PeMukeunp — Remicade
(MHbNMKCcumMab)

PeBMaToONOHbLIN apTPUT B aKTUBHOW popme Yy nauneHToB 18 neT n cTtapuwe (B
KOMBUHaUNN C METOTPEKCATOM) Npu He3I(PEKTUBHOCTM NPOBOAMBLLUENCS pPaHee
Tepanuu, BKJOYasa Ne4YeHne MeToTpeKCcaToM.

bonesHb KpoHa B akTUBHOM hopMe TSXeNon cteneHn (B T.4. ¢ obpa3oBaHneM
CBMLWeEN) Y NauneHToB 18 neT u CTapwe, He noggarwWasca CTaHOAPTHON
Tepanuu, BKOYass KOPTUKOCTepouabl U/MIN MMMYHOLENPEeCCaHThI.

Bnapeneu peructpaunoHHoro ygoctosepeHua: MCO ©®APMACBIOTUKAIJIC, OO0
(Poccuns)

MponsseneHo: SCHERING-PLOUGH (Brinny) Co. (MpnaHaus)
YnakoBaHo: OPTAT, AO (Poccusa) Kog ATX: LO4AB02 (Infliximab)

AKTMBHOEe BellecTBO: MHPAMKCUMab (infliximab) Rec.INN 3aperunctpmvpoBaHHoe
BO3

dopma BbINyCcKa, ynakoBKa M COCTaB npenaparta
Pemukenp®

JInopunusat ana npuroToBseHNUsA pacTeopa AN UHQY3UA B BUOE NJIOTHOM
Maccbl 6enoro useta 6e3 NpU3HakKoB pacnnaB/ieHUs, He coepxxallen
NOCTOPOHHUX BKJIIOYEHUN.

1 cn.

NHpAnKcmab | 100 mr

BcriomoratesibHble BelyecTBa: HaTpua rugpodocaTta gurnapaTt — 6.1 mMr, HaTpua
anrngpodoctaTta MoHormapat — 2.2 Mr, caxapo3a — 500 mr, nonucopbat 80 —
0.5 wr.
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®laKOHbl CTEKJISIHHbIE BMECTUMOCTbI0 20 M1 (1) — Nayky KapTOHHbIE.

KnuHuko-apmMmakonoruyeckasa rpynna: llpenapaT ¢ NpoTUBOBOCMANNTENbHbLIM
nenctamnem. MHrmbutop dakTopa Hekpo3a onyxonu anba (PHO-a)

dapmako-TepaneBTU4Yeckas rpynna: IMMyHonenpeccMBHoe CpPencTBO —
aHTUTeNa MOHOKJIOHa/bHbIE

dapMakonorvyeckoe nenucTteme

NHrnontop ®HOa. NHdpAmkcumab — XxumepHOoe MbILWMHO-4e10BeYeckoe
MOHOKJIOHasIbHOe aHTuTeno. Obnagaet BbICOKUM appuHnTETOM K PHOQ, KOTOPLIN
npeacTaBnsgeT cobon UMTOKUH C LUMPOKUM CNEKTPOM BMOSIOrn4eckoro 4encTemsg,
ABJIAETCA TakKXe MOCPefHWKOM BOCMalNTEeNbHOr0O OTBETa U y4acCTBYeT B
npoueccax Mogynaumm UMMyHHon cuctemol. O4eBngHo, 4To ®PHOQ nrpaeT posib B
Pa3BUTUN ayTOMMMYHHbIX WU BOCManuTenbHbiX 3abonesaHun. NHDAnkKcmmab
BbICTPO CBA3bIBAETCA U 0bpa3zyeT ycTon4Ynsoe coegmHeHue ¢ obemmn gopmamm
(pacTBOpPMMON K TpaHCMeMbpaHHOW) YenoBeyeckoro ®HOaQ, Npu 3TOM NPOMCXOAUT
CHMXeHMe hyHKUMOHaNIbHOW akTUBHOCTM ®HOa. CrneunpunyHoCTb NHDANKCUMaba
No oTHoweHuto K ®HOa NoaTBEPXKAEHA €ro HecnocobHOCTbID HENTpPasIN30BaThb
LMTOTOKCMYECKNI 3 DEKT NMMEPOTOKCUHA anbda (JITa nan ®HOB) — UMTOKKUHA,
B3aMMOAENCTBYIOLWEro C TeMu Xe peuentopamu, 41o n ®HOa.

