COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 08.12.2025 N= 30387

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEMAPATA “0%)

1. HAUMEHOBAHHUE JJEKAPCTBEHHOI'O IIPEITAPATA
Kcomap, 75 mr/0,5 mut, pacTBOp IS IOJKOKHOTO BBEICHHUS

Kcomap, 150 Mr/1 mu1, pacTBOp Jy1sl TIOJIKOKHOT'O BBEICHHS

2. KAUECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB

2.1. O0uree onucanue

OMaJII/I3yMa6 ABJIICTCA TYMAHU3HUPOBAHHBIM MOHOKJIOHAJIbHBIM AHTUTCIIOM, NOJYYCHHBIM Ha
ocHoBe pexomOmHaHTHON JIHK, cenektuBHO cBsizpiBarommmcs ¢ ummyHorooymuaom E (IgE).
Omanuzyma0d mnpencraBisger coboit IgGl kamma aHTUTENO, CoOAEpKaliee YeIOBEYECKYIO
CTPYKTYPHYIO OCHOBY C OIIPEIEIIAIOIINMY KOMILUIEMEHTAPHOCTS YYaCTKaMH MBIIIHHOTO AaHTUTENA,

cBs3bIBarOIUMH IgE.

2.2. KayecTBeHHBLIM M KOJHMYECTBEHHLIH COCTAB
JlelicTByto11I€€ BEIIECTBO: OMATN3yMao.

Kcomnap, 75 mr/0.5 M1, pacTBOD Ul IOAKOXKHOT'O BBEJICHUS

1 mpenBapHUTENbHO 3aMOTHEHHBIN MITIPUIL CONEPXKUT 75 Mr omanu3ymada B 0,5 mit pactBopa Juis
MOJIKOYKHOTO BBEJICHUS.

Kcomnap, 150 Mr/mi, pacTBOp IS ITOIKOKHOI'O BBEICHUS

| mpeaBapUTENHHO 3aMOIHEHHBIN mIpuIl coaepxut 150 Mr omanu3zymaba B 1 M pacTBopa Juis
MOJIKOYKHOTO BBEJICHUS.

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEUIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBOp AJ1s1 NOAKOXKHOTO BBEAECHUS.
[Ipo3paynbiii UM cllabo ONaeCHUPYIOMUKA PacTBOP OT OECIBETHOTO J0 CBETIO-KOPHYHEBATO-

JKEJITOro OBETa.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3zaHusi K IPUMEHECHHUIO
[Ipenapat Kconap nokasan kK NpuMEHEHUIO IS
e JleueHus MEpPCUCTHUPYIONICH aTONMUUYECKOW OpPOHXHATBLHOM acTMBI CPEAHETSHKEIIOro W
TSKEJIOr0 TEUEHUS, CUMIITOMBI KOTOPOH HEOCTATOYHO KOHTPOJUPYIOTCS IPUMEHEHNUEM
MHTAJISIIUOHHBIX [NIIOKOKOPTUKOCTEPOUIOB Y MAIIUEHTOB 6 JIET U CcTapllie.
e JleueHuss XpOHMYECKOW CIIOHTAHHOHM (MIMOINATUYECKON) KPANmUBHHUIIBI, PE3UCTEHTHON K

Tepanuu OiokaropamMu H1-rucTaMrHOBBIX pELIEITOPOB, Y AIMEHTOB 12 JIET U cTapiie.
1
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e JleyeHns CE30HHOIO M KPYIVIOTOJWYHOIIQ anneomquKoEr’(—Sl' I/IHI/IT% Ipy HEA0CTd TO‘{HOI/I

3 PEeKTUBHOCTH MPEIIISCTBYIOICH Tepaluy y arueHToB 12 JeT u crapiie.
e JleyeHMs TONMUIO3a HOCAa TMPH  HEAOCTATOUYHOW  APPEKTUBHOCTH  TEpaNUH

MHTpPaHa3aJIbHBIMU TIIOKOKOPTUKOCTEPOHIaMH y MallMeHTOB 18 neT u crapiue.

4.2. PexxuM 103MPOBaHMS M CTIOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

Amonuueckas 6poOHXUANbHASL acmMAa, ANIEP2UYeCcKUll pPUHUM U NOIUNO3 HOCA

Jo3upoBanue mpemapara IS JICUCHHUsS] aTONMHU4YecKod OponxuanbHOM acTMmbl  (BA),
amieprudeckoro punuta (AP) m monumosa Hoca ompeaensercs Mo eIuHOoMy npuHiumny. o3y
npermapata Kcomap W NEepUOJUYHOCTH BBEACHUS ONPEACISIOT HAa OCHOBAHHHM HWCXOIHOU
koHuentpanuu IgE (ME/min), namepeHHo# 10 Havasia JIeYeHHUsI COOTBETCTBYIOIIETO 3a00JIeBaHNs,
a Tak)Ke Macchl Tena (Kr).

B 3aBucumocTu ot ucxonnoi konuentpaun IgE (ME/Mir) 1 Maccsl Tena (Kr), pekoMeHayemast
no3a mpenapara cocraisieT oT 75 1o 600 mr 1 pa3 B 2 wiu 4 Henenu (cm. Tadi. 3 u 4). [Ipenapar
Kconap He cnenyeT npuMeHsTh y TAlUEHTOB C UCXOIHOM KoHIeHTpauuei IgE u maccoii Tena, He
COOTBETCTBYIOIIUX MPUBEIACHHBIM B Ta0yuIle IO MO00pY peknMa no3upoBanus. Onpenenenue
KOJIMYECTBA IITIPUIIEB, HBEKINI 1 o0mmmii 00beM pacTBopa mpemapaTta Kconap B 3aBucuMocTH
OT JI03BI CM. B Ta0mwiie 1.

Taoauua 1. KosimyecTBo npea3anojiHeHHbIX MINPHULEB, KOJNYECTBO HHbEKIUI U 001l 00beM
pacTBopa npenapara B 3aBUCHMOCTH OT /103bI

KonuuecTBo mmpuries
Ho3za (mr) 75 mr/ 150 var-/ KonmdecTBo MHBEKITHIA OO01muii 00beM pacTBOpa (M)
0,5 M 1,0 M
75 1 0 1 0,5
150 0 1 1 1,0
225 1 1 2 1,5
300 0 2 2 2,0
375 1 2 3 2,5
450 0 3 3 3,0
525 1 3 4 3,5
600 0 4 4 4,0

HpO()OﬂJfCMWl@JZbHOCWlb JNeYeHUsA, MOHUMOPUHS U KOPPEKUUA 003bl

Ho3y npenapara Kconap ciieqyer KoppeKTUpOBATh MPY 3HAYUTEIbHBIX H3MEHEHUSIX MACCHI TeJa.

CxeMmsbl onpeieneHust 1036l CM. B Tabumnax 2 u 3.
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Tabauua 2. Pacuer no3sl npenapara Kcoaap

4 Hepeau

Macca Tena (kr)
Wcxonnas
ormenTpamus IgE| >20-25% [>25-30% >30-40 [>40-50 | >50-60 | >60-70 | >70-80 | >80-90 | >90-125 >125-150
(ME/mm)
>30-100 75 75 75 150 150 150 150 150 300 300
>100-200 150 150 150 | 300 300 300 300 300 450 600
>200-300 150 150 | 225 | 300 300 450 450 450 600
>300-400 225 225 | 300 | 450 450 450 600
>400-500 225 300 | 450 | 450 600
>500-600 300 300 | 450 | 600
>600-700 300 - 450 | 600

* B paMKax MOPOBCACHHLIX KIMHUYCCKUX HCCIICIOBAHUIN (KI/I) 0 TMOKa3aHUI0 «IIOJIUIIO3 HOCa» IMPUMCHCHUEC
npernapara y nalju€HToB € maccoit tena Huxe 30 Kr He HU3y4ajioChb.

Tab6aunna 3. Pacuer no3bl npenaparta Kcosnap (Mr) ais n/k BBeleHUus Kax/able 2 HelAeu

Macca tena (kr)

Hcxonnas 5.
KOHIIeHTpanwms |>20-25%* 30+ >30-40 | >40-50 |>50-60| >60-70
IgE (ME/mn)

>30-100
>100-200
>200-300
>300-400
>400-500
>500-600

>600-700 225

>700-800 225 225 300 375
>800-900 225 225 300 375
>900-1000 225 300 375 450

>1000-1100 225 300 | 375 450
>1100-1200 300 | 300 | 450 525
>1200-1300 300 375 450 525

>125- >150-

>70-80 [>80-90| >90-125
150 200%*

225
375
525

* B pamkax npoBegeHHbIX KU 1o moka3aHuIo «I0JIMII03 HOca» IPUMEHEHHE Iperapara y NalueHToB ¢ Maccoil Tena
ke 30 kT 1 BeIe 150 KT He U3y4anock.

>1300-1500 300 375 525 600

[Tpu npumenennu npenapata Kconap npu aronnueckoit BA B Teuenue nepBbix 16 Henenb B Xoe
KJIIMHUYECKUX HCCIeI0OBaHUI HAOMI0AaNoCh YMEHBIICHUE YacTOThl pa3BUTHS oOocTpeHuil BA,
CHIJKEHHE YUCIIa CIy4aeB MPUMEHEHUSI HEOTIOXKHON Tepanuy, a TAK)KE yJIydlIeHHe CUMIITOMOB
3aboneBanusa. OueHky >¢dekTuBHOCTH Tepanuu mpenapatom Kcomap ciemyer mpoBOIUTH IO

OpomcCTBUU MUHUMYM 12 HCACIIb JICUCHUS IpCIapaToOM.
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IIpu npumenenun npenaparta Kcosap B xozae k I/IHI/I‘ICC]I(_II/I)_( h@ér@&d%axﬁﬂﬁﬁém nrrc;z-e-Hoca

MOJIOKUTEIbHBIE U3MEHEHHUS MO LIKAJIe SHJOCKOMMUYECKOM OLICHKH Ha3aJIbHBIX MOJIUIOB U ILIKaJIe
OIICHKH 3JI0)KCHHOCTH HOCa Ha0JII0IaNCh yxke Ha 4-if Hepene Tepanuu. CleayeTr nepuondecKu
MOBTOPHO OLIEHHWBAaTh HEOOXOAMMOCTH MPOJOJDKEHHUS TEepaluy MpernapaToM B 3aBUCUMOCTU OT
TSOKECTH 3a00JIeBaHUSI MTAllUEHTA U YPOBHS KOHTPOJISI CUMIITOMOB.

[Ipenapar Kcomap mpenHa3HaueH Al ATUTENBLHON Tepamuu OpoHXHATbHOW acTMbl. OTMeHA
npenapara, Kak M[pPaBWIO, NPUBOAUT K BOCCTAHOBJICHUIO TOBBIIICHHONW KOHIICHTPALUU
cBoOosiHOTO IgE 1 pa3BUTHIO COOTBETCTBYIOIIMX CUMITTOMOB.

[Ipu neyenuu nanueHToB ¢ ce30HHBIM AP mpuem npenapara Kconap pekomMeHayeTcss HAaYMHATh
cpa3y mociie MOsIBJICHUSI CHMIITOMOB B CE€30H IMbUICHHUS.

Konnentpanus obmiero IgE Bo3pacTaeT B Xoae JeUeHUS M OCTAeTCS MOBBIIICHHONW B TEUCHHE
OJIHOTO T'0J1a TIOCJIE TIPEKpaIIeHUs Tepanuu. Takum oopa3om, KoHIeHTpanus IgE mpu moBTopHOM
onpezaeneHuu Ha (oHe Tepanuu mnpernapatom Kcomap He MOXET CIIy)XUTb OPUEHTUPOM MJIst
nonbopa o3sl mpenapata. s moadopa 1036l Ipernapara mociae MPUOCTaHOBICHUS JICUSHHUS Ha
nepuoja MeHee 1 roga ciemyer OpUEHTHPOBAThCS HAa KOHLEHTpanuio IgE B chIBOpoTKEe KpoOBH,
YCTaHOBJICHHYIO /10 BBEJICHHS HAYAJIbHOM J03bI IIpenapara.

Ecnu neuenue npenapatom Kcomap Obuto mpuocTtaHoBiieHO Ha 1 ron uimu Oosee, it mogdopa
no3bl penapata Kconap cienyer moBTOpHO onpeenTh KOHIIeHTpalnio IgE B ChIBOPOTKE KPOBH.
Xponuueckas cnonmanuas (uOuonamuieckas) KpanueHuya

Pexomenayemas nosa mpenapara Kcomap cocrarmsier 300 mMr kaxaple 4 Henenud B BHIE T/K
UHBEKIMHU. Jledamemy Bpady cieqyeT NMepUOJUYECKH MOBTOPHO OLIEHMBAaTh HEOOXOJMMOCTH
MIPOJIOJKEHUSI TEPAIIiU MTPENapaToM.

OnBIT ATUTENHHOTO TPUMEHEHUSI oMann3ymMalda B KIIMHHYECKUX MCCIICIOBAHUSAX Y MAIUEHTOB C
XPOHUYECKOU CITOHTAaHHOM (nauonatuyeckoi) kpanuBHuiiei (XCK) orpanndeH.

Oco0nIe I'pynIbl DTanMEHTOB

Tlayuenmul nodcunozo eospacma
NMmeeTcs orpaHrueHHBIN ONBIT IpUMeHeHUs npenapaTta Kconap y manneHToB Bo3zpacta 65 JeT u
6onee. OIHAKO JaHHBIX, CBUAETEILCTBYIOMIUX O HEOOXOAMMOCTH KOPPEKIIUU J103bI Mpernapara y
MAIMEHTOB 3TOTO BO3pacTa, HeT.

