IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

3APCIO®
(ZARZI0®)

Cknag:

Aitoya peyvosmHa: inrpacTM (PEKOMOIHAHTHUI IFOACLKNIA TPaHyNoLMUTapHUIA KONMOHIECTUMYNIOHOUNIA (haKTop);

1 mMn po3umHy MicTUTb 60 MaH O/ (600 mKr) abo 96 mnH O/, (960 MKr) thinrpactumy;

nonepeaHbO 3anoBHeHWN Wwnpuy, (LWnpuy-go3a) Mictutb 30 MaH O (300 mkr) abo 48 mnH O/, (480 MKr) dinrpactumy B 0,5 Mn;
AOMOMI>KHI PeYOBMHU: K1CNoTa rnyTamiHoBa, cop6iT (E 420), nonicopbat 80, Boga Ans iH’eKuii.

Nikapcbka thopma. Po3urH ans iH’ekuin abo iHgys3ii.
OCHOBHI (Di3MKO-XiMiYHi BNacTMBOCTi: Npo3opuii 6e36apBHUIA ab0 3/1erka XOBTYBaTUA PO3UNH.

dapmakoTepaneBTUYHa rpyna.
IMyHOCTMMYNsaTopy. KonoHiecTumyntorodi haktopu. dinrpactmm.
Kog ATXLO3A AO02.

dapMako/oriyHi BnacTmnBoCTI.

dapmakoguHamika.

AKTUBHOIO PEeYOBUHOK npenapaty € inrpacTuM — PeKOMBIHaHTHWIA IFOACLKWIA TPaHyNoUMTapHUIA KONOHIECTUMYNtOUNiA thakTop (M-KC®). dinrpactum mae Taky
camy 6i0N0riYHy aKTUBHICTb, SIK | eHAOreHHUA noacbkuii M-KC®, i Big OCTaHHLOrO BiAPI3HSAETLCA NULLE TUM, LLO ABASE COOOK HErniko3unboBaHWin 6iNoK 3
A04aTKOBUM N-KiHUEBUM 3a/IMLIKOM METIOHIHY. DinrpacTm, SKUn ofepXXyoTb 3a TeXHOMOorieto pekombiHaHTHOT AHK, BMainatoTh i3 KNiTuH GakTepii Esherichia
coli, 10 CKnafly reHeTMYHOro anapaTy AK1X BBEAEHO reH, Lo Koaye 6in1oK M-KCo.

JTofCbKUIA rpaHyIoLMTapHUIn KONOHIECTUMY/THOKOUMIA (PaKTOP — FNiKONPOTETH — Pery/toe CTBOPEHHA PYHKLIOHaIbHO aKTUBHUX HENTPO(INIbHUX TPaHyNoUUTIB Ta 1X
BUXif, Y KPOB 3 KICTKOBOro MO3Ky. ®inrpactum 3HayHO 36inbLUye KiflbKiCTb HEUTPO(INbHUX rpaHyoLUTIB Y NepudepuyHii KpoBi BXXe NPOTAroM nepLunx 24 roguH
nicns BBeAEHHSA Ta 0HOYACHO NPU3BOAMTL A0 AEAKOro 36ibLUeHHs KislbKOCTi MOHOUMTIB. 30i/bLUEHHS KiIbKOCTI HEATPOGINIbHUX FpaHyNoumUTIB NPU 3aCTOCYBaHHI
npenaparty B fiana3oHi PeKOMEHA0BaHNX 03 3aN1eXWUTb Bifl BEMMUMH 403W. IX (hYHKLiOHabHI BNaCTUBOCTI HOPMasbHi a60 MOCKAEHI, NPO L0 CBigYaTh Pesy/bTaTy
[OCNIHKEHHSA XemMoTakeuey i haroumTosy. Micns 3akiHyeHHs NiKyBaHHS NPenapaToMm KiflbKiCTb HEMTPOMISIbHUX rpaHyoLUTIB Y NepudepuyHiii KpoBi 3HUKYETLCA Ha
50 % npoTarom 1-2 gHIB | 4O HOPMa/IbHOI O PiBHA — MPOTATOM 1-7 pHis.

