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BO3MOXHbI AATOPUTM AUATHOCTUKU
U NMPUHATUA PEWLEHUA Y MTAUUEHTOB C IH INPU HOD1

CooTBeTcTBUME ANarHoCTNYeCKnum

Kputepuam HO1 Tuna Mo paHHbIM:

+ [ucTonornyeckoro nccnefoBanms
+ [A/unn nHcTpymeHTanbHbIX MeTOL0B UCCNe0BaHNA
« Bontometpuyeckoii MPT c KoHTpacTupoBaHuem:

WUckniounTb apyrie rosioBbl ¥ Tena (oNTUManbHoO — BCero Tena)
Buab HO Hanunume MNH > gm

Hanuuue H-accounnpoBaHHbIX cAMATOMOB
Ha6niopgeHne B COOTBETCTBUM C BO3PacToOM €O CTOPOHDI NOPAKEHHbIX OPraHOB 1 TKaHe:

N KNNHNYeCKNMun npoAasBieHnamm « Bonegoii CMHApOM

« Hesponoruuecknii gepuumnt

« HapyweHusa gBuratensHoi dyHKLMN (OrpaHnyeHNe uanasoHa
JIBUPKEHUI, MbILLIEYHaA cnabocTb)

+ HapyLueHus co CTOPOHbI 0MOPHO-ABUraTeNbHOMO annapara
(nedopmavna no3BOHOUHNKA, fedeKTbl 1 AedopMaLma KocTeil,
naTonornyeckue nepenombl, AehopmaLma KOHeUHoCTeN)

BeccumnTomHas CumnTomaTnyecKkas PacctpolictBa dyHKLMN AbiXaHWA (Xpan, CUHAPOM HOYHOTO anHo3,

MNMH MH 00CTPYKLNA AbIXaTeNbHbIX NyTel)

HapyLueHus co cTopoHbl 0pbuTbI M 0praHoB 3peHus (6nedaponTos,

Kocornasie, 3k30¢Tanbm, notepa 3peHus)

- HapyLueHua co cTopoHbl 0praHoB cyxa (06CTpyKLMA CyX0BOr0

Ha6niopeHvie, KOHTPONb pa3BUTUSA KaHana, 1oTepA Cnyxa)

OC/IOXKHEHWN (B T.4. Manurinsauun) HapyLweHus co CTopoHbI cepaeyHO-COCYAUCTOM CUCTEMDbI
(cmaBneHue coCyA0B, aHEBPU3MbI Ha (OHE CAABNEHIA)

« HapyweHus co ctopoHbl KT (o6cTpyKuuna nuwiesoga, 06cTpyKuma

KULLIEYHWK], XXeNyA0YHO-KMLLEYHOE KPOBOTeYeHMe, Anapes)

HapyLweHua co cTopoHbl MOUEBbIBOAALLEN CUCTEMDbI

(06CTpyKLMA MOYEBBIBOAALLMX NyTel)

Kocmetuueckme nedekTol (06e306pakuBanue, fedopmauysa nuua)

OueHKa CMMNTOMOB, )
CBA3aHHbIX ¢ Hanuuunem MH

OueHka onepa6enbHoOCT e > Heonepab6enbHbie [H xapakTepusyiorca:

+ BblcoKoil BepoATHOCTbI0 NOBPEXAEHNA HEPBOB

NN COCYANCTO-HEPBHbIX NYYKOB

BblcoKoii CTeneHbto MHPUALTPALMN OKPYKaIoLLMX TKaHeil

Juddy3HbiM pocTom 1 Fy60K0iA SoKanu3aumeii

BepoATHOCTbI0 BoBNIEUeHNA B MOCNe0nepaLMoHHblii pybed

PAZOM PacnosoKeHHbIX XM3HEHHO BaXHbIX 06pa30BaHMuil

Bbicokoil BepoATHOCTbI0 pewnansa

« HeB03MOXHOCTbI0 pafnKainbHoro yaanexus MH

[oBbILLIEHHOIT KPOBOTOUNBOCTbIO 1 BbICOKIM PUCKOM KPOBOTEUEHNIA

B NMOC/e0NepaLMoHHOM Nnepuoge

lpeanonaraembim Kaneyallym XapakTepom BMeLLaTeNbCTBa

« Hanuunem Kocmetinueckmx aedektos (06e306paxmuBaHns,
LedbopmaLyn N1La) B COYETAHNN C BbILLEYKa3aHHbIMM

Onepab6enbHas NMH Heonepa6enbHas MH

Xupypruyeckas pesekuyus NH

Ha6niogeHne, KOHTpONb

. XapaKTepucTkamn
pPa3sBUTUA OCNIOXKHEHUIA
" peunamnBa/nporpeccupoBaHmns
3aboneBaHuA, ManurHU3aLun Kputepuu Ha3HaueHus cenymeTuHn6a naunentam ¢ lH npu HO1:

1. Hannune nnekcudopmHbix Heiipodubpom
C CUMNTOMATUYECKUM TeYeHnem
2. HeonepabenbHoe coctosiHune

PewweHne Bonpoca o Tepanun . = >
3. Bo3pact nauueHra ot 3 net fio 18 net

cenymeTnHu6om

Onpepenenue mytauuii B reHe NF1 (kpoBb)

MoareepxpeHne mytaumn B reHe NF1 1. Metonom cexsenmposatua AHK
ansa o6ecneueHna Gougom «Kpyr Jobpa» 2. Merogom MLPA
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Kocenyro® (cesiymeTuHu6) — nepBbiii 1 e AMHCTBEHHbIMH
3aperucTpupoBaHHbIW TapreTHbli npenapar ANA NeYeHus
CUMNTOMATHYECKUX'HeonepaodenbHbIX MNAEKCUPOPMHBIX
Helpodnopom y aetel B BO3pacie OT 3 JIET U cTaplue

¢ HeiipodnbpomaTosom 1 Tuna'

¢ %

o

N - MEHBIE 77 % BOABIIE | |

Koceayro : : V- Ry .
(cenymeTHui6) OﬁbeM : { b KQJMO)KHOO ey

66% NaLUMEHTOB OCTUINN YMEHbLUEHNA 06beMa onyxonm Ha =20%*

1. IHCTPYKUMA NO MeANLIMHCKOMY NPUMEHEHMIO NNeKapcTBeHHoro npenapata Kocenyro® (MHH: cenymetHn6) J1M-007563 ot 01.11.2021 ¢