CTU
Amonuyeckasn Opouxuanvras acmma
Pexxum no3upoBaHus y JI€Tel W MOJPOCTKOB B Bo3pacTe 6 JIET M CTaplle HE OTIWYAETCS OT
TaKOBOTO Y B3POCIIbIX.

AﬂﬂepZuQQCKuIz pPurRuUm u XxpoHudeckasi CHOKmaHHAasl (uduonamuqeacaﬂ) KpanueHuya
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Pexxum no3upoBaHus y MOAPOCTKOB B Bo3pacTe 12 jieT W&@M%ﬂﬁﬁk% [E) ?d;%;)g:ol.'ro y

B3POCIIBIX.

[Ipenapat Kconap npoTuBomoka3ad K MPUMEHEHHIO Y MAIMEHTOB ¢ aronudeckoid BA B Bo3pacre
1o 6 ner, y manuentoB ¢ XCK u AP B Bo3pacte 10 12 €T v y manMeHToB ¢ MOJIMIO030M HOCa B
Bo3pacTte 70 18 7jeT B CBsI3W C OTCYTCTBHEM JaHHBIX MO A()QPeKTHBHOCTH W 0€30MacHOCTH
(cMm. paznmen 4.3.).

Cnooco0 rnpuMeHeHus

TonbKO 11 TOAKOYKHOTO BBE/ICHUSI.

[Ipenapat HEIb3s1 BBOAUTH BHYTPUBEHHO HIIM BHYTPUMBIIICYHO.

Jlo3s1 60nee 150 Mr qomKHBI OBITH BBEJICHBI B pa3HbIC (1Ba WU Ooiee) MecTa Uik UHBEKIIUH.
[laneHThl, y KOTOPBIX OTCYTCTBYIOT aHA(UIAKTHUECKUE pEaKIUH B aHaMHe3e, MOTYT
CaMOCTOSITENILHO (MJIM C TOMOIIBIO JIMIIA, OCYIICCTBIISIONIETO yXOJ 3a MAI[MEHTOM) BBOIHTH
npenapat Kcomap HaunHas ¢ 4-il 1036l U J1aniee, B Cly4ae €CJu JieHalluid Bpayd PEIIuT, 4To 3TO
nenecooOpasHo (cM. paznen 4.4.). [TanueHT wim 4yenoBekK, OCYIIECTBISIONINNA YXO/ 3a MAIUeHTOM,
JOJKEH OBITh 00YYEH MPaBUIILHONM TEXHUKE MHBEKIIUU, a TAK)KE ObITh CHOCOOHBIMH PACIIO3HATH
paHHHE TPU3HAKNA U CHMIITOMBI CEPhE3HBIX AJUIEPTUICCKUX PEAKITHIA.

[ToapoOHas HHCTPYKIHS TI0 UCIIOH30BAHUIO MPEIBAPUTEIBHO 3aITOJTHEHHOTO ITTPHIIA ITperapara

Kconap npencrasnena B paszaene 6.6.

4.3. [IporuBonOKa3aHusl
o ['urepuyBCTBUTENFHOCTD K OMATU3yMaly WM K JIFOOOMY M3 BCIIOMOTATEIbHBIX BEUIECTB,

IIEPEYUCIICHHBIX B pa3zaene 6.1.

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN

Crnenyet ¢ 0CTOPOKHOCTBHIO MPUMEHSTH MpenapaT y MallMeHTOB C HapyUIeHUSIMHU QYHKIH TIeUeHU
W/WIA TIOYeK, C ayTOMMMYHHBIMH 3a00JCBaHUSAMHU WU 3a00JICBaHUSIMH, CBS3aHHBIMU C
HAKOIUICHHEM UMMYHHBIX KOMILJIEKCOB, a TAK)KE Y TAIIHEHTOB C TIOBBIIIICHHBIM PUCKOM Pa3BUTHS
TreIbMUHTHBIX HHBa3Ul (0COOEHHO B DHJIEMHUYHBIX pailoHaX; cM. pasznuen 4.8.).

[Ipu npumenenuun mnpemnapata Kcomap, kak ¥ mpu JIOOBIX JIPYrHMX MPOTEUH-COJAEPKAIINX
MpernapaToB, MOTYT BO3HUKAaTh MECTHBIC WJIM CHCTEMHBIC AJUIEPTUYECKUE PEaKIMHU, BKIIOYast
aHadunakTuueckue peakuuu. llepen BBeneHwem mnpenapara Kcomap HeoOXoaumo 3apaHee
MPUTOTOBUTH COOTBETCTBYIOIIEE peaHUMAIMOHHOE 000pYAOBaHUE U JIEKAPCTBEHHBIE CPENICTBA,
HEOOXOaUMBbIE Il KYNHUPOBAHMSI PEAKIHMM TUIEPUyBCTBUTEIBHOCTH (CM. MoOJpa3fen
«AIIEprudecKre peaKum).

AJIepruyeckKue peakimu
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MOTYT BO3HHUKaTh MECTHBIE WJIM CHUCTEMHBIE aJUIEPrHYECKHE pPEaKIuu, BKIIOYas
aHaQUITAKTUYECKHE Peakuu. B paMkax KIMHUYECKHX UCTBITAHUN YacToTa aHA(pUIAKTHYECKUX
peakmuii XxapakTepu3oBaiach Kak peakas (cM. pasaen 4.8.). B mocTperucTpalilioHHOM mepuoe
coo0manock 00 aHapuIaKCUN ¥ aHA(DHIIAKTOUTHBIX PEAKITUSX ITOCTIE IEPBOTO HIIH TIOCIISTYFOIITHX
npuemMoB npenapara Kcomnap. BoabmIMHCTBO 3THX peakiuil TPOUCXOAWIO B T€UEHUE 2 4YaCOB
moclie BBeIeHUs mpenapara. B 6oipImHCTBE ciydaeB aHaQUIaKTHIECKUE PEAKITH TPOUCXOIMIIN
Ipy BBEJEHUHM IMEPBBIX Tpex a03 npenapara Kcomap. Takum o0pa3om, mepBble TpHU HO3bI
npenapata JOJKHBI OBITh BBEACHBI JIEUalllUM BpadyoM, JIMOO TOJ €ro HaOII0JACHHUEM.
AHadunakcus B aHaMHE3€, He CBS3aHHAsl C OMaanu3ymMaboM, MOXKET SIBISIThCS (PaKTOPOM pHCKA
pa3BuTHs aHaUIAKTUYECKUX pEakIUii mocie BBeeHus npenapara Kcomap.

[TooTomy manmeHTam ¢ aHaduiaakcued B aHamHe3e mpemnapar Kcomap A0mKeH BBOIUTHCA
CHEIHNAIICTOM 3JpaBOOXPAHEHHUs], Y KOTOPOT'O €CTh JIEKaPCTBEHHBIE CPEJCTBA JUIsl KyIUPOBaHUS
aHaQUITAKTUYECKHUX PEaKIuii, KOTOPhIE MOTYT OBITh BBEJICHBI HEMEIJICHHO B CITy4ae UX Pa3BUTHAL.
Crnenyet npouH(pOpPMHPOBATH MAIUEHTOB O BO3MOKHOCTH Pa3BUTHS aHADUITAKTUICCKUX PEaKIIUi
1 00€CTIeUnTh COOTBETCTBYIOIIEE MEAUITMHCKOE HAOMIOCHUE.

Tak e Kak TpU TNPUMEHEHHHM HHBIX T'yMaHU3WPOBAHHBIX MOHOKJIOHAQJIBHBIX AHTUTEN —
npou3BoaHbIX pexkoMmOnHanTHON JIHK, B penkux ciydasx BO3MOXKHO OOpa3oBaHHE aHTHUTEN K
oManuzymaoy.

VY manueHTtoB, MOy4aBIIUX TEPAHio T'YMAaHU3UPOBAaHHBIMA MOHOKJIOHAJLHBIMU aHTUTEIAMH, B
TOM YHClIe OMaJIn3yMadoM, B PeJIKUX ClTydasx HaOII0Aan0Cch pa3BUTHE CHIBOPOTOYHON O0JIE3HU U
MOMOOHBIX €l COCTOSIHUM, SIBJISIFOIIMXCSI MPOSIBJICHHEM OTCPOUYEHHBIX AJUIEPTHUECKUX pPEeaKIni
3 tuna. Hagano pa3BUTHs TaKUX COCTOSTHUI 0OBIYHO OTMEYAJIOCH C IEPBOTO O MATHIN IEHB MOCIIe
MEepBOM WM TMOCIAEAYIONUX HWHBEKIUM, a Takke MNpH JIATENIbHOW Tepanuu. CHMITOMBI,
MO3BOJIAIONIME  3allOI03pUTh  Pa3BUTHE CHIBOPOTOYHOM OOJE€3HU, BKJIIOYAIOT B  ceOs:
apTPUT/apTPaITHIO, ChITb (KPAMMBHUIIA WK IpyTHe (GOpMBI), TUXOpaaKy U TuMdaneHonatuio. B
KauecTBe NPOMOUIAKTAKH ¥ JICUCHUS JAHHOW TATOJOTHMH BO3MOXKHO IPHUMCHEHHE
AQHTUTUCTAMUHHBIX MIPENapaToB U TIIOKOKOPTUKOCTepouaoB. CremayeT mHpouHGOPMUPOBATH
MalueHTa 0 BO3MOKHOCTU Pa3BUTHUSL JAHHOTO COCTOSIHHMSI U MpPEeRyNpeauTh O HE0OXOIUMOCTH
oOpaileHus K Bpauy IpH MOSIBICHUHA BO3MOXKHBIX CUMIITOMOB.

I 'unepuyBCTBUTEIHHOCTh K HATYPAJbHOMY JIATEKCY

Konmayox Wribl mpea3anosiHEHHOTO HIMPUIlA MOKET COAEpKaTh MPOM3BOAHOE HATypalbHOIO
jJaTekca. be3omacHOCTh HMCHONB30BaHUS MPEA3aloJHEHHOIO IINpUlla y TAalUeHTOB ¢

TUIICPYYBCTBUTCIIBHOCTBIO K JIATCKCY HC HMCCJICIOBAaHA. HGCMOTpH Ha OTCYTCTBUC HATypaJIbHOI'O
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JJaT€KCa B COCTaBC KOJIIIa4yKa MIJibl, TAKUM INallM¢HTaM C_]'['é}[l';le:[";lg&;;[’b EEEUEA-II‘G— I;OHT A EICI €ro

MIOBEPXHOCTHIO.

O01me yKka3saHus

[Ipenapar He ciexyeT IPUMEHATD AJIs JICUEHUS OCTPhIX MpUCTyNnoB bA, ocTporo 6ponxocnazma
WJIM aCTMATHYECKOTO CTaTyca.

He wusyuyanoce npumeneHue mnpenapara Kcomap y mHanMeHTOB C CHHAPOMOM IOBBILIEHHON
KoHIeHTpauuu IgE, ¢ ammeprudeckuM OpOHXOJIETOYHBIM ACHEPrHIUIE30M, JUIS MPO(UITAKTUKH
aHapUIAKTUYECKUX PEaKIH, TPU aTOMMYECKOM Ie€pPMATUTE WK MPH MUILEBOM aJlIepruH.

He n3yuanocs npumenenue npemnapara Kconap y nanueHToB ¢ HapylmeHUsIMU QYHKIMU TI€YEHU
W/WIN  TIOYeK, ayTOMMMYHHBIMH 3a00JIeBaHUSAMH WINM 3a00JIeBaHUSIMHU, CBS3aHHBIMU C
HaKOIJICHUEM MMMYHHBIX KOMIUIEKCOB. Cienyer coOroaaTh OCTOPOKHOCTh MPH MPUMEHEHUN
npenapara y Takux NalueHTOB.

He cnemyer pe3ko  OTMEHATh  TEpaNUIO  CHUCTEMHBIMM WM  WHTAISIMOHHBIMU
[JIIOKOKOPTUKOCTEPOUIAMH T10CIIE Havyasla jJedeHus npenaparom Kcosap npu aronuueckoit BA
WIM NIOJIMI03€ HOoca. J{03y yKa3aHHBIX IpENapaToB, IPUMEHSIEMBIX OJJHOBPEMEHHO € IIPENapaToM

Kcouap, CHIKAIOT IOCTENEHHO 101 HA0JIF0ICHUEM Bpayva.

[Ipenapara Kconap He J0JKEH TPUMEHSTHCS y AIIMEHTOB ¢ aTonnyeckoil BA B Bo3pacTte 110 6 et
n y nanueHtoB ¢ XCK u AP B Bo3pacte 10 12 jeTr B CBSI3U C OTCYTCTBHEM [JAHHBIX IIO

3¢ (HEeKTUBHOCTH ¥ 0€30ITaCHOCTH.

4.5. B3aumopaeiicTBMe ¢ [PYrHMH JIEKAPCTBEHHbIMH MNpenapaTtamMu W JApyrue BHAbI
B3alMOeliCTBUSA

[Tockonbky ¢epmenTsl nuroxpoma P450, mMexaHM3MBI CHCTEMBI HEPreTHYECKOTO BBIOpOCa
(3¢ arokcHBIE HACOCHI) M CBSI3BIBAHUS C OEIKaMHU HE MIPAlOT POJIM B KIMPEHCE oManu3ymaoa,
BEPOSITHOCTh BO3HUKHOBEHHSI JIEKAPCTBEHHOI'O B3aMMOJICUCTBUS C APYTMMU MpernapaTaMy Maia.
CrnennalibHBIX HCCIENOBAaHUWA MO B3aMMOJAECHCTBHIO mpenapara Kcomap ¢ JekapCTBEHHBIMHU
npenapaTtamMM, BKJIIOYas BaKIMHBI, HE MPOBOIWIOCH. B3ammopeiictBue omanuszymaba ¢
JIEKapCTBEHHBIMU IIperapaTaMy, HCIOJIb3yeMbIMM i jeueHuss bA, AP, nomunosa Hoca miu
XCK, ManoBeposITHO.

