IHCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT'0 3aC00y

PenlutyKC
(ReDditux)
Cknao:
ditoua pevosuHa: PUTYKCUMaO0;
1 M7 KOHLIEHTPATY [/ PO3YUHY s iHGY3id MicTuTh 10 Mr putyKcumaoy;

donoMixcHi pevosuHu: HaTPito IUTPaT, moicopdart 80, HaTPio XJTOPHUA, BOMaA [JIS iH’€KIIii.

JIikapcbka ¢opma. KoHIleHTpaT A PO3UnHy A1 iHDy3ii.

OcHo8Hi (pi3uko-ximiuHi 81acmugocmi: Bifl IPO30POT0 [I0 OIJIECII0IYOTro (He Oinbiine
eTaJloHHOTO cTaHnaprty III), Bim 6e36apBHOTO MO KOBTYBATOr0 (He Oifbllle €TalIOHHOTO
CTaHAapTy YD) PO3YMH, II0 MPAKTUYHO HE MiCTUTh BUIUMUX YaCTOK.

dapMakoTepaneBTHYHA I'pyna. AHTUHEOIUTaCTUYHI 3acobu. Putykcumab. MoHOKIOHAIbHI
a"tuTtina. Kog ATX LO1X CO02.

dPapmakonoziuHi e1acmueocmi.
dapmakoOuHamika.

Putykcumal - reHHO-iHXKeHepHe XUMepPHe MOHOKJIOHAIbHE aHTUTINI0 MULII/TIONUHHY, SIKEe SIBIISIE
c00010 TTTiKO3UTbOBaHUM iMyHOTIO0YTiH i3 MOCTiMOBHOCTSAMU 3 TIOCTiHOTO foMeHa IgG1 moguHu Ta
JIETKUX i BaXKKUX JIQHIIOTiB 3MiHHUX JJOMEHIB MUIlli. AHTUTINIO BUPOOIISIETHCS KYIbTYPOIO KITITUH
CCaBIIiB (S€YHUKaMHU KUTaWChKOTO XOM'SIKa) y CYCIIeH3ii i 0YUIIIa€eThCS 3a JOIOMOTr0i0 adiHHOi
xpoMaTorpadii Ta ioHO0OMiHY i3 3aCTOCYBaHHSIM 0COONMMBUX IIPOLIEAYP iHaKTUBAIlil i BUOaNIeHHs
BipyciB. Pemmutykc crerudiyHo 3B'I3y€EThCS 3 TPAHCMEeMOPaHHUM aHTUTeHOM CD,,,
HETJIIKO3UTboBaHUM (POoCGOIPOTEiHOM, PO3TAIIOBAHUM Ha Ipe-B-nmiMmdorurax i 3pinux B-mimdoruTax.
Llei aHTUTEH eKCIPEeCY€EThCA OibI HiXK ¥ 95 % BUMlaAKiB IpU B-KIITUHHUX HEXOMXKKIHCHKUX
nimpomax. CD,, po3TallloBaHu Ha HOPMaIbHUX i 3M0SKiCHUX B-KmiTHUHaX, ane BigCyTHiN Ha
CTOBOYPOBHX reMOINIOETUYHUX KIIiITUHAX, ITPO-B-KITiTHHAX, 3[0POBUX IIa3MaTUYHUX KIiTHHAX Ta
3[0POBUX KJIITHHAX iHINUX TKaHUH. [licns 3B'a3yBaHHA 3 aHTUTIIOM CD,, He iHTEpHAI3y€ETHCA i HE
BUOAJSIETLCS i3 KIIITUHHOI MeMOpaHu Y MiXkKJTiTHHHe cepenoBuile. CD,, He IUPKYIIIOE B IIa3Mi y
BUTJIAAM1 BIIBHOTO @HTUTEHY 1 TOMY He KOHKYPY€E 3a 3B’ I3yBaHHS 3 aHTUTLIIOM.



Howmen Fab putykcumaby 3B’s13yeThcs 3 anTureHom CD,, Ha B-niMmdorutax, a momen Fc iniritoe
iMyHOJIOTiYHI peakiiil, SKi IPU3BOOATE A0 Ji3uCy B-KiiTuH. MOXNKUBI MexaHi3Mu epeKTOop-
OII0CEePEIKOBAHOI'0 KJIITUHHOTIO JII3UCY BKIIIOYAOTh KOMIIJIEMEHT3aJIe’KHY IUTOTOKCUYHICTh
BHacmigok C1lq 3B’s13yBaHHs, aHTUTIIO3a/IeKHY KIIITUHHY IUTOTOKCUYHICTh, OIIOCEPEAKOBAaHY OOHUM
abo kimpkoMa perenntopaMu Fc y Ha moBepxHi rpaHynouTiB, Makpodaris Ta HK-kmituH. Takoxk 6yi1o
IIPOJIEMOHCTPOBAHO, ITI0 3B'sI3yBaHHS puTyKcuMaby 3 antureHoM CD20 Ha B-mimdoruTax iHIyKye
3aru0enb KJIITUH BHACIIOOK anonto3y. Yucno B-kiiTuH y nepudepuydHiil KpoBi mics meporo
BBE[leHHA [IpernapaTy 3HUXKYETHCA [0 PiBHA HUK4Ye HOPMU. Y MALi€HTIB, SKUX JIIKyBaJIU 3 IIPUBOAY
3JI0IKICHUX 3aXBOPIOBaHb KPOBi, Yepe3 6 MicCAMiB KiMbKiCTh B-KITiTUH MOYMHAE BiTHOBIIOBATUCS,
ITOBEPTAIOYKCEH N0 HOPMHU IPOTATOM 12 MicsiLiB micyis 3aBepIIeHHs Tepallii, OgHAK B €KX IalliEHTiB
TPUBAJICTH NEePiony BigHOBIEHHS KiIbKOCTi B-KJTiTHH MoXKe OyTH [0BIIa (B cepegHbOMY 23 Micsi
micys iHOYKLiKHOI Tepartii).

Y nmalieHTiB 3 rpaHy€MaTO30M 3 II0JIiaHTiiTOM ab0 MiKPOCKOIiYHUM II0JTiaHTiiTOM YHCII0
nepudepuyHux B-KTiTUH y KpoBi 3MeHImIocs 10 <10 KITiTWH/MKIT Tic/s gBoX iHdy3ik puTyKCUMaby
y 703i 375 Mr/M” 3 4aCTOTOI0 BBe[leHHs ONMH Pa3 Ha THXK/EeHb i 3a/lIuIIanocs Ha IboMy PiBHi y
OinpIIOCTI MaIieHTiB Mo 6 MicsamiB. Y OinbimocTi mamieHTiB (81 %) crocTepiranucs o3HaKu
BiJHOBJIEHHSA 4ucla B-KmiTuH, npu npoMmy Ao 12-ro micsaus yucno B-kmitua >10 kmitue/MKIA, 1o 18-ro
Micsusa - mo 87 %.

dapmMaxkoKiHemuxka.
Hexomxkkincbka niMboMa

3a maHUMU NONYJAIiNHOT0 (apMaKOKIHETUYHOT0 aHali3y y I'PyIi NalieHTiB 3 HEXOOXKKIHCHKOIO
niMmpomoro ITpy OmHOPa30BoMYy abo 6araTopa3oBOMY BBeieHHI puTyKcuMaly sk MOHOTeparii abo B
kKoMOiHatii 3 ximioTeparmieio 3a cxemorto nikyBanHss CHOP (3 nukmodocdaminom, nokcopydiuHOM,
BIHKPHCTHHOM, IIPEOHi30JI0HOM) 3aCTOCOBYBaHi 103U puTykcuMaby ctanoBumnu Big 100 go 500 mr/M
IOBepXxHi Tina, Hecneuudiuuuit kimipeuc (CL,), cneuudivnnit kmipenc (CL,) (BiporimHo, moB’s3aHi 3 B-
KJIiTuHaMu ab0 MyXJTMHHUM HaBaHTaXKeHHSM) i 1leHTpanbaui 00'eM po3snopiny (V,) craHoBumu 0,14
11/mo06y, 0,59 n/moby Ta 2,7 1 BignoBigHO. MefmiaHa TepMiHaIbHOTO MEPioNy HaIliBBUBEOEHHS
putykcumaly ctaHoBuia 22 mHi (Bim 6,1 mo 52 guiB). IToyaTkoBui piBeHs CD19-MO3UTUBHUX KITITHH
Ta PO3Mip MYyXJIMHHOI'O BOTHUINA BIJIMBAIOTh Ha BapiabenbHicTs CL, puTyKCUMaby Y MallieHTiB, sAKi
OTPUMYBaJIX JKyBaHHS y 1031 375 Mr/M’ IIOBEpXHi TiNla, BBE[IeHil BHYTPIlIHLOBEHHO 1 pa3 Ha
TUXOeHb NpoTaroM 4 tuxHiB. [TokasHuk CL, OyB BUIIKMM y Hali€HTiB 3 0inbil BuCOKUM piBHEM CD19-
IIO3UTUBHUX KJIiTUH a00 OiNbIIMM po3MipoM MyXJIMHHOTO BorHUIa. OfHaK iHAWBiMyanbHa
BapiabenbHicTh CL, 306epiranacs i micias Kopekiiil po3Mipy MyxJIMHHOTO BorHUIIA i piBHSI CD19-
MIO3UTUBHUX KIIITHH. 3MiHM IIOKa3HKKaA V, 3a/1eXaTh Bif BEIUUYMHHU IIJIOIN mOBepxHi Tina (1,53-2,32
M) i Big ximioTepamii 3a cxemoro CHOP. Taka BapiaGenbHicTs V, (27,1% Ta 19,0%) 3a paxyHOK
KOJIMBAHHS IIJIOIIi IOBEPXHi Tijla Ta omHOYACcHOI Teparrii 3a cxeMoro nikyBanHs CHOP BimmoBigHO Oya
BiZHOCHO He3HAYHOW. BuBy BiKy, CTaTi Ta 3arajibHOro cTaHy (ouiHeHoro 3a BOO3) Ha
(bapMaKOKiHETUKY PUTYKCcuMaly He Big3Hadanoch. HeMae mifcTaB 04ikyBaTH iCTOTHOTO 3MEHIIIEHHS
(hapMakKOKiHETUYHUX ITOKA3HUKIB PUTYKCUMaOy B pe3yabTaTi KOPEKIIil 10T0 003K 3 YpaXyBaHHSAM
Oymb-gKOi i3 mocimkeHux KoBapiat. Putykcuma0, BBeeHUH Y BUTIISAI BHYTPIlTHOBEHHO] iH(DY3ii B
no3i 375 mr/m’ IIOBEPXHi Tijla 3 TUXKHEBUMU iHTepBanaMu (3aranom 4 go3u) 203 maiieHTam 3
HEXOOXKKiHCBKOIO0 JTiM(poMOI0, SIKi paHille He OTPUMYBaIH JTiKyBaHHS PUTYKCUMaOOM, 3yMOBITIOBaB
cepepntio C,,. 486 Mkr/mn (miama3oH Bifg 77,5 mo 996,6 MKr/mi) micns yeTBepToi iHdy3ii. Putykcumab
OyB BUSIBJIEHUU Yy CUPOBATII KPOBi MallieHTiB yepe3 3-6 MicsiB micis 3aBeplIeHHsS] OCTaHHBOTO KypCy
nikysaHHs. [Ipu BBeleHHi puTykcuMaly B 703i 375 Mr/m” y BUITISAM BHYTPIIIHLOBEHHOI iH(Yy3ii 3



THXKHEBUMHU iHTepBalaMu (3aranoM 8 mo3) 37 malieHTaM 3 HeXO[IXKKiHCbKOI0 niMpomoio cepenns C,,,
3pocTana i3 K0OXKHOI HaCTyIHOIO iH(Dy3i€l0, 3MiHIOIOYUCH i3 CepeaHbOro 3HaUueHHs 243 MKI/MI
(miama3oH Bifg 16 mo 582 Mkr/mn) micns nepimoi iHdy3il mo 550 Mkr/mn (giama3os Big 171 mo 1177
MKT/MJI) TIiciist BochbMOi iHdy3ii. PapMaKoKiHETUUHUY NMPOdinb puTyKCcuMaly (6 indysii mo 375
Mr/M° OBepXHi Tina) y KoMGiHarii 3 6 ukaaMu ximiotepanii 3a cxemoro CHOP 6yB IpakTUYHO TAaKAM
JXKe, K i Ipyu MOHOTepaIrii.

XpoHiuHNHT 1iMAPOIENKO03

Putykcumab 3aCcTOCOBYBaM y BUTJISIAI BHYTPIIIHEOBEHHOI iHGY3il: mepia go3a UUKIy

375 mr/m’ 6yna migsumera fo 500 Mr/M° KOXXHOT0 UKy 3 5 103 y KoMGiHarii 3 Gnynapabizom i
muKinogocdamigoMm npu XpoHiyHOMY nimMdonerkosi. Cepegusa MakcuManbHa KoHIeHTpauis (C,,,,)
(N=15) micns n’groi iHdys3il putykcumaby y mo3i 500 mr/m° cranouna 408 MKr/Mi (mianma3oH

97-764 MKr/mn), cepedHii TepMiHaIbHUY Mepiof HamiBBUBeneHHS - 32 OHi (Big 14 mo 62
OHIB).

['paHyn1eMaTo3 3 MOTiaHTiITOM i MiKDOCKOIIYHUM MOMiaHTilT

[Monynsauiiaui papMaKOKiHETUUHUM aHai3 ganux 197 malfieHTiB i3 rpaHy/ieMaTo30M 3 MOTiaHTiiTOM
Ta MiKPOCKOIIiYHKM I0/IiaHTiiTOM, SIKi ofepKamu 4 103U pUTyKCcruMaby 110

375 Mr/M’ OTHKHEBO, BCTAHOBHUB, 1[0 CepefHill TepMiHaabHUi Iepiof HaliBBUBEIeHHs CTAaHOBHB 23
nui (miamason 9-49 nHiB). CepenHil KitipeHC puTyKcuMaly Ta 00’eM pPO3MOMiTy CTaHOBUIM
0,313 n/mo0y (miamazon 0,116-0,726 n/mo0y) Ta 4,50 11 (miamalon 2,25-7,39 1) BigmoBigHo.

Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.

Hexomxxkinceki mimdomu (NHL).

PenupuBytoui abo pe3aucTeHTHi g0 ximioTepanii B-kmitunHi, CD,,-T03UTUBHI HEXOMXKKIHCHKi TiMboMU
HU3BKOTO CTYIIeHS 3JI05KiCHOCTi ab0 Qomikynsapsi; CD,,-mo3uTtuBHI qudy3Hi

B-BeTMKOKJTITUHHI HEXOMKKIHCHKI miMdomMu, B KombiHaii 3 ximioTeparmieto 3a cxemoro CHOP
(uuknodocdamin, mokcopyOilMH, BIHKPUCTHH, ITPEOHI30JI0H).

Qonikynsapsi nmimpomu II1-1V cTagii, ki € cTiikuMu 0o xiMioTepanil abo 3HaX0AATLCA ¥ CTafii
npyroro, abo moganbIIux PeLUUOuBIB IMicag XiMioTeparrii.

Pawnimte HenikoBani domikynspui nimbomu III-IV cTanii, y kombGinanii 3 CVP-ximioTeparriero.

[MTinTpuMyioda Teparmis peluguBHOI/PE3UCTEHTHOI POTiKyIApHOI TiMbOoMH, SKa pearye Ha iHAYKIINHY
Tepalli.

XpoHiuHnHT d1iMAOIEHK03

JIikyBaHHS paHillle HEJIIKOBAHOTO i peluauBYI0Y0ro/pedpakTEPHOTO XPOHIYHOTO JTiM(OIIENKO03Y Y
koMmbiHanii 3 ximioTepamieto. ICHYIOTH NTuIlle 06MeXkeHi faHi 1010 ePeKTUBHOCTI Ta 6e3MeKn
3aCTOCYBaHHA NallieHTaM, AKUX PaHille JIiKyBaJu MOHOKJIOHaJIbHUMU aHTUTLIaMU, BKIIIOYa4YU
putykcuMab, abo mairieHTaM, peppakTepHUM [0 IOTEPEeIHbOT0 TiKyBaHHS PUTYKCUMaboM
IIJIF0C XiMioTepamis.



['paHysieMaTo3 3 MOJIiaHTiiTOM i MiKDOCKOMYHUY MOJTiaHTiIT

JIikyBaHHS TSXKKUX (OPM aKTUBHOTO TPaHyJIeMaTo3y 3 IO0JliaHTiiTOM (TpaHysieMaTo3 Berenepa) i
MiKPOCKOIIIYHOT0 TOJTiaHTiiTy y KoMOiHallil 3 TII0OKOKOPTUKOiaM1 3 MEeTO0 iHTYKIIil peMicii y
OOPOCIUX MAalli€HTIB.

IIpomunoka3aHHs.
[TpoTunokasaHHA A7 3aCTOCYBaHHS IIPU HEXOOXKKIHCHKIM TiMpOMi Ta XpPOHIYHOMY NTiM(OIEeNK03i

[TigBulleHa YyTIUBICTD [0 Hif04Y0l peuoBUHU ab0 N0 MUITaYKX OiNKiB uM [0 OyOb-IKOl iHIIO1
IOTOMiXKHOI Pe4YOBUHU (AUB. Po3Tin «CKmam»).

AKTUBHI TSXKKi iHQeKIii (muB. po3min «Oco0IUBOCTI 3aCTOCYBAaHHS»).
Taxkui iMyHOmEQIiUT.

[TpoTunokasaHHA [Jig 3aCTOCYBaHHS IIPU I'PaHy/ieMaTo3i 3 IoJiaHTiiToM i MiKpOCKOMiYHUM
TIOJIiaHTiITOM Ta ByNbrapHil myxXupdaTii

[TigBuIleHa YyTIUBICTE [0 AiI040l peY0OBMHHU ab0 [0 MUIlllayux OiNKiB ¥ 0o OyOb-gKOl iHIIOo1
IOTIOMiXKHOI pe4Y0oBUHU (AUB. Po3min «Ckmam»).