KOCENYroe. KPATKAA UHCTPYKUUA NO MEAULMHCKOMY MPUMEHEHUIO. PernctpauuoHHbiii Homep: JIM - 007563 ot 01.11.2021. ToproBoe HaumeHoBaHue: Kocenyro®. MexayHapogHoe
cenymetnHu6. JlekapcrBeHHaa ¢op Kancynbl. ® Kas rpynmna: npoTvBOOMyX0ofieBoe CPeAcTBO — NpoTenHKnHasbl uHrméutop. Kop ATX:
LO1EEO4. Moka3aHuA K npMMeHeHuI0. B kauecTBe MOHOTEPanuM Ans eyYeHns CUMMTOMATUYECKUX, HeorepabenbHbIX MaekcndopmHbix Herpodubpom (MH) y naumeHToB AeTCKoro Bo3pacTa oT 3 JIeT v cTapLue
¢ Hellpopmbpomatozom 1 Tuna (HO1). MpoTnBonokasaHusA. MoBbilleHHas YyBCTBUTENbHOCTb K CElyMETUHUGY UM BCMOMOraTe/bHbIM BELeCTBaM, BXOAALMM B COCTaB npenapara. Hapylwerue $yHKumn
neyeHm TAXENON cteneHun. bepemeHHOCTb. [leTckuii Bo3pacT Ao 3 fieT (6e30nacHoCTb 1 3GGEKTUBHOCTb He ycTaHoB/EHb!). CNoco6 npumeHeHuA 1 403bl. PekomeHayemasn fjo3a cocTaBnsaeT 25 Mr/m? nnowaau
nosepxHocTu Tena (MMT) gBa pasa B CyTKu (MprbAM3nTENbHO Kaxable 12 u), 41A npuema BHYTpb. [lo3a noa6upaeTca nHavBnayanbHo Ha ocHose MINT (Mr/m?) n okpyrnaeTca Ao 6nKaiilien AOCTUKMMON A03bl
5 Mr uamn 10 Mr (0 MaKcUManbHOM OAHOKPaTHOW 03bl 50 Mr). [lns nonyyeHna HeobXxoarMoN A03bl MOXHO KOMBMHMPOBATL Kancysbl npenapata Kocenyro pasHoi A031poBKu. Tepanuio cnepyeT NpoaokaTh,
noKa HabnlofaeTca KMHUYeCKan nosib3a, Uiu 1o nporpeccruposanua MH unmn passuTua Henpruemnemon TOKCUYHOCTU. [laHHble O NaLmeHTax cTaplue 18 feT orpaHuyeHbl, No3ToMy NPOAOIKEHVe Tepanum Npu
[OCTVXKEHW B3POC/IOTO BO3PAacTa [JO/KHO OCHOBbIBATbCA Ha OLIEHKE BPaiOM COOTHOLLEHWA MOMb3bl 1 PUCKOB Y KOHKPETHOTO MauveHTa. Mponyck npuema Ao3sbl npenaparta. [pu nponycke nprema
npenapata Kocenyro o3y ciieayeT NPUHATL TONbKO B TOM Cllyyae, eCnvi 10 ClleflytoLLero 3aniaHMpoBaHHOTO Npuema npenaparta octanock 6onee 6 4. Koppekuma gosbl. B 3aBUCUMOCTY OT UHAVBWAYaNbHO
NepeHOCUMOCTU 1 6e30MacHOCTM NpenapaTa MOXeT MoTPe6oBaTbCA NPUOCTAHOBKa Tepanun W/ CHIKEHVE A03bl, N NpeKpalleHe Tepanumn cenymeTuHM6om (cM. pasaensl «MobouHoe aeicTerie» n
«Ocobble ykasaHus» MonHoro BapuaHta VHcTpykuun). NMo6ouHoe peiicteue. Mpodunb GesonacHocTh. Mpodunb Ge3onacHOCTN MOHOTEPaNUN CeNyMeTUHUGOM Y MaLMEeHTOB AeTckoro Bospacta ¢ HOD1 ¢
HeonepabenbHbiMy TMH 6bin ycTaHOBNEH MO A oLieHKN obbes| oVl NoNyNALMN ANA aHanm3a 6e30MacHOCTH, COCTOALLEN 13 74 NaLMeHTOB eTCKOro Bo3pacTa. STOT My/l NaUMeHToB BKoyan 50
nauveHToB B cTpate 1 nccnepgosanus Il gasbl SPRINT, nonyuyasLumx cenymeTHmG B fo3e 25 Mr/m2 ABa pasa B CyTKu (Habop AaHHbIX OCHOBHOTO UCCNEA0BaHUA), 1 24 NaumeHTa B nccienoBaHmm | ¢asbl SPRINT,
roy4aBLIMX CenyMeTUHUG B Ao3e oT 20 ao 30 Mr/m? ABa pasa B CyTKM (MccnefoBaHvie No nog6opy A03bl). KNMHMYeckn 3Hauumblx pasnuumii npoduna 6esonacHocTv B uccnegosany | gpasbl SPRINT u ctpate 1
vccnegosanua Il dasbl SPRINT He 6bino BbiABneHo. Hanbonee YacTbiMn HexenaTebHbIMU peakunamMy loboi CTeNeHn TAXECTU (YacToTa = 45%) 6binn pBoTa (82%), cbinb (80%), NOBbILLEHWE aKTUBHOCTH
KpeaTuHHOCPOKINHA3bI B KpOBY (76%), Anapes (77%), TowHoTa (73%), acTeHnueckue asneHns (59%), CyxocTb Koxu (58%), nuxopagka (57%), akHedpopmHas cbinb (54%), rinoansbymrHemus (50%), NoBbilweHvie
AKTUBHOCTY acnapTatammHoTpaHcdepasbl (50%) 1 napoHuxma (45%). MpruoctaHoBKa Tepanumn 1 CHUXKEHVE 103bl 13-3a Pa3BUTUA HeXenaTeNbHbIX ABIeHWNIA 6bln 3aperncTpupoBaHbl y 78% 1 32% naumeHToB
COOTBETCTBEHHO. Havnbonee YacTbiMn HabKk A peakuyAMY, NPUBOAVBLLVIMUA K U3MEHEHWIO A03bl CeNYMETHHMOa (MPUOCTaHOBKE TePanum Un CHKEHNIO A03bl), Gbinn pBoTa (26%),
napoHuxus (16%), amapen (15%) v TowHota (11%). Y 12% nauveHToB Tepanus Obina NpekpalleHa n3-3a PasBuTuA HeXenatenbHbIX sBneHunit: auapes (3%), aHemun (3%), nuxopagka (3%), nosbiweHve
aKTUBHOCTN KpeaTUHHOCPHOKMHa3bl B KPOBY (3%), NOBbILIEHVE KOHLIEHTPaUMK KpeaTuHHa B KpoBu (1%). ®opma Bbinycka. Kancynbl, 10 Mr, 25 mr. Ycnosua xpaHeHus. [py Temnepatype He Bbiwe 30°C, B
OpUriHanbHOM GpakoHe ANs 3aLuTbl OT Baru 1 ceeTa. CpoK roagHocTu. 3 rofja. He NpUMEHATb MO UCTEUEHNM CPpOKa rogHOCTY. YenoBua otnycka. OTnyckaloT no peuenTy. Mepea HasHayeHnem npenaparta
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Martepwian npefiHasHaueH Ans CNeLnanvcToB 3paBoOXPaHEHNA.
Ecnm Bam €Tano 13BeCTHO O HexkenaTeNbHOWM peakuym Npu UCMosb3oBaHWK IeKapCTBEHHOrO Npenapata «AcTpa3eHeka, NoxanyicTa, cooblmTe 3Ty MHGOPMaLMIO B MEAULIMHCKWIA OTAeN KOMNaHuu. Bbl
MOXETe HanmcaTb HaMm Mo 3eKTPOHHOM nouTe Safety.Russia@astrazeneca.com, 3anonHuTL Be6-popmy https://aereporting.astrazeneca.com unu cA3aTbCA C HamMu Mo TenedoHy 8 (495) 799-56-99, f06. 2580
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