NHCTpyKUMA K npenapaTty Pemukeng
) (Remicade, UHpnkcnmab) dpn. 100mr

Y3HaTb LUeHy >>>

CocTtaB u popMa BbiNnyckKa

JInohnnmzaT ansd NnpuroToBJaeHNsa pacTBopa A1 MHQY3Mn B BUAE NJIOTHOM Macchl benoro ueeTa
6e3 Npu3HaKoB pacnJaB/IeHUS, He coaep Kallen MOCTOPOHHUX BKJTIOYEHWIA.

AKTUBHOE BeLlecTBo: MHGAMKcnmab 100 mr.

BcriomoraTesibHble BeljecTBa: HaTpusa rugpodocdaTta auruapat - 6.1 Mr, HaTpusa
anrungpodocgaTta MmoHornapat - 2.2 Mr, caxaposa - 500 mr, nonncopbaTt 80 - 0.5 mr.

dapmMaKkosnormyeckoe neucreme

NHrnbutop ®HOA. NHDANKCKMMAB - XMepPHOE MbILLNHO-4€10BE4ECKOEe MOHOKJIOHA/IbHOEe
aHTuTeno. Obnapaet BbICOKUM ahpmnHnTEeTOM K PHOQ, KOTOPLIN NpeacTaBnseT cobom UMTOKNH C
LUMPOKMM CMeKTPOM BMOOrn4eckoro OEeNCcTBns, ABNAETCA TakKKe NoCpeaHNKOM
BOCMNa/INTENIbHOrO OTBETa M y4acTBYyeT B nNpoueccax MOAYNALUN UMMYHHOW cucTeMbl. O4eBUAHO,
410 PHOW MrpaeT poJsib B pa3BUTUM aYyTOMMMYHHbIX 1 BOCManuTenbHbIX 3aboneBaHuni.
NHpnmkcmmab 6bicTpo cBA3bIBaeTCA 1 06pa3yeT yCTONYMBOE coeanHeHne ¢ obenmmn chopmamum
(pacTBOPMMON 1 TpaHCMeMBpaHHOWM) Yenosevyeckoro ®HOQ, Npv 3TOM NPOUCXOAUT CHUXKEHNE
dyHKUMOHanbHOM akTnBHOCTU PHOQ. CneundmnyiHoCcTb NMHGAMKCMMaba no oTHoweHutio K PHO«
nogTeBep>XXAeHa ero HecnoCobHOCTbID HENTPaN30BaTbh LNTOTOKCUYECKUNN IhPEKT NTMMEPOTOKCUHA
anba (NTa nam ®HORB) - ULNTOKMHA, B3aUMOLENCTBYIOLLEr0 C TEMU XKE peuenTopamMm, 4To n
OHO«.

MoBbileHHble KOHUeHTpaun ®PHOa onpenensanncek B CycTaBax NaLMEHTOB C peBMaTONULHbIM
apTPUTOM N KOppeNMpoBaan C akTUBHOCTbIO 6os1e3HN. Y nauneHToB C peBMaTOUAHbIM apTPUTOM
Tepanua NHOANKCMMabom Nnpueoania K YMeHbLUEHNIO NHPUIbTPaUNUN K1eTOK BOCNaneHus B
BOCMaJIeHHbIE Y4aCTKM CyCTaBOB, @ TaKXXe CHUXXEHMUIO IKCMPEeCcCUn MoJsIeKysl, ONoCcpeayoLmnx
KNEeTOYHYIO aAresnto, XxemoaTTpaKLUMIO 1 pa3pyLleHne TKaHen. Mocne Tepanum nHpAMKCuMabom
0TMeYasioCb CHUXXEHME CbIBOPOTOYHbIX KOHLLEHTPaLWN NHTepnenknHa-6 (UJ1-6) n C-peak TMBHOIro
6enka (CPB), a Tak)xe noBbilleHWE KOHLUEeHTpauum remornobunHa y naumMeHToB C peBMaTOUAHbLIM
apTPUTOM C MOHMXXEHHON N0 CpaBHEHMIO C 6a30BbIM YPOBHEM KOHLUEHTpauunen remorsioburHa.
3Ha4YMMOro CHWXeHUs Yyncna NMMGoUnTOB B Nepudepmnyeckon KpoBu nim ux nponmgepaTmBHoOro
OTBETa Ha MUTOMEHHY0 CTUMYISILMIO MO CPAaBHEHMIO C OTBETOM KJIETOK He/le4YeHHbIX NaLeHTOB
in vitro BbIsBNEHO He Bblno.