AkTUBHI TIXKKi iHbeknii (TuB. po3min «OcobIUBOCTI 3aCTOCYBaHHS»).
Tsxkuy iMmyHOmEinuT.

Tsikka cepieBa HegocTaTHICTD (IV QyHKIiOHaANBHUYT KiTac 3a Kiacudikalieo Hb}O—PIOpKCbKOI
acortmiarrii kapmionoris [NYHA]) abo TSKKi JeKOMIIEHCOBaHi 3aXBOPIOBAHHS Cepllsd (IUB. PO3Min
«0Oco0IMBOCTI 3aCTOCYBaHHS» CTOCOBHO iHIIIUX CEPIEBO-CYOUHHUX 3aXBOPIOBaHb).

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.
IaHux mMpo B3aeMOfi0 PeauTyKCy 3 iHIMMME TiKapChKUMU 3acob6aMu Ha el 4ac oOMexKeHi.

V XBOpHX, SIKi MAIOTh aHTHUTLIA [0 OiNKiB MuImi abo iHmux anTuxuMepHux aututin (JIAMA/JTIAXA),
MOXKYTb 3’IBUTHCS peakllil rimepuyTnuBoCTi abo anmepriuHi peakuii mpu BBeleHHi iHIINUX
OiarHOCTUYHUX a00 TEpAlleBTUYHUX MOHOKJIOHAIbHUX aHTUTII.

[TepeHoCUMiCTh OIHOYACHOTO ab0 MMOCTiIIOBHOTO 3aCTOCYBaHHS PUTYKCUMaly i mpemaparis, sKi
MOXKYTh 3MEHIIUTH KiNbKiCTh 3mopoBux B-kiitun (kpim cxem CHOP a6o CVP), He BCTaHOBIIEHa.

Y nauieHTiB 3 XpoHiYHUM JTiM(DOIEHK0O30M OJHOYACHE 3aCTOCYBAaHHS 3 PUTYKCUMAOOM He BILIMBAJIO
Ha (papmakokineTuky drymapabiny abo nuknodochaminy. Takox He CIIOCTepiranocs 04eBUTHOTO
BIUTUBY (ymapabiny i nukmodocdaminy Ha papMakoKiHETHKY mpemapaty PeoquTykcy.

Bipmivyanachk HUPKOBa TOKCUYHICTD Y MALIE€HTIB, Y IKUX CIIOCTEPIra€ThCs CUHAPOM JIi3UCYy IyXJIMHU
(TLS), a TakOXK y mallieHTiB i3 HexomKKiHChbKUMU TiMpomamu (NHL), gKi oTpuMyBanu CymnyTHIO
Tepariio MUCIIaTUHOM IIiff Yac KIiHiYHUX BUITPOOyBaHb.



[ToemHaHHS IUCIIIATAHY Ta PUTYKCUMaOy He € 3aTBEPIKEHO0I0 CXeMOIO JTiKyBaHHS. CIli peTelbHO
BifICTEXKYBaTH O3HAKKM HUPKOBOI HEIOCTATHOCTI Ta MPUIIMHUTH 3aCTOCYBAHHS PUTYKCHMaOy y
TIAIiEHTIB i3 MigBUIIIEHHSM PiBHS KpeaTHHIHY y CHPOBATII KpoBi a0 oirypii.

Ocob6 1ueocmi 3acmocy8aHHs1.

BBenmenHst puTykcuMaOy CIIif] IIPOBOOUTH IIifl PETEJIbHUM CIIOCTEPEXKEHHSIM OOCBITYEHOI 0
Me[UYHOT0 IIePCOHAay y Clelliai30BaHUX BigOiIeHHSX, e MOXK/IMBEe HaJaHHS HeBigKIagHOl
OOTIOMOTH.

Il moKpallleHHs BiicTexKyBaHHS 0i0I0TiYHUX JTiKapChKUX 3aC00iB TOProBa Ha3Ba Ta HOMEP cepii
BBE[IEHOT 0 IIpenapaTy MoBMHHA OyTH 9iTKO 3aJ0KyMeHTOBaHa (a60 3a3HayeHa) B MEOUYHIN
IOKyMeHTallil malieHTa.

[Tporpecytouya mynbTudoKanbHa nerkoennedanonaris (I[TMJI).

3acTocyBaHHSI puTyKcuMaly Moxke OyTu acolilioBaHe 3 MigBUIIEHUM PU3UKOM PO3BUTKY
Iporpecyioyol MyIbTU(OKanbHOI erikoeHedanomnatii (ITMJT).

[Ticnst 3acTOCYBaHHS IIpemnapary AyXe pimko peectpyBanucs Bunagku [IMJI 3 meTanbHUM HACITigKOM.

[TawieHTiB cif perynsapHO KOHTPOJIIOBATH IIOMO0 MOSIBU OyOb-IKMX HOBUX a00 MOTipIIeHHS HagBHUX
HEBPOJIOTIYHUX CUMIITOMIB, 1110 MOXKe CBiguuT# mpo IIMIJI. dkio migo3protoTs IIMJI, nopansiie
3aCTOCYBaHHS PUTYKCUMaOy MOTPiOHO Mpu3ynuHuTH, MoKu [IMJI He Oyme BUKITIOUEHO.

Jlikap OBUHEH OIIIHUTY CTaH TMaIli€HTa, {00 BU3HAYUTH, YU € BUSIBIIEHI CUMIITOMU O03HaAKOIO
HEBPOJIOTiYHOI AUCQYHKIII i un cBiguaTh 11i cumntomu npo [IMJI. Crig po3risiHyTH KOHCY/IbTAIlil0
HEeBpOIIaTOJIora SIK KJIiHIYHO MOKa3aHYy.

Akio e sKki-Hebyab CYMHIBY, CHif PO3T/ISHYTH HEOOXigHICTh MOAaIbIIOro 06CTeXKEHHS, BKITIOUAI0YH
MPT-ckaHyBaHHS, 6akaHO 3 BUKOPUCTAHHSIM KOHTPACTY, aHalli3 CMMHHOMO3KOBOI PiguHU Ha
IHK Bipycy [IxkoHa KaHinrema (JC) Ta moBTOpHe HeBPOJIOTiyHe 00cTexkeHHd. JIikap MOBUHEH
O0yTH 0cOONTMBO yBaXKHUM [0 cuMnToMiB [IMJI, sKi maIfieHT MoXe He TIOMITUTH (HalpUKIaf,
KOTHITMBHI, HeBpoJIoriuHi abo mcuxiuni cumnromu). I1amieHTaM TakoX CIIi TOPaguTH
iHhopMyBaTu G6IM3BKUX Ta PITHUX IIPO CBOE JTiKyBaHHS, OCKIIbKA BOHU MOXKYTh IIOMIiTUTH
CUMIITOMY, IIPO SAKIi IAIieHT He 3Hae. Ko y narienTa po3suBaeTscsa [IMJ], 3acTocyBaHHSA
puTyKCcuMaby OTPiOHO OCTATOYHO MPUNUHUTH. [Tics BiIHOBIEHHS iMyHHOI CHCTEMU Y
natiedTiB 3 [IMJI, siKi cTpaXxpanu Ha iMyHOmeQiluT, criocTepiraeTscs cTabimnisalis abo
IIOKpallleHHS IT0Ka3HUKIiB. Ha cborogHi HeBimoMo, uu paHHe BusaBieHHA [IMJI Ta
IPUNIMHEHHS Teparii puTyKcuMaOoM MOXKYTh CIIPUYMHUTH MTOAi0HY cTabinmizatiio abo
ITOKpallleHHS IT0OKa3HUKIB.

Hexo0ackiHcvka aimpoma.
IH@y3itiHi peakuyii.

3acTocyBaHHS IIpelaparTy acoliiioBaHe 3 iHQy3iMHUMYU peaklisiMy, 0 MoxkKe OyTH IOB’g3aHo i3
BUBIJTbHEHHSIM IIUTOKIHIB Ta/a0o0 iHIMX XiMiyHUX MefmiaTopiB. CHHIPOM BUBIIbHEHHS IIUTOKiIHIB MOXKe
KJTIHIYHO He BiIPI3HATHUCS Biff TOCTPUX peakKlliil rinepuyTauBOCTi. Peakuil He 3amexarth Bif MIIIXy
BBe[leHHS IIpernapary.



Lle#i cieKTp peakiiili, cepefr SKUX CHHAPOM BUBLIbHEHHS I[UTOKIHIB, CHHIDPOM JIi3UCY IyXJINHH,
aHa(inakTUYHI peaklil Ta peakllil FinepYyTIUBOCTI, OMMCAHO HUXKYe. [IpoTsarom
IIOCTMApPKETUHTOBOTO Iepiomy Oy 3apeecTpoBaHi BUMIAOKK TSXKKUX iHQY31MHUX peakiii i3
JleTaJbHUM HaC/IigKOM IIPY BHYTPIIIHLOBEHHOMY BBe[eHHI puTyKcuMaOy, sKi BuHUKanu yepes 30
XBUJIVH - 2 TOOWHY MiCJA IOYaTKy IepIlnol BHYTPIIHbOBEHHOI iH(Y3il npenapaTy. BoHu
XapaKTepu3yBalucs posiBaMu 3 OOKY JIeTeHb, i B esKUX BUMafKaxX MIBUAKWUH JTi3UC TYXJIUHYU Ta
O3HaK{ CHHAPOMY JIi3UCy IMyXJIMHY CIIOCTepiraaucs Ha Jofaydy [0 JINXOMaHKH, 03HOOY, 3aKJISKIIOCTI,
rimoTeH3sil, KPOIIUB'IHKHY, aHTOHEeBPOTHYHOI0 HAOPSKY Ta iHINKHX CUMITOMIB (MUB. po3min «[Tobiuni
peakiiii»).

[t mAxiCcKo20 cuHOpoMYy 8uBi/ibHEeHHA YUMOKIHI8 XapaKTepHa BUpaXKeHa 3aiuilKa, IKa HepigKo
CYTIPOBOMIKYETHCS OPOHXOCIIa3MOM Ta TillOKCi€l0, IOMATKOBO 0 Tapsg4yKy, 03HOOY, TPEMTIiHHS,
KPOIIMB SHKY Ta aHTiOHEBPOTUYHOT0 HAOPSKY. Lleli CHHIPOM MOXKe acCOIliloBaTUCS 3 OeTKUMHU
O3HaKaMU CUHOPOMY /i3UCy NYXAUHU, TAKUMU SIK TilepypUKeMis, TilepKalieMisi, TiloKaabIieMis,
rinepdocdaTeMisi, rocTpa HUPKOBA HENOCTATHICTD, MBUIIIEHHS PiBHS JTaKTaTHoerimporenasu (JIIOI), i
TaKOXK MOXKeE aCOIliI0BaTHCS 3 TOCTPOIO ANXaJIbHOIO HEMOCTATHICTIO i CMepTIo. I'ocTpa mmxanbHa
HEOCTaTHICTh MOXKe CyIIPOBOIXYBaTHCS TaKUMHU SIBUIAMHU, K IHTEPCTHUIlaNIbHA iHPiIbTpaLisa yu
HaOPSK JIeTeHiB, 1110 BUABIAIOTHCS 3a JOIOMOT010 peHTreHorpadil rpyaHol KTk, YacTo CUHAPOM
TIPOSIBIISIETHCS IIPOTSATOM OfHiel a00 IBOX TOMMH IIiC/Is MOYATKY mHepiroi indys3ii. [TamierTu 3
OMXaTbHOIO HEJOCTATHICTIO B aHaMHe3i a00 3 MyX/IMHHO0 iH(iNbTpaIieo 1ereHis MarOTh BUIIUH
PU3KK HECIIPUSTIIMBOTO Pe3yabTaTy, @ TOMY iX JiKyBaHHS BUMarae IifBuilleHoi o6epexHoCTi. [Tpu
PO3BUTKY TSKKOT0 CHHAPOMY BUBIIbHEHHS LUTOKIHIB CIIifi HeraHo 3yIUHUTHU BBEOEeHHS IIpernaparTy
(ouB. po3min «Crmocib 3acTocyBaHHS Ta 0O3W») i 3aCTOCYBaTH iHTEHCUBHE CUMIITOMATHYHE JTiKyBaHHS.
OcCKinbKHM TiCJIg TOYaTKOBOI'0 3MEHIIIEHHS KIiHIYHUX CUMIITOMIB MOXKIIMBE IX IIOCUIEHHS, TaKi
TALiEHTH TOTPe6YI0Th PeTEIbHOTO CIIOCTEPeXKEHHS, MOKU He Oyme KymipyBaHO ab0 BUKITIOUEHO
CHHJIPOM JIi3UCY NMYXJIMHU Ta JiereHeBy iHGinbTpallito. [Tomamnblie TiKyBaHHS IaLi€HTIB MiC/Is ITOBHOTO
3HUKHEHHSI CUMIITOMIB PiIKO IPU3BOOUIIO IO IIOBTOPHOTO PO3BUTKY TSKKOI'0 CUHOPOMY BUBIIbHEHHS
IIUTOKiHiB. JIiKyBaHHS MAaIliEHTIB i3 BUCOKOIO MyXIMHHOI0 Maco0 abo 3 BEJTMKOIO KilbKiCcTIO (=25 X
10°/71) UMPKyIOI0YKX 3/I0SKICHUX KITiTUH (HalpyKiaf Nalli€HTiB 3 XpOHIYHAM JIiM(POTIeK030M), [Ki
MalOTh IigBUILIEHUY PU3UK BUHUKHEHHS 0COOIMBO TSAKKOTO CUHAPOMY BUBITbHEHHS ITUTOKIHIB, CITif
IIPOBOOUTH 3 BUHSITKOBOIO 00epexkHicTi0. Taki marieHTy moTpedyoTs 0COOIMBO PETEIHLHOTO
CIIOCTEPEeKEHHS MPOTATOM yciel mepinoi iHdy3ii. AKIo mifg 9ac mepuoro MUKy abo 0yob-SKoro 3
HaCTYIIHUX IUKIIB ¥ TaKUX MAI[i€HTIB KiTbKiCTh TiM(OLHUTIB 3a/TUIIAETHCA >25 X 10°/11, HEOOXigHO
PO3TIISHYTHU MOXKJIMBICTh 3MEHIIIEHHS IMBUAKOCTI iHGY3il gns nepiuoi iHdysii abo po3minuTu BBeOEeHHS
IIperapaTy Ha [Ba [OHi.

[ndy3iftHi mob6iuHi peakilil ycix TuiB crioctepiranucs y 77 % malieHTiB, SKi OTpUMYBalIM JTiKyBaHHS
puTyKcuMaOoM (BK/II0Ual0Y¥ CHHOPOM BUBITbHEHHS IIMTOKIHIB, 1[0 CYIPOBOAXKYBABCS apTepiaabHOI0
rimoTensieio i 6porxocnasmom y 10 % narienTiB) (muB. po3min «[To6iuHi peakii»).

LIi cumnTtoMu 3a3Bu4ai € 000POTHUMMU IIPU TIepepuBaHHi iH(y3ii npenapaTy i mpu 3acTOCyBaHHi
JKAapO3HUXKYBaAJIbHUX, aHTUTICTaMiIHHUX [IpenapaTiB Ta B OKPEMUX BUMIAKaX - KUCHIO,
BHYTPIIIHbOBEHHOT0 BBefleHHs (izioymoriynoro po3unHy abo 6POHXOAMUIATATOPIB, @ TAKOXK
TIIOKOKOPTHKOIMIB, K10 HeoOXigHo. TSIXKKi peakIlii omucaHo BUIIE.

[MoBigomusnocs npo aHaGhinakTUYHY Ta iHII peakilil Tinep4YyTAUBOCTI MiCIa BHYTPIITHEOBEHHOTO
BBe[IeHHs MallieHTaM 3aco6iB 6inkoBoi mpuponu. Ha BigMiHy Big CMHAPOMY BUBITbHEHHS IIUTOKIHIB,
icTHHHI peakIlii rimepuyTIUBOCTI 3a3BUYall PO3BUBAIOTHCS MIPOTATOM AEKiIBKOX XBUJIUH ITiCIIS
noydaTKy iHy3il. Jlikapcbki 3acobu [ NiKyBaHHS peaklliil TilepuyTIUBOCTI, HallpUKIag agpeHatiH,
aHTUTiICTaMiHHI IIpemnapaTy Ta IIIOKOKOPTUKOIOY, TOBUHHI OyTH HAr0TOBIi i HETaWHOTO
3aCTOCYBaHHS y pa3i BUHUKHEHHS aJlepriyHol peakuil Ha (oHi BBeeHHS Ipenapary. KiiHiuni npossu



aHaginakcii MoXyTh OyTU MOAIOHUMHU [0 KJTiHIYHUX MPOSBIB CHHOPOMY BUBIIbHEHHS LKUTOKIiHIB. [Ipo
peaxiiil rinepuyTANBOCTI MOBIJOMIISTIOCS pifllle, HiXK PO peakllil, [0 OB’g3aHi 3 BUBLIbHEHHIM
IIMTOKIHIB. B mesikux BUIlagKax IIOBiOMIISIIIOCS IIPO MOMATKOBI peakilil, Taki K iHpapKT Miokappa,
Gibpunsitisa nepencepab, HaOPSK JTeTeHiB Ta rocTpa 000poTHa TpoMOouuToneHis. OCKiIbKY i 9ac
inQys3ii mpenapaTy MoXke BUHUKATH apTepiajbHa TillOTeH3is, CIIifl yTPUMATHUCS Bifl IPUAOMY
TinOTEeH3WBHUX IIpemnaparTiB mpoTsarom 12 roguH go iHQy3il mpemapary.

Cumnmomamuka 3 60Ky cepus. [Ipu NiKyBaHHI pUTYKCUMaOOM CIIOCTepiraaucs BUIagKu
CTEHOKapAil i MOpyIIeHHS CepleBOro pUTMy, HallpUKJIaZ MEPEXTIHHSA Ta TPIMNOTIHHSA
nepefcepab, ceplieBa HeHOCTaTHICTL Ta/abo iHpapKT MioKapaa. ToMy MalliEHTH 3 CEPLIEBUMU
3aXBOPIOBAHHSAMU B aHaMHe3i Ta/abo Mics KapaioTOKCUYHOI XiMioTeparlii moTpebyioTh
PETEeNIbHOTO CIIOCTEPEeKEHH .