[Tonuno3s Hoca

B knuHn4eckux uccnenoBanusax npenapar Kcoxap npuMeHsum B KOMOMHAIIMH C MHTPaHA3aIbHBIM
CIpeeM MOMETa30H. J[pyrMMH 4acTO MCIOJB3YeMbIMH COMYTCTBYIOIIMMH IpernaparaMu ObUIH:
Ipyrue HMHTpaHa3ajbHble TJIIOKOKOPTUKOCTEPOUABI, OpOHXOAMIATATOPhl, AHTUTHMCTaMUHHBIE

npenapaTbl, aHTarOHUCTHI JIEMKOTPHUEHOBBIX PELENTOPOB, aIpPEHEPIHKH/CUMIATOMUMETHKU U
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npenapaToB Ha npoduis 6e3omnacHocT npenapara Kcomnap.

ATtonunyeckas 61)0Hx1/1aana;1 acTMa

B kiIMHHMYECKMX HCCIeNOBaHUAX mpernapar Kcojap MUPOKO MPUMEHSUIM B KOMOWHAIIMU C
WMHTSIIIMOHHBIMA U TIEPOpaIbHBIME TIIOKOKopTHKOocTeporaamu (I'KC), naransunonHbiMu Oeta-
arOHUCTaMH KOPOTKOTO ¥ JJIUTEIHHOTO ICUCTBUS, aHTATOHUCTAMU JICHKOTPUEHOB, TEODHITHHOM
U TIEPOPATLHBIMHA AHTUTHCTAMUHHBIME CPEACTBaMHU. Brillieyka3zaHHBIC MpenapaThl HE BIUSIOT Ha
6e3omacHOCTh npenapara Kcomap.

B Hacrosimiee BpeMsi JaHHBIE IO TNpHUMEHEHHIO mpernapata Kcomap B KOMOHWHAIUM CO
cnenupuIecKkoil UMMyHOTEpanuei (THITOCCHCUOMITH3UPYIONICH Tepanueii) OorpaHuYeHBI.

XpoHHYECKas (CHOHTaHHa}I) NIUONAaTHYCCKaA KpalliBHHUIIA

B knuHMueckux wuccrnenoBanusix mnpemapaT Kcomap mpumeHsuii B KOMOMHaUMU ¢
AHTUTUCTAMUHHBIMU cpeacTBamMu  (Omokaropamu HI1- m  H2-ructaMMHOBBIX peLENITOPOB),
AHTaroHucCcTaMu HGﬁKOTpPIGHOBBIX PCUCIITOPOB. He BbIgBIE€HO BIUSHUA BBIIICYKA3aHHBIX
npemnapaToB Ha npodmias OezomacHocTy mpenapara Kcomap. B pesynbrare momynsidOHHOTO
(apMaKOKMHETHYECKOTO aHaJn3a TaK)Ke HE BBISBICHO BIMSHUS 0110KaTopoB H2-rHcTaMuHOBBIX
PEeLEenTOPOB U AHTArOHUCTOB JICHKOTPUEHOBBIX PEIIENTOPOB Ha (PapMaKOKUHETUKY OMaIn3ymaoa.
[Ipumenenne mpenapara Kcomap B KOMOMHAIMKM C MMMYHOJACTIPECCUBHBIMU CpPEACTBAMHU HE

U3y4anock.

4.6. PepTUIBHOCTD, 0€PEMEHHOCTD M JIAKTAIUS

bepemeHHOCTD

CrienuanpHbIX KIMHUYECKHX HCCIICAOBAaHUM O NPUMEHEHHIO OMain3ymaba y OepeMeHHBIX
KEHIIMH HE MpoBOAWIOCH. Pe3ynpraTel aHanu3a npocnektuBHoro peructpa EXPECT
OEpEeMEHHBIX JKCHIIUH ¢ OpOHXHAIBHON acTMOM (n=250), MoTyJyaromux JICueHne OMaIn3ymMadboM,
NIOKa3aJld, YTO PACHpPOCTPAHEHHOCTh OCHOBHBIX BPOXKJICHHBIX aHOMaJIUN ObLIa COMOCTaBMMA
MEXly UCCIIEyEMON U KOHTPOJIbHOM IpyNIaMy NAaMEHTOK (CpEeHETSDKENAs U TSOKENas acTMa) —
8,1% u 8,9% coorBercTBEeHHO. JlaHHOE HCClIEJOBaHME HE MOXET TrapaHTHPOBATH OTCYTCTBUE
KaKoro-mbo pHUcKa M3-3a METOJOJOTMYECKUX OrpaHMuYEHHH, BKJIIOUYas HEpaHIOMHU3UPOBAHHBIN
JU3ailH HMCCIICJOBAHMS M IIOTCHIMAIBHBIC pPa3Iu4us MEXNYy CpPaBHHBAEMBIMH TIPYIIIaMU
narnueHTok. M3BecTHo, uTo Mojekyssl IgG nmpoHuKaT yepes reMaTo-IIalieHTapHblil 6apsep. B
UCCIIEIOBAaHMSX Ha JKUBOTHBIX (00e3bsiHBI Bufa Macaca fascicularis), KOTOpbIM MOAKOXHO ObLIa
BBEJICHA /1032 OMaln3ymMaba, IPUMEPHO B 8 pa3 MpeBbIIAIONIAs MAKCUMAJIbHYIO PEKOMEHAYEMYIO

03y AJid 4€JI0BCKa, HE OBLIO 06Hapy>1<eHo IMPHU3HAKOB HCTAaTHUBHOT'O BIIMAHUA HA IIJIO.

JlakTanus
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Tak kak yenoBeueckui IgG BbigEnsieTcss ¢ TpyAHBIM MIJI;OI;%Q;D%C\%%@ —'01;4Lﬁ/IIC%VMa63 B

TPYAHOM MOJIOKE TaKXKe SIBIISIETCS OXKHUAaeMbIM. YacToTa MiageHueCKuX HH(EKIUi, BEISIBICHHBIX
npu aHanu3e naHHbIX peructpa EXPECT, Obiia orneHeHa Kak KOCBEHHAsh Mepa pa3BUTHA
UMMYHHOH CHCTEMbI TIOCNI€ BO3JEHCTBUS OMajanM3ymaboM BO BpeMs OepeMEHHOCTH WU
KOpmJieHUsl Tpynbplo. bonbmmHcTBO neteit B ucciemyemon nomymsiuuu (77,5%, 186/240)
HAXOAWINCh Ha TpygHOM BckapmimBaHuu. (Cepbe3HbIE  HEXKENATeNbHBIE  SIBICHUS,
KJaccu(uIupyeMble Kak « iHQEKIMU 1 MHBa3uMWy», Habmoxamuch y 11,4% (5/44) neteii, koTopble
HE HAXOJWJIMCh Ha TPyJIHOM BckapmiuBanuu, y 10,4% (16/154) nerelt, KoTopble MoABeprajinch
BO3/ICICTBUIO OManin3ymMaba uepe3 Mojoko marepu, u 12,5% (4/32) neteii, KoTopble MOTydanu
MOJIOKO OT Mareped, He NOJIYyYalolluX JIEYeHUE OMaIu3yMaOboM (BaKHO YYHTHIBATh, YTO
UCCIICIOBAaHUE MMEET METOAOJIOTHYECKHE OTPaHUYEHUS, B TOM YHCJIE HEpaHJIOMH3UPOBAHHBIN
JTA3aiiH).

[TpeumyriecTBa rpyJTHOTO BCKapMIIMBAHMSI JJIs 3J0POBbsl M Pa3BUTHS MIIAJCHIIA, KIMHUYECKas
HEOOXOIMMOCTh HaszHadyeHusi Martepu mnpenapara Kcomap, a Takxke mo0ble MOTEHLUAIbHBIC
HeOJIaronpusTHbIC BO3/ICHCTBUS OMalin3yMala UlK K€ OCHOBHOTO COCTOSIHUSI MaTepH Ha peOeHKa,
HaXOJSIIErocs Ha TPYTHOM BCKapMJIMBAHUU, BCET/Ia JIOJKHBI ObITh YUTEHBI.

Knunuueckue pexomenoayuu (omuocumenvHo pucka, C6A3aHH020 ¢ 3a001es8anuem mamepu u/uiu
puckom 05t IMOPUOHA/NI00a)

WmeroTcst naHHBIE, CBUICTENBCTBYIOIIME, YTO Y JKEHIIMH C IUIOXO WJIM YaCTHYHO
KOHTPOJINPYEMOM OpOHXMATBHOM aCTMOM HMMEETCsl TOBBINICHHBIA PHUCK TPEIKIAMIICHU U
HEBBbIHAIIMBAaHUS 0EPEMEHHOCTH/ MPEKIEBPEMEHHBIX POJIOB, POXKACHUS A€Tel ¢ HU3KOI Maccoi
Tena. Y  OEpEeMEHHBIX JKEHIIMH YPOBEHb KOHTPOJS acTMbl  JIOJDKEH  TIIATENbHO
MOHUTOPHPOBATHCS, U B CIIydae HEOOXOIMMOCTH TOJJ00paHHOE JICUYCHHE CIIeTyeT KOPPEKTUPOBATh
JUTSL TIO//IEp>KaHUs ONTUMAaJIbHOTO KOHTPOJIS 3a00JIeBaHUsl.

DepTUILHOCTE

CrnenuanbHbIX PEKOMEHAALMH ISl JKEHIIHMH C COXPAHEHHBIM PENPOAYKTHBHBIM ITOTCHIIHAIOM
HET.

OTCyTCTBYIOT TaHHBIC O BIHMSHHM OMajln3ymada Ha (epTHIBHOCTH y YenoBeka. VcciemoBanus
IPOJEMOHCTPUPOBAIN OTCYTCTBUE HAPYIICHUS MY>KCKOH U )KEHCKOH (hepTUIILHOCTH Y )KUBOTHBIX
(0o6e3bstHbI BUna Macaca fascicularis) npy TOBTOPHOM MOAKOXHOM MPUMEHEHHUH 7103 0 75 MI/KT

B HCICIIIO.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMM CpeICTBAMHM H PadoTaTh €

MEXaHU3MaMH
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[TaruenTam, y KOTOpBIX Ha JOHE MPUMEHEHUS penapaﬁjz:lI ‘Réoﬁé%&ﬁ&ﬁi@#'}'&fé 0_'k'p|%1|<élhne

MOBBIIICHHAA YTOMJIACMOCTD, CHHKOIIAJIBHLIC COCTOSIHUA UJIW COHJIMBOCTDL CIICAYCT BO3ACPIKATHCA

OT YIIPaBJIEHUS TPAHCIOPTHBIMU CPEACTBAMHU U MEXAHU3MAaMH.

4.8. HexkestaTtesibHbIE peakuuu

Pe3roMe HexxenaTeabHbIX PEAKIINN

Amonuyeckasn Opouxuanvras acmma

HaubGonee yacteiMu HexenarenbHbiMu peaknusamu (HP) mpu nmpumenenun npemnaparta Kcomap
ABIISIOTCS TOJIOBHAsI 00JIb, PeaKIMM B MECTE UHBEKIIMH, BKJItoUasi 00Jb, OTEK, 3pUTEMY U 3y B
MecTe BBeieHUs npemnapaTa. bonpmmHCcTBO HP OBLTH JTETKOM Min yMEpEeHHO!N CTETeHH TSHKECTH.
Jnst ompeneneHuss YacTOThl Pa3BUTHUSL HEXKENATEIbHBIX pPEAKUUN, BBISBICHHBIX B XOJ€
KIIMHUYECKUX HCCIENOBaHUN, OBLIM HWCIOJB30BaHBl CICAYIOIIUE KPHUTEPUH: OYEHb YacCTO
(> 1/10), gacto (> 1/100, Ho < 1/10), mewacto (= 1/1000, HO < 1/100), peaxo (= 1/10000, HO
< 1/1000).

Hnghexyuu u unsazuu
Heuacto — dapunrur;

PCI[KO — [MapasuTapHbIC UHBA3UU.

Hapywenus co cmoponvl ummynHou cucmembl
PCZ[KO - aHa(l)I/IJ'IaKTI/ILICCKI/IC pcakuumn n Apyrue AJUICPIrUYCCKUC COCTOsHUA, BKJIO4as

aHFHOHeBpOTI/I‘leCKI/Iﬁ OTCK, IMOSABJICHUC AaHTUTCII K OMaJ'II/ISyMa6y.

Hapywenus co cmoponul nHepenoii cucmembi
Yacrto — ronosHas 00JIb;

Hewacrto — TOJIOBOKPYXXCHHUE, COHJIMBOCTD, MApECTE3UN, CHUHKOIIAJIbHBIC COCTOSTHHS.

Hapywenus co cmoponul cocyoos

Heuacro — IMOCTypajibHad TUIMOTCH3US, KIIPUIIUBBD).

Hapywenus co cmoponwl OvixamenvHoul cucmemol, opeanos 2pyOHOU KIemKU U Cpe0oCmeHUs
Heuacto — xarmens, ajureprudeckuii OpoHxocTasM;

Penxo — oTek ropranu.

Kenyoouno-kuuteutvle Hapyulenus

Heuacro — TOHIHOTA, AUapes, AUCIICIICUICCKUC ABJICHUA.

Hapymeﬂuﬂ CO CMOPOHbBL KOJHCU U NOOKONCHBIX MKAHel

Heuacro — KpannMBHUIIA, CbIIb, 3y, (bOTOCGHCI/I6I/IJ'II/IBEILII/I$I.