https://novosibirsk.lux-farma.com/remicade

Y nauMeHTOB C NCOpuMa3oM Tepanuns MHOPIMKCUMAOOM NPMBOAUIIA K CHMXXEHWIO BOCMAIEHUs B
annaepMasibHOM CJI0e N HopManun3auum guddepeHUNpPoOBKN KEPATUHOLUTOB B MCOPMATUYECKNX
b6nsawkax. Y nauneHToB C NCOpMaTUYECKM apTPUTOM KpaTKOBpeMeHHas Tepanus
NHPANKCMMabOM CONPOBOXAalaCb CHMXXKEHNEM YMcna T-KJ1IeTOK M KPOBEHOCHbIX COCY 0B B
CUHOBMAsIbHOM 060/104KE N YHaCTKaX KOXMN, MOPa’KEeHHbIX NCOPMAaTUYECKNM MPOLLECCOM.

Mpn r’MCTONOrMYECKOM NCCenoBaHN 6GMONTaTOB TONCTON KULLKK, B3ATbIX 40 N Yepe3 4 Hepenu
nocsne BeeaeHns nHpAnkcumaba, 6biS10 BbIIBIEHO CYyLLLECTBEHHOE CHUXXEHME KOHLEeHTpaLuum
OHOa. Tepanusa nHgpankcumabom naymeHToB ¢ 6onesHbo KpoHa conpoBoXXdanach
3HAYUTENbHBIM CHUXXEHMEM KOHLUEHTpaunum Hecneumpunyeckoro CbiIBOPOTOYHONO Mapkepa
BocnasneHuns - CPb. ObLwee 4ncio NenkoumToB nepmpeprnyeckon Kposu Nnpu Tepannm
NHPAMKCMMaboM MEHAN0Ch B MUHUMasbHOWM CTENeHU, XoTA AN8 IMMEAOLMTOB, MOHOLUTOB
HenTpodunnoB Habnwganacb TeHAEHUMA K HOpMaansauum nx 4yucna. Y naumeHToB, noayyasLunx
NHpAMKcMMab, nponngepaTUBHbIN OTBET MOHOHYKJI€APHbIX KJ1IETOK Nnepugepmnveckon Kposm Ha
CTUMYNALMIO HE CHUXXAJICS MO CPABHEHMIO C TAaKOBbIM Yy HEeJleYeHHbIX NauneHToB. He 6bis10
BbISIBJIEHO CYLLECTBEHHbIX NU3MEHEHUN CeKpeunn LUTOKUHOB CTUMYSIMPOBaHHbLIMU
MOHOHYKJ/IeapHbIMU KNeTKaMn Nepnepmnyeckon KpoBm nocae Tepannum nHGIMKCuMMabom.
N3yyeHne MOHOHYKNeapHbIX K1eToK buonTaToB CO6CTBEHHOW NAACTUHKN CAN3UCTON 060104KN
KULIKW NOKa3aso, 4To Tepanna NHMANKCMMAOOM Bbi3blBaeT CHUXKEHUE YUCTa KNEeTOK,
akcnpeccupyrowmx PHOo n nHTepdepoH ramma. JonosIHUTeIbHble TMCToSIornyeckune
nccnenoBaHUs NOATBEPANAN, YTO MHPINKCUMAD yMeHbLIaeT NHPUAbTPALNIO KEeTOK BOCManeHns
N cogep)xaHue MapKepoB BOCMANEHMS B MOPaXKEHHbIX YH4acTKaX KULWKW. DHAOCKONMNYECKMe
nccnenoBaHUs NPOAEMOHCTPUPOBAIN 3a)XXKUBJIEHNE CAIN3UCTON 000N0HKN KULWKK Y NaUNEHTOB,
noJaly4aBLWMX MHPANKCUMAO.