TemamosoeiuHa mokcuyHicms, X04a PUTyKCUMab y peKuMi MOHOTEpAIlii He CIPUUYNHSIE
Mienocynpecii, HeoOXiHO 3 00epeXKHICTIO MPU3HAYaTH IIPenapaT XBOPUM 3 YUCIIOM
HeiTpodinis Merme 1,5 X 10°/1 Ta/a6o unucioM TpoMGOnMTiB MeHIIe 75 X 10°/71, oCKineKu
MOCBI KJTiHIYHOT'0 3aCTOCYBaHHS PUTyKCUMaly TaKUM XBOpUM oOMexkeHUH. JIikapChbKu
3acib 3acTtocoByBanu 21 malieHTy, SKi IepeHecIn ayToNoTiyHy IepecafKy KiCTKOBOTO
MO3KY, Ta MHallieHTaM iHIINX I'PYIl PU3UKY 3 MOKJIMBUM MOPYIIeHHIM (PYHKIIil KiCTKOBOTO
MO3KY, IIpX LOMY SIBUIL Mi€JIOTOKCAYHOCTL He CIIOCTePIiranocs.

[Tig gac Teparil i3 3acToCyBaHHAM IIpenapaTy HeOOXigHO PeryaspHO IPOBOAUTY IIOBHUM aHali3 KpoBi
3 MigpaxyHKOM KilbKOCTi HeHTpodiniB Ta TpOMOOLHUTIB.

Ingexuii. Cepiio3Hi iH(ekil, y T.4. 3 TeTaIbHUMU BANIaAKaMH, MOXKYTh PO3BUBaTHUCA Ha (HOHI Teparil
putykcumaOoM (muB. po3min «ITo6iuni peakiii»). [IpemapaT He CITi BBOOUTH MalliEHTaM i3 TOCTPUMH,
TSKKUMH iHQeKIisiMu (TaKuMu SIK TyOEpKYJb03, CEIICHUC Ta OMOPTYHICTUYHI iH(eKIIil, IUB. pO3Min
«ITpoTUTIOKa3aHHS»).

Jlikapsim crif 3 00epexkHiCTI0 PO3TJISIAaTH MUTAHHS OO0 3aCTOCYBAHHS PUTYKCUMaOy MmalflieHTaMm 3
PELUOUBYIOUMME YU XPOHIYHUMY iH(DeKLisIMY B aHaMHe3i a00 3 OCHOBHUMU 3aXBOPIOBAHHSAMH, 1110
MOXKYTb ITOCHJTIOBATH PU3NK BUHUKHEHHS TSIXKKUX iH(eKi (ouB. po3nin «[1obiuHi peakii»).
[ToBimoMisgnocsl PO BUNAAKHU peaKTHBallil remaTuTy B y oci0, SKi oTpuMyBanu TiKyBaHHS
puTyKCcuMaboM, y TOMY YKCJIi BUMTaAKY OMMCKaBUYHOTO (PyIbMiHAHTHOTO) FEMaTUTY 3
JIeTaJIbHUM HacCIigKoM. BinbIIicTh TaKUX Malli€HTIB TAKOX OTPUMYBaIU LUUTOTOKCUUHY
XimioTepariro. YV BCixX Halli€HTiB A0 MOYATKY JIIKyBaHHS CJIi[l MPOBECTU CKPUHIHTOBUY aHaIi3
Ha Bipyc renatuty B (BI'B), skuil Mae BKJI0oUaTHy K MiHIMyM gocnifgxkenHd Ha HBsAg i
HBcAD, a Takox Moxe OyTH MOIOBHEHUM BU3HAYEHHSM iHIITNX ITOKA3HUKIB 3TiIHO 3
MiclleBUMM peKoMeHfallissmMu. PUTykcruMab He CIlifi 3aCTOCOBYBaTH ITalliEHTaM 3 aKTHUBHUM
renatutoM B. [laliieHTaM 3 NO3UTUBHUMU pPe3yJibTaTaMU CEPOJIOTIYHUX JOCTIIIKEeHb Ha BipyC
rematuty B (HBsAg a6o HBcAb) nepen moyaTKoM JIiKyBaHHS CJIifl TPOKOHCYIbTYBATHCS 3i
cIelriajicTaMu i3 3aXBOPIOBaHb MEUiHKM. 3a CTaHOM TaKUX ITAIliEHTIB CIif CIIOCTEePiraTy i BeCTH
3TigHO 3 MICIIEBUMU MEIUYHUMU CTaHAAPTaMM 3 METOI0 MPOQiIaKTUKK peaKTHUBallil Bipycy
rematuty B. ITig 9ac moCcTMapKeTHHTOBOTO 3aCTOCYBaHHS PUTYKCUMa0y Py HEXOMKKiHCBKiM
niM¢omi Ta XpOHIYHOMY TiM(DOIENKO031 MOBIJOMIISIIOCS PO OyKe PiAKi BUMagKu
Iporpecyiodoi MynbTudoKanbHoI nerikoeHnedanomnatii (ITMJT) (qus. po3nin «I1o6iuni
peaxtii»). BinpmiicTs malieHTiB oTpuMyBanu puTykcuMab y koMmOiHatlii 3 ximioTepartrieto abo B
paMKax IIporpamMu TpPaHCIJIaHTallil TeMOTIOETUYHUX CTOBOYPOBUX KITiTHUH.



XubHOHe2amueHi pe3y1bmamu cepo/102iuHux mecmie Ha iHpekuii. Hepe3 pusuk

XrOHOHEraTUBHUX Pe3yJIbTaTiB CEPOJIOTiYHOT0 TECTYBaHHS iH(MEKIiN CIIif PO3TISHYTH
anbTepHATUBHI METOAU AlarHOCTUKHU Y pa3i BUHUKHEHHS CUMIITOMIB, 1110 CBig4aTh IIPO
pigkicHe iH(eKIiliHe 3aXBOPIOBaHHS, 30KpeMa Bipyc 3axigHoro Himy i Helipobopenios.

ImyHizayis. be3neka iMyHi3allii ;kuBUMM BipyCHUMM BaKLIMHaAMMU IiCJI Teparmil puTyKcuMabom
MAI€HTIB 3 HEXOOXKKIHCHKOIO JTiM(POMOI0 Ta XPOHIYHUM J1iM(OIeIKO30M He BUBYAIacs, TOMy
BaKI[MHAllifl XKUBMMU BipyCHUMU BaKIIMHAMU He pPeKOMeHAY€EThCA. [larienTam, AKi 0OTpUMYyBasu
puTyKcuMab, MOKHa 3aCTOCOBYBATH BaKLMHM, 1110 HE MICTSTh XKUBUX BipyciB. [IpoTe mpu
3aCTOCYBaHHI HEXXMBUX BaKIIMH MOXKe 3HMXKYBaTUCS 4aCTOTa BifIOBifi. Y HepaHIOMi30BaHOMY
OOCIiIKeHH]i NallieHTH 3 PeIUOUBYIOYNME HU3bKOAN(DEPEHIINOBAaHUMY HEXOIXKKIHCbKUMU
niMmpomMaMu, SIKi OTpHMYyBad PUTYKCUMa0 K MOHOTepallilo, IIPU MOPiBHSIHHI 31 3M0poBUMHU
noOPOBOJBLSIMYA KOHTPOJILHOI TPYTIM Majld HUXKYY YacTOTY BifTIOBiAi Ha BBeleHHS aHATOKCUHY
npaBid (16 % nportu 81 %) Ta KHL-HeoanTureny remoriasiny aiMmdu pasnuka (Keyhole Limpet
Haemocyanin, KLH) (4 % npotu 76 % mpu OI[iHIOBaHHI [AJg HiABUIIEHOT0 TUTPY aHTUTIN Oinbille Hik
y 2 pasm).

CepenHi TUTPU aHTUTLJI IPOTH [TaHEeJIl aHTUTeHIB (Streptococcus pneumoniae, TpUIl A, enifeMiyHuN
TIapOTUT, KPaCHYyXa, BiTpsHa Bicma), BU3Ha4eHi 10 MpOBeNeHHs Tepail, 30epiranucs BIPogoBxK
nepiony TPUBAJICTIO 70 6 MicsLiB micas JTiKyBaHHS PUTYKCUMabOM.

Peakuii 3 6oky wkipu. TToBimoMIISII0CS PO TSXKKi peakiii 3 00Ky IIKipH, Taki SK TOKCUYHUM
emigepMasnbHUM HEKPOi3 (cuHapom Jlarienna) i cuagpoM CtiBeHca - [IKOHCOHA (Oesiki 3
JeTaTbHUM HaclimkoM) (ouB. po3min «I1o6iuni peakiiii»). [Ipy BUHUKHEHHI BKa3aHUX PeakIlii
3 00Ky IIKipH, SIKIIO € Migo3pa Ha 3B’g930K i3 3aCTOCyBaHHAM pUTYKCHMaOly, TiKyBaHHS CIIif
OCTATOYHO BIIMIHUTH.

I'paHysemamos 3 nojiaHeiimoM i MiKpockoniyHuu noiaHeiim

IH@y3itliHi peakyii

3acTocyBaHHs mpenapaty PeIAUTyKC aCOLiIOETHCA i3 OB’ I3aHUMU 3 iH(DY3i€l0 peakilisiMHu, 110
MOXKYTb OYyTH 3yMOBJIEH] BUBITbHEHHSM HUTOKIHIB Ta/ab0 iHIIUX XiMIiYHUX MeiaTopiB.
[Ipemenukariito, 110 IOJIATA€ Y BBeleHHI aHA/ITeTUKa/aHTUITIPpeTUKA Ta aHTUTICTaMIHHOTI'O
mpernaparty, HeoOXiTHO TPOBONUTH Iepel KOXKHOI0 iH(Y3i€elo mpenapaTy PegouTyxc.

JaHi 3 6e3meku 3aCTOCyBaHHS IpenapaTy PeAauTyKC nalieHTaM 3 IIOMIpHO CePLeBOI0
HepmocratHicTio (kac I 3a Kimacudikaniero Heo-Hopkcekoi acomiamnii kapaionoris [NYHA])
abo TSIXKMM HEKOHTPOJIbOBAHUM CEPLIEBO-CYIMHHUM 3aXBOPIOBAHHSM BifICyTHi. Y maIiieHTis,
K1 OTpUMYyBaJIU JIIKyBaHHS IpernapaToM PegouTyKc, CriocTepiraaucs BUIafKU, KOJIU BXe
HasIBHi illleMiyHi 3aXBOpPIOBaHHS Cepllsd, Ha0yBalu TaKuX KJIiHiYHUX IIPOSIBIB, IK CTEHOKAPis,
a TAKOX MUTOTIHHA 1 TPINOTIHHA Nepencepnb. ToMy [0 OYATKY JIiKyBaHHA IIperapaToM
PenauTyKc Ciiff 3BaXXKUTU PU3UK PO3BUTKY CEPILIEBO-CYAUHHUX YCKIagHEHb Y pe3yIbTaTi
iH]y3i1MHUX peaKIlii y Malli€eHTiB i3 BIHOMUMHU CEePIeBUMU 3aXBOPIOBAaHHSIMHU B aHAMHe3i iy
NallieHTiB, V SIKWX paHillle BUHUKAJIU CeplieBo-JieTeHeBi mobiuHi peakiril, a TakoX
3a0e3neunTy peTebHUM Harjsay 3a TaKMMHU TallieHTaMu IIifl Yac BBeJleHHS IIpernapary.
Ockinbku Ha (DOHI BBeleHHSA IIpenapaTy PegqouTykc MoxkKe PO3BHBATHUCS apTepiaibHa
TilIOTeH3id, C/Iif yTpUMaTHUCS Biff 3aCTOCYBaHHA IIOTEH3UBHUX IIpenaparTiB IpoTarom 12
rofuH fo indya3il mpenapary.



KapoianvHi po3aadu

V namnieHTiB, sKi OTpUMYyBaIH NiKyBaHHS MpemnapaToM PegauTykc, Oy 3apeecTpoBaHi BUMIAKU
CTeHOKap[il, cepreBol apuTMil, 30KpeMa MUTOTIHHS 1 TPIMIOTIHHS IIepefcepab, CEPLEBOL
HEIOCTaTHOCTI i/4u iHpapKTy MiokapAa. ToMy 3a CTaHOM MAIJiEHTIB i3 CEpLEeBUMHU
3aXBOPHOBAHHSIMHU B aHAMHe31 CJIiJl peTeIbHO CIOCTepiraTH.

Ingexuii

BpaxoByrouu MexaHi3M [il npenapary PeIOIuTyKC 1 Te, 10 B-KIiTUHY BigIrpaloTh BaXkJIUBY POJIb
y migTpuMaHHiI HOpMaJibHOI IMYHHOI BifiTIOBifi, Y MallieHTiB iCHY€ MigBUIIEHUN PU3UK
BUHUKHEHHS iH(peKLil micns niKyBaHHA npenapaToM. Ha oHi Tepamil mpenapaToMm
PenouTykCc MOXKYTh PO3BUBATUCS CEPHO3Hi iH(DeKIil, y TOMY YHCIIi 3 TeTalbHUM HaCIligKOM
(muB. po3min «ITo0iuHi peakirii»). IIpemapaT He CIIif MpuU3HaYaTH IAl[ieHTaM 3 TOCTPUMH,
TSAKKUMU iHeKUiIMHU (HanpuKiag TyOepKyIb030M, CETICUCOM Ta OMOPTYHICTUYHUMU
indexkisiMu) abo malieHTaM i3 3HaYHO OCcal0IeHUM iMyHITeTOM (HaIpUKJiIaf i3 gyxkKe
HU3bKUM PiBHeM CD4 a6o CD8) (muB. po3min «IIpoTunoka3anHs»). JIikapsaM CITif BUSBISATH
0Co0ONUBY yBary, po3risfaroyuy MUTAHHS 000 3aCTOCYBaHHS MpenapaTy PegouTykc
malieHTaM 3 PeIUAUBYIOUUMY UM XPOHIYHUMH iHPEKIiIMU B aHaMHe3i a00 3 OCHOBHUMU
3aXBOPIOBAHHSMH, 110 MOXKYTh ITIOCUITIOBATH CXUJIbHICThH MAIIEHTIB IO CEPUO3HUX iHDEKITIH,
HaIpPUKJIIaf Ao rinorammarao0ymninemil (quB. po3mgin «ITobiyHa mis»). PekoMeHOyeThCs
BHM3HaYeHHS PiBHIB iMyHOT100YTiHiB IO ITOYATKY JIiKyBaHHS IpenapaToM PegauTykc.

[TarrieHTiB, y IKUX CIIOCTEPIraloThCI CUMIITOMH iHGEKII mics Teparmii mpemapaTom PegouTykc,
HeoOXigHO HeraHo 00CTeXKUTH i TPU3HAYUTH BiATIOBiHE TiKyBaHHS. [[0 TOYaTKY
HACTYIIHOTO KypCy JIiKyBaHHS IIpenapaToM PeAnuTyKC MalieHTiB MOTPiGHO IOBTOPHO
00CTeXUTH I0A0 Oymb-SIKOTr0 MOTEHIIIMHOT0 PU3UKY PO3BUTKY iH(DEKIIiH.

[Ticns 3acTocyBaHHS PUTYKCUMaOy IOBiIOMIISITIOCS IPO BUNIAOKU €HTEPOBIPYCHOTO
MeHiHroeHLedaliTy, BKJII0Yaloun JIeTaJbHi BUIAJKH.

BipycHuti e¢enamum B

[ToBimoMsinocs mMpo BUMAAKKW PeaKTUBAllil rermaTUTy B, y TOMy 4HKCIi 3 IeTalbHUM HaCIigKOM, Y
MAIi€EHTIB 3 TPaHy/I€MAaTO30M 3 IIOJTiaHTiiTOM i MiKPOCKOIIIYHKM TIOJIiaHTiITOM, SIKi OTpUMYBaju
npenapaT PegiuTyKC.

Y Bcix maIieHTiB [0 MOYATKY JIiKyBaHHS IIpenapaToM PeIIuTYKC ciif 3miiCHIOBATH CKPUHIHTOBUMN
aHari3 Ha Bipyc renatuty B (BI'B), skuii Ma€e BKJIo4aTH K MiHIMyM pocrigxeHHS Ha HBsAg i
HBcADb, a Takoxk MoxKe OyTH OOTTOBHEHUM BU3HAUEHHSIM iHINX ITOKa3HUKIB 3TiTHO 3 MiCIleBUMHU
pekomeHpanismu. [IpenapaTt PegauTyKc He CIIif 3aCTOCOBYBATH ITalliEHTaM 3 aKTUBHUM
rermatutoM B. [lalieHTaM 3 IO3UTUBHUMHU pe3ybTaTaMy CEPOJIOTIYHUX OOCIIiAXKEHb Ha BipycC
renatuty B (HBsAg a6o HBcAb) mepen mo4aTkoM JIiKyBaHHS CJTifl TPOKOHCYTbTYBATUCS 3i
crelliajiCTaMu i3 3aXBOPIOBaHb MEeYiHKU. TakKuX MalLliEHTIB CIIi[ COCTepPiraT i BeCTU 3TigHO 3
MiCIIEBUMU MEeIUYHUMU CTaHAApPTaMH 3 METOI0 MPOQiNakKTUKU peaKTUBAllil BipyCy renaTuTty
B.

ITi3HsA HeumponeHis

[Tepen mpoBeeHHSIM KOXKHOT0 KypCY JiKyBaHHS IpenapaToM PeIauTyKC CiIif BU3Ha4YaTH YUCIIO



HEUTPOPiNiB y KPOBi, a TaKOXK PETYISPHO MPOTITOM 6 MICSI[iB MiC/Is MPUIUHEHHS JTiKyBaHHS
i B pasi BUABIEeHH CUMIITOMIB iH(peKIii (quB. po3nin «[1o6iuni peakii»).

