1797, . e, ya, Cowepu Mawemd, & |

1LY "L 17 OR ww. fwaipma Poravees’ ‘ 3
Upvrepzea l2iten L b
Aee wrgrm s e pevies @ pastimd A7 | i

J_Dl d__\.
Ten: (35) 7876570 ‘

-

fr=ar| o

MITHICTEPCTRO PIPAROOXPATENNSA PGECHTICKON @EEPALINN
eacpaniiioe rocyfaperacinioe Guuierioe yupesuicie
HATHOMAALILHL MEJAMIIHCKI NCZABAOBATEALCKI nEnTe
JNETCRON FEMATOAOIIN, ONKOJOCIN 1 HMMYHOJ0THN
HMENN JUMUTPHS FOFAMEDA
(@TRY « IMILL JACON ns. Juirpis Perasenan Minoapana Pocenn)

/7. 24 Mﬂ,/ Ne R ¥

Mockna
Koncunnym npasieh
(ammka3 OTBY « HMULL JIFOH mm, Jimurpua Forasicsa» Munaapasa Foccun
Ne 247/19 ot «27» pexaGpa 2019 ronaa;
Hacroauwmil koncunnysm yraepicacit na saceaatui noAKOMHCCHH Mo
PALONANEIONMY Via3HauCHINO NekapeTaennsix cpeacte 11 sitsaps 2021 roaa)

No MB 2020/9043 KONECH I EHKO APTEM AJEKCAHAPOBHY
Hata poxgi. 13.07.2017 (3 r.) Otpzitenne kmunsieckoli onkononm

Muarnos: HefipoGnactoma npasora naanoveqinka 4 craua no INSS, M crayua ns
INGRSS (meTacTaminieckoe mopaxetie nevciit, 3aGprounimex auMcpaTHieckux yanoo.
KocTiloro mMoara, Markix Teaneii pjiens VII o VI mesxpeGepuii cnpana, kocteii uepena),
asmmncpukawss MYCN u penewn 1p, 11q- necarusnan. Tepanua no nporokony NB-2004
IS nAUMENTOB TPYNNL  peicokoro pueka ¢ 16.07.20 r.  Jlanapockomuyeckas
anpenanakromita cipasa or 20.16.20 r. ITonustit orer.

U  mnactosmuce DpEMA  BC YTDCPANCH CAMHBIA  CTAIJIPT  CRCUMANHINPOGANOI
MeEmNcKoli noMOout 10 JIEUCHHIO NALMCHTOD JIETCKOMe Bo3pacTa ¢ neiipabuacromoit
PNt BLICOKOrO PHCKA.

B cooreercimim € ‘. 15 er. 37 depepansioro sakona o1 24,11.2011 Ne323-03 «06
QLyopax OXpanul jlopoatt rpaxnan o Pocemiicxull depepawpmr, no 6 Topwixa
nasmavenns  nexapersennuix - epenaparon  (yro. Tipukazom Mumuypasa Poccri or
14,01.2019 No 4n), npukaza Munapancoupasmsrus Pd or 09.08.2005 r. No494 «O
NOPAJKE NMPHMENEHIA NEKAPCTOEINAX CPEACTE ¥ GOALNLIX N0 FKIINCHILIM NOKAIAIMAM=,
nasuatenne M NpHMElelNG  ACKOPSTOCINILIY | PCHApaTOn, ME/IUMCKnX anenuit
CHCUMAMMINPODANNILIX  NPOJYKTOS | JIEUeSHOr0  nmuranms, e DXOJAUMX &
cootneTcTnyioutil cTamapT MeaHEINCKOl oMoup, JIONYCKAIOTCA B CAYYAe HaAMYIL
MEMIPIICKNX  mokasammii  (luiniayansieh NENEPENOCHMOCTI, 10 3KIINCHNLIM
noxasanuam) no peennto npavebitoit Kommuecin,

Jlexapcroennstiit npenapar «Qarzibas (MHH: [YmyrykcumaG Gera), npousvojutsens
EUSA Pharma, Hupepnariss  sinnsercsi  NE3Sp2rucTpupoBAILIM - JIEKAPCTOCHILIM
cocreToom ta Teppirtopitis Pocculickoli ejiepawin, sanerucTpiponan st npliveneins
na reppuropint Enpocoiosa (permctpaumonnoe ypocrosepenme EU/MN/17/1191/001 or

08.05.2017r.).
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MOHONACHALILYILIM | MLILMHO-HeNIopeHeCKHM  XHMCPHLIM anrii-CDZ-cnciyidpirmeiv 1gG1
anTimenod, Kotopoe pacnosnact uencsoit  awmirei  GD2, akenprecupyemsi
TPAKTHUCCKI BOCMH KNETKAMI: 3:efipobnacToMbl.