NMoka3aHua npenapaTta Pemukenp,

®* PeBMaTOUAHbIN apTPUT B aKTUBHOW (hopme y naumeHToB 18 neT u ctapwe (B KombuHauum c
MeTOoTpeKCaToM) Npu He3(hPEKTUBHOCTM NMPOBOAMBLIENCA paHee Tepanun, BKJ4Yas
Nle4eHne MeToTpeKCcaToM.

®* bone3Hb KpoHa B akTUBHON hopMe TAXKenonm cteneHn (B T.4. ¢ obpa3oBaHUEM CBULLEN) Y
nauneHToB 18 neT n cTaplwe, He MOoAAAOLWAaNACa CTaHOAaPTHON Tepanuu, BKJKYas
KOpTUKOCTepouabl U/vanm NMMyHOLENpPecCaHThl.

®* bone3Hb KpoHa B aKTUBHOM (hopMe, CpefiHeN UK TAXKeNIONn CTeneHn y aeTen n No4pPOCTKOB
B BO3pacTe OT 6 0 17 nieT BKAKOYUTESILHO - NMPUN HE3((EKTUBHOCTU, HEMEPEeHOCUMOCTU NIn
Ha/IMYMKM NMPOTMBOMNOKA3aHNIN K CTaHOaPTHON Tepanuu, BKJOYaloWen KOpTUKoCTepouabl
n/nn MMMyHoLernpeccaHThI.

® A3BEHHbIN KOJINT Y B3POCJIbIX MPUN HEI(PHEKTUBHOCTN CTAaHOAPTHON Tepanuu.

® SA3BEHHbIN KONUT CPEAHEN NN TAXKESION CTENEHN y AeTen n NOAPOCTKOB B BO3pacTe oT 6 A0
17 neT - Npn He[OCTaTOYHOM 3PHEKTUBHOCTU CTAaHOAAPTHOW Tepanum ¢ NPUMEHEHNEM
KOPTUKOCTEponaoB, 6-MepKanTonypmHa Nan azaTuonpuHa, ambo npu Haamymm
HernepeHOCUMOCTU UK MPOTUBOMOKA3aHUN K CTaHLAPTHOW Tepanuu.

® AHKWNO3UPYOLWNIA CNOHONANT.

* MNcopuaTuy4ecKknnm apTpuT.

* MNcopwuas.



Pe>xuMm po3upoBaHUA

BeooaT B/B. PasoBas nosa - 3-10 mMr/kr. YacTtoTa 1 OnnTeNlbHOCTb NPUMEHEHNS yCTaHaB/IMBaOTCA
WHONBUAYAJIbHO, B 3aBUCMMOCTIN OT MOKa3aHWN U CXxeMbl MPOBOAMMON Tepanuu.

MobouHoOe pencreue

Co CTOpOHH®I HepBHOl;I CUCTEMbI: HaCTo - rofloBHas 60b, roOJIOBOKpPY>XXeHune, 4yBCTBO YCTaJIOCTWU;
penko - genpeccusa, NnCnxos, 6ecnoKoncTBO, aMHe3nsd, anaTus, HEPBO3HOCTb, COHMNBOCTb.

CO CTOPOHbI NULLEBAPUTEILHON CUCTEMBbI: YacCTo - TOLWWHOTA, AMapes, 60an B XXUBOTe, gUCNencus;
penko - 3arop, XKeaynoyHo-NULLEBOAHbIN PeqIOKC, XEAUT, ANBEPTUKYJINT, HapyLleHne
PYHKLMM NeYeHn, XoNeumncTuT.