Peaxkuii 3 60Ky wKipu

[ToBimomusiniocs IPO TAXKKi peakiii 3 60Ky IIKipy, Taki SK TOKCUYHUYU elliflepMabHANA HEKPOJIi3
(cungpom Jlakenna) i curmpom CriBeHca-I2KOHCOHA (HesKi 3 TeTaJbHUM HACIIOKOM) (IHB.
po3nin «ITobiuni peaknii»). [Ipy BUHUKHEHH] BKa3aHUX peakliiil 3 00Ky IIKipH, SKIIO €
migo3pa Ha 3B’430K i3 3aCTOCYBaHHAM IpelapaTy PennuTyKc, JTiKyBaHHS CJIif BIIMIHUTU
Ha3aBX[HU.

ImyHizauis

Ilo mouatky Teparmii mpemapaToM PeIIuTyKC JTiKapsaM CIIif PO3T/ISHYTH CTAaTyC BaKIMHAIIil
Talfi€eHTa i JOTpUMyBaTUCS YMHHUX peKOMeHallii 3 iMyHi3allil. BakiirHallito ciif 3aBepIIuTy
He MeHIIe HiX 3a 4 TUXHI [0 [IepIIoro BBeAeHH npenapaTty PegouTykc.

Besneka imyHizariii 2KuBUME BipyCHUME BaKI[MHAMHU IIiCJIsI Tepallil mpemnapatoM PeIIUTyKC He
BUBYanacs. TakMM YMHOM, BaKIIMHAIS XKUBAMY BipyCHUMHU BaKIIMHaMU Ha (OHI JTiKyBaHHS
mpernapaToM Penmutykc a00 Ha (OoHI 3MeHIIIEeHHS KiTbKOCTi mepudepuyHux B-KIiTHH He
PEKOMEHIYETHLCA.

[TamienTaM, siKi OTpUMYyBay JIiKyBaHHS IperapaToM PeIIuTyKC, MOXKHa 3aCTOCOBYBaTH
BaKLWHY, 1110 HEe MICTITh JKMBUX KOMIIOHEHTIB. [IpoTe mpu 3acTOCyBaHHI HEXKMBUX BaKLIUH
MO2XKe 3HUXKYBaTHCS IIBUAKICTH BiAMOBIAl Ha BaKI[MHALIIIO.

3/10AKICHI HOBOYMBOPEHHA

IMyHOMORY/TIOI0Yi ITpernapaT MOXKYTh 30iTbIITYBAaTH PU3UK PO3BUTKY 3JI0SIKICHUX HOBOYTBOPEHD.
OpHak HasBHI aHi He CBiAYaTh PO MifBUIIEHUN PU3UK 3JI05IKICHOTO HOBOYTBOPEHHS IIpU
3aCTOCyBaHHI puTyKcuMaOly A1 JiKyBaHHS Malli€eHTiB 3 ayTOIMyHHUMH 3aXBOPIOBAHHSMHU, KpiM
PHU3UKY 3I05IKICHUX HOBOYTBOPEHbD, BXKe IOB’'I3aHOI0 3 OCHOBHUM ayTOIMyHHUM 3aXBOPIOBAHHSM.
Ymuuiszauia HegukopucmaHo2o npenapamy ma npenapamy i3 npocmpoyeHuUM mepmiHOM
npudamHocmi: HaIXOMXKeHHS NpenapaTy Y HaBKOJIUIIHE CEPENOBUIlle HeOOXiIHO 3BECTH [I0
Minimymy. [IpemaparT He Clif BUKUAATH y CTiuHi Bogu i moOyToBi Bigxomu. [In1s yTumisaiii HeoOXigHO
BUKOPUCTOBYBATH TaK 3BaHy «CHCTeMY 300Dy BiiXOmiB» 3a HasBHOCTI TaKoi.

ITonomidcHi pevoguHu: 11eH MiKapChKUii 3acib MicTuTh 2,27 MMOIb (abo 52,26 MTr) HaTpito Ha
dbmakon 10 mmi 11,36 mMmonb (abo 261,34 mr) HaTpio Ha ¢aakoH 50 M. Crig 6yTu
o0epeXHUM TIPU 3aCTOCYBaHHi MallieHTaM, IKi 3aCTOCOBYIOTh HaTPil-KOHTPOIbOBaHY Hi€TY.

3acmocyeanHs y nepiod eazimnocmi abo 200y8aHHs1 2py0dio.
3acTocyBaHHS MPOTH3AIUIIIHUX 3aC00iB YOIOBIKaMM Ta XiHKaMu

BpaxoByiouu TprUBalIul Yac 3aTPUMKHU PUTYKCHMaOy B OpraHi3Mi malfieHTiB 3 B-KmiTuHHUM
BHCHaXEHHSM, XiHKM PENPOOYKTUBHOTO BiKy IIOBMHHI 3aCTOCOBYBaTH e(pEKTUBHI METOOU
KOHTpAaIlemIlil iy yac JiKyBaHHS Ta BOIPOHOBXK 12 MicsAmiB mic/is 3aKiHUeHHS Teparlil mpenapaToM
Penmutykc.



Bazimuicmpb. [locTaTHI Ta HaJIeXKHUM YMHOM KOHTPOJIBOBAHI [aHi 3 JOCIIIAKEHD 3a Y4acCTIO BariTHUX
KiHOK BigcyTHi. Bimomo, 1m0 imyHorno0Oyminu IgG MoXKyTh IPOHUKATH Yepe3 IIalleHTapHUuN
6ap’ep. LIxkignuBa gis PegmuTyKkCcy Ha i i BIIUMB IpenapaTy Ha PENPORYKTUBHY QYHKIIi0
HeBigoMi, OMHAK MOBiAOMIISIOCS IIPO TUMYACOBe BHCHAXKEeHHS B-KITiTHUH Ta NMiMQOIIUTONEH0
y ODesIKUX [iTel, MaTepi SKUX OTPUMYBAJIHU JIiKyBaHHS IIifl Yac BariTHOCTI. [TomiOHI edekTH
CIIOCTEpIirajauch y OOCIIAXKEeHHSX 3 TBapuHaMu. ToMy PeaauTyKc He Ciif Mpu3HadaTu
BariTHUM, SKII[0 MOXKJINBa KOPUCTH Bifi 3aCTOCYBaHHA IIperapaTy He lepeBaXkae
MIOTEHLINHNN PU3UK.

ITepiod 2o0ysaHHA 2py00. OOMeXeHi JaHi MOK0 eKCcKpelil puTykcuMaly y TpygHe MOJIOKO CBif4aTh
IIPO Ay2Ke HU3bKUU MOr0 PiBeHb B IPYIHOMY MOJIOL (BiZHOCHA f03a [OJi HEMOB/IATU MEHIIIEe
0,4 %). [ekinbka BUIAAKiB MOJAJIBIIOTO CIIOCTEPEKEHHS 3a HEMOBJISITAMH, SIKi OTPUMYBaJIu IPyaHE
BUTOLOBYBAaHHS, OMMMCYIOTh HOPMaJIbHUE PiCT i po3BUTOK miTed Mo 1,5 poky. OmHaK, OCKinbKu IIi JaHi
€ 00MeXKeHUMH i JOBTOCTPOKOBI Pe3yNIbTaTH 100 HEMOBJIAT, IKi OTPUMYBaI TpyaHe
BUTOLOBYBaHHS, 3a/IMIIAI0THCS HEBIAOMUMHY, TONYBaHHSA I'PYLAAI0 HE PEKOMEHYEThCA mif dac
JiKyBaHHSA PUTYKCHMaOOM i OITUMAaIbHO IPOTATOM 12 MicAIiB mic/is HOro NpUIUHEHHS.

depmuabHicMb.

Y mocnifKeHHSIX Ha TBAapUHAX He BUSBIIEHO IIKiIJIMBOTO BIJIUBY PUTYKCHMaOy Ha pPeNpOAyKTUBHI
OpraHu.

30damuicmsb ena1ueamu Ha weudKicmob peakuii npu KkepyesaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

HocmimkeHb BINIUBY PUTYKCUMAaOy Ha 30AaTHICTh KepyBaTH aBTOMOGiIeM Ta IIpallloBaTH 3 iHIIUMHU
MeXxaHi3MaMu He IPOBOIWIIM, OJHAK BiOMi Ha ChOTOMIHI (hapMaKoJIOTiYHa aKTHUBHICTh Ta MOOiYHi
eeKTH BKa3ylOTh Ha Te, 1[0 TaKWUU BIIJIUB MaJIOMMOBIpHUM.

Cnoci6 3acmocyeaHHss ma do3u.

[a¢y3ii npenapaty PegauTyKC ciif mpoBOAUTH Mifl peTEIbHUM CIOCTEPEKEHHSIM JOCBiIYEHOTO
MEeJUYHOT0 ITIePCOHAaNy Y Clielliai3oBaHUX BifiNieHHIX, e MOXKJIMBE HalaHHS HEBimKIagHOl
poromoru (IuB. po3ain «OcobIMBOCTI 3aCTOCYBaHHS»).

[Tepen KOXKHUM BBEHEHHSM IpenapaTy PeIOUTYKC ciif 3aBXKau TPOBOAUTH ITpEMeIUKaIlilo i3
3aCTOCYBaHHSM KapO3HUKYBaIbHOTO Ta aHTUTICTaMiHHOT0 3aco0y, HallpUKJIaf IapaleTaMoiy Ta
oudeHTrigpaMiHy.

Y pagsi niKyBaHHS Malli€HTiB i3 HEXOAKKIHCHKOIO JTiM(}OMOI0 Ta XPOHIYHUM JTiMPOLIUTaPHUM JIEHK030M
CJIi[l PO3TNISIHYTH OOLIIBHICTL 3aCTOCYBaHHS I'TIOKOKOPTUKOILIB, SKIO IIpernapaT PeaouTykc He
3aCTOCOBY€EThCS ¥ KoMOiHallii i3 ximioTepari€to, 1110 MiCTUTH T'TFOKOKOPTUKOIH.

[MamienTaM i3 rpaHyneMaTo30M i nmomiaHriiTom (rpanynemMaTo3oM Berenepa) abo MiKpoCKOImigYHUM
IIOJIIaHTIITOM PeKOMEeH0BaHe BHYTPIITHbOBEHHE BBENEHHS METUINPENHI30I0HY Y HO03i

1000 mr/mo6y mpotsrom 1-3 OHIB Iepeq Mepinoio iHdy3ieio mpemapaTy PegoguTykc (0CTaHHIO
103y IPedHI30/I0OHy MOXKHa BBECTH ¥ TOM CaMUU [€Hb, 10 i Iepily g03y IpernapaTy



Pennoutykc). Hapari maiienTaM ciiig mepopaibHO MPUMMaTH NpefHi3oH no 1 Mr/kr/moby (He
6inbine 80 Mr/mo0y i 3MeHIIyBaTU J03Y SKOMOTa IIBUAIIE, BUXOASYY i3 KITiHiYHOI T0Tpebn)
IIPOTATOM Ta IIiC/IsL 3aCTOCYyBaHHA IpenapaTy PenouTykc.

[TpodinakTuKa 3 afeKBaTHOIO TifipaTalli€lo Ta IPUioMoM 3aco0iB, 1110 3HUKYIOTh PiBEHb CEY0BOI
KHCJIOTH, TIOYMHAa4M 3a 48 roouH [0 II0YaTKy Tepalil, peKoMeHAyeThCs natienTaM i3 XJIJI ans
3HUKEHHS PU3UKY CHHAPOMY Hi3ucy myxnuau. [lanientam 3 XJIJI, KimbKiCTh TiM(POUUTIB TKUX
CTAaHOBHUTL> 25 X 10° / JI, peKOMEHAy€EThCS BBECTH IPEJHi30H /IpefHi30I0H ¥ 703i 100 Mr
BHYTPIIIHbOBEHHO HE3a[I0BI'0 10 BBEEHHS PUTYKCUMaOy [JIs 3MEHIIIEHHS IIBUKOCTI Ta BUPaXKEHOCTi
TOCTPUX peakiit ingys3ii Ta / a0 CUHAPOMY BUBiIbHEHHS IIUTOKIHIB.

PexomeHOyeThCS IPOBOAUTH NPOGINaKTUKY THEBMOIIMCTHOL MHEBMOHI1 (Pneumocystis jirovecii
pneumonia (PCP) mamienTaM 3 rpaHyeMaTo30M i nojianriitoMm (rpanynemMaTo3oM Berenepa) a6o
MiKPOCKOIIiYHUM II0JTiaHTiiTOM ab0 ByIbrapHOIO MMyXUPUYATKOIO IIifl Yac Ta Iic/is JTiKyBaHHS
IpenapaToM, BiOMOBIOAHO [0 JIOKAJbHUX KITIHIYHUX ITPOTOKOIB.

ﬂO3yBaHHH

Heo06xigHOo mepeBipsiTH eTUKETKY JiKapchKoro 3aco0y, 100 mepeKoHaTUCs, 10 MallieHTy BBOASATh
came Ty JliKapcbKy GopMy (mJist BHyTPIlIHbOBEHHOT0 ab0 MifNIKipHOTO BBEEHHS), sika Oysa oMy
IpHU3HavYeHa.

Hexo02icKiHCbKa aimMpoma.

DoiKYA5APHA HEXOONUCKIHCbKA AiMpoma.

KombiHoBaHa Teparmis

PexoMeH0BaHa fo3a mpemnapaty PegauTykc y KoMmOiHarlii 3 ximioTepamieto as iHgyKIinHOT0
JiKyBaHHS paHille HeTiKOBaHUX MallieHTiB abo Malli€eHTiB 3
PeLUANBYIOYNME/pedpakTePHIMH QONIKyIIPHIMY JTiMPOMaMy CTAaHOBUTH 375 Mr/M’
IIOBEPXHi Tijla Ha LUK i3 3arajibHOI0 TPUBAJIICTIO JIIKyBaHHSA [0 8 LIUKIIIB.

[IpenapaT PegguTyKc ciig BBOOUTH B 1-U eHb KOKHOTO LUKy XiMioTeparii micis
BHYTPIITHEOBEHHOTO BBEIEHHSI KOPTUKOCTEPOITHOI0 KOMIIOHEHTa XiMioTepallil, SKII0 BiH
nepen0adyeHul CXeMoo JTiKyBaHHS.

I[Tiompumyrw4a mepanis.

Paniwe HesikogaHa ¢poaikyasapHa aimgpoma.

Paninre HeliKOBaHMM XBOPUM, V KUX OyJla OTpMMaHa BiIOBib Ha iHAYKIIMHY Teparliio, mpenapaT
Pepputykc npusHadaoTh y 103i 375 Mr/M° IoBepxHi Tina 1 pa3 Ha 2 micawi (uepes 2 Micsamni micas
OCTaHHBOI 103U iHAYKIIIHOI Teparlil) 0 MporpecyBaHHS 3aXBOPIOBaHHS a00 BIIPOMOBK
MaKCHUMalIbHOI0 IIepioly 2 POKH.

Peuudusyrwua/peppakmepHa poaikyaapHa aimpoma.

XBOpUM 3 pelnBoM/pedpakKTepHUM 3aXBOPIOBAHHSM, y IKUX Oyja oTprMaHa BifTIOBigh Ha
iHmyKHOiiHYy Teparmito, mpenapat PegouTyKC npu3HavaoTs y go3i 375 Mr/M° ToBepxHi Tina 1 pa3 Ha 3
Mmicsii (uepe3 3 micsmi micnst ocTaHHBOI 03U iHAYKIIMHOI Tepartril) 0 MTporpecyBaHHS 3aXBOPIOBAHHS
abo BIIPOMOBK MaKCHMaJIbHOTO Iepiofy 2 POKH.



MoHoTeparmis.
Peuudusyrwua/peppakmepHa ¢poaikyasapHa aimgpoma.

PekoMeHOBaHa o3a npemnapaTty PEIOUTYKC mpu 3aCcTOCyBaHHI Y MOHOTEpATIii A7 iHAYKI[IHOT0
JIIKyBaHHS TOPOC/IMX MAallieHTiB 3 QpomikynapHuMu niMmpomamu II1-1IV cTtagin, dKi € pe3uCTeHTHUMU [0
xiMmioTepamii abo 3HaxXOAATHCS Y CTafil Apyroro abo MoJasbIIoro penuauBy micisd xiMioTeparrii,
CTAQHOBHUTL 375 MI/M’IIOBEPXHI TiJla, [0 BBOAATHCA y BUTTIAAI BHYTPIIIHLOBEHHO] iHQY3ii 1 pa3 Ha
TUXK[EHb IPOTATrOM 4 TUXKHIB.

PekoMeHOBaHa 003a ITPU IIOBTOPHOMY JTiKyBaHHi ImperapatoM PeqOUTYKC sIK MOHOTepatil
TallieHTiB, y AKKUX OyJla OTpHMaHa BiJIOBiib Ha IIONEepeqHI0 MOHOTEepaIllilo IpernapaToM PegqouTykc 3
TIIPUBOJY PeLyAuBy0U0i/pedpakTepHoi GomiKyIapHOi TiMpoMHU, CTaHOBUTE 375 MI/M’° IOBEPXHi Tina,
110 BBOLSTHCS Y BUTTIAA1 BHYTPIIIHbOBEHHO1 iH(Dy3il 1 pa3 Ha TUXKOEHb IPOTITOM 4 TUXKHIB.

[ugpysHa B-8ea1ukoKAimuHHA HEXO0NACKIHCbKA AiMpoma.

[Tpenapar PegouTykc ciim 3acTocoByBatu y KoMm0OiHariii 3 ximioTepamieto 3a cxemoto CHOP.
PekoMeHpoBaHa f03a Ipenapaty Pegautykc - 375 Mr/M’ oBepxHi Tifla - BBOTUTLCA B 1 IeHb
KO2KHOT'0 LIUKJTy 8-IIMKJIOBOI XiMioTeparlil micis BHYTPIlIHbOBEHHOTO BBEJEHHSA KOPTUKOCTEPOITHOTO
kommoHeHTa cxemu CHOP. Be3neka Ta eheKTUBHICTb 3aCTOCYBaHHS IIpenapaty PeIouTyKC y
koMOiHanii 3 iHmuMY XiMioTepaneBTUYHUMHU TIpellapaTaMu [jis JiKyBaHHS Au(y3HUX B-
BETUKOKITITUHHUX HEXOMXKKiHChKUX JTiM(bOM He BCTaHOBIIEHI.