[MoBblWeHHble KOHUeHTpauun ®HOo onpefendanucb B cycTtaBax MauueHTOB C
PEBMATOMAHbLIM apTPUTOM U KOPPENUpoBaanM C aKTUBHOCTbi 6onesHu. Y
NauneHToOB C PEBMAaTOUAHbLIM apTPMUTOM Tepanua MHMANKCMMaboM npueBoanna K
YMEHbLIEHNIO MHAOUAbTPAUNM KIETOK BOCMaseHUs B BOCMAJIEHHbIE y4aCTKU
CYCTaBOB, @ TakKXe CHVXXEHUIO IKCNPECCUM MOJIEKY S, ONOCPenyoWMX KNETOYHYIO
aaresnto, xemoaTTpakKUWUIO W pa3pyweHne TKaHewn. locne Tepanuu
NHPANKCMMaboM OTMeYanoCb CHUXEHUE CbIBOPOTOYHbLIX KOHLUEHTpauun
nHTepnenknHa-6 (UJi-6) n C-peaktmnsHoro 6enka (CPB), a Takxe nosbileHNE
KOHUeHTpauun remornobuHa y naunMeHTOB C peBMAaTOUAHLIM apTPUTOM C
MOHM)XEHHOW N0 CpaBHEHUIO C Ha30BbIM YPOBHEM KOHLEHTpaUmnen remornobuHa.
3HAYMMOro CHUMXEHNA Yucna AMMOoOUNTOB B Nepudhepmnyeckon KpoBu UM nx
nponndepaTUBHOro OTBETA Ha MUTOMEHHYI CTUMYNALUIO MO CPaBHEHUIO C
OTBETOM KJIETOK HeJlIe4YeHHbIX NaUMeHTOB in vitro BbIsIBNIEHO He 6bINO.

Y NauneHToB C NCOPUA3oM Tepanus MHMANKCUMaboM NPUBOAUNG K CHUXEHUIO



BOCMANeHNS B 3NUAEPMAsIbHOM CJioe U HopManu3auunm anddhepeHLNPoBKM
KEPATUHOLMTOB B NcopuaTnyecknx bnswkax. Y naunmeHToB ¢ NCOPUATUYECKUM
apTPUTOM KPAaTKOBPEMEHHas Tepanua WHGINKCUMaboMm COnMpoBOXAanach
CHUXEHNEM Yncna T-KNeToK U KPOBEHOCHbLIX COCYA0B B CUHOBMAJIbHOM 060/104Ke 1
YyYaCTKax KOXXW, MOPaXK€HHbIX MCOPUATUYECKUM MPOLLECCOM.

[Mpn rNCTONOrMY4EeCKOM UccnenoBaHnm 6MONTaTOB TOACTON KULLKK, B3STbIX OO0 U
vyepes 4 Hegenn nocne eBegeHna MHPAMKCMMaba, Oblo BbISBIEHO CyLECTBEHHOE
CHUXeHne KoHueHTpauunm O®HOa. Tepanusa MHBAMKCMMaboM NayunmeHTOB C
6onesHblo KpoHa conpoBoXAanacb 3HAYUTENbHLIM CHUXEHUEM KOHLEHTpaLnm
Hecneungn4eckoro CbiIBOPOTOYHOro Mapkepa socnaneHns — CPB. Obwee 4yncno
NENKOLUNTOB nepugepmnyeckon Kposn npu Tepannm nHGINKCcMmMabom MeHsA10Ch B
MUHUMANbHOW CTeneHn, XoTa ana nuMmpounToB, MOHOLUUTOB N HENTPODUIOB
Habnooanacb TEHAEHUNSA K HOPMaaM3aUnm nx 4ynucna. Y naunmeHToB, Noay4yaBLUmx
NMHPANKCMMab, nponudepaTUBHLIN OTBET MOHOHYKJIEAPHbIX K/EeTOoK
nepugepnyeckon KPoBM Ha CTUMYNALNIO HE CHUXXANCSH NO CPABHEHWNIO C TAaKOBbIM
Yy HeJleYeHHbIX nayneHToB. He ObII0 BbISIBIEHO CYLWECTBEHHbLIX U3MEHEHUN
cekpeuumm UMTOKMHOB CTUMYNNPOBAHHLIMW MOHOHYK/EAPHbLIMU KeTKaMu
nepudepnyeckon KpoBW Mnocne Tepanuun UHPANKCcMMabom. W3yyeHune
MOHOHYKJIeapHbIX KneTok 6uonTtaToB COOCTBEHHOW MNACTUHKU CAM3UCTON
060/104KM KULIKKN NOKa3ano, 4To Tepanns MHOANKCUMaOOM BbI3bIBAET CHMXKEHNE
4yucna KneTtok, akcnpeccupyrowmx ®HOa n nHTepdepoH ramma. LononHUTesNbHble
FMCTONOrNYECKNE NCCNenoBaHNs NOATBEPANAN, YTO UHPANKCUMAD yMeHblUaeT
NHPUIbTPaALUNID KNEeTOK BOCMaseHNa U cogep)xaHne MapkepoB BOCManeHUsa B
NMOPa)>XEeHHbIX Yy4YacCTKax KWWKKW. IDHOOCKONMYECKUe wunuccrepoBaHusd
NPOAEMOHCTPUPOBAIN 3a)KUBJIEHNE CAN3NCTON 000N0YKN KULLKK Y NaLNEHTOB,
noayYaBLwnx nHpAnKcmman.