3actocyBaHHs (iirpacTMy 3HAYHO 3MEHLUYE YacTOTy, TAXKKICTb Ta TPUBAICTb HEMTPONeHii y XBopux nicna ximioTepanii uuTocTaTukamy abo MienoabnaTMBHOL
Tepanii 3 MOJa/bLLOK NepecafiKo KICTKOBOro MO3KY. 3acTOCyBaHHSi (ifirpacTMMy, SK NepBMHHe, TakK I nicns XimioTepanii, akTUBYE KNITUHU-MOMNEPeLHUKN
remouuTis nepudepuyHoi kposi (KMIMK). Ll ayTonorivni KMNTTIK MoXHa 3abupatit y XBOPOro i BBOAWUTU MOMY MiCAs NiKyBaHHS LMTOCTAaTUKaMM Y BUCOKMX [03aX
abo 3amiCTb mepecafikM KIiCTKOBOro MO3Ky ab0o fiK AOMOoBHeHHs [0 Hei. BeegseHHA KIITTIK NpuCKOpOE BifHOB/IEHHA KPOBOTBOPEHHS, 3MEHLUYE Hebesneky
remopariyHmx YCKnagHeHb i MOTpeby Yy nepenuBaHHI TpombouuTapHoi Macu. Y pfiter Ta gopocnmx 3 TXH dinrpactum cTabinbHO 36iMbLUye KifbKIiCTb
HENTPOMINLHUX rpaHyoLUTIB Y NepuepuyHii KpoBi Ta 3HUXKYE YacTOTY iH(EKLIMHNX YCKNaAHEHD.

dapmakoKiHe TVKa.



FAK Npu BHYTPILLHLOBEHHOMY, TakK i NpU NiWKIPHOMY BBeAEHHI npenapary CrocTepiracTbCs NO3UTUBHA NiHINHA 3a1EXHICTb MOro KOHUeHTpauii y niasmi Kposi Bif
po3un. Tlicns nigwKipHOro BBeAEHHS PEeKOMEeHAOBaHMX [03 MpenapaTty KOHLUeHTpauis B cuposatui Kposi nepesuwye 10 Hr/mn npotarom 8-16 rofuH; 06’em
PO3MOAINY B KPOBI CTaHOBUTL 6/113bK0 150 MA/KTr. AK Micna MigLWKIPHOro, Tak i Nicig BHYTPILLHLOBEHHOMO BBEEHHS enimiHaLig npenapary 3 opraHismy Bignosijae
KiHeTuyi 1-ro nopsagaky. CepefHE 3HauYeHHs Mepiogy HaniBBMBEAEHHSA (INrpacTMMy i3 CMPOBATKM KPOBI CTAHOBWUTL 6/IM3bKO 3,5 roAMHU, a LIBUAKICTb KIipeHCYy
[OpiBHIOE Npn6An3Ho 0,6 mn/xB Ha 1 Kr. besnepepBHe BBEAEHHS LUAAXOM iHQY3iT NPoTAroM 28 AHIB XBOPUM, SiKi OAYXYHOTb MICNA ayToNOrivyHOI nepecagku
KICTKOBOI0 MO3KY, He CYNnpOBO»KYBa/I0CA 03HaKamy KyMy sl i 36i/bLLUEHHSA nepiogy HaniBB1BEAEHHSA Npenapary.

KniHIYHI XapaKTePUCTUKWN.

lNoka3aHHA.

3MeHLUEHHS TPUBANIOCTI | TSHKKOCTI HEMTPONeHIT Yy NauieHTiB, SKi OTPUMYIOTb IHTEHCUBHY MIENOCYNPeCMBHY XiMmioTepanito LMTOTOKCUYHUMK npenapaTamy 3

NPUBOAY 3M0SKICHUX HOBOYTBOPEHb (3@ BUHSATKOM XPOHIYHOIO MI€N0NenKo3y Ta MIeNo4MCnNacTUYHOro CUHAPOMY), Ta 3MEHLLEHHS TPUBASIOCTI HEATPOMEHIT Y

XBOPUX, AIKI OTPUMYHOTb BUCOKOZ030BY XiMioTepanito LMTOTOKCUYHUMI NpenapaTamMy 3 HacTYMHOK ayTOoNOrivyHOK abo a/loreHHOK TpaHCn/IaHTauiero KiCTKOBOro

MO3KY.

Be3neka Ta e()eKTUBHICTb 3aCTOCYBaHHA (iNIrpacTUMy NOAi6HI y LOpOCAKX i AiTeld, AKi O4epXyHTb XiMioTepanito LLMTOTOKCUYHNMU 3ac06aMu.

- MpenapaT NnokasaHwii 3 METOK MoGini3auii nepndepnyHmnx cToBOYpoBmx KNiTuH KpoBi (MCKK).

- [oBroTpuBane 3aCTOCYBaHHA MOKasaHe AiTAM i JOPOC/IUM 3 TSXKKOK BPOKEHOD, LMKIIYHOK abo
iAionaTYHOK HENTPOMNEHIE Ta HEMTPONEHIED 3 aBCONMOTHO KiNbKIicTIO HeliTpodinie <0,5% 1091 3 MeTo 36inbLUEHHS KiflbKOCTi HEATPOMiNiB i 3MEHLLIEHHS
4acTOTW IH(EKLIA.