Kopexkuis 0o3u y xo0i mepanii. He peKOMeHAyeThCA 3HUKYBATU [03y Penoutykcy. AKIno
PepouTtykc BBOomuThCS y KoMOiHanii 3 CHOP- abo CVP-ximioTepami€io, moTpiOHO KepyBaTHCS
CTaHOAaPTHUMM PEKOMEHallisIMHU 100 3HUKEeHHS O3U XiMioTepaleBTUYHUX IIpenaparis.

XpoHiyHutl aiMgoaetkos.

Y mauieHTiB 3 xpoHiuHUM IiM(poIeK030M 3a 48 romuH [0 movaTkKy iHdy3ii mpenapaTty PegouTykc
HeoOXiTHO ITPoBeCcTH MPOdiTaKTUKY i3 3aCTOCYBaHHSIM afleKBaTHOI rigpaTarii Ta 3acobiB, sKi
3MEHIIYIOTh PiBeHb CEYOBOI KUCIIOTH, 3 METOI0 3HUKEHHS PU3UKY CHHIPOMY JTi3UCY MyXJIUHHU.

IIpu KinbkocTi miMdornuTiB 6inbie 25x 10°/1 peKoMeHAy€eThCS TPU3HAUYeHHS
IIpefHi30Hy/IpeaHi3010Hy ¥ 7031 100 Mr BHYTPIIIHEOBEHHO HEe3a[0BIo neper iHdy3i€e nmpenapaTty
PenouTyKC 3 MeTO10 3MEHIIEHHS YaCTOTH i TSKKOCTi TOCTPUX iHQY3iMHUX peakiil Ta/abo CHHOPOMY
BUBLJILHEHHS IIUTOKIiHIB.

PekoMeHoBaHa fo3a mpemapary PegmuTykc y KomOiHamii 3 ximioTeparieio ois paxiie
HeJIIKOBaHMX XBOPUX i XBOPHUX 3 PELUANBYIOUYNM/pedpakKTePHUM XPOHIYHUM TiM(DOTIENKO30M
CTaHOBUTL 375 Mr/M’ IOBEPXHi Tifla - BBOMUTELCA B 0-if IeHb MepPIIOro UKy 3 HaCTYIHUM
BBefleHHAM Y 1031 500 Mr/M [IOBEPXHI Tijla - BBOAUTHCA B 1-U IeHb KOKHOTO HACTYIIHOTO
IIUKJTy IPOTSTOM 6 HMKITiB. XiMioTeparriio Cilif MPOBOOUTH Iicis iHDY3il mpemnapaTy
Penmutykc.

I'paHysemamos 3 nojiaHeiimoM i MikpockoniyHUl noiaHeiim.

PekomeHpOBaHa i03a mpemapary PEIOIUTYKC 3 MEeTOI0 iHOyKIIil peMicii rpaHy1eMaTosy 3
IIOJTiaHTiITOM i MiKPOCKOIIIYHOTIO MOJTiaHTiiTy CTaHOBUTHL 375 MT/M* MIOBEPXHI Tifa, 110 BBOOUTHCI Y
BUTJISIZI BHYTPIIIHbOBEHHOI iH(Y3il ONWH pa3 Ha TUXKAEHb IPOTSArOM 4 TUXHIB (BChOTro 4 iHPYy3il).



[lig gac i micns 3aBepIeHHs Teparii mpemnapaToM PeIIUTYKC y nalieHTiB 3 rpaHyIeMaTo30M 3
0JTiaHTiiTOM 260 MiKPOCKOIIiYHUM II0JTiaHTiiTOM PEKOMEHAYETHCS IPOBENEHHS MPOQiTaKTUKY
ITHEeBMOLIMCTHOI THEBMOHII (CIiprurHEeHO0i1 Pneumocystis jiroveci).

ITiompumyroua mepanis.

[Micns inmykuii pemicii, cmpuunHeHoi PeIIUTYKCOM HigTPUMYy04e JIiKyBaHHS CJIil PO3II0YUHATH
He paHillle HiX 4epe3 16 TUXKHIB MiC/IsA 0cTaHHBOI iH(DY3il TpenapaTy Pegoutykc.

[Ticns iHpyKuii peMicii iHIMMMY CTaHTAPTHUMU JIiIKapChbKUMHU 3aco0aMu - iMyHOMeIpecaHTaMy,
migTpuMyode JTiKyBaHHS PeqAuTyKCOM CIIi[l PO3IIOYUHATH IIPOTATOM 4 TUXKHEBOTO I1epioay, 110
HaCTa€ MiCJIg PeMicil 3aXBOPIOBaHHS.

PegmuTykc CHif BBOOUTH Y BUTTIAAL ABOX iH(Y3ii 500 Mr BHYTPIIIHBOBEHHO, 3 iHTEPBAJIOM OBa
TUXKHI, 3 noganbuM BBegeHHAM 500 Mr BHYTPIiIIHbOBEHHO HACTYIHI KOXKHi 6 MiCAILIiB.
[TamieHTH TOBUHHI OTPUMYBATH PenauTykc MiHIMyM IPOTAroM 24 MiCALB MiCg HOCATHEHHS
peMicii (BimCyTHiCTh KIiHIYHMX 03HaAK Ta CUMITOMIB). [lallieHTaM, Yy SIKUX MoxKe OyTu
TiABUIIEHUN PU3UK PEILUANUBY, JTiKapi MOBUHHI PO3TISHYTH OiNIbII TPUBAY MigTPUMYIOUY
Teparnio PegauTtykcoMm, oo 5-TH POKIB.

,ﬂOS’)ZBGHHﬂ y 0cobausux sunadkax.

Xeopi 1imHbo20 8iKy (8ikom 8i0 65 pokie). KOpUryBaHHS [03U [JI XBOPUX JIITHBOTO BIKY HE
OTpPiOHe._

IIpasusa npu2omyeaHHs i 36epizaHHsA PO34UHY

Heo06xigHy KinbKicTh PeqouTyKCy pO3BOAATE B aCENTHYHUX YMOBAX 40 PO3Pax0oBaHOl KOHIIEHTPaIlil
putykcumady 1-4 mr/mn y ¢rakoHi (maketi) ang iHdys3ii 3i crepuibHuM i aniporerHuM 0,9 %
PO3YKMHOM HaTpito xjopuny abo 5 % po3ynmHOM I/TI0KO03HU. [[J1d epeMillyBaHHS PO3UUHY ITOCYOUHY
00epexkHO TepeBepTanTh (3arnobirarouu MiHOYTBOPEHHIO).

[Tpenapar mepeq 3aCTOCYBaHHSIM HeOOXiHO Bi3yasibHO MEPEBipUTH Ha HasIBHICTh CTOPOHHIX JOMIIIIOK
abo 3MiHy Kombopy. OCKinbKu PeguTyKC He MiCTUTh KOHCEPBAHTIB, IPUTOTOBAHUM PO3YHH
HeoOXiIHO BUKOPHCTATH HeralHo. [IpuroToBaHi indys3iiiHi po3uunu Pemggutykcy cTabinbHi IpoTsarom
12 roguH npu KiMHaTHIN TeMmepaTypi abo MpoTaroM He Ginbilie 24 TOOWH Npu TeMnepaTypi 2-8 °C.

Cnip 3a6e3meynT CTEPUIILHICTD MPUTOTOBAHOT0 po3uuHy. OCKiNbKY JTiKapChKuM 3acib He MiCTUTh
HigKNUX aHTHOAKTepialbHUX KOHCEPBAHTIB UM OaKTepiocTaTUYHUX 3aco0iB, CHIifl JOTPUMYBaTUCh
IIPaBUJI ACENTUKMU.

3 MiKp0oO0i0JIOTiUHOI TOYKM 30PY IPUTOTOBIEHNH PO3YKH NMOTPiIOHO BUKOPUCTATH HETanuHo.

fAKo npenapaT He BUKOPUCTOBYETHCS Bifipa3y, TO Yac Ta yMOBU 30epiraHHsS IPUTOTOBIIEHOTO
PO34KHY € BINNIOBIiOaIbHICTIO CIOXKMBaYa Ta He [TOBUHHI IIepeBUILlyBaTH 24 TOOUHU IIPU TeMIepaTypi
Big 2 mo 8 °C i nuiie ToAi, KOIU NPUTOTyBaHHS PO3YUHY IIPOBOLUIIOCS B KOHTPOJILOBAHUX Ta
BaJIiIOBaHUX aCeNTUYHUX YMOBaXx.

Cnocib sse0eHHA.



CmandapmHuti pexcum do3yeanHs. IIifTOTOBaHKUI PO3YMH PUTYKCUMAOy y 703i 375 Mr/m’
NIOTPiOHO BBOOUTH BHYTPIIIHEOBEHHO iHGY3ilHO (MOBiMTbHO) Yepe3 OKpeMui Katetep 1 pa3 Ha
THXKOeHb. He MOXKHa BBOOUTH BHYTPILIHbOBEHHO CTPYMUHHO ab0 O0II0CHO.

Cnocib ssedeHHA.

I[TpemapaT PegmuTykc BBOASITH BHYTPIIIHROBEHHO iH(DY3iitHO (IOBIIBHO) Yepe3 OKPeMU
KaTeTep.

He MoXHa BBOOUTH IIpenapaT BHYTPIIIHEOBEHHO CTPYMUHHO YU OOJIIOCHO.

[MamienTy noBuHHI nepeOyBaTH i peTeIbHUM HATJISIIOM I[OJ0 MTOSBU CUHOPOMY BUBITbHEHHS
IIUTOKiHIB (IUB. po3minn «Oco6MMBOCTI 3aCTOCYBaHHS»). ITaIlieHTH, B SKMX PO3BUBAIOTHCS IIPOSIBU
TSAKKUX Peaklliif, 30KpeMa BUpaXkeHa 3afiuiiKa, OpoHxocnasm abo rimokcis, moTpe6yioTh HEranHoro
nepepuBaHHs iHQy3il. ITic/st BUHUKHEHHS TaKUX peakiliil MallieHTiB 3 HeXOIKKiHChKOI0 JTiM(pOMOI0
NOoTPiOHO 00CTEXKUTH Ha 03HAKU CUHAPOMY JIi3UCY IYXJIMHY, Y TOMY YKCTIi IPOBECTHU BiATIOBiAHI
nabopaTOpHi aHali31, a TaK0XK peHTreHorpadilo rpyaHOi KIITKY A7 BUSIBIEHHS iHOINbTpaTiB y
nereHsx. IHdy3il He CIIif MOHOBIIOBATH, ITIOKU IIOBHICTIO HE 3HUKHYTH YCi CUMIITOMU Ta
HOpPMai3yloThcs 1abopaTopHi MOKa3HUKY i maHi peHTreHorpadii rpygHoi kinitku. Toxi iHOYy3ito
MOXKHa TIOHOBUTH 3i IIBUKICTIO, III0 CTAHOBUTH He OifbIlle HiXK IMOJOBUHY ITOYaTKOBOI IIIBUIKOCTI.
AKmIo Taki X TAXKKi M06iUHI peakilil TPamIA0TLCS i BAPYTe, CIif cepiio3HO 0OMipKyBaTH pillleHHS
CTOCOBHO IIPUNIMHEHHS JIIKyBaHHS Y KOHKPETHOMY BUIIMIKY.

Peakiiii merkoi abo moMipHOI TSAKKOCTI, TIOB’g3aHi 3 iHdy3ieto (quB. po3min «Ocob6auBOCTI
3aCTOCyBaHHS»), 3a3BUYail MUHAIOThH [IpY 3MeHIIeHHi MBUAKOCTI iHPy3iil. IIBuaKicTs iHDY3il MOKHa
30iBIIUTH IPY TIOJIETIIEHHI CUMIITOMIB.

[Tepwe 81UBAHHSA KOXHCHO20 Kypcy. PeKoMeH0BaHa MOYaTKOBA IIBUAKICTh iHPY3il CTaHOBUTH
50 mr/rog; micnsg nepimux 30 XBUIMH 11 MoxkHa 30inburyBaTy Ha 50 Mr/rof KoxHi 30 XBUJIUH [0
MakKcuMaJbHOro 3HauenHs 400 mr/rom.

[Mopanburi iHdys3ii
Bci noka3aHHA

HactynHi no3u putykcumMaly MOXKHa BIMBATU 3 TOYATKOBOO mBUAKiCTIO 100 Mr/rop i 36inmbimyBaTu
Ha 100 mr/ropg koxHi 30 XBUJIMH 00 MaKCcUMaJbHOro 3HaueHHda 400 Mmr/rom.

[TamienTaM i3 KJIiHIYHO 3HAYMMUMU CEPLEBO-CYIUHHUMHU 3aXBOPIOBAHHIMMU, B TOMY YMCJIi apUTMIEIO,
abo TUM, y KOro BUHMKA/IHU Cepro3Hi iHGy3iiiHi peakilil Ha IoIepeHe 3aCTOCYBaHHA Oy/Ib-IKOT0
GionoriyHOrO NiKapchKoro 3acoby abo putykcuMaly, He Ciif 30imbIyBaTH MBUAKICTD iHOY3Il.

Himu. PutykcuMab He peKOMeHIOBaHUM 10 3aCTOCYBaHHS HiTSAM, OCKiTbKYM HEMA€E JaHUX PO
6e3neky Ta e(peKTUBHICTS.

Ilepedo3yeanns.

IlocBim 3acTOCYBaHHs Mpenapaty PeIOUTYKC Y J03aX, BUIIMX 3@ CXBaJeHi Is



BHYTPIITHROBEHHOT'0 BBEJIEHHS, Y KITiHIYHUX OOCIXKEeHHAX 00MexkeHu. Ha 11ei1 yac
Haiilinbllla BHYTPIITHOBEHHA 403a PUTYKCcuMaOy, 110 Oyjia JocigKeHa y JTI0OUHHY,
ctanoBuTh 5000 Mr (2250 Mmr/m?). 1o no3y 6y0 3aCTOCOBAHO y KITIHIYHOMY OOCHiXKeHHi 3i
30i/IbIlIeHHSIM 003U TallieHTaM i3 XpOHIYHUM JTiMGOIUTaPHUM JIeMK030M. [[0OaTKOBUX 3arpo3
Oearmelri nalieHTiB BUSIBIEHO He OYII0.

Y pasi nepepno3yBaHHS CIIif HETalHO IlepepBaTH iHQPY3ii0 Ta MUJIBHO CIIOCTEPIraTy 3a CTAaHOM
MaIjieHTa.

B xopi micnsipeecTpaliHOTO CIIOCTePEXKEHHS IIOBIIOMIISAIOCS IIPO II'ATh BUNAOKIB Ilepefo3yBaHHA
puTykcumMaboM. Y TphOX BUIlafKax IIpo HebaXKaHi SBUIlla He MOBiTOMIIANOCI. B iHIINX OBOX BUIagKax
TTOBiHOMIISITIOCS IIPO T'PUIIONONiIOHI CUMIITOMHU TP 3aCTOCYBaHHI pUTyKCcUMaly B mO3i

1,8 r Ta mpo guXanbHYy HEJOCTATHICTH 3 JIeTAJIbHUM HACIIKOM IIPHU 3aCTOCYBaHHI pUTyKCUMaly B H03i
2T.

ITo6iuni peakuii.

Hexo00xckiHCbKI aiMpoMu i XxpoHiyHUU aiMposeliko3

3aeaavHull npogisb besnexu

3aranpHuM Mpodins 0e3MeKyu 3aCTOCYBaHHS PUTYKCHMaOy IIpu HEXOMXKKIHCEKiM niMdoMi Ta
XpoHigHOMY niMdoIIeiko3i BU3HaYeHU Ha OCHOBI JaHUX M0N0 MAallieHTiB, sIKi Opanu y4acTs y
KJIIHIYHUX OOCIIIXXEHHAX, Ta Ha OCHOBI JaHUX IiCIISIPEECTPALiiHOr0 ClIOCTepexXeHHs. [lanienT
OTPUMYBaIX PUTYKcHUMab abo sIK MOHOTEpaIiio (3 MeTow iHOYKIIINHOTO TiKyBaHHS YU
HiATPUMYIOYOTO JIiKYBaHHS IMicIs iHAYKIIIHOTO NTiKyBaHHS), abo y KoMmObiHarii 3 XiMmioTeparrieo.

Hai6inein yacTi mo6iyHi peakiiii y maIfieHTiB, gKi 0OTpuMyBanu puTyKcuMab, O6yiu moB’si3aHi 3
iHQy3iitHOI0 peakIlielo Ta PO3BUBAJIKCS IIepeBaxKHO Iif Yac mnepimnoi iHgysii. YacToTa nmosiBu mobiuHmx
peaklii, oB’s13aHuX 3 iH(Y3i€l0, iCTOTHO 3MEHIIYEThCA i Yac HaCTYNHUX iHQY3ii i CTAaHOBUTH
MeH1e 1 % micns BBeOeHHS BOCEMOI 103U IIpemapary.

Bunagku iHdeKIii (mepeBakHo 6aKTepiaTbHUX i BipyCHUX) CIIOCTEPIraaucs MIPOTATOM KITiIHIYHUX
nocmimxens mpubnu3no y 30-55 % malieHTiB i3 HeX0AKKIHCBKOI0 TiMdpomoro Ta ¥ 30-50 %
MAIli€HTIB 3 XPOHIYHUM JTiM(pOJIEHKO30M.

HaiiuacTimumy cepilo3HUMHU NTOOGIYHUME peakLigMu Oyau Taki, 110 T0B’s3aHi 3 iHQY3iHOI0 peakxilieio
(y TOMy 4mCIIi CHHAPOM BUBiNIbHEHHS IUTOKIHIB, CHHAPOM JIi3UCYy NMyXJIMHU); iH(eKIil; mo0iyHi SBuUllla
3 6OKY CeplLeBo-CyguHHOI cucteMu (IuB. po3ain «Oco6IMBOCTI 3aCTOCYBAHHS»).