Obwue napywenus u peakyuu 8 mecme 66e0eHusl
Yacro — peakiuu B MeCTe MHBEKITNH, TAKUE Kak 00JIb, d)puTeMa, 3y, OTEYHOCTH;
Heuacto — yBenuueHnue Macchl Tella, YyBCTBO YCTaJIOCTH, OTEUYHOCTb PYK, TPUIIONOI00HOE

COCTOsAHHUC.
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Ha ¢one Tepanuum npemnapatom Kcomap B kI Hqucﬁ&:lr:;Dyl:(ﬁm o];ﬁg-l:dlﬂprcs cnelﬁ“ume

HE)KeNaTeNbHbIC peakiuy (OTAeIbHbIE COOOIICHNS ), TPUBEACHHBIE HIXKE. II0CKOIBbKY COOOIIeHUS
00 3THX SBJICHUAX IOCTYHAlOT JOOPOBOJBHO, a pa3Mep MOMYJSIIMOHHON TPYIIBl SBISETCS
HEU3BECTHBIM, JIOCTOBEPHO OLEHUTh HX YACTOTy HE MPEICTaBISIETCS BO3MOXHBIM, U OHA
KJIacCU(pUIUPYETCs KaK «4acToTa Hem3BecTHay. HP mepeuncieHsl B COOTBETCTBUM C CUCTEMHO-
opranueiMu kiaccamu MedDRA (B kax1oMm Kjacce OHM HPEICTABJICHBI B MOPSJIKE YOBIBAaHHS
CEPbE3HOCTH):

Hapywenus co cmoponsl kposu u JzuMd)amuquKoﬁ cucmembt.

TSAXKEIIasd HAUOIMaTun4YCCKaA TpOM6OI_[I/ITOHeHI/I$I.

Hapywenus co cmoponbt UMMYHHOU CUCEMbL.

aHaduIakcus ¥ aHAQUIAKTOUHBIE peaKMH (OTMEYAINCh KaK P IEPBOM, TaK U IPU TOBTOPHOM
IPUMEHEHHSIX Ipernapara B OOJIbIIMHCTBE CIIy4acB B TEUCHHE 2-X 4acOB IOCNIE /K HHBEKLIUH, Y
HEKOTOPBIX MAalUEeHTOB CIycTss Ooiee 2 4dacoB TIocjie BBeAeHHs nperapara Kcomap),
CBIBOPOTOYHAsI OOJIE3Hb.

Hapywenus co cmoponst 0bixamenbHol CUCHEeMbl, Op2aH08 2PYOHOU KIeMKU U cpedocmenuﬂ:

cunapom Yepmxa-Ctpocca (303MHOMUIBLHBIN TPAHYJIEMATO3 C MOJTHAHTHUTOM).

Hapywenus co cmoponsl koorcu u NOOKONCHLIX MKAHEI:

aJIOIICII M.

Hapywenus co cmoponbt MblileyHoU, CKeIeMmHOU U COCOUHUMENbHOU MKAHU.

apTpayIrusi, MUAJITHSL, IPUITYXJIOCTh CYCTaBOB.

llonunos noca

Nudopmanus, ommcaHHas HIKE, OTpakaeT JaHHBIE JBYX IUIANE00-KOHTPOIUPYEMBIX
WCCJICIOBAaHHI y TIAIIMEHTOB B Bo3pacte >18 neT. B 3TuX MccnenoBaHusAX MAMEHTHI MMOTydaln
nu60 npenapat Kcomap mo 150 — 600 mr kaxasie 2 wim 4 Heaenu, 1u6o mianedo. Bee marueHTs
noydayn (OHOBYKO HWHTpaHA3aJbHYIO Tepanmuio MomeTazoHoM. [Ipoduns OezomacHOCTH Yy
MAIUEHTOB C MOJUIIO30M HOCA COOTBETCTBOBA MPOGIUITIO 0€30MIaCHOCTH MPH aTonmrdeckoit bA u
XCK. IlpencraBnennbie Hike HP ormeuanucs y >3% mnanueHToB, MOJYy4YaBIIUX Ipenapar
Kcomnap, u 6oJiee BRICOKOH 4acTOTOM, 4eM B IpyIIIe 1ianedo.

HP crpynmupoBaHbl B COOTBETCTBHH € KiIaccupukanue opranoB u cucteM opranoB MedDRA, B
npeJenax Kaxaoro Kiacca mepedrciaeHbl B TOPSIKE YMEHbBIIEHUS YaCTOTHl BCTPEYaeMOCTH.

Jyist onipeienieHusl 4acTOThI BCTPEYaEMOCTH MCIIOB30BaHbI CIEIYIONINE KPUTEPUH: OUY€Hb Y4acTO
(> 1/10), gacto (> 1/100, o < 1/10), Hewacto (= 1/1000, HO < 1/100), peaxo (= 1/10000, HO
<1/1000), ouens penko (< 1/10000).

Hapywenus co cmoponul HepeHoil cucmemul

11
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Yacrto — ronoBHas 00Jb, TOJIOBOKPYKEHHE.

Kenyoouno-kuuteutvle Hapyulenus

4acTo — OOJIb B BCPXHEM OTHACJIC )KHUBOTA.

Hapywenus co cmoponwvl mbluieyrnotl, ckeiemnou u cCOeOUHUMENbHOU MKAHU

4acTo — apTpaJIrusl.

Obwue napywenus u peakyuu 6 mecme 66e€0eHUs.
Yacto — peakuum B MECTe WHBEKIHMH (pEakius, CBA3aHHAs C WHBEKIHMEH, 00ib B MecTe

WHBEKIIUHN ).

Xponuueckas cnonmannas (uOUOnamu4eckads) KpanueHuya

Haun6Gonee wacteivu HP mpu nmpumenenun npenaparta Kcomap y manueHntoB 12 ner u crapiie
SIBJISIFOTCSI TOJIOBHAsI 00JIb U Ha30(DapUHTHT.

[IpencraBnennsie Hike HP otMewanuce y >1% nanueHToB BO BceX rpyInax JEUeHUs 1 He MEHEe
yeMm Ha 2% damie y MalMeHTOB, NojydyaBUIMX npenapaT Kcomap B peKOMEHAOBaHHBIX [103aX
(150 mr u 300 MT), IO CpaBHEHUIO C TPYIIIION TPUMEHEHUS TIIa1e00.

HP crpynmupoBaHbl B COOTBETCTBHH € KiIaccupuKkanue opranoB u cucteM opranoB MedDRA, B
npezenax Kaxaoro Kjacca NepeyrciaeHbl B MOPSAAKE YMEHBIICHHUS YaCTOThI BCTPEYaEMOCTH.

Jnist onpeaeneHns 4acTOThl BCTPEYaeMOCTH MCIIONB30BaHbI CIEAYIONNE KPUTEPUU: OYE€HB YacTo
(> 1/10), gacto (> 1/100, o < 1/10), Hewacto (= 1/1000, HO < 1/100), peaxo (= 1/10000, HO
<1/1000), ouens penko (< 1/10000).

Hngpexyuu u uneazuu
Yacto — Ha30(apHHTUT, CUHYCHUT, WH(EKIUH BEPXHUX MAbIXaTENbHBIX MyTEH, BKIIOYAs

BUPYCHOM 3THOJIOTMH, UHPEKIIUN MOUYEBBIBOISALINX MyTEH.

Hapywenus co cmoponul nepsnoil cucmemol
OueHb 4acTo — rojIoBHAas 00JIb;

YacTo — ronoBHas 00J1b B 00JIaCTH MPUIATOYHBIX Ma3yX HOCA.

Hapywenus co cmoponwvl mbluieynotl, ckeiemnou u cCOeOUHUMENbHOU MKAHU

YacTo — apTpanrus, MUaITus1, 00Jb B KOHEUHOCTSIX, KOCTHO-MBIIIIEYHAst 00JIb.

Obwue napywenus u peakyuu 8 mecme 66e0eHusl
Yacto — noBbllLIEHNE TEMIIEpaTyphl Tella, peaklui B MECTe MHBEKINH, TAaKue KaK OT€YHOCTb,

aputema, 0011, reMaTomMa, 3y, KpOBOTCUEHUE, KPATUBHHUIIA.

Anagunaxcus
B mocTpeructpaiimoHHOM MEpUO/Ie YacTOTa BCTPEYAEMOCTH aHA(DHIAKTUYECKUX pEaKUuid MpH
npuMeHeHun npenapara Kcomap cocraBuna mnpubnusurensHo 0,2% (M3 Bcex ciiydaeB

aHadumakTuaeckux peakuit Ha S00000 marueHTO-1eT).
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(NOCNELOBATEMLHOCTS 0009)

Tpomboyumonenus

IIpn npumenenun npenapata Kcomap B XoJe KIMHMYECKHUX MCCIENOBAaHUN Yy HECKOJIBKUX
NaIMEeHTOB HaOII0aNIoCh CHIKEHUE KOJIMYECTBAa TPOMOOIIMTOB HUKE HOPMAJIbHBIX 3HAUCHHI,
YTO HE CONPOBOXKJAIOCHh KPOBOTEUCHUEM WJIM YMEHBIIIEHUEM KOHIIEHTPALUU IeMOIJIO0nHa.

B Xone kiIMHHMYECKMX UCCIEIOBaHUN HE OBLIO BBISBICHO MEPCUCTHPYIOIETO CHUXKEHHS Yuciia
TpoMOoruToB. Ciydan TPOMOOLMTONEHHUH OTMEUYEHBI B TEPHOJE IOCTPErHCTPALUMOHHOTO

MMPUMCHCHUS.

T'enbmunmmuvle unsazuu

Bo3moxno yuactue IgE B uMMyHHOM OTBETE NIPH pa3BUTHH T'eIIBMUHTHBIX WHBa3ui. B mare6o-
KOHTPOJIUPYEMBIX HCCIIEIOBAHUAX Y TAIMEHTOB ¢ BA 1 prickOM pa3BUTHS T€IbMUHTHBIX UHBA3HUIA
npu npuMeHeHuH mpemapata Kcomap oTMeyanoch HEOONBIIOE CTATHCTHYECKH HE3HAYMMOE
MOBBILICHHE YaCTOThl BOSHUKHOBEHHUS T'€IbMUHTO30B (OJIHAKO MX TEUEHUE, TXKECTh U OTBET Ha
TEepanui0 He U3MEHsIuch). OOmas yYacTtoTa pa3BUTUS TEIbMUHTHBIX HWHBa3HMi BO BceX
KIIMHWUYECKUX HCcleqoBaHusax Oblia MeHee 1 u3 1000 (au3aiiH McciaeaoBaHUN HE BKIIFOYAI
CHEIMAIbHOE HM3yYeHUE YacTOTHI Pa3BUTHS TEIBMUHTHBIX 3a0oieBaHuii). B ciywae, ecinm y
MAIMEHTOB OTMEYAeTCs] OTCYTCTBUE OTBETa Ha PEKOMEHIYEeMOE JIeYeHHE MPOTUB TeIbMHUHTOB,

MOYET OBITh pACCMOTpPEHA BO3MOXKHOCTB TIPEKpaIleH s MprUMeHeH s npemapara Kcomap.

Manuenuzayus

OOmass yactoTa pa3BUTHS HOBOOOpa3oBaHWA TMpU TNpuMeHeHWW mpenapara Kcomap B
KIIMHUYECKUX UCCIIEAOBaHUAX ObLTa CXOIHOM C TAKOBOM B 00IIIeH momy sy, YacToTa pa3BUTHSA
3JI0KaYeCTBEHHBIX HOBOOOPA30BaHMI B I'PYIIIE MAIMEHTOB, MOJy4YaBmnX mnpernapaTt Kcomnap, u B
KOHTPOJIbHOU rpynme onenuBanack <1/100. B HabmoqaTensHOM UCCIIEIOBAHUH TIPU CPAaBHEHUHU
NAalMEHTOB, MOJy4YaBIIMX JiedeHue mpemnaparoM Kconap, W MalMeHTOB, MOJyYaBIIMX HHOE
JICYCHHUE TMPOJOHKUTEIBHOCTBIO 10 5 JIeT, He OBbUIO BBISABJICHO YBEJIMYCHHsI PUCKA PA3BUTH
3JI0Ka4Y€CTBEHHBIX HOBOOOPA30BaHUH.

VY nereit 6 — 12 ner cirydaeB pa3BUTHUS 3TI0KAUYECTBEHHBIX HOBOOOPA30BaHUI B TPYIITIE MAIUEHTOB,

nony4asmux Kconap, 3aperucTpupoBaHo He ObUIO.

Tpombosmboruueckue 0Cr0AHCHEHUS

B KOHTpONIHMpYEMBIX KIMHHYECKHX HCCICIOBAHUAX Yy TAIMEHTOB, IOJyYaBIIUX JICUCHHE
npemapatoM Kcomap, oTMedanochk pa3BUTHE TPOMOOIMOOTHUYECKUX OCIOKHEHUU, BKIIOYast
WHCYJBT, TPAaH3UTOPHBIE WIIEMUYECKUE aTakd, UWHPAPKT MHOKApJa, HECTaOWIbHYIO
CTCHOKApIUI0, CMEPTh OT CEPIEYHO-COCYAUCTHIX MPUYHMH (B TOM YHCIIE, JETATBHBIA HCXO[ IO

HEYCTAaHOBJICHHBIM MPUYHHAM).
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[lpn aHanm3e OCHOBHBIX (AKTOPOB cepz:eqno-cocyﬁzgwé-'faEM%'TE&%E%LEQ :ISIIEII(%KOB

cocrasuio 1,32.

Hannvie Opyeux 1a60pamopHbIX UCCIe008aHUL
3HaYMMBIX M3MEHECHHM J1Ta0OpAaTOPHBIX TMOKa3aTelael B XOJe KIMHUYECKUX HCCIICIOBAHUM HE

BBISABJIICHO.