CO CTOPOHbI CUCTEMbI KPOBETBOPEHMS: PELKO - aHEMUS, IeNKOoNeHns, iMMdpaaeHonaTus,
MMGOoLNTO3, TMMEONEHNS, HENTPOMNeEHUs, TPOMBOLIMTONEHNS.

Co CTOPOHbI CepAe4YHO-COCY ANCTOM CUCTEMbI: HacTo - NpUAnBbI, 601b B rpyaun; peako -
apTepuanbHada rmnepTeH3ns, apTepmaibHas rmnoTeH3ns, obmopok, TpombodhnebuT,
6bpaankapaus, cepguebnenmne, cnasm COCyaoB, LNAHO3, HapyLweHne nepmpepmnyeckoro
KpoBooObpalleHns, apuTMns, OTEKMN.

CoO CTOPOHbI AbixaTe/IbHOU CUCTEMbI: HaCTO - 04bllWKa, BUPYCHas nHdekumna (rpunr, repnec),
nxopagka, UHPeKUNN BEPXHUX OTAEN0B AblXaTeNbHbIX NyTen, 6pPOHXNT, MHEBMOHUS; PeaKo -
OpoHxocnasm, NNeBpuUT, OTEK NErKunx.

Co CTOpPOHbI opraHa 3peHus: pefKo - KOHbIOHKTUBUT, KEPATOKOHBIOHKTUBUT, SHAOMTANbMUT.

Co CTOPOHbI MOYEBbLIAE/INTESIbHOU CUCTEMbI: PEAKO - UHPEKLUN MOYEBbLIBOOALWNX NYTER,
nuenoHegppuT.

CO CTOPOHbI CBEPTLIBAIOLLEN CUCTEMbI KPOBU: PEAKO - IKXMMO3/remaToMa, NneTexmm, HocoBoe
KpoBOTEeYeHue.

JepmaTonornyeckme peakumm: YacTo - CbiMb, KOXXHAN CbiMb, 3y, YPTUKAPUUX, NOT/INBOCTD,
CYXOCTb KOXW; PpeOKO - rpUBKOBLIN AepMaTUT (OHMXOMUKO3, 3K3eMa), cebopes, poxa, bopoaaBku,
dypyHKynes, nepnopbuTanbHbIN OTEK, TMNEPKepPaTo3, HapyLLUeHne NUIrMEHTALMN KOXN,
anoneuwus, bynnesHasn Cbimb.

Anieprumyeckme peakumu: KpanueHuua, 3yn, oTek nmua, ryd, KUCTem, Mmanrmsa n/unm apTpanrns c
nuxopagkon, obpasoBaHMe ayToOaHTUTEN, BOJTHAHOYHbIN CUHAPOM.

lMpoume: YacTo - NMXopanka; peako - abcuecchl, LenntnnTbl, cencuc, bakTepmnanbHasa u
rpubkoBasi UHGEKL N, MUANTUA, apTPaIrns, BarMHUT, MH(PY3NOHHBIA CUHOPOM, peakums B MecTe
NHBEKLNN.

NMpoTuBONOKa3zaHUA K NPUMEHEHMUIO



Ta)kenbli MHPEKLUMOHHBIN Npouecc (B T.4. abcuecc, cencuc, Tybepkynes, onnopTyHUCTUYECKME
NHMEKLMN), NOBbILWEHHAs YYBCTBUTENBHOCTb K MH(IMKCUMaby 1 ApyruM MbllUUHBLIM Benkam.

NMpuMeHeHue npu 6epeMeHHOCTU U KOPMJIEHUM Tpyablo

NHpmkcnmab He pekoMeHAyeTCst NPUMEHATb Npy 6epeMeHHOCTN, MOCKOJIbKY OH MOXKET BAUATb
Ha pPa3BMUTME MMMYHHOWN CUCTEMbI MJiofa. XKeHLWHbl eTOPOAHOr0 BO3pacTa B Nepnog JIeYeHus un
B T€YEeHMe Mo KpalHen mepe 6 MecC Nocjle ero OKOHYaHUsA A0JKHbl UCMOJIb30BaTb HAZlEXHble
MeTO/lbl KOHTpaLenuuu.