[HIIi cepio3Hi MoOiyHi peakilii BKIII0YaIu peaKTHBallilo TelaTUuTy B Ta mporpecyouy
MynbTUGOKaAMBHY nerikoeHuedanonario (ITMJI) (nuB. po3gin «Oco6IMBOCTI 3aCTOCYBAHHS»).

Hani HaBo#sTECA MOGIYHI peakilii, 10 crocTepiranucs mif yac MOHOTeparii purykcuMaboM abo mpu
KOMOiIHOBaHOMY 3aCTOCYBaHHi 3 XimMioTeparmieto. Y KoxkHiil rpymi yacToTu nobiyHi peakilii HaBOAsATbHCS
y IOPSAAKY 3MEHIIEeHHS CEPUO3HOCTI.

s onucy 4acToTH NMOGIYHUX peakllili BUKOPUCTOBYIOTHCS TaKi KaTeropii: oyxe dacri (=1/10), gacti



(=1/1001i <1/10), HeyacTi (=1/1000 i <1/100), moomguHoKi (=1/10000 i <1/1000), pigkicHi (<1/10
000), vacToTa HeBimoMa (He MOXKHa PO3paxXyBaTH Ha OCHOBI HAsIBHUX AaHuX). [T1o0iuHi peaxkirii,
imeHTH(iKOBaHI TiIMbKY IPOTATOM IIiCIAAPEECTPALIMHOTO CIIOCTEPEKEHHS, YaCTOTY SIKUX HEe MOXKHa
po3paxyBaTH, BKa3aHi y KaTeropil «4acTora HeBigoMa».

Peaxkuii Ha iHgysio. HacTi - 03HO0, He3MyKaHHS, 3aQUIlIKa, MUCIIEICis, HyI0oTa, OII0BaHHS,
cnalKicTh, TONOBHUY 0i/lb, TPUIIJIMBYU KPOBi, apTepiaibHa TiOTeH3is, apTepianbHa
rimepTeH3is, rapsiiyka, cBepbixk, KPoNuB'sHKA, BUCUIIAHHS, TIOAPa3HEHHS TJIOTKY, PUHIT,
OpoHxocma3M, Taxikap/is, acTeHis Ta 03HaKU CHHOPOMY JIi3UCY MyXJIMHU. B okpemMux
BUIIaAKax Iifl yac 3acTtocyBaHHs cxemu R-CHOP ximioTeparrii - indapKT Miokapaa,
Gibpunsiis nepencepab Ta HaOPSIK JIeT€Hb.

[Tig wac mocmimxkeHb OinbIre HiX y 50 % mallieHTiB OyIu 3apeecTpoBaHi CUMIITOMH, 110 BKa3yIOTh Ha
iHQys3iiiHi peakii], SKi criocTepiraaucs mepeBaxHO Mif Yac nepmol ingys3ii Ta 3a3BU4all BIPOIOBK
nepummx 1-2 roguH. Li cuMnToMu B GilbIIOCTI BUMIAKIB ITOENHYBAIM rapsiuyKy, 03HOO Ta TPEMTIiHHS.
[HIIi CHMIITOMY BKJTIOYAJIH TilepeMilo, aHTiOHEBPOTUYHUYM HAOPSK, OPOHX0CIa3M, 6JI0BaHHS, HYIOTY,
KPOIKB’ THKY/BUCUIIAHHS, BTOMJIIOBAHICTh, TOJIOBHUM 6iflb, IOpa3HEHHS CIM30B0i 000JIOHKY T'OpJa,
puHiT, cBepObix, Oinb, Taxikaphiio, apTepianbHy TinepTeH3iio, apTepianbHy TiOTeH3ii0, 3aAUIIKY,
[UCIIENICiI0, aCTeHil0 Ta 03HaKU CUHAPOMY JIi3UCy MyxJIuHU. TIxkKi iHy3iliHi peakuii (Taki SK
OpoHxocIa3M, apTepianbHa TinmoTeH3ist) po3BUBaIuCs y 01u3bK0 12 % malieHTiB. Y geskux BUMagKax
noBimoMIsiiocs Ipo iHdapKT Miokapaa, Gbibpunsitiio nepeacepab, HAOPSK JIeTeHb Ta TOCTPY 000POTHY
TPOMOOLUTOIEeHiI0. 3arOCTPEHHS BXKe HasgBHUX CEePleBUX 3aXBOPIOBaHb, HAIIPUKJIIA[ CTeHOKApMil 4u
3acCTiltHOI ceplieBol HemoCTaTHOCTI, abo TAXKKi siBUIla 3 00Ky ceplls (ceplieBa HeIOCTaTHICTh, iHpapKT
MioKappa, Gpibpunsaiis nepencepab), HaOPSK JieTeHb, IoJliopraHHa HeJOCTaTHICTh, CHHOPOM JIi3UCy
MyXJIMHY, CUHAPOM BUBIIbHEHHS LIUTOKIHIB, HUPKOBa HEJOCTATHICTh Ta AUXalbHa HEJOCTaTHICTh
crocTepiranucs i3 HUXK4010 ab0 HEBiIOMOI0 YacTOTO. YacToTa MOABY iHPYIIMHUX CUMIITOMIB
iCTOTHO 3MeHIIIyBalach I Yac HaCTYMHUX iHPy3ii i cTaHoBuna <1 % malieHTiB i Yac BOCbMOT0
LUKy JIIKyBaHHS, [0 CKJIaAy KOr'0 BXOIOUJIO JIIKyBaHHS IIperapaToM.

Ingexuii ma iHBasil.
Iyxe dacTi - 6aKTepianbHi iHdekil, BipycHi iHdekIii, OpoHxiT*;

4acTi - celncuc, THeBMOHig*, pebpunbHa iHeKIiA*, onepizylounit muinan*, iHpeKIil
OUXanbHUX IMIISXiB*, rpubKoBi iHGeKIril, indekiiil HeBimoMol eTionorii, TocTpuit OPOHXIT*,
CHHYCHUT¥, TeIlaTUT B'; MOOAMHOKI - cepiio3Hi BipycHi iHpeKii’, THeBMOLKCTHA ITHEBMOHis,
cripu4yrHeHa Pneumocystis jirovecii; pigKiCHi - mporpecyoda MyabTU(OKaIbHA

nenkoeHnnedanomnaris ([IMJI), wacToTa HEBifOMa - EHTEPOBIPYCHUN MeHiHroeHue(baﬂiTz'8

ITopyweHHs 3 6OKY iMYHHOI cucmemu.
Iyxe 4acTi - iHdy3ilHi peaxklii’, aHTiOHeBpOTUYHUI HAOPSK; YacTi - migBUIIeHa Yy TIUBICTE;

IIOOJMHOKI - aHa(iaKCis; PiAKiCHI - CHHOPOM Mi3UCy NYXJIMHU, CHHAPOM BUBITbHEHHS IIUTOKIHIB",
CHPOBATKOBa XBOpo0Oa; 4aCcTOTa HEBiloMa - rocTpa 060pOoTHA TPOMOOITUTOIEHIs, TOB’I3aHa 3
indysiew’.

3 60Ky cucmemu kposi ma aimpamuyHoi cucmemu.

Iyxe 4acTi - IeHKOIeHis, HeUTporeHis, peOpuibHa HelTpomeHis*, TpomOouuTOmEeHis*; YyacTi -
aHeMis, MAHIUTONEHiT¥, TPaHYIOUTOIEHI*; HedacTi - IOPYILIEHHS 3rOPTaHHs KPOBI, amiacTuyHa



aHeMis, TeMOJIiTUYHA aHeMis, niM@aaeHonaris; piAKicHi - TuM4YacoBe 306inbineHHS piBHIB IgM B
CHpPOBATIIi KPOBi’; YacToTa HEBigoMa - Mi3HA HeHTPOomeHid .

3 60Ky duxanbHOI cucmemu, opaaHie 2pyoHOI Kaimku ma cepedoCmiHHA.

YacrTi - 6poHX0CIa3M’, 3aXBOPIOBAHHS AUXaIbHOI CHCTeMH, Oillb Y TPYASX, 3aAMIIKa, TOCHIEHHTI
KallleJlb, HEXKUTb, PUHIT, TOCTPa OUXalbHa HEJOCTATHICTh, IereHeBi iH(iIbTpaTH; HEYacTi - acTMa,
o0miTepyrounii GPOHXIOJIIT, PO3JIajl IereHeBol QYHKII , TiMOKCis; TOOOUHOKI--IHTEPCTHUIlIaJIbHE
3aXBOPIOBAHHS JIETeHiB ; PiAKICHI -- MUXabHa HENOCTATHICTL ; Y4aCTOTa HeBifloMa - lereHesi
iHdinpTpaTH.

3 60Ky mpagHoi cucmemu.

IyXe 4acrTi - Hy[I0Ta; 4acTi - O/1t0BaHHS, Aiapes, OiNb y XKUBOTI, gucdaris, CTOMaTUT, 3aKpell,
OVCIIEIICis, aHOPEKCis, TIOgPa3HeHHs ropiia, BiICYTHICTh aleTUTY, IIOPYIIEHHA CMaKOBUX BiIUyTTiB;

HEYAaCTi - 3MyTTs KMUBOTA; PIIKICHI - IIIyHKOBO-KUIIKOBa epdopartis’
KapoOianvHi nopyweHHA:

qacTi - indapkT Miokapma** ™°, apUTMis (BKIIOYauyy IUTYHOYKOBY Ta HaALUIIyHOUYKOBY TaXiKapmio,
TpinoTinHsg mepencepnb)*, GiOpumnIlia nepencepab*, Taxikapmis*, mopyureHHs 3 60Ky cepiis*;
HeyvacTi - JIIBOLITYHOYKOBA HEJOCTATHICTE*, CYIIpaBeHTPUKYJISIPHA Taxikaphia*, IUIyHOYKOBa
Taxikapmis*, cTeHoKapmis*, immemist miokapaa*, OpaguKapmis; MOOAUHOKI - TSXKKi
3axBOPIOBaHHSA cepns” °; pigKicHi - cepuesa HepocTaTHICTE '’

CyOuHHi nopyweHHs: 4acCTi - apTepiajibHa TilepTeH3is, OpToCTaTUYHa Til0TOHisA, apTepiajbHa
rirnoTeH3sid, Ba3oguiaTallys; PiOKiCHI - BaCKyJIIT (IepeBaXHO LIKIPHU),
JTEUKOLUMTOKIACTUYHUM BACKYJIIT. BEHO3HUU TPOMOO3, y T.4. TpOMOO03 IITUOOKKX BEH HUKHIX
KIHITIBOK.

3 boky Hepeogoi cucmemu.

YacrTi - mapecresii, rimoecresii, 30yaxeHHs, 663COHHS, PO3MIKUPEHHS CYANH, 3allaMOPOYEHHS,
TPUBOTQ; TOJIOBHUY 6ifib, MirpeHb; HedacTi - IUCTeB3is; PifKicHi - mepudepudHa HelpomaTis,
mapaJiy JMIbOBOro HepBa®, HepoIaTis YepenHo-MO3KOBUX HepBiB, 3HMKEHHS TOCTPOTH 30PY, CIyXY,
ypaxKeHHS iHIIUX OpraHiB 4yTTH, ileMiyHi MOpyIIeHHs MO3KOBOI'0 KPOBOOOITy; YacToTa HEBigjoMa -
KpaHianbHa HeHpOIarisi, BTpaTa iHIIoi 4yTIMBOCTI,

3 6oky ncuxiku. YacTi - crryTaHa CBijOMiCTb; HEYaACTi - empecisi, HepBO3HICTh, HETPUTOMHICTh

ITopyweHHsa 06MiHY peuosuH i xapuysaHHs. HacTi - rinepriikeMis, 3HUXKEeHHS MacCH Tifa,
nepudepryHi HaOPsKY, migBuIeHHs akTUBHOCTI JIIIT, rimokanbIiieMis, meKoMIeHcallis
ITYKPOBOTO miabeTy, HAaOpSIK 00 IuYYs.

3 60Ky onopHO-pyx080i cucmemu ma cnoay4Hoi mxkaHuHu. JacTi - TiIepTOHYC, Miarisd,
aprtpauris, 6inb, 6inb y criui, 6inb y mui, 6inb y TpyAHiN KAiTIi, M’s130Bi clasMu,
0CTE0apTPHUT.

3 6oky wkipu ma nidwkipHoi kaimkosuHu. [lyXKe 4acTi - cBepbixk, BUCUTTaHHS, aJIOTIELlis,
nofipa3HeHHs IMIKipH; YacTi - KPONUB'THKA, MifiBUIIleHa IiTIUBICTh, HiYHa MiTIUBICTh, po3nagyu 3 60Ky



mKipu*; pigKicHi - TSXkKi OyIb03HI WIKipHI peakiiil, cuaapoM CriBeHca-[[KOHCOHA, TOKCUYHUN
elmiflepMabHKUI HeKpoti3 (curapoM Jlaliesnia’) i3 MOX/IMBYUM JI€TaIbHUM HACITiIKOM.

3 6oky opaaHie 30py. HacCTi - mopyIeHHs: CTbO30BU/IIIEHHS, KOH IOHKTHUBIT, PiOKiCHI - TSI2KKa BTpaTa
30py.

3 60Ky opeanie cayxy ma ecmubyasapHozo anapamy. YacTi - 6inb Ta 1UIyM y ByXax; 4acToTa
HEeBiloMa - BTpaTa CIyxy’.

3 6oky HUPOK ma cevyosudiabHoi cucmemu. PIOKiCHI - HUPKOBa HEIOCTATHICTD .

3 6oky nabopamopHux nokasHukie. YacTi - miaBUIeHHS aKTUBHOCTI JIMIT', rimoKanbLieMis,
rimepxoJiecTepuHeMis, Tinepkaniemis, 6akTepiemisi, 3HUKeHU piBeHb IgG.

3aeanvHi po3nadu ma peakuii y micui eeedeHHs: myxke 4acTi - rapsiyka, 03H00, aCTeHist, TOJIOBHUH
6inb; yacTi - 611k y MyXJIMHI, TPUIINIMBY, HE3OYKaHHS, CHHAPOM 3aCTynH, clnabKicTe*, TpeMTiHHS*,
TojTiopraHHa HefoCTaTHICTh *; HOOAMHOKI - Giftb y Micwi iHQy3il, yacToTa HeBiToMa - MyKO3HT,
CUHOPOM IIBHIKOTO JIi3UCY MYX/INHMU.

s KoxkHOI m0o0iYHOI peakilii MoOKa3HUK YaCTOTH BUHMKHEHHS PO3Pax0BYBaBCsl Ha OCHOBI peakIii
yCiX CTyIeHiB TSAKKOCTi (Bif Ierkoi o TSKKo1), 3a BUHSATKOM IOOIYHUX peakKlliif, Mo3HAYEHUX «*»,
IIOKa3HUK YaCTOTU BUHUKHEHHS SKUX PO3Pax0BYBaBCs Ha OCHOBI NIUIIE TSIXKUX Peakliu (=3 cTyneHs
TSKKOCTI 3a 3araJlbHUMU KpUTepisMu TOKCUYHOCTI HanioHanpHOTO iHCTUTYTY paky CLIA (NCI)).

' B ToMy 4mCIli peakTHBallis Ta IepBUHHI iHQeKIii; yacToTa IpHu 3acTocyBaHHi pexumy R-FC
(putykcumab-haynapabis i uknodochamin) npu pernuauByodoMy/pedpakTepHOMY XPOHIYHOMY
niMpoenKosi.

> TaKOXK MIHB. po3min «IHpekKIil» HIXKYe.

* Takox muB. po3fin «I1o6iuHi peakii 3 60Ky KpoBi» HIXYe.

* TakoxX muB. po3fin «IHQys3iiiHi peaknii» Huxde. PigKo HOBiIOMISANOCH IPO BUIAAKH 3 JeTalIbHIM
HAaCJIiIKOM.

® CUMIITOMH YepenHo-M0o3K0Bol HeliponaTii. ClocTepiranaoch y pisHuii 4ac y mepiof [0 AeKiIbKox
MicsLiB mic/Isl 3aBepIIEHHS Tepallii puUTyKcuMaboM.

® CriocTepirasnocs mepeBakHO y MAIi€HTIB 3 paHillle IepeHECEHIMH CepLeBUMU 3aXBOPIOBAaHHIMHU
Ta/ab0 KapHoioTOKCHYHOIO XiMiOTepaIri€io, a TaK0XK acollil0BalIoCh TePeBaXKHO 3 MOB’I3aHUMHU 3
iH(dy3i€er0 peakUisiMu.

’ B TOMY YKCJIi BUTIQIKX 3 JIETQJILHAM HaCJIiIKOM.

® CocTepiranocs IpOTATOM HiCIPeeCTPaLifHOr0 3aCTOCYBaHHS.

Omnuc okpeMux mo6iYHUX PeaKIrin

Ingexuii



Putykcumab iHnykye B-KimiTuHHE BuCcHAXKeHHs mpubnusuo y 70-80 % MallieHTiB, aje TiIbKU ¥
MaJIoro 4ucJjla NalieHTiB 3aCTOCYBaHHS NIpelapaTy CyIpOBOXKYBaI0Cs 3HUKEHHSIM DPiBHSA
iMyHOr OOy IiHIB ¥ CHpPOBATIIi KPOBI.