CTH
Amonuueckasn 6p0HXMaJZbHa}Z acmma

B knuHUYECKHX HCClIeIoBaHUAX y eTel 6 — 12 et Obutn oTMedeHsl cieayromume HP:

Hapywenus co cmoponul HepeHoil cucmemul

OueHb 9acTO — roJIOBHAS OOJIb.

Kenyoouno-kuuieunvie HapyuleHus

YacTo — 60716 B BEpXHEM OT/IEJE KHUBOTA.

Obwue napywenus u peakyuu 8 mecme 86e0eHuUsl

OueHb YacTo — MOBBILICHUE TEMIIEPATYPhI Tela.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O MOA03pEBAaEMbIX HEXKENATeNbHBIX PEAKIMAX IOCIE PETUCTpaIiH
JIEKapCTBEHHOI'0 Tperapara ¢ 1efbio 00ecredeHns] HeMPephIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpernapara. MeaunuHCKUM paOOTHUKAM DPEKOMEHIYeTcCs
coolmiare 0 JOOBIX MOJ03PEBAEMBIX HEKENATENbHBIX PEaKIHsIX JIEKAaPCTBEHHOIO Iperapara
Yyepe3 HallMOHAJIbHBIE CUCTEMBI COOOIICHUSI O HEXEIAaTelIbHbIX PEAKLHUAX rOCyIapCTB — YWICHOB

EBpa3uiickoro 53K0HOMHU4ECKOr0 COI3a.

Poccuiickaa ®@eoepayus:

depnepanbHas ciyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomaib, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Cair B nH()OPMAITMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «HTEepHET»:

www.roszdravnadzor.gov.ru

Pecnyonuxa Kazaxcman

PI'TI na ITXB «HauuoHaJIbHBINA UEHTP SKCHEPTHU3BI JICKAPCTBEHHBIX CPEICTB U MEIMIIMHCKUX
m3nenuity KomuTera MeETUIIMHCKOTO ¥ (apMaleBTUYECKOr0 KOHTpoJiss MUHHUCTEpCTBa
3npaBooxpaneHus Pecny6muku Kazaxcran

Anpec: 010000, r. Acrana, yn. A.MmaHoBa, 13, 4 stax
14



ot 08.12.2025 N= 30387

Teneon: +7 7172 235 135 (MOCNEAOBATENLHOCTE 0009)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

OnextponHas noura: farm@dari.kz, pdlc@dari.kz, vigilance@dari.kz

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYHHUKAIMOHHOM ceTH «HTepHeT»: www.ndda.kz

4.9. [lepeno3upoBka

MaxkcumManbpHas nepeHocumast 103a npenaparta Kcosap 10 HaCTOSILIEr0 BpEMEHH HE OIIPEIENICHA.
[Ipn ogHOKpaTHOM BHYTPUBEHHOM BBeneHUU B 103e 10 4000 Mr He OTMEUEHO MPHU3HAKOB
JIO30JIMMUTUPYIOLIEH TOKCUYHOCTH. [Ipy BBEIEHUHM HAUBBICIIEH KyMYJISITUBHOM J03bI Tpenapara

—44 000 mr B Teuenne 20 HeIeIb HE OTMEYAIIOCH PA3BUTHS KaKMX-THOO TsHKEIBIX ocTphix HP.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHAMHMYECKHE CBOICTBA
dapmakoTepaneBTUUYECKas TIpyIa: APyrHe CpeACTBa [ CUCTEMHOTO NPUMEHEHHUS MpHU
00CTPYKTUBHBIX 3a00JI€BaHUSIX AbIXATEIbHBIX MyTEH.

Kox ATX: R0O3DXO05

Mexanusm aeiicteus u dhapMakoauHaMudeckue 3O hEKThI

Iayuenmul ¢ amonuyeckou 6POHXUANLHOU ACMMOU U NOJIUNO30M HOCA

IgE urpaet nentpanpHyo 3¢ (HEKTOpHYIO POk B MATO(PU3NOIOTHU BOCTIATUTEIHHBIX 3a00I€BaHUMA
JbIXaTenbHbIX myTel. OManu3ymad cBsasbiBaetcs ¢ IgE u npepoTBpariaer ero B3aumMozeicTue ¢
BeicokoapunnbiM FceRI-penientopom. Takum 00pa3oM, MPOMCXOIUT CHUKEHHE KOJIMYECTBA
cBoOotHOTO IgE, KOTOPBIN ABIISIETCS TyCKOBBIM (haKTOPOM JIJISl KACKa/1a ajNIEPTHYEeCKUX PEaKIIHA.
IIpu npumenenun npenapara Kconap mnpoucxoautr mnoaasienue IgE-omocpenoBanHoro
BOCTIAJICHUS, O YEM CBUJICTEIILCTBYET CHIDKEHUE KOHIICHTPAIIMH Y03UHO(DHIIIOB B KPOBU U TKAHSX,
a TaKKe CHIDKCHHE BBIPAOOTKM MEIMaTopoB BocmaieHus, B ToM uucie IL-4, IL-5 u
IL-13. Tlpu nmpuMeHeHuH TpenapaTa y MAalMEHTOB C aTonuueckod BA oTmedaeTcs 3ameTHOE
yMeHbIleHrne koaudectBa FceRI-perienTopoB Ha moBepXHOCTH 0a30(hUIIOB.

THayuenmoi ¢ amonuueckou 6POHXUATLHOU ACTMOLL

B knmuHMYECKUX MCCIeI0BaHUAX Y MaueHToB ¢ bA konuentpanus ceodoHoro IgE B ceiBopoTKe
KpOBH J10303aBUCMMO yMEHbIIATach B TeUEHHE | yaca mmocie BBEeIECHUs IEPBOM JO3bI Ipenapara
Kconap u coxpansnack Ha JOCTUTHYTOM YPOBHE B IEPUO] MEK/Ty BBEICHUEM MTOCIEAYOIINX J103.
[Ipu npuMeHEeHNH B PEKOMEHAYEMBIX 103aX CPeIHEE YMEHBIICHWE KOHLEHTPAIMH CBOOOJIHOTO
IgE B cphIBOpOoTKE KpOBH cocTaBisuio Oonee 96%. OOmas xonuentpamus IgE (cBsizanHOrO M
HECBSI3aHHOT'0) B CBIBOPOTKE KPOBH yBEJIMYMBAIACH TIOCTIE TPUMEHEHUSI IEPBOM J103bI BCIIEICTBHE

00pa3zoBaHus KOMIUIEKCOB oMann3ymad-IgE, xapakTepu3syronmxcs 0oyee MeICHHOW CKOPOCTHIO
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BBIBEJICHUS 110 CpaBHEHHIO co cBoOomubiM IgH. Ha 16': Egﬁéﬂgg&%Egg%Mg@sbﬁlﬁosm

npemnaparta cpeaHss KoHueHTpamus obuiero IgE B chIBOpoTKe KpoBHM ObLIa B 5 pa3 BhIIIE 10
CpaBHEHMIO C TAaKOBBIM 10 JiedeHus. [locie oTMEHBI JieueHus mpenapaTtoM 00YCIOBICHHOE €ro
JeiicTBHEM yBeln4YeHne KoHIeHTpaluu odmiero IgE u ymeHblieHue KOHIEHTpaluu CBOOOIHOTO
IgE Obumn o6parumbiMu. [locnme TONMHOTO BBIBEACHHS oOMain3ymMadba W3 OpraHm3Ma He
Habmroanock yBenuueHus: koHnentpauuu IgE B ceiBopoTke kpoBu. Konnentpanus obmiero IgE
ocTaBajach MOBBIINIEHHON B TeueHUe 1 roaa nocie orMeHsl npenapara Kconap.

[Ipu npumenennu npenapara Kcosap y maneHTOB CO CPEIHETSHKENION U TSHKEJIOW aTOMUYECKOM
BA oTmedasioch J0CTOBEpHOE YMEHBIIEHHE YacTOThl 0O0OCTpeHmii BA (ompemenseMbIx Kak
yxynuienue tedenus bA, TpeOyroliee NpuMeHEeHUs! CUCTEMHBIX TokokopTrukocteponioB (I'KC)
WIA YIBOGHUS HCXOAHOM 103b1 uHTramsmuoHHbIX ['KC) u cHmkeHHe nNOTPeOHOCTH B
uHraysioHHbIx ['KC o cpaBHEHUIO € 1a11€00.

[Tpu npumenenun npenapara Kconap B reuenue 16 Henens Ha (OHE MOCTEIIEHHOTO YMEHBIIIEHUS
JI03bl MHTATSIIMOHHBIX MU nepopanbHbiX ['KC Takke Habm0qanoch 10CTOBEPHOE YMEHbBILICHHE
yacToThl 00ocTpeHuii BA u cumxenne norpedHocTH B MHranaumonHelx I'KC mo cpaBHeHuio ¢
wiane0o.

V naunenToB ¢ BA ¥ KpyrjaoroJuyHbIM ajlIEpruyecKuM pUHUTOM, nosryyaBmux Tepanuto ['KC,
Ipy MPUMEHEHUH OMajn3ymada B TeUeHHE 28 Helelnb OTMEYaJoCh CHUIKEHHE BBIPAKEHHOCTHU
CUMITOMOB BA U KpyriloroaiMyHOro ajieprudeckoro puHNATA, a TAK)KE YIyUlIEHHUE TapaMETPOB
JEerOYyHOM (DYHKIIMH. YMEHBIIIEHWE YacTOThl 00OCTpeHHil BA W ymydiieHne kadecTBa YKU3HHU
NanueHToB (Mo cepTU(UIMPOBAHHOMY OIPOCHHKY KadecTBa JKM3HUW) Ha (OHE Tepanmuu
npenapatoM Kconap coxpaHsioch B TeUeHUE JUIUTEIBHOTO BPEMEHH 10 CPAaBHEHHMIO € TUIaneoo.
[Tpu npumenenun npenapara Kcomnap y nereii ot 6 1o 12 ner B reuenue 52 Heenb ObUIO OTMEYEHO
CHIDKEHHE 4YacTOThl obOocTpeHuit BA 1o cpaBHEHHMIO C TPYNIOM MAIMEHTOB, MOJYYaBIIHNX
miane6o. B aipyrom uccnenosanuu Ha hoHe nmpuMeHeHus mpenapara Kcomap B Teuenue 28 Henenb
y nereil B Bo3pacte 6 — 12 jer OBUIO OTMEUEHO YMEHBIICHHWE YacTOThl M BBIPAKEHHOCTH
oboctpenuit BA, a Takke CHIKEHHE I03bl MpUMEHSEeMBbIX HHTAIAIUOHHBIX ['KC K KOHIy
28 Heneny Tepaluy 1Mo CPABHEHHUIO C TPYIIION TPUMEHEHUS T11a1e00.

Ilayuenmul ¢ nonunozom noca

Tak ke, KaK y MAIMEeHTOB C aCTMOHM, MPUMEHEHHE oMaln3ymala y MAaIlMeHTOB C Ha3aJIbHBIMU
MOJIMIIAMU CHUYKAJIO cojiepxkanue cBodoaHoro IgE u ysennunBano konuenTpamuio oomero IgE B
CBIBOpOTKE KpoBHW. I[Ipm mnpumenenum mpenapara Kcomap (kaxapie 2 wim 4 Hemeiaud B
COOTBETCTBUHU CO CXEMOW OIpPECIICHHs A03blI) CPEAHUI YPOBEHb cojepkanus cBoboaHoro IgE
CHIDKAJICS NpUMEpHO Ha 95% OT MCXOIHOrO ypoBHS 10 BBeneHHs mpemnapara (1-if geHp) u

ocTaBaJicsi CTaOMIBHBIM ¢ 16 1o 24 Henemo Tepanuu. O6mas xonueHtpamus IgE B ceiBopoTke
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KpOBH  yBEJIWYHMBAJIaCh  BCIEACTBHE O azoBaH{/Dll:l :EMECUI_EH tl—&&'ain@vhz‘xbiigE

XapaKTePU3YIOUINXCs 0oJjiee MEIJICHHOW CKOPOCTBIO BBIBEJCHHS IO CPABHEHHUIO CO CBOOOTHBIM
IgE. Ha ¢one tepanuu npenaparom Kcomnap (kaxxasie 2 Ui 4 HeieIl B COOTBETCTBUH CO CXEMOM
OTIpeIeTICHUs 103bl) CPEIHUN YPOBEHB conepkanus obmiero IgE mo 16-i Hegenu yBenuauiics B
3 — 4 paza no cpaBHEHHUIO ¢ ucxoaHbIM ypoBHeM IgE (B 1-it nennp) 1o BBeaeHus npemnapara. [locie
3TOTr0 ypOBEHB cojiepkanus obmiero IgE ocraBaincs ctabunbHbiM ¢ 16 TI0 24 HEAETIO TEPAIUH.
Tayuenmoi ¢ XxpoHU4eCKOU CNOHMAHHOU (LOUONAMUYECKOLL) KpanueHuyel

Y HEKOTOpHIX MAIMEHTOB C XPOHUUYECKOW CIOHTaHHOU (uauomnarnyeckoi) kpanuBHuien (XCK)
W3 CBIBOPOTKM KPOBH OBUIM BBIJENICHBI ayTouMMyHHBIe aHTuTena kK IgE m FceRI-penenrtopy.
JlanHble aHTHUTENA CIIOCOOHBI K aKTHUBAlMK 0a30()MUIIOB WM TYYHBIX KJIETOK, YTO MPUBOAMT K
BBICBOOOKICHUIO THCTAMUHA.