Moka3aHMA aKTUBHbLIX BelLecTB Mnpenaparta
Pemukenp®

PeBMaTOMAHbLIN apTPUT B aKTUBHOW (popMe y nauueHToB 18 neT n ctapwe (B
KOMOMHaUNM C METOTPEKCaToOM) Npu He3(PEKTUBHOCTY NPOBOAMBLLENCS paHee
Tepanuu, BKJ0Yasa nevyeHne MeToTpekcaToM.

bone3Hb KpoHa B akTUBHOW (hopMe TsSXenonm cteneHun (B T.4. ¢ obpasoBaHneM
CBMLWeEN) Y NauNeHToB 18 neT u CcTapwe, He noggatwascad CTaHOApPTHON



Tepanuu, BKIOYas KOPTUKOCTEPOUAbl U/UAN UMMYHOLENPECCAHTHI.

bonesHb KpoHa B akTUBHOW hopMe, CpefHEN NN TSXKENION CTENEHN Y AeTen u
NOOPOCTKOB B BO3pacTe OT 6 A0 17 neT BKAYNTENIbHO — NPU HEIMPEKTUBHOCTH,
HenepeHoCMMOCTMN UM HaJIM4YUM NPOTUBOMOKA3aHUN K CTaHLAPTHOW Tepanuu,
BKJIIOYAIOLWEN KOPTUKOCTEPOUAbI U/NIN UMMYHOLENPECCAHTDI.

A3BEHHbIN KOJINT Y B3POCJIbIX NPU HE3((EKTUBHOCTM CTaHAAPTHOW Tepanuu.,

A3BEHHbIN KONIUT CPEeaHEN UIN TAXKEN0N CTeneHn y geTen n noapocTKoB B
BO3pacTe oT 6 A0 17 net — npu HefOCTAaTOYHOM SPPHEKTUBHOCTN CTAaHLAPTHOM
Tepanum C NPUMEHEHWEM KOPTUKOCTEPOUAOOB, 6-MepkKanTonypuHa Wnu
asaTuonpuHa, MMbo Npu HaANYMN HEMEPEHOCUMOCTU UAN NPOTMBOMOKA3aHUN K
CTaHZapTHOWN Tepanuu.

AHKNNO3NPYIOLWNIA CMOHAUNNT.
McopraTnyecknn apTpuT.

Ncopwnas.