[Tpo Bumagku JI0Kani30BaHOI KAHAWAO3HOI iH(DEKIIii, a TAaKOXK PO BUIMAAKK OIEPi3y04oro JUIIaio
IIOBiIOMIISANIOCS 3 GiNTbIIOI0 YACTOTOIO B TPyIax Malli€HTiB, AKi B X0 paHAOMi30BaHUX [OCHTiIXKEHb
OTPUMYBaJU JIiKyBaHHS PUTYKCcHMaboM. TaxKi iHGeKIil po3puHynucs npubausHo y 4 % MalfieHTis,
SIKi OTPUMYBaJIU IIpenapaT SK MOHOTeparniio. binbmn Bucoka 4acToTa iH(deKIiil B LiTOMYy, Y TOMY
yucyi ingekuint 3 uu 4 cTymneHiB, crocTepiranacs Ha ¢GOHi MATPUMYIOYOT0 JIiIKyBaHHS PUTYKCHMaboM
IIPOTATOM IEepPiofy TPUBAJIICTIO [0 2 POKiB MOPIBHAHO i3 I'PYIOI0 CIIOCTepexXeHHs. He Bif3Hayanocs
KyMYJISITUBHOI TOKCUYHOCTi CTOCOBHO iH(EKIIil, 3apeeCcTpOBaHUX IIPOTSATOM IBOPiYHOTO epiomy
nmikyBaHHSA. KpiM Toro, mpu nikyBaHHI puTyKCHMaboM IOBiOMIISAIOCS TIPO iHII Cepiio3Hi BipycHi
iHGexil (mepIry nosiBy, peaKTHBAIlil0 UM 3aTOCTPEHHS) y JesSKUX BUMagKaXx 3 JeTaJbHIUM HaCJIigKOM.
BinpmicTh nauieHTiB OTpUMYBau JIiKyBaHHS pUTyKcuMaboM y KombiHalil 3 ximioTeparieio a6o B
paMKax TpaHCIUIaHTAallil FTeMOIIOeTUYHUX CTOBOYPOBUX KIiTHH. [IpUKIafaMy TaKUX CEPHO3HUX
BipycHUX iHOeKIIiN € iHdeKIii, cmpuyrHeHi Bipycamu reprecy (IUToMeranoBipyc, Bipyc BiTpsHOI
BiCIIM Ta BipyC IPOCTOro repiecy), Bipycom [IxkoHa Kaninrema (JC) (mporpecyroda MyabTU(OKaIbHA
nevkoeniedarnomnaris (ITMJT)) enTepoBipyc (MeHiHToeHIIedaniT) Ta Bipycom rematuty C. Bunmagku
[IMJI 3 netasbHUM HACJIigKOM, 1110 BUHUKAJIY IIiCJIsl IPOrpeCcyBaHHsl 3aXBOPIOBAHHS Ta [IOBTOPHOIO
JIIKYBaHHS, TAKOXK CIIOCTepIirajucs Iif Yac KJIHIYHUX OocigXKeHb. Hagxonounu noBifoMIIEHHS IIPO
BUIIQ[IKX pPeaKTHBallii Bipycy remaTuty B, GiNbIIiCTh 3 IKUX CIIOCTepiraaucs y MalieHTiB, sSKi
OTPUMYBaJH JIiKyBaHHS IIperapaToM Y KoMOiHallii 3 IMTOTOKCHYHOIO XiMioTeparieto. [IporpecyBaHHs
capkoMu Karmoimi crioctepiranaocs y IaljieHTiB 3 yKe HagBHOK CapKOMOI0 Karoumi, Ki oTpuMyBaiu
JIiKyBaHHS pUTyKCcuMaboM. Bka3aHi BUllaIKU CIIOCTepiranucs npy 3aCTOCYBaHHI IpemaparTy 3a
HE3apPe€eCTPOBAHUMY IIOKAa3aHHIMH, a GinbIicTh marieHTiB Oynu BIJI-mO3UTHBHUMU.

ITobiuHi peakuii 3 60Ky kposi

Y KJTiHIYHUX JOCTIXKEeHHIX MOHOTepallii puTyKcuMaOoM, I10 BBOAUBCS MallieHTaM IPOTIroM 4
TUXKHIB, BiIXUJIEHHS B aHaJli3i KPOBi criocTepiraaucs y MeHIIOl KiIbKOCTi MalieHTiB i 3a3Bu4ai 6ynu
JIETKUMHU Ta Maiu 060poTHUM xapakTtep. TsaxkKa (CTyneHs 3/4) HEUTPONEHis BUHUKATIA Y 4,2
% marrienTiB, aneMis - y 1,1 %, a TpombornuToneHis - y 1,7 % narmienTis. [1ig 9ac migTpuMy04oro
JiKyBaHHS PUTYKCUMaOOM IIPOTSTOM Iepiony Oo 2 PokiB mpo nelikomeHito (5 % mpotu 2 %, CTymiHb
3/4) ta HeuTponewito (10 % npotu 4 %, cTynies 3/4) MOBIHOMIISAIOCS YacTillle, HiXK B rpyIi
croctepexkeHHs. YactoTa TpoMmOonuToneHil Oyna Hu3bKoio (<1 %, cTyminb 3/4) i He BifpisHsaIacsa
MiX IpyllaMU JIiKyBaHHS.

Y mocnipxeHHSIX puTykKcuMaly KoMOiHalii 3 XiMioTeparieio nelikomneHis ctynens 3/4 (putykcumao-
CHOP 88 % nopiBusiHo 3 CHOP 79 %; R-FC 23 % nopiBusino 3 FC 12 %), HedTponeHis (puTykcumab-
nuknodocdamin, BiHkpuctuH, npefaHi3onoH (CVP) 24 % nopiBusHO 3 CVP 14 %; R-CHOP 97 %
nopiBasAHO 3 CHOP 88 %; R-FC 30 % nopiBasino 3 FC 19% npu paxille HeliKkOBaHOMY XPOHIYHOMY
nimdornenkosi), manuuromneHis (R-FC 3 % nmopiBusaHO 3 FC 1 % npu paHillle HeTiKOBaHOMY
XpoHigHOMY IiM(}o0IIeiK03i) 3a3BUYall ClIoCTePIiraaucs i3 BUIO0 YaCTOTOIO IOPiBHSHO i3
3aCTOCYBaHHSIM TiJIbKY XiMioTeparril.

[TpoTe BuIlla YacTOTa HEUTPOTEHI y MAI[iEHTIB, AKi OTPUMYBa/IH JIiKyBaHHS PUTyKCUMaOOM 3
XiMioTeparmi€lo, He acollifoBanacs i3 BUIIO 9aCTOTO PO3BUTKY iH(DEKIiN Ta Iapa3uTapHUX
3aXBOpIOBaHb MOPIBHAHO 3 MalliEHTaMM, IKi OTPUMYBaJIM TiJIbKU XiMioTepario. B JoCHigXKeHHAX y
paHiire HemikoBaHux nauieHTiB 3 XJIJI i manienTiB 3 penunusyourM/pedbpaktepaum XJ1JI 6yio
BCTAHOBIIEHO, 110 y 25 % mallieHTiB, 9Ki oTpuMyBasnu cxeMmy JikyBaHHsa R-FC, HeliTponeHis Oyma
TpHUBasoio (To6TO 4KCII0 HeHTpodinis 3anmumanocs Huxde 1 x 10°/1 B mepiorn 3 24-ro mo 42-i geHb



TiCJisl BBeJleHHS 0CTaHHLOI H03H) ab0 po3BUBajacs mi3Ho (ToOTo 4uciio HeiTpodinis Huxde 1 x 10°/1
micrnst 42-ro [HS mMicis BBeIeHHS 0CTaHHbBOI HO3M Y MallieHTiB 6e3 TpHUBajiol HEUTPOIEHIl B aHaMHe3i
abo y skux BinOyocs: BiTHOBIEHHS 4Kclia HeUTpodiniB g0 42-r0 [IHS) Micys JTiKyBaHHS
putykcumaboM y KombiHarril 3i cxemoio FC. Hemae moBioMieHb PO BiIMiHHOCTiI CTOCOBHO YaCTOTH
BUHUKHEHHS aHeMii. [ToBimoMIISIIOCS PO OKPeMi BUIA[KH Mi3HLOI HEUTPOIIEHii, 1110 pO3BUBAJIaCs
OinbIre HiXK Yepe3 YOTUPH TUXKHI MMiC/Is OCTaHHBOI iHGY3ii penapaty. Y gocnigkeHHi npenapaTy K
JIIKyBaHHS MEPIIO] iHil Ipu XpoHiYHOMY JTiM(p0IelKo3i y nalieHTiB i3 cTtapieio C 3a binetom [Binet]
GinbIia yacToTa MOGiYHUX pPeakilil crocTepiranacs B rpyii giKyBaHHS 3a cxeMoio R-FC, Hix B rpymi
nikyBaHHS 3a cxeMoio FC (R-FC 83 % npotu FC 71 %). V mocmigXKeHHi npu
penuauByI04oMy/pedpakTepHOMY XPOHIUHOMY NTiM(oseiKo3i TpoMOoIIuTONE IS 3/4 CTyIIeHs
crioctepiranaca y 11 % marjieHTiB y rpymi nikyBaHHS 3a cxeMoio R-FC nopiBasAHO 3 9 % mallieHTiB B
rpymi FC.

Y mocnifKeHHSX IperapaTy 3a y4acTio MallieHTiB 3 MakporiobyniHeMielo BanboeHcTpeMa
CIIOCTepirasocs TpaH3UTOPHeE MifABUIEeHHS PiBHIB IgM B cHpOBaTIli KPOBI MiC/IsA I0YATKY JIIKyBaHHS,
110 MOXe CYIPOBOAXKYBATUCS HiABUIIEHHAM B’I3KOCTL KPOBi Ta CYIIyTHIMU CUMIITOMaMH.
TpaH3uTOpHE 3pocTaHHs piBHA I[gM 3a3BHYaii TOBEPTaI0CTd IPUHAUMHI 70 I0YaTKOBOTO PiBHSA
IIPOTATOM 4 MiCSITiB.

ITobiuHi peakuii 3 60Ky cepy,eso-cyoOuHHOi cucmemu

[ToBigoMnsiniocst mpo peaxiiii 3 60Ky CceplieBO-CYOUHHOI CUCTEMH IIifl Yac KITiHIYHUX JOCITigXKeHb
MOHOTepaIii putrykcumaboM y 18,8 % malfieHTiB, Ipu IIbOMy Hal4yacTillle B IOBiIOMIEHHSIX HIIIOCS
PO SIBUIIA apTepialbHOI TiOTEH3il Ta apTepianbHOl rinepreHsil. I1ig yac iHdy3ii moBigoMsnocs
IIpo BUNagku aputMii 3 abo 4 cTymeHiB (B TOMy YHMCIIi IITYHOYKOBA Ta HAALIIYHOYKOBA Taxikapmis) Ta
cTreHokapgil. Ha ¢oHi migTprMyiogoro nikyBaHHS YacToTa pPo3jafiB 3 60Ky cepus 3/4 ctyneHs Oyna
IIOPIBHAHHOIO y NAli€HTIB, sIKi OTPUMYBaJIM JIIKyBaHHS [IpenapaToM, Ta B IPyIi crocTepexeHHs. IIpo
cepito3ui HeGaxaHi sBUIA 3 00Ky cepis (BKIodaouu GiOpuisiio mepencepnb, iHGapKT Miokapaa,
JIIBOLIIITYHOYKOBY HEOCTATHICTS, iMeMito MioKapaa) NoBigoMisiocs y 3 % MalieHTiB, 9Ki OTpUMyBanu
Iperapar, OpiBHAHO 3 <1 % B rpymi criocTepexkeHH. Y OOCIiIXKeHHIX 3aCTOCyBaHHA Ipenapary y
KoMOiHallii 3 XiMioTeparieio 4acToTa cepieBoi apuTMii 3 Ta 4 CTyIeHiB, TepeBaxKHO HaAIITYHOYKOBO1
apuTMil, HaIpUKJIaA TaxXikapAil Ta MATOTIHHS/TPINOTIHHS IlepeAcepab, OyJia BUIIOK B I'PYyIIi
nikyBaHHS 3a cxeMoio R-CHOP (6,9 % mauieHTiB) MOPiBHSAHO 3 TPYIIO0 IiKyBaHHS 3a cxemor CHOP
(1,5 % marrienTiB). Lli apuTM™mil po3BuBanucs abo mig 9ac iHQy3il mpemapaTy, abo acorriroBamucs i3
IIPOBOKYIOYKMMH CTaHaMH, TAaKMMH 5K rapsiuka, iHdeKIis, rocTpuil iHhapKT MioKapga 4u BKe HasBHI
3axXBOPIOBAHHS [WXabHOI Ta CEPIIEBO-CYIUHHOI CHCTeM. BimMiHHOCTeH MiX rpynamMu JTiKyBaHHS 3a
cxemamu R-CHOP ta CHOP mopo gacTotu siBuil] 3 60Ky cepiid 3 i 4 CTyIeHiB, B TOMY YHCIIi CepIieBol
HEJOCTAaTHOCTI, 3aXBOPIOBaHb MiOKapja Ta IIPOSBiB illeMidyHOI XBOpOOU CepIsl, He CIIOCTEPIramocs.

[Tpu xpoHiuHOMY NTiMQOIIMTaPHOMY JIEMKO3i 3arajbHa YacToTa Po3jafiB 3 60Ky cepus 3-ro 4u 4-ro
CTyTeHiB Oyna HU3bKOIO SIK y OOCHigKEeHHi Ipenapary SK JiKyBaHHS Nepiol mixil (4 % gns cxeMu
nikyBaHHA R-FC, 3 % mns cxemu nikyBaHHs FC), Tak i B 4oCiigxeHHi npu
penuauByr04YoMy/pedpakTepHOMY 3axBopioBaHHi (4 % mnsa cxemu mnikyBaHHSA R-FC, 4 % nns cxemu
nikyBaHHS FC).

Op2aHu OuxaHHA

[ToBimOMIIANIOCS PO BUNAAKU IHTEPCTUILIaIbHOT'O 3aXBOPIOBAHHS JIETeHb, OesKi 3 TeTalbHUM
HACJIiOKOM.

HeepoaoeiuHi nopyweHHA



[Tig gac Tepamil (moyaTkoBa (a3a JTiKyBaHHS B CKafi Tepartrii 3a cxeMoio R-CHOP He GinbIe 8
IIUKJIiB) Yy MAIli€HTIB, SKi OTpUMYBaJjH JiKyBaHHS 3a cxeMmolo R-CHOP, yci 3 pakTopamMu pu3uKy st
CepLeBO-CYAUHHOL CUCTEMH, Ha (POHI IePIIOro IUKITY JIiKyBaHHS PO3BUHYJIUCS FOCTPi pO31afn
MO3KOBOT0 KpOB00Oiry TpoMO0oeMO0IiuHOr0 TeHe3y. BigMiHHOCTEN MiXK TpynaMu JTiKyBaHHS IIOM0
YaCTOTH iHIIUX TPoMO0eMOOiyHUX SBUL] He Oyy1o0. 1715 MOPiBHAHHS, V NAlLliEHTIB B TPy TiKyBaHHS
3a cxeMoio CHOP cmocrepiranucs epe6poBacKyIsipHi SBHUIIA, 10 PO3BUHYINCA IIifl Yac mepiony
IIOJa/IbIIIOTO CIIOCTEPeXKeHH. [T0BiIOMIANOCS IPO CHHAPOM PEeBEPCUBHOI 3aHLO01 eHIledaonaril /
CHHJIPOM peBEPCHUBHOI 3a[IHbOI JTeliKoeHlledanomnarTii. CHMITOMY BKJIIOYaIu 30POBi po3aaH,
roJIOBHUY 0ifib, eIminencito Ta 3MiHM IICUXiYHOTO CTaHY, IO CYIIPOBOMAXKYBanucs abo He
CYTIPOBOJIZKYBAJIUCSI apTepiaibHOIO TinepTeH3ieo. [liarH03 CHHAPOMY peBEPCHUBHOI 3aJHBOI
eHledarsonarii / CHHIpOMY PEBEePCUBHOI 3aHbOI JIeliKoeHledasonarTii moTpedye migTBepOXKeHHS 3a
IOoToMOoro Tomorpadii roI0BHOTO MO3KY. Y BUIIafKaX, PO SKi IOBiMOMIISINIOCE, Bif3HaYaIuCs
BH3Ha4eHi ()aKTOPU PU3UKY PO3BUTKY CHHOPOMY PEBEPCUBHOI 3aiHBOI eHIledasnonarii / CHHIPOMY
PEeBEPCUBHOI 3a[IHBOI JIeMKoeHIledanomnarii, B TOMy YUCJli OCHOBHE 3aXBOPIOBAHHS ITAIli€HTa,
apTepianbHa rimepTeH3is, iMyHOCYIIpecHBHa Teparis Ta/a0o XiMioTeparris.

Po3nadu 3 60Ky WYHKOBO-KUWKOB020 MPaAKmy

Y meskux BUIafKax y MallieHTiB, IKi OTpUMYBasHY IIpelaparT A7s JTiKyBaHHS HEXOOKKiHCHKOI
niMmdomu, criocTepiranacs nepdopallis ITyHKOBO-KUIIKOBOTO TPAKTY, iHOAI 3 TeTaIbHUM HACIiIKOM.
Y 6inpmIocTi TaKMX BUIAMKIB IMpemapaTr Mpu3HadYaBCcs pPa3oM 3 XimMioTepatiero.

Pigni IgG

Y KniHIYHUX JOCTiAXKEHHSX MiATPUMYIOYOTO JIiIKyBaHHS PUTYKCUMaboM IIpu
penuauBy0Yili/pedpakTepHii QomikynsapHiu niMmboMi MemiaHa piBHA IgG 3Haxogumacs HUXK4Ye
HUKHBOI MeXi HopManbHOTro 3HaueHHs (LLN) (<7 r/n) micng iHmyKLiiHOTO NTiKyBaHHS SIK B TPYIIi
CIIOCTepeXkKeHHs, Tak i B IPyIi JIiKyBaHHS IIperapaToM. Y IpyIi CIiocTepexXeHHs MefiaHa piBHA IgG
Hajai 3pocTaa, focaranyu 3HadeHHs Buille LLN, ane 3anuinanacs He3MiHEHOIO B IPYII JIiIKyBaHHS
putykcumaboM. YacTka nauieHTiB 3 piBHeM IgG Huxye LLN cTaHoBUNa 6113bK0

60 % y rpymi npuiioMy puTyKcuMaly BIIPOMOBXK 2 POKiB IepioAy JiKyBaHHS, TOA1 SIK B IPYIIi
CIIOCTepeXKEeHHA Big3Ha4eHO ii 3MeHIIeHHS (36 % Mmicns 2 poKiB).