Onna w3 TUMOTE3 MeXaHuW3Ma JIeUcTBUs oManu3ymaba y manueHtoB ¢ XCK 3akmiodaercs B
CHIDKEHUW KOHIIeHTpamuu cBoOomHoro IgE B kpoBu, a 3areM m B KoXke. B pesynbrare
YMEHBIIAETCs Iepejada curHaiza nocpencrsoM FceRI-penentopoB u, cilenoBaTeinbHO,
MOJIaBIISICTCS] aKTUBAIIMS KJIETOK, YYaCTBYIONIMX B BOCIATUTENbHON peakiuu. Takum oOpazom,
4aCTOTA BO3HUKHOBEHMS U BbIpaXkeHHOCTh cuMnToMoB XCK cHumxkaercs.

Kpome Toro, cunmraercs, 4yTo CHMXKEHHME KOHUEHTpauuu Lupkyaupytomero IgE mpuBogut k
ObICTpO HecTeU(pUUECKON AeCeHCHOMIN3aluu TyYHBIX KIETOK B Koxe, a FceRI-penentops
MOCPEACTBOM OOPATHOM OTPUIATENLHOM CBSI3U MOICPKUBAIOT JAHHYIO PEAKIIHIO.

B knuHnueckux ucciaegoBanusax y nauueHToB ¢ XCK, Tak ke, Kak ¥ y MallMeHTOB ¢ aTOMUYECKOM
BA, npumenenue omanu3zymaba HPUBOAWIO K J10303aBUCHMOMY CHIDKEHHUIO KOHLIEHTPALlUU
cBobogHoro IgE m moBbimeHHMio KoHIeHTpauuu obmero IgE. MakcumanbHoe CHIDKEHHE
KOHIIEHTpauu cBoOoaHoro IgE Habmonanock yepe3 3 qHS MOCTE MOAKOKHOTO (I/K) BBEICHUS
nepBoi 10361 npenapara Kcomap.

[Tocie moBTOpHOTO BBEIEHUS TIpenapara 1 pa3 kaxplie 4 Heaenu, KoHeHTpaus ceodoaHoro IgE
B CHIBOPOTKE KPOBU IE€PE]] BBEJACHUEM OUEPEAHOM 103bl COXPAHSIIACh HA JOCTUTHYTOM YPOBHE B
nepuon Mexny 12 u 24 nenensmu neuenus. Konuentpamnus oOmero IgE B chiBopoTke KpoBU
MOBBILIANIACH TTOCTIE BBEACHHUS IIEPBOI1 103bI BCeACTBUE 00pa30BaHUs KOMILIEKCOB OMaliu3yMao-
IgE, xapakrtepusyrommxcs Oojee MEIJICHHOW CKOPOCTHIO BBIBEACHHUS 10 CPaBHEHHIO CO
cBoboaubM IgE. ITocne moBTOpHOTO BBEACHUS Ipenapara | pas kax/sle 4 HeJienu B 103€ OT 75 MT
10 300 mr, koHteHTpanus oo1ero IgE B cbIBOpoTKe KpoBU Ha 12 Henene OT Havyala Je4eHus Obuia
B 2 — 3 pa3a BbIIIIE [T0 CPABHEHUIO C TAKOBBIM JI0 JICUEHHUS U COXPAHSIACh HA JOCTUTHYTOM YPOBHE
B niepuoa Mexnay 12 u 24 nenensimu neuyenus. [locie otmensl npenapara Kcomap B Teuenue 16
HEJIeIb MOCIIeIYIOIIero HaboIeHusT KOHIIeHTpanus oomiero IgE ymeHbanack, a KOHIICHTpaIUs
cBoboanoro IgE yBennuuBanack, mpuOIMKasCh K UCXOJHBIM 3HAUCHUSIM.
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XCK nabmonanuch BOCIPOU3BOAMMBIE M CTATUCTUYECKH 3HAYUMBIE TeparneBTUYecKre 3 (HeKThI
B OTHOIIIEHUYW YMEHBIICHUS THKECTH 3yAa. D (deKT mocTurai MakcuMmyma K 12 Hepiene jgedeHus
U COXPAaHSJICS Ha MPOTSHXKEHUH BCETO Mepuo/ia HabIoeHUS.

Kpowme Toro, npenapar Kcomap B no3e 300 mr, oka3biBaj BOCIIPOM3BOJAUMBIN U CTATUCTUYECKH
3HaYMMBIH 3((eKT B OTHOIIEHHH HHJIEKca akTUBHOCTH KpanuBHHIBI (UAS), momu aneit 6e3
AQHTMOHEBPOTUYECKOTO OTEKa, HENENbHOT0 HHICKCAa HapyIIeHMH CHAa M KadyecTBa KU3HH
MaIMEeHTOB, OIICHUBAEMOTO 110 oNPOocHUKY Cu-Q20L (ompocHUK J1sl H3yYEeHHs Ka4eCTBa KU3HU Y
nanuenToB ¢ XCK), a rakxe uaaexcom DLQI ([IepmaTomornueckuii MHACKC KaueCTBA KU3HH).
Tlayuenmui ¢ annepeuyeckum puHumom

Annepruueckuii punut (AP) mpencraBnser coboit 3aboneBaHue, KIMHUYECKHE IMPOSBICHUS
KOTOpPOT0 00YCIIOBJIEHBI BEICBOOOKICHHEM T'MCTaMUHA, JISHKOTPUEHOB U IPYTUX MEIUATOPOB U3
TYYHBIX KJIETOK M 0a30(HIIOB CIM3UCTON 00O0JIOUKH HOCA. AKTHBAIMS BBILIICYKa3aHHBIX KJIETOK
pa3BHBaeTCI y CEHCHOMIU3UPOBAHHBIX IMAlIMEHTOB B PE3YyJbTaTe€ CBS3bIBAHHUS MPUYUHHO-
3HAUMMOTO ajjiepreHa co cnenuduueckumu IgE-antutenamu, (UKCHPOBAaHHBIMH Ha UX
MOBEPXHOCTHU Yepe3 BbicokoaddhuuHbIe perenTopsl 1s IgE.

Omann3zymab CBSI3bIBA€TCS CO CBOOOIHBIM CHIBOPOTOUHBIM IgE, 4TO MpUBOIUT K KOHKYPEHTHOMY
uHruoupoBanuio Bzaumoneiicteus IgE ¢ BeicokoaduunbiMu penentopamu st IgE (FceRI),
HKCIPECCHUPYEMBIMU Ha TMOBEPXHOCTH TYYHBIX KJIETOK U 6azoduios. [lomen Ce3, k KoTOpoMy
MIPUCOETUHSIETCS OMaIM3yMa0, paciooKeH B KOHCTaHTHOHM obnactu IgE, mosromy omanuzymad
MOXeT cBsi3biBaThes ¢ IgE HezaBucuMo OT ero anTureHHou creuuduunoctu. B pesynbrare
IPOMCXOOUT TOJABJICHHUE pEAaKUUH aNIePreH-aHTUTEeN0, 4YTO CHOCOOCTBYeT OcialiIeHuIo
KIIMHUYECKUX CUMITOMOB JIJIEPTUYECKOTO PHHUTA.

[Tpu mpumenenuu npemnapara Kcomap y manueHTOB € aJUIEprUYECKUM PUHUTOM HaOII0/1a10Ch
CHI)KEHHME KOHIEHTpauuu cBoOoaHoro IgE B ChIBOpOTKE KpOBM IO Mepe YBEIMYEHUs
CBIBOPOTOYHOM KOHIEHTpALUK OMalIu3yMada, a cpefHue 3HaueHHs] KOHIEHTpAauu CBOOOIHOTO
IgE 6pumm Hke 25 ar/mi (~10 ME/min). Konnertparus oomiero IgE B ceiBopoTke mociie BBeieHus
oManu3zymMaba yBeInYuiIach NpUOIU3UTENLHO B 4 pa3a o CPAaBHEHHIO C UCXOTHBIMU YPOBHSMHU.
B Xone KIMHMYECKUX MCCIEIOBAHUN C yYacTHEM MAllMEHTOB C aJUIEPrHUYE€CKUM PUHUTOM OBLIO
IPOIEMOHCTPUPOBAHO TPEUMYIIECTBO H00aBICHHUS OMalM3yMada K CTaHAApPTHOM Tepamnuu
(MHTpaHa3aIbHBIE TIOKOKOPTHUKOCTEPOUIBI W OJOKaTOpbl H1-rHCTaMUHOBBIX pPELENITOPOB) B
CPaBHEHMM C HCIIOJIb30BAHMEM TOJIBKO CTaHJApTHOM Tepanmuu. bBbUIo OTMEUYEeHO 3HaYMMoe
ocnabyieHue Ha3aJdbHBIX M TJIa3HBIX CUMITOMOB 3a00JIeBaHUS B IpyINie oMalln3yMada, a Takxke
KIIMHUYECKH 3HAYMMOE YIydlICHHE KauyecTBa JKU3HM U CHIDKEHHE BIUSHUS 3a00JeBaHHS Ha

MOBCCAHCBHYIO ACATCIBHOCTD U ITPOU3BOAUTCIIBHOCTD TPYyJda IPpU IPUMCHCHHUU ITpCIIapara. KpOMe
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CE30HOB MOPS, BO BTOPOM CE30HE TakkKe 3(pPEeKTUBHO yMEHbIIAN BHIPAXKEHHOCTh Ha3aJIbHBIX U

TJIa3HBIX CUMIITOMOB 32160JI€B3.HI/I}I, KaK U B ICPBOM CC30HC.

5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AbGcopbuus

[Tocne n/k BBeneHus y manueHToB ¢ BA aGcomoTHas OMOI0CTYITHOCT OMalTu3yMada COCTaBIIsET
B cpenHeM 62%. Ilpu npumenenuun B no3ax 6onee 0,5 mr/kr ¢apmakokuHeTHKa oMann3ymada
HMMEET JIMHEUHBINA XapaKTep.

Iayuenmul ¢ amonuyeckou OPOHXUATLHOU ACMMOLL U ANIEPSULECKUM PUHUMOM

[locne ogHOKpAaTHOrO I/K BBEACHUS y B3pOCIBIX M MOIpPOCTKOB ¢ BA u AP BcacwiBaHue
oMainn3yMada MPOUCXOAUT MEIUIEHHO, MUK KOHLEHTPAIMH B CHIBOPOTKE KPOBU JIOCTUTAETCS B
cpenHeM uepes 7 — 8 mHel.

[Toce MHOTOKpAaTHOTO BBEJIEHUS OoMalu3yMada IJIomaab MO KPUBOM «KOHIEHTpPALUs-BPEMsD)
(AUC) B Teuenue nepuoga ot 0 10 14 cyTok B paBHOBECHOM COCTOSIHUM Obl1a B 6 pa3 BBIIIE, UeM
10cJIe BBEACHUS OAHOKPATHON JIO3BI.

Tayuenmul ¢ XxpoHuueckou CNOHMAHHOU (UOUONAMUYECKOU) KpanugHuyel

[Tocie oMHOKPATHOTO T/K BBEACHUS Y B3POCBIX U MoapocTkoB ¢ XCK BcackiBaHne omanu3ymada
IPOUCXOJUT MEUIEHHO, MUK KOHLEHTPALUU B CBIBOPOTKE KPOBH JIOCTUTAETCSl B CPEIHEM UEpeE3
6 — 8 nueii. [Ipu npumeHennn omanuzymada y manueHToB ¢ XCK B quama3one 03 oT 75 MT 10
600 Mr B BHJI€ OJHOKPATHOM I/K MHBEKIMH (PapMaKOKWHETHKA WMEET JIMHCHHBIA XapakTep.
MunumanbHas  KOHIEHTpalus omainu3ymaba B CBHIBOPOTKE KpPOBU  YBEIMYMBAETCSA
IIPONOPLMOHAJIBHO MOBBIIIEHUIO 10361 IpU BBeACHNHU 75 M, 150 Mr unm 300 mr kaxipie 4 Heaenu.

Pacnpenenenue

In vitro omanmuzyma6 ¢ IgE o6pasyer komruiekc onpeneneHHoro pasmepa. In vitro wim in vivo He
Ha0J10/1a710Ch 00pa30BaHUS IPEUUITUTUPYIOIIUX KOMIUIEKCOB M KOMITJIEKCOB, MOJIEKYJISIPHBII Bec
KOTOPBIX MPEBbIIIAN 1 MIH JabTOH.

B kIMHMYECKUX HMCCIEIOBAaHUSAX HE BBISIBICHO CHENU(UYECKOTO HAKOIJICHHS oMann3ymaba B
KaKUX-1100 OpraHax 1 TKaHsX.

Ilayuenmul ¢ amonuyeckou OPOHXUANLHOU ACMMOLL U ANNEPSULECKUM PUHUMOM

VY namuenToB ¢ atonuueckoil BA u AP mocne n/k BBeneHUS KaXyUIHcs 00beM pactpeeNeHHs
omanuzymabda coctaBisii 78 + 32 MI/Kr.

Tlayuenmul ¢ XxpoHuueckou CNOHMAHHOU (UOUONAMUYECKOU) KpanugHuyel

Ha ocHoBanuM mMOMyNSIIIMOHHOW (apMaKOKMHETHUYECKOW MOJENH OBLJIO TOKa3aHo, dYTO
pacnipenenenue omanuszymada y manueHToB ¢ XCK ObUIO CXOJHO C TaKOBBIM Y TALUEHTOB C

aronnyeckoii bA u AP.
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OIMMUHALNS

Kimupenc omanm3ymaba BkiIO4aeT Kak coOCTBeHHO kiupeHC IgG, Tak W KIMpEHC MyTeMm
crenupuIecKoro CBSI3bIBAHMS M 00pa30BaHUsI KOMIUIEKCOB C JIUTaHJOM-MHUIIIEHBIO — CBOOOTHBIM
IgE chiBopoTKHM KpOBH.