HensBecTHO, BblaenaeTcs M UHGPIMKCUMab ¢ rpyaHbIM MOJIOKOM Yy YyenioBeka. Mpu
Heo6X0AMMOCTU NPUMEHEHUS B Nepunog JlakTauum rpyiHoe BCKapManBaHue ciegyeT
NnpekpaTuTb. Bo306HOBIEHME TPy AHOIr0 BCKapMJIMBAHNA pa3peLlaeTcs He paHee, YeM Yyepes 6 mec
Noc/le OKOHYaHMNA NeveHus.

NMpuMeHeHMe NpU HapyLweHUAX (PYHKLUMN NeYeHHU

DPheKTUBHOCTb M 6e30MNaCcHOCTb NPUMEHeHUs HpANKCcMMaba y nauneHToB C 3aboneBaHUAMM
nevyeHn He yCTaHOBJ/IEHA.

NMpuMeHeHMe NpU HapyLweHUAX (PYHKLUMN noYyek

AP PHeKTUBHOCTb U 6€30MacHOCTb NpUMEHeHNsa MHpAnKcuMaba y naumeHToB ¢ 3aboneBaHnsaMU
NnoYyeK He yCTaHOB/EHaA.

NMpuMeHeHMe y pneTen

Be3onacHoOCTb N 3hPEKTUBHOCTb NPUMEHEHUSA MHDINKCUMaba y JeTei 1 NoAPOCTKOB B BO3pacTe
[0 17 neT c peBMaTOUAHLIM apTPUTOM UKN 6051e3HbI0 KpoHa, He U3y4YeHbl.

anMeHeHMe Y NO>XKMUJbIX MalUEeHTOB

DPPeKTUBHOCTb 1 6€30MNaCHOCTb NPUMEHEHUS NHPANKCMMaba y 60NbHBLIX NOXNI0ro Bo3pacTa He
yCTaHOBJIEHA.

OcoOble yka3aHuA

MNpn NpUMeHeHNN MHDIMKCMMaba BO3MOXXHO Pa3BUTUE OCTPbIX alslepruiyecknx peakumin mn
annepruyeckux peakuunin samenneHHoro Tmna.



Y HEKOTOPbIX 6ONbHBLIX BO3MOXXHO 06pa3oBaHMeE aHTUTEN K UH(ANKCMMAby, KOTopble B peaKux
CJly4aax BbI3bIBAOT Pa3BUTUE TSXKESbIX aslJIeprnyeckux peakuuni. Npu oTcyTcTBUN
TONEPAHTHOCTUN K METOTpeKCcaTy WK K APYrMM UMMyHoAernpeccaHTaM HeCTEPOULHON CTPYKTYpbl
(Hanpumep, azaTMoNpPUHY, 6-MepKanToNypUHy) 1 NPepbIBaHNN UX NpUeMa 40 UK B TeYeHune
NpMMeHeHNs NHANKCMMaba noBbILAeTCs PUCK 06pa3oBaHNSA 3TUX aHTUTE.

Peakuuy NOBbILLEHHOW YYBCTBUTEILHOCTY 3aMe/IeHHOro TuMna Hablogannck C BbICOKOWN
yacTtoTol (25%) npu 6onesHn KpoHa nocne HasHa4YeHUs MOBTOPHOIO fle4yeHus Yyepes 2-4 4 nocne
NepBUYHOTO.