Y piTei, sIKi OTpUMYyBaIM NiKyBaHHS PUTYKCHMaOOM, CIIOCTepiramocs HeBeJIMKe YUCIIO BUMIAOKIB
rimorammarso6ysiHeMil (CIIOHTAaHHUX i ONMMMCAHUX B JITEPATyPHUX AXKepesiax), o iHomi 6ynu
TSKKUMU i moTpeOyBanu TpuBajoi 3aMicHoi Teparii imyHornoOyminom. Hacmigku TpuBanoro
BHCHaXeHHS B-K/IiTUH y [iTel HeBigoMi.

Peaxkuii 3 60Ky wkipu

Iye pigKo MOBigOMIISAIOCS PO BUMAAKKA TOKCHYHOTO eMiflepMabHOT0 HEKPOJIi3y (CHHAPOM
Jlaienna) i cuappomMy CriBeHca - [I;)KOHCOHA, AesKi 3 HUX MaJli IeTaJIbHUAN HACIi0K.

Cybnonyasauii nauieHmis (MoHomepanis npenapamom Pedoumykc)

Iayienmu aimHb020 8iKy (=65 poKig): YaCTOTa MOOIYHUX PeakKIlill yCixX CTyMeHiB TSXKKOCTI Ta
moOiYHUX peaklIliii cTyneHs 3/4 y malli€HTiB JIiTHROTO BiKy Oysia 6JIM3bKOI0 0 YaCTOTH Y
MOJIOIIIIKX ITaIli€HTiB (<65 POKiB).

Bucoke nyxi1uHHe HABAHMAMNCEeHHA

Y nmaiieHTiB 3 BUCOKMM ITyXIMHHUM HaBaHTaXKeHHSM 4YacToTa 1mobiuHux peaknuin 3/4 crynens 6yna



BUIIOIO ITOPIBHSIHO 3 TAKOIO Y MalieHTiB 6e3 BUCOKOTO MyXIMHHOTO HaBaHTaxeHHS (25,6 % mpotu 5,4
%). HYacToTa nmobiuHMX peakiiil ycix cTymneniB 6yna nomiéHow B 060X rpymax malfieHTiB.

IToemopHe niKyB8aHHA

KinpkicTh malfieHTiB, IKi MoBigoMuIu npo noliyHi peakiii Mpy MOBTOPHOMY JIiKyBaHHi 3 OAATKOBUMU
KypcaMu IpuiioMy puTykcuMaly, Oysa 07113bK0I0 00 KiTbKOCTI MAlli€eHTiB, SKi MOBIIOMUIN IIPO
no0OiuHi peakuil i yac MepBUHHOTO NTiKyBaHHS (100iuHi peakiil ycix cTymeHiB Ta 3/4 CTymeHs).

Cybnonyasauii nauieHmis (kombiHO8aHA mepanisa npenapamom Pedoumykc)

ITauienmu aimHb020 8iKy (=65 pokis)
YacTtoTa HebaxxaHUx sSBUI 3/4 cTyneHs 3 00Ky KpoBi Ta miMbaTUYHOI CUCTEMHU TIPU paHillle He

JiKoBaHOMY a00 peluAgrByI04oMy/pedpakTepHOMY XPOHIUHOMY JTiM(OIIUTapHOMY JIelK03i Oyna
BHUIIIOI0 y TMAlli€HTIB TITHHOTO BiKy ITOPIBHAHO 3 MOJIOOIUIMMMU IallieHTaMu (<65 pOKiB).

PenmuTykc mpwy Teparii rpaHyJIeMaTo3y 3 MOJIiaHTiiTOM i MiKpOCKOMiYHOT0 IOJIiaHTilTy

B xmiHiyHOMY HOCTigXKeHHi IpaHy/iIeMaTo3y 3 MOJIiaHTiITOM i MiKDOCKOMIIYHOTO MOJIiaHTiiTy
99 marieHTiB OTPUMYyBaIH JTiKyBaHHS PUTYKCHMaOoM (375 Mr/M’ OMMH pa3 Ha THXIEHb
IPOTATOM 4 TUXKHIB) i TITIOKOKOPTUKOIIaMHU.

Huxue BKa3aHi mo0iuHi peaxiiil, fKi CIioCcTepiranaucs NpoTAroM 6 micAiiB y =5% marienTis, AKi
OTPUMYBaJM Mpemnapar, i 3 Gi/IbII0I0 YaCTOTOO HiXK B IPYIIi IOPIiBHAHHS, B MiJIOTHOMY KITiHIYHOMY
MOCIIiAZKEHH].

Posnadu 3 6oky kposi ma aimpamuyuroi cucmemu: TpoMOonuTOonEeHis (7 %).

Posaadu 3 60Ky wayHKoe8o-Kuwkoso20 mpakmy: niapes (18 %), oucmerncis (6 %), 3amop (5 %).
3aeanvHi po3nadu ma peakuii 8 micui eedeHHs npenapamy: nepudepuyHuit HabpsK (16 %).

Po3znadu 3 60Ky iMmyHHOT cucmemu: CAHIPOM BUBIIbHEHHS IIUTOKIHIB (5 %).

IHpexkuii ma iHeasii: iHpeK1il cedoBUBiAHUX HUIAXIB (7 %), OpoHXIT (5 %), onepisyounii
numai (5 %), HazogapuHTiT (5 %).

O6cmediceHHs: 3HUXKEHHS PiBHA reMorno0iny (6 %).
Po3nadu 06MmiHy peuosuH ma xapuysaHHs: Timepkamiemis (5 %).

Po3nadu 3 60Ky 0nopHo-pyxo8oi cucmemu ma cnoayyHoi mxkaHuHu: cria3mMu y m’'s3ax (18 %),
aptpanris (15 %), 6inp y cuni (10 %), cmabkicts y M's3ax (5 %), 6inb y M's13ax Ta KicTkax (5
%), 6inb y KiHmiBkax (5 %).

Posnadu 3 6oky Hepeosoi cucmemu: 3anamopodeHHs (10 %), Tpemop (10 %).
ITcuxiyHi po3aadu: 6e3couHs (14 %).

Po3nadu 3 60Ky opaaHie OuxaHHs, 2pyOHOI KaimKku ma cepedocmiHHA: Karenb (12 %),



3aauInKa (11 %), HocoBa kpoBoTeua (11 %), 3aknageHicTs HOca (6 %).
Po3znadu 3 60ky wkipu ma nidwkipHoi kaimkoguHu: akae (7 %).
CyOuHHi po3aadu: apTepianbHa rineptensia (12 %), npunnusu (5 %).

Oxpemi nobiuHi peakuii
In@ysitini peakuyii

[ady3iliHi peakil B KJIiHIYHOMY OOCTiAXKEHHI TpaHy/IeMaTo3y 3 IO0JIiaHTiiTOM i MiKDOCKOIIYHOTO
TIOJTiaHTiiTy BU3HAYAJUCS K Oyab-gKe mobiuHe sIBUIIE, sTKe PO3BUHYIIOCS MPOTIToM 24 roguH iHdys3ii
i BBaxKasocs JOCIiIHUKOM SIK TTOB’s13aHe 3 iHQy3ieto y BubipIri ans ouinky Oe3meku. 99 naiieHTiB
OTpUMYyBaJIH TiKyBaHHS PUTYKCUMa0 iy 12 % 3 HUX PO3BUHYNIAChH IIOHAMMEHIIIE OHA
indysiitHa peakuid. Bci iHdy3iliHi peakuii 6ynu 1-To abo 2-ro CTymeHs TSXKKOCTI 3a
kputepisimu CTC. Hanbinbi nmomupeHi iHQy3iitHi peakiiil BK/II04aad CHHAPOM BUBIJIbHEHHS
LIUTOKIHIB, IIPUIIJINBY, ITIOAPa3HEHH B IOpJIl 1 TpemMop. Putykcumab 3acTocoByBanu y KoMOiHarii
3 TTIIOKOKOPTUKOIAaMy BHYTPIMIHBOBEHHO, III0 MOXKe 3MEHIITYBaTH YaCTOTY i TSIXKKICTh IHPY3iMHUX
peaxiu.

Inpexuii

Cepen 99 marfieHTiB, SIKi OTPUMYBaIH JTiKyBaHHS PUTYKCUMa0OOM, 3arajbHa YacToTa iHGeKIIin
ctaHoBuia 0;113pK0 237 Ha 100 mamienTo-pokiB (95 % moBipuuii inTepsan 197-285) uepes 6
MICSI1IiB SIK ITIePBUHHOI KiHIleBOl TOUKH. [HeKIIil Oynu nepeBaxHO 1erkoro abo moMipHOTo
CTYIIeHS TSIKKOCTI i CKJTaJanucs rmepeBaxkHo 3 iH(eKIlil BEpXHiX TUXalbHUX MIJISIXIB,
OIIePi3yI04oro repuecy i iHeKIid CeHoBUBITHUX LUIIAXiB. YacTOTa Cepruo3HUX iH(PeKLii
cTaHoBMIa mpuOIu3Ho 25 Ha 100 mamienTo-pokiB. Haibinbln 4acTow cepiio3H0I0 iHdpeKIieo
B I'pyIi JIiKyBaHHS puTyKcuMaOoM Oysa mHeBMOHis (4 %).

3/10AKICHI HOBOYMBOPEHHA

YacToTa BUHUKHEHHS 3JI09KICHUX HOBOYTBOPEHD B KJIIHIYHOMY OOCIIiIXKEHH] y Ialli€HTiB 3
rpaHysieMaTo30M 3 MOJIiaHTiITOM i MIKPOCKOIIIYHMM IOJIiaHTiITOM, SIKi OTPHMYBaIH JTiKyBaHHS
putykcumaboMm, cTaHOBUIa 2,00 Ha 100 maifieHTO-pOKiB Ha MOMEHT 3aBEPIIEHHS JOCIIAXKEHHS
(Konu {11 OCTAHHBOTO MallieHTa OyB 3aBepIleHul MMepiofl CIocTepexkeHHs). 3a
CTaHAApPTU30BaHUM KOe(QiI[iEHTOM YaCTOTH, YaCTOTa 3JI0SKICHAX HOBOYTBOPEHD Oyiia
oMi0HOI0 MO TAKOl y MallieHTiB 3 BaCKYJIiTOM, II[0 aCOIlil0BaBCS 3 aHTUHENUTPODITbHUMU
[ATOIIa3MaTUYHUMU aHTUTIIaMU.

ITobiuHi peakuii 3 60Ky cepy,eso-cyouHHOi cucmemu

KapmianbHi po3namu croctepiranucs 3 yactoToo npubnudno 273 Ha 100 nauieHTo-pokiB (95 %
noBipuui inTepran 149-470) yepe3 6 MicAIliB SIK IEPBUHHOI KiHIIEBOl TOYKH. YacTOTa CEPHO3HUX
KaphianbHUX SBUII cTaHoBuMa 2,1 Ha 100 manieHrTo-pokiB (95 % moBipuuii inTepBan 3-15).
Hattuacrimie moBigomisinocs mpo Taxikapmito (4 %) i gibpunsuito nepencepas (3 %) (muB. po3min
«OCc06IUBOCTi 3aCTOCYBaHHS»).

Heapoo2iuHi nopyuweHHA

OTpuMaHO MOBiJOMJIEHHS IIPO BUTIAAKKU CUHAPOMY 3BOPOTHOI 3agHbol eHnedanomnatii (C33E)/



CHHIPOMY 3BOPOTHOI 3aiHbO1 neriKkoeHedanomnaTil (C33JI) npu ayToiMyHHUX 3aXBOPIOBAaHHSAX.
CUMIITOMH OXOILUTIOBa/IM TOPYIIEHHS 30y, TOJTIOBHUM 0ilb, CyqOMU Ta 3MiHY IICUXiYHOTO CTaHYy i3
rimepTen3ieio abo 6e3 Heil. Jiarano3 C33E/C33J1 HeoOXigHO miATBEPAUTH 3a JTOIOMOI0I0 00CTEeXKEeHHS
TOJIOBHOTO MO3KYy METOflaMu Bidyasi3allil. Y 3apeecTpoBaHUX BUIagKax Oyu HasiBHI BU3HaHI (paKTOpU
pusuky po3BuTky C33E/C33J1, B TOMy 4uCJIi CynyTHS IATOJIOTis, TinepTeH3is, iMyHOCYIIpecruBHa
Tepanis Ta/abo ximioTeparrid.

Peaxmusauisa eenamumy B

[Tig wac micnsipeecTpaIifHOTO 3aCTOCYBaHHS PUTYKCHMa0y Yy Ialli€eHTIB 3 FPaHyJIEMaTo30M 3
IIOTiaHTIiITOM i MIKPOCKOIIIYHUM IIOJTiaHTilTOM CIIOCTepiranucs BUIAAKU peaKTHUBaIlil
remnatuty B, fki iHKoU OyK JTeTalbHUMA.

I'inoeammaeznobyainemis

linorammarmnoOyninemis (3HuKeHHS piBHA IgA, IgG abo piBeHb IgM HUXKYe HUXKHBLOI MeXKi HOPMHU)
CIiocTepiranacs y MalieHTiB 3 'paHyIeMaTO30M 3 MOJIiaHTiITOM i MIKPOCKOIiYHUM IOJIiaHTiITOM, SIKi
OTPUMYBaJIH JTiKyBaHHS PUTYKCHMaOoM. Yepe3 6 MicsIliB B aKTUBHOMY KOHTPOJILOBAHOMY
PaHI0Mi30BaHOMY IOABIMHOMY CITiTOMY 0araToIeHTPOBOMY HOCTiAXKEHH] 3 JOBEOEHHS
BIICYTHOCTI IIepeBaru mnpernapaTy-lopiBHAHHSA Haf AOCIIIIXKYyBaHUM IIperiapaToM B IPyIIi
JiKyBaHHS puTyKCcuMaboMm y 27 %, 58 % i 51 % marfieHTiB 3 HOpMaIbHUM ITIOYAaTKOBUM PiBHEM
iMmyHOT100Y/IiHY criocTepiranocs: 3unKeHHs piBHA IgA, IgG abo IgM BignoBigHO MOPIBHAHO 3
25 %, 50 % i 46 % B rpymni muknodocdaminy. V mauieHTiB 3 HU3bKUM piBHEM IgA, IgG abo
IgM He crnocTepiranocs 30iIbIIeHHS YaCTOTH 3aralbHuUX iHDeKIi! abo cepio3Hux iHpeKIii.

HetlimponeHis

B aKTMBHOMY KOHTPOJILOBAHOMY PaHA0Mi30BaHOMY IIOJBIHHOMY CIIiTOMY OaraTolleHTPOBOMY
OOCIIiAKEeHH] 3 [OBeleHH BiICYTHOCTI lIepeBaru npenapaTry-lnopiBHIHHSA Hafl JOC/IiAKYBaHUM
npenapaToM y 24 % TaIlieHTiB B IPyIIi 3aCTOCyBaHHS pUTyKCcuMaby (OOUH Kypc) iy 23 % mallieHTiB
B I'PYIIi 3aCTOCYyBaHHA IuKIo(pocdaminy po3BUHYIacsS HEUTPOIEHisT 3-To CTymneHst abo Buille
3a kputepismu CTC. HelTporeHis He acoIlitoBajacs i3 Bil3HauYeHUM 30iIbIIIEHHSIM YaCTOTH
Cepio3HUX iH(EKIIiN y MallieHTiB, AKi OTpUMYyBanu puTykKcuMab. Brinus 6araropa3oBux
KYPCiB JIiKyBaHHS IIpellapaToM Ha PO3BUTOK HEUTPOIIEHil He BUBYABCS B KIIHIUHUX
OOCIIiMKEeHHSX Yy MalliEHTiB 3 TPaHyJIEMAaTO30M 3 MOJIiaHTiITOM i MiKpOCKOIMiYHUM
TIOJTiaHTiiTOM.

Peaxkuii 3 60Ky wkipu ma niOwKipHUX MKAHUH

IyxKe pigKo MOBiZOMJISIOCS IIPO BUMAOKU TOKCUYHOTO eIiflepMalIbHOT0 HEKPOJIi3y (CHHAPOM
Jlawtenmna) i curagpomy CtiBeHCa-[[2KOHCOHA, OesKi 3 HuX Oy/Iu 3 JIeTaTbHUM HACTIiIKOM.

Tepmin npugaTHOCTi. 3 POKH.

VMmoBu 306epirauns. 30epiraty y HEJOCTYITHOMY OJIs [iTel, 3aXUIeHOMY Bif CBiTJIa MicIli mpu
TeMmiepatypi 2-8 2C. He 3aM0OpoXyBaTH.



HecymicHicmo.

BunapgkiB HecyMmicHOCTI MixX mpernapaTtoM PegouTykc Ta mojiBiHinmxmopugHuMu abo mosieTHIeHOBUMHU
ingysiiiHuMu cucremMaMu ab0 akeTaMu He BUSBJIEHO.

YnakoBka. ITo 10 mi (100 mr) abo o 50 My (500 mr) y ¢makoHi; mo 1 ¢prakoHy B KapTOHHIM
KopoOi1ri; 1o 1 KapTOHHiN KOPOOIIi ¥ MIaCTUKOBOMY MIIIIKY .

KaTeropis Bigmycky. 3a perenTom.

Bupoouuk. [I-p Penmi’'c JTaboparopic JIta, Iumis.

Miciie3HaxoaKeHHsI BUPOOHHKA Ta HOT'0 aJpeca MicCIisi IPOBaKeHHsI Tis/TbHOCTI.
Bionopxikc, Hinbauns Ned7 i 44p, c. bauynani, bauynani Maugan, okpyr Menyan-Mankauripi,
500090, mrrat TenanraHa, Iumia

[ToBimomuTH mpo Mo6iUHY peakiiito abo BiICyTHICTb eeKTUBHOCTI IIPU 3aCTOCYBaHHI JIiIKapChKOTO
3aco0y Bu moxkeTe 3a TenedpoHamu (1iniomo60s0): 380 44 207 51 97 abo 380 50 414 39 39;

a TaKOXK 3a eJIeKTPOHHOI0 afmpecoro: DrugSafetyUa@drreddys.com
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