Pe)XXuM po3upoBaHMA

Crocob rnpuMeHeHWs n PeXnM 403MPOBAHNS KOHKPETHOI 0 rnpernapaTa 3aBucsT OT
ero opMbl BbiMycka v Apyrux ¢pakTopoB. ONTUMasbHbIN PEXUM LO3UPOBaHNSA
onpeaenset Bpay. Cnegyet cTporo cobsiwogatb COOTBETCTBUE NCMOJIb3YEMOM
JIEKAPCTBEHHOW (POPMbl KOHKPETHOIO rnperapata rnokasaHuaM K rnpuMeHeHuo n
pexunmy nosmpoBaHusa.Beonat B/B. Pa3zoBas go3a — 3-10 mr/kr. YacTtoTa u
ONNTENBHOCTb NPUMEHEHUS YCTaHABAMBAOTCA UHANBUAYANbHO, B 3aBUCUMOCTU
OT MOKa3aHWn 1 CXxeMbl NMPOBOAMMON Tepanuu.

NMobouyHOe pencTeue

Co CTOPOHbI HEPBHOW CUCTEMBbI: HaCTO — rosoBHas 60/b, FOJIOBOKPYXEHUE,
YYBCTBO YCTaJIoOCTW; peko — Aenpeccus, ncuxos, 6eCnoKoncTeo, amHesus,
anaTus, HEPBO3HOCTb, COHJINBOCT.

CO CTOPOHbI NULLIEBAPUTENIbHON CUCTEMbI: YaCcTO — TOLWHOTA, Anapes, 6onn B
XWBOTE, AWUCMENCUs; PeaKo — 3amnop, XeNyAo4YHO-NULWEBOOHbLIA pedoKC,
XeNNNT, ANBEPTUKYANUT, HapylleHne PYHKLUUN NeYeHn, XONeuucTuT.



CO CTOPOHbI CUCTEMbI KPOBETBOPEHMUSA: PeAKO — aHeMWUs, NnernkoneHus,
nuMmaaeHonaTmsa, AMMAOLUTO3, TMMPONEHNS, HENTPONEHNS, TpOMboLMTONEHMS.

Co CTOPOHbI CEPAEYHO-COCYANCTON CUCTEMbI: 4aCTO — Npunueel, 60ab B rpyau;
pefko — apTepuanbHaa rmnepTeH3ns, apTepuanbHasa rmnoTeHsns, 0b6Mopok,
Tpombognebut, bpaaonkapansa, ceppguedbmeHne, cnasm Cocynos, LKMaHO3,
HapyLleHne nepugepnyeckoro KpoBoobpalleHns, apuTMns, oTeku.

CO CTOPOHbI AbIXaTE/IbHOW CUCTEMbI: YaCcTO — OfblKA, BUPYCHas MHGpeKLUs
(rpunn, repnec), MMxopaaka, MHMPEKLNN BEPXHUX OTHOESIOB AbIXaTeNIbHbIX NMYyTEN,
OPOHXUT, NHEBMOHUS; peaKo — BpoHX0CMa3Mm, NAEBPUT, OTEK JIErKUX.

CO CTOPOHbI OpraHa 3peHuns: pefKo — KOHBIOHKTUBUT, KEPAaTOKOHBIOHKTUBUT,
3HAO(PTANBMUT.

CO CTOPOHbI MOYEBbLIAENTENLHON CUCTEMbI: PEAKO — WH(EKLNN MOYEBLIBOASALLNX
nyTen, NMenoHegpuT.

Co CTOPOHbI CBEPThIBAKOLWEN CUCTEMbI KPOBU: PELKO — 3KXUMO3/remaToMma,
neTexmn, HOCOBOE KPOBOTEYEHME.

lepmaTtonornyeckme peakumm: 4acTo — CbiMb, KOXXHAS CbiMb, 3ya, YPTUKapuum,
NOT/IMBOCTb, CYXOCTb KOXW;, peakKo — rpubkoBbin AepMaTUT (OHUXOMUKO3,
3K3eMa), cebopes, poxa, bopogaBku, pypyHkynes, nepnopbuTtanbHbin OTEK,
rMnepkepaTos, HapyLlleHne NUrMeHTauun Koxu, anoneumns, bynnesHasa Cbinb.

Annepruyeckne peakumu: KpanueHuUa, 3y, oTek auua, ryb, Kuctem, mmanrus
/NN apTpanrua ¢ nmxopankoi, obpa3oBaHne ayTOAHTUTESN, BOAYAHOYHbBIN
CUHAPOM.