MNockonbKy BbiBefeHne NHpnKcMMaba NpomcxognT B TedyeHne 6 mec, 60IbHOM B TeYeHUe 3Toro
nepuona [OJ/HKeH HaxoauTbca rnon HabnogeHneM Bpada OJ1s1 CBOEBPEMEHHOI O BbISIBJIEHUSA
NPM3HAKOB MH(EKLMOHHOI 0 npouecca. NMpumeHeHne nHdAMKcuMaba cnenyeT NpekpaTuThb B
cJlydae pa3BuUTUS TAXKENON MHMEKLUNM NNK cencuca.

Mpwv nogo3peHnn Ha AKTUBHbIN Ty6epKyne3Hb||7| npouecc s1e4eHne cnenyetT NnpeKpaTnTb, NOKa HE
6y,u.e'r YCTaHOBJIEH ANArHO3 1 npoeeneHoO COOTBETCTBYOLLLEE NevHeHNE.

[o HavYana Tepanun MHpAMKCMMaboM NauneHToB cnenyeT TuaTenbHo obcnenoBaTh Ha NpeamMeT
BbISIBJIEHNS KaK aKTUBHOIO, Tak M NlaTeHTHOro TybepkynesHoro npouecca. CneayeT y4nTbiBaTh,
4YTO y TAXKenbiX 60bHBIX N 60JIbHLIX C UMMYHOCYMpeccuen MoxXeT bbiTb NoNy4YeHa
No>XHooTpuuaTenbHas TybepkynnHosas npoba. MNpwu BbisBAEHUM NaTeHTHOro Tybepkynesa
Heo6XxoaAMMO NPUHATL Mepbl, 4TObbl HE AONYCTUTbL aKTUBM3aAL MK MPOLIECCa, a TaKXe cnenyeTt
OLLeHNTb COOTHOLLEHMe npeanosiaraeMomn noJib3bl U NOTEHLMaNbHOrO pUCKa NPUMEHEHNS
NHpMKCMMaba y 3Ton KaTeropmm nauneHToB.

Mpwn nossneHNn B Nepmos se4yeHnsa CMMNTOMOB, HaNOMMHALWNX BOJYaHOYHbIA CUHAPOM (CTONKas
CbiNb, IMXopagka, 60ab B CycTaBax, yTOMASAEMOCTb), U Npun 3ToM ByayT onpenenatbCcsa aHTUTEnNa
K OHK, nHdamkcnmab cnegyeT OTMEHUTb.

3¢ PHEeKTUBHOCTbL U 6E30MacHOCTb NpUMEHeHNs MHpAnKcuMaba y 601bHbIX NOXXWIOro Bo3pacTa, a
Tak>Xe Yy NauneHToB ¢ 3aboneBaHNAMM NEYEHN U MOYEK HE YCTaHOBEHaA.

Be3onacHoOCTb 1 3(pPEKTMBHOCTb NPUMEHEHUS NHpNKCMMaba y AeTelr n NoapoCTKOB B BO3pacTe
[0 17 neT c peBMaTONAHbLIM apTPUTOM U 605e3Hb0 KpoHa, He n3y4deHsbl. [1o nonyYyeHuns
COOTBETCTBYIOLLNX AAHHbIX cnefyeT nsberaTb NPMMEHEHUS y 3TO KaTeropun nauueHToB.

JleKapcTBeHHOe B3auMogeucTBme

Y nauMeHTOB C peBMaTOUAHbLIM apTPUTOM OAHOBPEMEHHOE NMPUMEHEHME MeTOTPEKCaTa CHUXKaeT
obpa3zoBaHMe aHTUTEN K MHPOIMKCUMaby 1 NOBbILLAET KOHLIEHTPaLMo MocaefHero B rnaasme.

YcnoBusa XxpaHeHua npenaparta Pemukenp

Mpn TemnepaType 2-8 °C (He 3aMopa)kmBaThb).

XpaHUTb B HEOOCTYMNHOM AN AeTel MecTe.



CpoOK rogHOCTH

3 roaa.

He MPUMEHATDL MO NCTe4YeHnn CpokKa rogHoCTn, yKasaHHOIro Ha yrakoBKe.

YcnoBusa npopaxwu

Mo peuenTy.