[leuenounast snumuHanus IgG BKIOYAeT Oerpajaldio B PETUKYJIOAHIOTEIHATBHON CUCTEME
MEYEHU U SHIOTENHAIBHBIX KJIeTKax neueHu. MHTakTHbIM [gG Tak:ke BEIBOAUTCS C HKEITYBIO.
Iayuenmoi ¢ amonuueckou OPOHXUATLHOU ACMMOUL U ALIEPSUYECKUM PUHUMOM

VY manuentoB ¢ BA u AP mepuona momyBeIBeIeHHsS OMain3yMada M3 CHIBOPOTKHA COCTABJISUT B
cpenHeM 26 THEeH, KaxyIUicst KITMPEHC B cpeHeM coctapiisu 2,4 + 1,1 mur/kr/cytku. Kpome Toro,
IpH yBEIMYEHUM MACChl TEJNa BIBOE OTMEUajIoCh MPHOJIM3UTEIBHO JBYKPAaTHOE YBEITUYCHUE
KaKyIIETrocsl KJIIMpEeHca.

Tayuenmul ¢ XxporHuueckou CNOHMAHHOU (UOUONAMUYECKOU) KpanugHuyel

Ha ocHoBanum momynsnuoHHON (apmakoknHeTndeckord monenu y marueHToB ¢ XCK nmepuon
MOJTYBBIBEJICHUSI OMaTH3yMa0a U3 CHIBOPOTKH KPOBH ITPH PABHOBECHOM KOHIIEHTPALIUU COCTABIISLIT
B CpeiHEeM 24 JHS, KaXyIIHICS KIUPEHC MPU PaBHOBECHON KOHLIEHTPAIMU B CPEJHEM COCTABIISLI
240 wmn/cytku (uTto coorBercTByeT 3,0 MI/KT/CYTKM MJis TAIlMeHTa C Maccol Tena
80 xr).

dapMaKOKMHETHKA Y HAIIMEHTOB C IMOJIMIIO30M HOca

Ha ocHoBaHMM TONYyJISIMOHHONW (PapMaKOKMHETHUECKOW MOJenu omaiu3ymadba ObuIo
orpezieNieHo, uTo papMaKOKMHETHKA OMalln3yMada IpU MOJIUI03€e HOCAa COMOCTaBUMa C TaKOBOM
npu OpoHXHaIbHON acTMe. /|1 OLeHKH BIMSHUA eMOrpapuuecKuX XapaKTepUCTHK U IPYTHX
(akTOpPOB HAa KOHLEHTPAIMIO OMaJIn3yMada B IUIa3Me€ KPOBU U KIMHUYECKYIO 3()()EKTUBHOCTh
ObUIM TIPOBEJCHBI TpaduuecKue KOBAapUAIMOHHBIC aHAIW3bl. DTH aHAJIU3bl MOKA3bIBAIOT, YTO
KOPPEKTHUPOBKA JI03bl B 3aBUCUMOCTH OT Bo3pacta (ot 18 mo 75 ner) uinu mona He TpedyeTcs.
HmeeTcst HeIOCTaTOUHOE KOJUYECTBO JAaHHBIX, MOJYYEHHBIX NMPU MPOBEACHUU KIMHUYECKHUX
UCCIICIOBAaHUI TPU  TOJHUIO3€ HOCAa, OTHOCHTEIbHO BIMSHUS  PACOBOM/3THHYECKOM
NPUHAAIEKHOCTH Ha HEOOXOAUMOCTh KOPPEKTUPOBKH JIO3HI.

dapMaKOKMHETHKA B 0COOBIX KIIMHUYECKHX ciaydasaXx

Bospacm, pacosas / smuuyeckas npunaonedsircHocms, noj, Macca meid, UHOEKC Maccbl meid,
ucxoonas konyeumpayus IgE, aymoummynnvie aumumena x FceRI-peyenmopy, oonospemennoe
npuMeHenue 1eKapCmeeHHbIX CPeOCm8

Hayuenmol ¢ amonuyeckon OpOHXUAILHOU aCMMOU

VYV manuenToB ¢ BA He TpeOyeTcsi KOppeKInH 1036l OMaau3yMada B 3aBHCHMOCTH OT BO3pacTa
(6 — 76 ner), pacoBOM WM STHUYECKOW MTPUHAICKHOCTH, MOJIa M HHJIEKCAa MACChI Tela.

Hayuenmoi ¢ xpoHuyeckol CHOHMAHHOU (UoUONamu4eckoll) KpanusHuyeu
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VY narmuentoB ¢ XCK He TpeOyeTcst KOppeKITUH [JI03b1 oﬁ%év?vl':a%llj"Eagﬁmgiln]_&’r"ﬁo'slgéma

(12 — 75 ner), pacoBOi MM STHUYECKOW MPUHAIEKHOCTH, TI0JIa MAIIMEHTa, MacChl Tela, HHAEKCa
Macchl Tejla, UCXOMHOU KoHUeHTpauuu IgE, ayronMmmyHHbIX aHtuTen K FceRI-penenropy win
OJTHOBPEMEHHOI'0 INpHMEHeHHUs O010kaTopoB H2-rucTaMHMHOBBIX pELENTOPOB M AHTATOHUCTOB
JICKOTPUEHOBBIX PELENTOPOB.

Hayuenmui ¢ aniepeuyeckKum pUHUMOM

VY namuentoB ¢ AP He TpebyeTcs KOppeKUuu 1036l oManu3ymada B 3aBUCHMOCTH OT BO3pacTa

(12 — 75 net), pacoBO¥ MJIM 3THUYECKOU NMPUHAIIC)KHOCTH, TI0JIa U MHIEKCAa MacChl Tela.

Hapywenus ¢pynkyuu novex u neuenu

dapmakOoKHHETHYECKHE M (hapMaKOJAMHAMUYECKUE IMapaMeTpbl oMalu3ymada y MalUeHTOB C
aronuueckoit BA, XCK unmu AP u HapymeHussMu QYHKIIMM TOYEK WM TIEYSHU HE U3YYalUCh.
Tak kak MeTab0o1IM3M Ipenapara OCyLIECTBISAETCA IPEUMYIIIECTBEHHO PETUKYJIOIHI0TEINAIBHON
CHCTEMOM, HapyleHHs (PYyHKIMU IIEUEHH U MI0YEK He OKa3bIBAIOT Ha Hero BiausHuA. HecMoTps Ha
TO, YTO KOPPEKIHMs 03kl oManu3ymaba He TpeOyercs, Mpemapar cieayeT IPUMEHSTH C

OCTOPOKHOCTBIO Y MALIMEHTOB JJAHHOUN KaTeropuHu.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
ApruHHUHA THIPOXJIOPU]T

lMuctuauna runpoxaopus

I'uctnanu

[Tommcop6art-20

Bona niist uHbexmmn

6.2. HecoBMecTHUMOCTD
[Tpemmapar Kcomap He criemyer cMemmuBaTh ¢ KaKAMU-JIAOO JPYTHMMH JICKaPCTBCHHBIMHU

npernapaTamMy WIH PacTBOPAMH.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs)

18 MecseB.

6.4. OcoOble Mepbl MPE0CTOPOKHOCTH MPH XPAHEHU U
Xpanuts B XonoauibHuKe (2—8 °C) B OpUTHHAIBEHOHN YIIaKOBKE (KapTOHHOM IMavKe) JAJIs 3aIIUTHI OT CBETA.

He 3amopaxuBars.

6.5. XapakTep u coaep:kaHue NEPBUYHONH YIIAKOBKH

Kconap, 75 mr/0.5 M1, pacTBOp JUISI IIOAKOKHOT'O BBEJICHUS

ITo 0,5 MJT1 B CTEKJIAHHBIN IIIPUI] C 3AKPENIJIEHHON UTJI0M C 3aIIUTHBIM KOJIMAYKOM.
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Kcomnap, 150 Mr/miu, pacTBOp IS ITOJIKOKHOI'O BBEICHUS

[To 1 M1 B CTEKISHHBIN MINPHULL C 3AKPETUIEHHOMN UIION C 3aIUTHBIM KOJIA4YKOM.

[To 1 mpenBapuTENbHO 3al0IHEHHOMY LINPULLY C YCTPONCTBOM JJIsl IACCUBHOM 3aIlUTHI UIJIBI B

13(00101(0): 8 SaKpBITI)Iﬁ BTHKCTKOﬁ, BMECTC C JIMCTKOM-BKIIAJBIINIEM B IMAYKY KAaPpTOHHYIO.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHUHM HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WINH OTX0A0B, TMOJYYEHHBIX [0CJe MPUMeHEHUs
JIEKAPCTBEHHOTI'0 NMpenapara, u Apyrue MaHUILYJISIIUHU ¢ PenapaToM

Bechb ocraBmmiics iekapCTBEHHBIN Mpenapar U OTXO/bI ClIEAYeT YHUUYTOXXUTh B YCTAHOBICHHOM

MOPSIZIKE.

MHCTpYKIINS 10 HCOIL30BAHMIO IIPESABAPUTEIIHLHO 3a0IHEHHOrO IIIPHUIIA IIperapaTa Kconap

[Toxaiylicra, IpOYTUTE BCIO HHCTPYKLMIO 10 UCIIOIb30BAHUIO IIEPE] NHBEKIIUEH.

B cnyuae, ecnu Bam Bpau pemut, 4yTo BbI, WM 4Y€IOBEK, OCYIIECTBISIONIMN 3a BaMH YXO],
MO’KETE CaMOCTOSTENIbHO MPUMEHATH npenapaT Kconap B 1omMalHux ycnoBusix, T0 Bbl 1omKHBI
IpOITH COOTBETCTBYIOIIEEe OOyueHHe y Bpauya (MM APYroro OTBETCTBEHHOI'O MEIMLMHCKOTO
paboTHuUKa), mpex/ie ueM BBOAUTS npenapat Kcomnap cebe unu nHoMy denoBeky. He pasperaercs
caMocCTosTeNIbHOE BBeaeHue npenapara Kconap nersm (ot 6 go 12 net). Onnako, eciu 3To Oyaer
COUYTEHO ILeJeco00pa3HbIM, IOCJIE€ COOTBETCTBYIOLIEH MOATOTOBKM JI€UallMii Bpady MOKET
MO3BOJIUTh IPOU3BOJAUTH HMHBEKIMIO IIpernapara YeENOBEKY, OCYLIECTBISAIOIIEMY YXOJ 3a

peOEeHKOM.

Kaxnas ynmakoBka ¢ mpenapatom Kconap comepuT NMpeaBapUTENIbHO 3alOJHEHHBIN IIIPUI] B

WHIWBUAYaJIbHOM IIAaCTUKOBOM IIOAJ0OHE, TCPMETHYHO SaKpBITI)Iﬁ STHUKETKOM.

[Ipenapar Kcomap B ¢Qopme «mpeaBapuTenbHO 3aMOIHEHHBIA IIIPUID JOCTYNEH B JABYX

BapuaHTtax: 75 mr u 150 mr.
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codeportdinint Gk & 6036 7 5412 7

Konnavok
Mrnbl

lMpepoxpaHnTenb
wnpuua

CMOTpPOBOE OKOLLKO
STHKeTKa co
rogHoOCTH

CpPOKOM

Ynop AnA nanbues

MpenoxpaHu- |jirok nopluHs
TenbHble Ynop nopwHs

3aKpPbIIKH

[Tocne Toro, kak JyekapcTBO OyIeT MOJHOCTHIO BBEACHO, AKTUBHUPYETCS MNPEAOXPaHUTEINb,

3aKpBIBAIOLIUHN UTTy. DTO NMPEeAHA3HAUEHO IS 3aIIUTHI OT CIy4alHbIX TPaBM OT YKOJIa UIJIOH.

Kconap, npeosapumenvro 3anoninennulii wunpuy,

codepoicawuti omanuzymao 6 0oze 150 me

Konnavok

e MpenoxpaHuTens

wnpuua

CMOTPOBOE OKOLUKO
IATnKeTKa co
TOAHOCTH

CPOKOM

Ynop ana nanbues

LLITOK NOpLUHA
MNpenoxpaHuTenbHble

3aKpbINKY WNpULa
Ynop nopLHa

v

ITocne Toro, Kak JEKapCTBO OyAET IMOJIHOCTHIO BBEICHO, AKTHBUPYETCS IPEIOXPaHUTEINb,

3aKpBIBAIOLIUHN UTITY. DTO MPEeAHA3HAUYEHO IS 3aIIUTHI OT CIIy4alHbIX TPaBM OT YKOJIa UIJIOH.

Hpyrue npenMeTsl, HEOOXOUMBIC TSl HHBEKITUH

o CrniuproBast canderka.

. BaTHb1il TaMIOH WM MapJis.

KonTelinep st yTUIM3aMU OCTPBIX TPEIMETOB.
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J

Baumanne! Xpanurte mmpun B mecre, He J0CTYIIHOM /IS JeTeil.

Baxxnas undgopmanusg no 6e30NacCHOCTH

1. Konma4yok WIiael MOXKET COJAEp’KaTh NMPOU3BOJIHBIE HATYpPaJbHOIO JAaTE€KCa, B CBA3M C YEM
NalUeHTaM ¢ TUNepYyBCTBUTEIBLHOCTBIO K JIATEKCY ClIeyeT n30erath MpsMOro KOHTAaKTa C €ro
MOBEPXHOCTHIO.

2. He BckpbIBaiiTe 3areyaTaHHYIO0 BHEIITHIOI KOPOOKY, MOKa HE OyAeTe TOTOBBI K MPOBEICHUIO
HUHBCKIUH.

3. He ucnonp3yiiTe mmpuil npu oOHAPYKEHUH TOBPEKIECHUN IETOCTHOCTH BHEUTHEH KOPOOKH
WM STUKETKU OrcTepa, MOCKOIBKY 3TO MOXKET ObITh HE0€30aCHBIM.