[Mpo4yne: 4acTo — nuxopapka;, peako — abcuecchbl, LEenaInTbl, CENCUC,
bakTepunanbHaa u rpubkoBas MHMEKUUN, MUANTUSA, apTPaNrnsa, BaruHUT,
MH(Y3MOHHBIA CUHAPOM, peakLUus B MECTE UHBEKLMN,

HPOTMBOHOKaBaHMﬂ K TPUMEHEHMUIO

Taxenbln MHPEKUMOHHBLIA npouecc (B T.4. abcuecc, cencuc, Tybepkynes,
OMMOPTYHUCTUYECKNE WHGEKLMN), MNOBbILUEHHAA YYBCTBUTENbHOCTb K
MHPANKCMMaby 1 OpyruMm MbiWHLIM Benkam.



NMpuMeHeHue npu 6epeMeHHOCTU U KOPMJIeHUMU
rpyabio

NHAnKkcumab He pekoMeHayeTCs NPUMEHATb Npu BepeMeHHOCTH, MOCKObKY OH
MOXXET BJUSTb Ha PA3BUTUE UMMYHHOW CUCTEMbI MNA0Aa. XEHLUHbI 1€ TOPOAHOr0
BO3pacTa B Nepuoa JevyeHns 1 B TeYeHne Nno KpanHen mepe 6 Mec nocsie ero
OKOHYaHWS O0/IKHbI UCMOSIb30BaTh HaZleXXHbIE METOAbI KOHTPaLEnLun.

Heun3BecTHO, BblaenseTcs M MHPANKCMMAb ¢ rpyaHbIM MOJIOKOM Y YesioBeka. Mpu
HeobXoAMMOCTN NPUMEHEHUS B Mepuoa NakTauuu rpygHoe BCKapMaMBaHMWeE
cnenyeT NpekpaTuTb. Bo306HOBNEHME FPYAHOr0 BCKAapPMJIMBAHUS pa3peLlaeTcs He
paHee, YeM Yepe3 6 Mec Nnocsie OKOHYaHUs IeYeHus.

NMpuMeHeHUe Npu HApPYLUEHUAX (PYHKL MU NEeYEeHM

A heKTUBHOCTb U 6e30NacHOCTb NPUMeEHeHNUs NHpAnKcumMaba y naumeHToB C
3a60s1eBaHNAMN NEeYeHN He YCTaHOoBJIeHa.

NMpuMeHeHMe Npu HapyLWeHUaX (PYHKLUMN noyek

S heKTUBHOCTb 1 6€30MacHOCTb NPUMEHEHUS MHMANKCMMaba Yy NaUNeHTOB C
3a60/1€BaHNAMN MOYEK HE YCTAHOBJIEHa.

NMpuMeHeHMue y peTeun

be3onacHOCTb U 3PEKTUBHOCTb NPUMEHeHUd UHdAnKcumaba y neten u
NOLPOCTKOB B BO3pacTe A0 17 neT C peBMaTOUAHbIM apTPUTOM Uan 6onesHbIo
KpoHa, He U3y4eHsl.

anMEHEHMe Y NOXXNJbIX NaUuUEeHTOB

O(pheKTNBHOCTb M 6e30NacHOCTb NpUMEHeHUs UHpANnKcuMaba y 60NbHbIX
MOXXWUIOr0 BO3pacTa He YCTaHOBJIEHa.

OcoOble yka3aHus

Mpu NnpuMeHeHUn MHMANKCMMaba BO3MOXHO pa3BMTUE OCTPbLIX ansieprmu4yeckmx
peakuuin 1 anneprnyeckmux peakumm samensieHHoro Tmna.



Y HekoTOopbiXx 60/bHbIX BO3MOXHO 00pa3oBaHMEe aHTUTEN K UHPAnKCuMaby,
KOTOpPble B pPeOKUX CAyyasiX Bbi3blBAOT Pa3BUTME TAXKENbIX alIeprmniyeckunx
peakuun. Mpn OTCYTCTBUMN TOJIEPAHTHOCTU K METOTPEeKCaTy WUAM K APYyrum
MMMyHOOEenpeccaHTaM HeCTepPOUOHON CTPYKTYpbl (Hanpumep, a3aTUONPUHY, 6-
MEPKanTONypuHy) n nNpepbiBaHUN X MPUEMa 00 WUAN B TE€YEHUE NPUMEHEHUS
NHPANKCMMaba NoBbIaeTCs pUCK 06pa3oBaHNS 3TUX aHTUTEI.