Tpornoa y naumenTon C neiipoGiiacToMOl TpYiNbl BLICOKOrO PHCKA OCTacTCA Kp2iiue
1eGnAroNpUATHLIM, HECMOTPA HA HCRONLIOBAKIC COBPEMCHIILIX CXCM TCPAMIH. B cessinc
ITHM, BHEJIPCHHE HOBLIX METOJIOD NSHCHHA ARIACTCS ypeapsMaiino pukimam. B kavechw
MIONOANKTEALIOND JNCMEHTA MYALTUMOJIANSHON0 NOJIXOfA B ACHCHHM MAUHCHTOB C
neiipoGnactomoit  rpynnut  BLICOXOrO  PHCKA  pacCMATPHBACTCA  HCNONLIOBAHIC
inmmysorepaniit anti-GD2  monoxronanthLiai  ANTHTENAMI. Hawauenne npenapata
«Qarziba» (MHH: umytykcnma® Gera) B KauecTse HMMYHOTCpaNHH y naunenTos c
nclipobnactomoit rpynnst puicokoro pucka OLuI0 ACCOLMIPOBAHO €O IHANUNTCALHO
AYMUWIMI PEIYNLTATAMY TEPAILiHY MALUHEHTOB 110 CHABNEHINO CO CTAHAAPTHOIN TCRaRHEit,
1 lANHBIE NOCAYXAUTH GOACE LWHPOKOMY BHEJIPCHIIG MMMYHOTEPAMIH B KAYECTUS NocT-
KOHCOAHAAUMOHHOM Teparin ¥ nawpenTos ¢ nefipobnactomoii rpynnil BLICGXUTO pHEKa,
NOCTHIUMX XOPOLIENO OTBETA HA MIYTYKLMOHNYIO TEPANiIo.

AnvTepnaTiniiiie  papiantsl nevenua uefipobnactoMsl rpynnul BLICOXATO pHCKA, He
BEONMARSAmeE 8 cela yoMMEHEHIE mnryrynclmaﬁa OcTa, NOKaslit Conee HH3KYI0
sdxpexTHBHOCTD,

Mepen wavanom npumencuns  nexapetoemicro npemapata  «Qarziba»  (MHH:
IymyTyxcumaG Gera) newauysi spay B moctyitioit popme nponuchopmupyer naupeiia/
ero sakonnoro npescrasimens Konzcnivenko A.E. o pannosm nekapcTsenioM npenapase,
npirmax  wasmauennst, o6 oxmpzaemoli 2thdpexrmmnocTn mpemnaracmoit  Tepamist,
CTCMCHN PHCKA JINA MAWMEHTA, A TAOKE © AcficTBAX B CAyHac HENPC/ABHICHHEIX
athhexToB BAMAHKA NEKAPCTBEHHOID CPEJICTRA Ha cocToAnme Joposss peGenka. IMocie
noayueHHa micLMeHHoro  JicOposonsicro mndropMitpoBanioro cornaci
NAeHTA/3aK0NHOr0 NMPEACTABNTENS NauMenTs, nekapereennsii npenapar «Qarziban
(MHH: HumytykcumaG Gera). npomspomurest, EUSA Pharma, Hupepnawma Cyjer
naanaven nagtenty Konecrisvenko Apremy Asiexcamposnuy, 13.07.2017 r.p., 3
paciera 10 mr/m2/cymku (Kypcosan nosa 100 mr/w2), nyTs peepenna B/echHO mof
KoHTronem spaya junrresisio. Kommectno kypeos - 5. Komuectso ¢hnaxonon - 15.

OGecnevenys naweei<a nekaperoennui npenaparom «Qarziba (MEH. dunyTykcimat
GeTa) SyfleT OCYIECTBIATECA B COOTBETCTRBHM CO CT. 47 ii cT. 48 dejiepainiioro 3aKona
v 12.04.2010 r. No61-3 «0G obpatuenmi aeKapeTuenuuix cpeactn», [Ipaninasst npo3a
NICKAPCTBEHHLIX CPEJICTE JUIA MOUILMACKOrO MPEMEHCHUA HA TeppiTopino Poccstekoil
denepawni», yroepaucimbie Iocranosnenmesc [pasurenserna PP or 29.09.2015 r.
No771 (pen. or 28.12.2016), n.11.

Jaunoe pewcnne NPHIATO KOMNETUAALIO 1 BCTYNAST B CIUTY € MOMEHTA NOANMCANAS
noGposonLHoro unchopmupoBaRiOro  corpacHs naupenrom/ero 3AKOHHE! Y
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