4. Hukorzaa He OCTaBISIHTE IIIPUILL B IIPEAEIax JOCTYIHOCTH AJIs APYTUX JIULL.

5. He BcTpsixuBaiite mmnpuil.

6. bynbTe BHUMATENbHBI M HUKOI/IA HE JOTparuBaiiTech MO MPEIOXpPAaHUTENBbHBIX 3aKpPbUIOK
mmpuia (CM. nepBblid pUCYHOK). Eciii TOTpOHYThCS 10 HUX, aKTUBALUS 3allUTHOTO yCTPOWCTBA
UTJIBl MOKET MPOU30UTH MPEKIEBPEMEHHO.

7. Konna4yok ¢ WUIIIbI CIEAYET CHUMAaTh TOJIBKO HEMOCPEICTBEHHO IEPE]] BBEIEHUEM pacTBOpa
npemnapara.

8. IlpenBaputenbHO 3aMOJHEHHBIM IINPHUIl  SBJISIETCS  OJAHOPA30BBIM. Y THUIIM3UPYUTE

HCIIOJIb30BaHHBIN IIrpuUIy Cpas3y KE MOCJIC UCTIOJIb30BaAHU .

XpaHeHue mpuIa

1. Xpanure B xonmoamibHuUKE (2—8 °C) B OpUTHHAIBHOM YITAaKOBKE (KAPTOHHOM IMAYKe) 7151 3aIUThI
ot ceeta. HE 3AMOPAXNBATD!

2. 3apaHee MOCTaHbTE IIMPHI] U3 XOJOAWUJIBHHUKA IMEpel MOATOTOBKOW K WHBEKIUU, YTOOBI
TEeMIepaTypa pacTBOpa CpaBHsIaCh ¢ KoMHaTHOM (25 °C, Ha 310 moTpedyeTcst okono 20 MHHYT).
[mpui fokeH HaXOAUTHCS BHYTPU KOPOOKH € LENbIO 3aIMTHI OT BO3/ACHCTBUS cBeTa. Bpemsi, B
TEUEHUE KOTOPOTO TpermapaT MOXKET HaxOIUThCS NMpu KOMHaTHOW Temmeparype (25 °C), He
npesbllIaeT 48 yacos.

3. He ucrnonb3yiiTe mmpuil mociie UCTEUYEHUsI CPOKa TOAHOCTH, YKa3aHHOTO Ha KAPTOHHOU MavyKe

WJIM Ha MapKUPOBKE LIMPHULIA.
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MecTo HHBEKIINHU

MecTo HHBEKIIUU — 3TO TO MECTO Ha Teje, Kyaa Ber Oynere

l BBOJIUTH JIEKAPCTBEHHBIN Iperapar Mpy MOMOIIH IIIPHUIA.

—

r“ﬁ \ PexoMeH 1yeMOoe MECTO - TIEPEIHSS TIOBEPXHOCTH Geziep. Bol Takke
UL
AL 5 CAaHTHMETPOB BOKPYT IyTIKa.

MOJKETE UCIIOIL30BaTh HIDKHIOIO YaCcTh )KMBOTA, U30erast 00J1acTu B

[ Ecnm nnst momHOM 10361 BaM HYKHO cIeNIaTh 0oJiee OqHOM
WHBEKINH, KX pa3 BEIOUPANTE IPYyroe MECTO IS
[IOCJIEYIOLEH HHBEKIIUH.

He BBoauTE npenapat B 00J1aCTh YyBCTBUTEIBHOMN, ITOKPACHEBIIEH

WJIU 3aTBEpJIEBIIEH KOXH, a TaKkKe B o0iacTu remaTom. M30eraiite

obJacTelt co mpamMaMu UIH PACTSHKKaAMHU.
Ecnm nHBEKIINIO BHIMOTHSAET YEJIOBEK, OCYIIECTBIISIIONINN 32 BAMH
YXO/I, TO B TAKOM CJTy4ae JiJIsl BBEJICHUS MperapaTa TakkKe MOKHO

HCIIOJIB30BaTh BEPXHE-HAPYKHYIO IIOBEPXHOCTS IIJI€Ya.

IToaroroBKa IINPHIA K HCIOIb30BAHUIO

Ilpumeuanue. B 3aBUCUMOCTH OT /103bl, Ha3HaYeHHOW Bamum Bpauom, Bam MoxeT moHanoouTscs
IPUTOTOBUTH JUISL IIOCIEAYIOIIErO0 HCIIOIb30BAHMUS OJUH WIM HECKOJIBKO IPEABAPUTEIIBHO
3allOJIHEHHBIX HINpuLeB. B naHHON Talmiuile MpHUBENEHBI NPUMEPHI TOTO, CKOJIBKO HMHBEKIMH

mpernapara onpeaeIeHHOU J03UPOBKU HEOOXOIMMO BBECTH, YTOOBI MOJIYUUTH HEOOXOIUMYIO 103y

npernapara:
Ho3za Heobxoanmoe KoJIM4ecTBO MIIPHIOB Mpenapara
75 mr 1 cunwuii (75 mr) /
150 mr 1 ¢puosreroBsbiii (150 mr) i
225 mr 1 cunuii (75 mr) + 1 ¢monerossiii (150 mr) ,\ ,
300 mr 2 ¢moaeToBbIX (150 Mr) ’ /
375 mr 1 cunuii (75 mr) + 2 ¢uoaeroBbix (150 mr) / i ,
450 mr 3 ¢pmoaeToBbIX (150 Mr) , i ,
525 mr 1 cunwii (75 mr) + 3 ¢puoaeroBbix (150 mr) } , i I

600 mr 4 ¢noseroBsIx (150 mr) , I i i

1. JloctanbTe KOpPOOKY CO IIMPHUIEM W3 XOJOAMIbHUKA MPUOIU3UTENbHO 32 20 MUHYT 0

MPOBEJCHUS UHBEKIIUU, YTOOBI TEMIIEpaTypa pacTBOpa CPaBHSIACH C KOMHATHOM (HE OTKphIBaiiTe
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KOpOOKY M HE W3BJICKAWTE U3 HEE MITIPHIL, YTOOh H36emdﬂl%61m%g%#y&&g? 0o03)

2. Korga Bel Oynere roToBbI HCIIOJIB30BaTh IITPUI], TIIATEIBHO BHIMOWTE PYKH BOJIOH ¢ MBLIOM.
3. IlpoTpHuTe MECTO MHBEKIMH CIUPTOBOM Ccal(eTKOH.

4. JlocTaHbTe IJIACTUKOBBIN MOAJOH U3 KOPOOKH, CHUMUTE 3AIIUTHOE MOKPHITUE W BBITALIUTE
LINPHUIL U3 JIOTKA, YAEPKUABAs €r0 332 CEPEANHY.

5. OcMmotpure mmpuil. PactBop nomxeH ObITh MPoO3pavyHbIM MU c1abo onanecrupyromuM. Ero
I[BET MOXXET BapbHUPOBATHCS OT OECIBETHOTO /IO CBETJIO-KOPUYHEBATO-kenToro. Jlomyckaercs
MPHUCYTCTBHE My3bIpbkoB Bo3ayxa. HE MCIIOJIB3YUTE ero, ecii OH MOBPEKICH HIIM €CIIH
JKUJKOCTh BBIVISIIUT CIWIIKOM MYTHOM WM BBIPAXEHHO KOPHYHEBOW, WM K€ COIEPKHUT
HEPACTBOPHUMBIE YaCTHUIIBI.

6. YaepxuBas IINPHI] TOPU3OHTAIBHO, MOCMOTPUTE B CMOTPOBOE OKOILIKO, YTOOBI MPOBEPUTH
CPOK TOIHOCTH, Hame4yaTaHHbIM Ha JSTuKeTke. [Ipumeuyanue. UYToObl MPOUYUTATH ITHUKETKY,
BHYTPEHHIOI0 4acTh YCTPOMCTBA WIMpHIa MoxHO moBepHyTs. HE MCITOJIB3YUTE ero, eciu

CPOK IroaAHOCTHU IIperiapaTa UCTCK.

Kak ucnoJib30BaTh NpeaBapuTeIbHO 3aN0THEHHBIH IMpu npenapara Kcosap

OCTOpPOKHO CHUMHTE KOJIMTAYOK WTJIBI CO MITIPHUIA U BEIOPOCHTE
ero. Bel MokeTe yBUIETh KaIUTIO )KUAKOCTH Ha KOHIIE MTJIbI. DTO

HOPMAaJIbHO.

OCTOpO}KHO 3AKMHUTE KOXY B MECTC NHBCKIIMH U BCTAaBbTC UTITY

TakK, Kak OKa3aHo Ha pucyHke. ria nomkHa ObITh BBEJCHA 10

KOHIIa, YTOOBI rapaHTUpoOBAThH MOCTYIVICHUC IMOJTHOM J03bI

npernapara.

JepkuTe mmpuIl TaK, Kak MOoKa3aHo Ha pUCYHKE. MejieHHO
Ha)KMMaWTe Ha MTOPILIEHb 10 TEX I10P, IT0KA YIIOP MOPIIHS
IMOJIHOCTBIO HC CPABHACTCS C TPCAOXPAHUTCIIbHBIMU 3aKPbUIKAMU

HIIpHIIA.

Y,I[ep}KI/IBaﬂ IMOPIICHD MMOJHOCTBIO HAXKATBIM, OCTOPOKHO BBIHBTC

HUI1y U3 MECTa MHBCKIUU.
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MenneHHO OTIYCTUTE OpIMEHb 11 TANTE HIPETOXPAHUTETLHOMY'

YCTPOUCTBY aBTOMAaTUYECKH HAKPBITh OTKPBITYIO UTIly. B mecTe

HHBEKIUU MOXET ITPUCYTCTBOBATH HEOO0JIBIIIOE KOJIMYECTBO

KpOBH. BBl MOKeTE PUIIOKUTH BATHBIN IIAPUK WM MapIIro Ha
MECTO MHBEKLIUU U yAepxkuBaTh ero B TeueHue 30 cekynn. He
TpuTe MecTo nHbeKIHU. [Ipu HeoObxoaumocT Bol MoxkeTe

3aKpPBITh MECTO UHBEKIINH CaMOPUKCUPYIOIIHUMCS OMHTOM.

HNHcTpyKuus no yruiau3auuu

Vcnionb30BaHHBIN MITTPHIL JOJIKEH ObITh HEMEIJICHHO

YTUIU3UPOBAH B KOHTEUHEP IJI OCTPBIX IIPEIMETOB

(3aKpBIBAIOIIMICS, YCTOMYMBBIA K TIPOKOJIaM). B memsix
0€301MacCHOCTH, a TAKKe COXPAHEHHS BAILIETO 3/I0POBbsS U 3I0POBBS
JPYTHX JIFOJICH, UTJIbI U UCTIOIh30BAHHBIC IIMTPHUIBI HUKOT/Ia HE
JIOJDKHBI UCTIOJIB30BATHCS MOBTOPHO. JIt0ObIe HENCIONb30BaHHbIE
JIEKapCTBEHHbIE CPEACTBA WM MEIULIMHCKUE OTXO/IbI TOJIKHBI
OBITh YTUJIM3UPOBAHBI B COOTBETCTBUU C MECTHBIMU
TpeboBanusMu. He BrIOpachiBaiiTe JeKapcTBa B KAHAJIH3AIMIO U
HE YTHIIM3UPYHTE UX BMECTE C OBITOBBIMU OTXOAAMHU.
[TpoKOHCYIBTUPYHTECH Y METUIIMHCKUX PaOOTHUKOB
OTHOCHUTEJIbHO IyTeH yTHIN3AlMU METUIIUHCKUX OTXOA0B. DTH

MepBI IOMOTYT 3aIUTUTH OKPYKAIOLIYI0 CPELy.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUS
[Beitapus / Switzerland

Hosaptuc ®apma AI" / Novartis Pharma AG

JIuxtmtpacce 35, 4056 bazens / Lichtstrasse 35, 4056 Basel

7.1. IIpeacTaBuTeNb AEPsKATES] PETHCTPALMOHHOIO YI0CTOBEPEeHHA

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccuiickaa ®@eoepayus

00O «HoBaptuc @apmar»

Anpec: 125315, r. MockBsa, Jlenunrpaackuit npocnekr, 1. 70
Tenedon: +7 495 967 12 70

@axc: +7 495 967 12 68

OnekrpoHHas mouta: drug.safety russia@novartis.ru

27



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 08.12.2025 N= 30387

(NOCNEQCBATENEHOCTE 0009)

Pecnyonuxa Kazaxcman

Ounuan Komnanun «HoBaptuc ®apma Cepsucaz AI» B Pecniybnuke Kazaxcran
Anpec: 050022, r. Anmartsl, ya. Kypmanrassl, 95
Tenedon: +7 727 258 24 47

OnektponHas noyra: drugsafety.cis@novartis.com

8. HOMEP PETUCTPAIIMOHHOT'O YIOCTOBEPEHHUS
JITI-Ne(006630)-(PT-RU)

9. IATA NMEPBUYHOM PETMCTPAIIUHA (IIOJATBEPXKJEHHSI PETMCTPAIIUU,
HEPEPEI'MCTPALIUN)

JlaTa niepBoi perucTpanuu:
21.08.2024

10. JATA IEPECMOTPA TEKCTA
OOmrast xapakTepucTHKa JIeKapcTBEHHOro mpenapata Kcomap goctynHa Ha MHGOPMALMOHHOM
noptaie EBpazuiickoro 3KOHOMHYECKOTO COI03a B MH()OPMAITMOHHO-KOMMYHHUKAIIHOHHON CETH

«uTeprer»: http://eec.eaeunion.org/
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