Peakunn NoBbILLEHHOW YYBCTBUTENBLHOCTU 3aMeJIEHHOro Tuna Habnwaannch ¢
BbICOKOM YacToTom (25%) npun 6one3Hn KpoHa nocsie Ha3HaYeHUS NMOBTOPHOro
nevyeHmns Yyepes 2-4 4 nocsie NepBUYHOrO.

[MOCKONbKY BbiBeAEHNE NHMANKCUMaba NpoNCXoanT B TeyeHne 6 mec, 60bHON B
TeyeHne 3TOro nepmola AO/KEH HAaXoAMTbCA NoAd HabnwaeHnem Bpava Ans
CBOEBPEMEHHOI0 BbISABJIEHNSA MPU3HAKOB MHMEKLMOHHOI0 npouecca. NpumeHeHne
NHAMKCcMMaba cnegyeT NpekpaTUTb B C/Iy4ae Pa3BUTUSA TAXKEN0N NHDEKUMN UK
cencuca.

Mpu NOJO3PEHUN Ha aKTUBHbLIA TybepKyne3Hbll Npouecc fevyeHne crnenyeT
NpeKkpaTWUTb, NOKa He OyneT yCTaHOBNEH [AMArHO3 U NPOBEJEHO
COOTBETCTBYlOLLEE NEeYeHue.

[o Ha4vana Tepanunm uMHOANKCMMaboM NauMeHTOB crnedyeT TWAaTENbHO
obcnenoBaTb Ha NpPeaMeT BbIIBNEHUS KaK aKTUBHOr0, Tak U NaTEHTHOro
TybepkynesHoro npouecca. CnegyeTt y4YnTbiBaTb, YTO Y TAXKeblX 60NbHBIX U
60NbHbIX C UMMYHOCYNpeccnen MoxxeT bblTb MoNydYeHa JIOXKHOOTPULLATENbHAS
TybepkynuHoBas npoba. MNpwu BbIABNEHUN NAaTEHTHOrO Tybepkynesa Heobxoanmo
NPUHATb Mepbl, 4TOObl HE AONYCTUTL aKTUBM3aLMKN NPOLIECCa, a TakXe cneayeT
OLUEHUTb COOTHOLLUEHME NpeanoslaraemMon Mojb3bl U NOTEHUWMANIbHOrO PUCKA
NPpUMeHeHN NHPOANKCMMaba y 3TON KaTeropuy nauneHTOB.

Mpn NosiBNEHUN B Nepuos NeYeHns CUMMNTOMOB, HaNOMUHAOLWMNX BOJYAHOYHbIN
CUHAOPOM (CTONKasa CbiNb, MXopaaka, 60ab B CyCTaBaX, YTOMASEMOCTb), U Npwu
3TOM ByayT onpenensatbca aHTuTena K OHK, nHpankcnmab cnenyeT OTMEHUTS.

O(pheKTNBHOCTb M 6e30NacHOCTb NPpUMEHeHUs UHpANnKcuMaba y 60NbHbIX
MOXXMI0r0 BO3pacTa, a TakKXe Yy MNaLneHToB C 3ab0neBaHNAMMN NEYEHN U NOYEK HE
yCTaHOBJEHa.

be3onacHOCTb M 3PHEKTUBHOCTb NpUMeHeHUs UHpAMKcumaba y geten u



MOJPOCTKOB B Bo3pacTe A0 17 neT ¢ peBMaTOMAHbIM apTPUTOM UAnN 60Ne3HbI0
KpoHa, He n3yyeHsbl. 1o NonyyYyeHns COOTBETCTBYIOLWMNX AaHHbIX clenyeT usberatb
NPUMEHEHNS Y 3TOM KaTeropun NaLmneHToB.

JlekapcTBeHHOe B3auMoaenucTBume

Y naunmeHTOB C peBMATOWAHbIM apTPUTOM OAHOBPEMEHHOE MPUMEHEHMNE
MeToTpeKcaTa CHuXaeT obpa3oBaHue aHTUTEN K UHPANKCMMaby 1 nosbiwaeT
KOHLEHTpaLUMo NocneaHero B nna3me.



