYCKAOTCS B CIIy4ae HATHYMSL
MEIMITHHCKUX TOKa3aHHH (HHIWBHIYaTbHONW HEMEPEHOCUMOCTH, I10 >KH3HEHHBIM
MOKA3aHUAM) II0 PELICHHIO BPa4eOHOH KOMHCCHH,

Jlexapctennbii mpemapar «Qarzibay (MHH: [{unyTykcumab Gera), npoM3BOAMTENH
EUSA Pharma, Humepnamusl sBISeTCS HE3aperHCTPUPOBAHHBIM JIEKAPCTBEHHBIM
CpencTBOM Ha Teppuropur Poccuiickoit Oenepatus, 3aperucTpUPOBaH Al IIPUMEHEHHS
Ha Teppuropuu EBpocorosa (permctparmonnoe yaoctosepenue EU/1/17/1191/001 ot
08.05.2017r.).

[Ipemapar  «Qarzibay (MHH: [lunyTykcuma® Oera) sBisiercs  sBsieTcs
PEKOMOHHAHTHBIM - MOHOKTOHATTBHBIM MBINIHHO-YEI0OBEYECKMM XHMEPHBIM aHTH-GD2-
cneupduynbiv IgGl  anATHTENOM, KOTOpPOE pacmosHaeT ueneBod antHren GD2,
SKCIIPCCCHPYEMBIH MPAKTHYECKH BCEMH KIICTKAMH HEHPOOIaCTOMBL.

IIporxo3 y mauneHToB ¢ HEHPOGNACTOMOI IPYNIbI BHICOKOIO PHCKA OCTAETCA KpaifHe
HeOIaronpUATHLIM, HECMOTPS HA HCIIONB30BAHHE COBPEMEHHBIX CXEM TepanmuH. B cBasu
C 3THM, BHEJPCHHE HOBBIX METONOB JICYECHHS SBIBIETCA YPE3BBMANHO BAKHBM, B
Ka4CCTBE JIOMOMHUTETBHOIO 3JIEMEHTAa MYJILTHMOJANBHOTO TIOAXO/a B JCUCHHH
NALMEHTOB C  HEHPOONACTOMOM  IPyNIBI . BBICOKOTO pHCKA  pacCMATPHUBAETCA
HCTIONb30BAHHE  HMMYHOTEpamuu  aHTH-GD2  MOHOKIIOHANHHBIMH - @HTHTEIAMH.
Hasnayenwe npemapata «Qarzibay (MHH: [umytykcumab 6era) B Kadecrtse
HMMYHOTEpPANuK 'y MALHMEHTOB ¢ HEHPOONACTOMOM TIPYIIIBI BEICOKOTO PHCKAa OBLIO
aCCOLIMMPOBAHO CO 3HAYMTE/IBHO JIyYNIMMH PE3yNbTaTAMH TEpPanHHd NALMEHTOB I10
CPaBHEHHIO 'CO CTAHAAPTHOM Tepanued. DTH JaHHBIE TOCTYXKHIH 0OJiee MMPOKOMY
BHEAPEHHI0 HMMYHOTCPANHK B . KAYECTBE MOCT-KOHCONHAAIMOHHON TEPAlMH -y
NAIHAEHTOB C HEMPOOIACTOMOH TPYMITEI BEICOKOTO PHCKA, JOCTHIIIMX XOPOLIETO OTBETA

Had HHAYKIHOHHYIO TEpPaIluio.

ANbTEPHATHBHBIE BAPHAHTHI JIEYEHHs HEHPOOIACTOMBI TPYIINIBI BHICOKOTO PHCKA, HE
BKIFOHAIOINE B Ce0s NMPHMEHEHHe AMHYTYKCHMa0a Oera, Tokasamu Golee HH3KYIO
3¢ PexTHBHOCTS.

Pemernue 0 Hasmauenuu mpemapara «Qarziba» (MHH: Junyrykcumab Gerta) mpumsTO
KOHCHIIMYMOM Bpau€d B COOTBETCTBHMHM ¢ NpHKa3oM Munsapascoupassutus PO or
09.08.2005 r. No494 «O mopsiike IPUMEHEHHS IEKAPCTBEHHEIX CPEACTB Y GONBHBIX 11O
KHU3HCHHBIM IIOKA3aHWAM» C IEMBK COXPAHEHHA H MOBBINIEHHS TMOJYYEHHOTO
TepanesTHIeCcKoro sbdexTa, a TAKKE YIYYIICHHS KAYeCTBA JKM3HM TALMEHTA, TOCTE
TOJIY4YEHHs HH()OPMHPOBAHHOTO COTTIACHSL.

Hasuauenue nexapcrennoro mpemapara «Qarziba»y (MHH: [TunyTykcuma6 Gera) 651mo
MHHIIHMPOBAHO B NeYe0HOM yupeKACHHH IA€ OOJBHOM TOMy9an WHIYKIMOHHYIO
TEPAaIHUIO WIH BBICOKOIO3HYIO Tepanuio U ayro-T1 CK.

Takum oGpasom, B cooTBercTBHH ¢ 4.15 ¢1.37 MemepansHoro 3akona or 21.11.2011



No0323-@3 «O6 ocHOBAaX OXpaHBI 3H0pPOBBS TPAKIAH B POCCHIICKON Deneparpm»,
npukasza Munsapasconpassutus P® or 09.08.2005 r. No494 «O MOPAJKE MIPUMEHEHHA
JICKAPCTBEHHBIX CPE/ICTB y OOJBHBIX 110 JKH3HCHHBIM IOKA3aHHAM», BPauCOHON
komuccHedn Q@I'BY «HMUL] ATOU - mm. Jimutpus Porauesay Munspgpasa Poccuwn
NPHHATO pPCIICHWE O HA3HAYCHUH (NPOMO/UKEHHH TEPalMH) MO0 KH3HEHHBIM
HOoKasaHWAMH nauueHTy bpychunpivy Kupwuty, 13.06.2019 r.p., nekapcTBEHHOTO
npenapata «Qarziba» (MHH: Hunyrtykcumab Gerta), mpomssogurens EUSA Pharma,
Hupepnauper m3 pacuera 10 mr/kB.M/cyr B TeueHue 10 mmeit (Bcero 5 kypcos).
Cymmapnas xypcosas nosa 100 mr/xe.M. Beero meobxomumo 13 (nakonoB (Ha 5

KYPCOB).

Obecnevenue naHenTa JIekapeTBEHHBIM penaparoM «Qarziba» (MHH: Tanaytykcumad
Oeta) OyZeT OCYIECTBNATECA B COOTBETCTBHH cO CT. 47 1 cr. 48 ®enepanbHOTO 3aKOHA
ot 12.04.2010 r. No61-®3 «O6 obpameHun IeKapcTBEHHBIX CPENCTBY, IIpaBunamu
BB03a JICKAPCTBCHHBIX CPEJICTB UL MEAMLMHCKOTO IIPHMEHEHHS Ha TEPPUTOPHIO
Poccuiickolt ®enepauumy, yTBepikaeHHse [10CTAHOBICHHEM ITpaButensctBa P® ot
29.09.2010 r. No771 (pex. or 28.12.2016), r.11.

Otvere W 3aMeHe Ha BOCTPOH3BENEHHBIE JIEKAPCTBEHHHIE CPENCTBA WIH GHOAHATOrH
npenapart «Qarzibay (MHH: unyTtykcumal 6eTa) He MOUICHKHT.
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