- JliKkyBaHHs CTiliKOi HeliTponeHiT (a6CoNMOTHO KiNbKicTO HeliTpodinie <1,0 x 109/n) y naLieHTiB 3 PO3ropHyTOH cTafictd BIJ1-iHeKLiT A1 3HWKEHHS pU3NKY
GakTepianbHNX IHPEKLiA, KOMKW IHLWI METOAM NTiKyBaHHA HEATPOMNEHIT HeA0PeYHI.

MpoTnnNoKasaHHA.

- MigBuuieHa YyTAMBICTb A0 iNrpacTMy, KOMOHIECTUMYNOUYMX PakTopiB, Escherichia coli abo go 6yab-9KUX 4OMOMIKHUX PEYOBMH.
- TskKa cnagKoBa HeMTponeHia (cuHApoM KocTMaHa) 3 LLMTOreHeTUYHUMM NOPYLLEHHAMM Ta ayTOIMYHHa HEMTPONEHIS.

- TepmiHanbHa CTafisa XPOHIYHOT HUPKOBOT HegocTaTHOCTI (XHH).

- XPOHIYHWI Mi€N0NenKo3 Ta MienoaMCnNacTUYHNIA CUHAPOM.

B3aemogis 3 iHLUMMM NiKapCbKMMK 3aco6amMm Ta iHLWi BUAW B3aEMOZIN.

Besneka Ta e(eKTUBHICTb BBEAEHHs npenapaTy 3apcio® B Toii e feHb, WO i MIENOCYNPECMBHUX LIMTOTOKCUMYHMX XiMionpenapaTie, He BCTaHOBNEHi. YUepe3s
YYTAMBICTb MIENOIAHUX KNiTVH, L0 LWUBWAKO AiNATLCA, 0 Mi€NOCYNPECUBHOT LIMTOTOKCUYHOI XiMioTepanii npuaHayatu npenapat 3apcio® B iHTepBaii 24 rognHmn fo
abo nicns BBeLEHHA LMX NpenapaTiB He peKOMeHAYETHCS.

Mpyu ofHouYacHOMY Mpu3HauveHHi npenapaTy 3apcio® i 5-(hTopypaumny TSKKICTb HEeATPOMeHiT MOXe MOCUAMTUCL. B3aeMogis 3 iHWMMKU remMonoeTUUYHUMY
(hakTopamu pocTy i LMTOKIHAMWN HeBifoMa.

OCKiNbKKX NiTili CTUMY/IOE BUBINbHEHHS HEMTPOWiNiB, MOXMBE NocuneHHs Ail npenapaty 3apcio® npu Kom6iHOBaHOMY BBEfIEHHI, afie TakUX AOCMi[KeHb He
NPOBOAVIIN.

3 ornsaay Ha hapMaLeBTUYHY HECYMICHICTb, He MOXKHa 3milyBaTu npenapart 3 0,9 % po34ynMHOM HaTPikO X10pUAY .

Oco6MMBOCT i 3aCTOCYBAHHS.



[inepuyT/MBICTH

PeakLUil rinepyyTanBOCTi, BK/IOYaOUM aHainakTUYHI peakuii, WO crnocTepirainca Ha noyatky abo nif 4yac NikyBaHHA, 3aikcoBaHi Yy NauieHTiB, aKi npuiiMany
Ginrpactum. Cnig NpUNUHUTY Npuitom npenapaty 3apcio® nalieHTam 3 KNiHIYHO 3HAUYLLIMMI PeakLisiMM1 FinepyyTAUBOCTI.

He cnip 3acTocoByBaTy npenapat 3apcio® nauieHTam 3 NigBuLLEHO YyTAMBICTIO 40 (hinrpacTumy abo nerdinrpacTmy B aHamHesi.

Mo6iyHi peakuii 3 60Ky nereHis

€ faHi Woao pigKicHMX BMNaAKiB HebaaHOro Br/IMBY Ha OpraHu AMXaHHSA, 30KpeMa LWOA0 PO3BUTKY IHTePCTULia/IbHOT NMHEBMOHIT Ha TNi 3acTocyBaHHA [-KC®.
XBOpi, AKi HeLW04aBHO MePeHeCNN IHPINbTPATUBHE 3aXBOPHOBAHHSA /IereHiB abo MHEBMOHIIO, MOXYTb MaTl BUCOKMIA pu3nK. osiBa TaKMX CUMMNTOMIB SIK Kallesb,
MigBULLEHHSA TemnepaTypu Tina i 3aguika y noefHaHHI 3 BUSABMIEHUM TH(INIbTPATUBHUM YPaXKEHHAM JIEreHiB NPy PeHTreHON0rYHOMY LOCNIIKEHHI Ta 03HaKaMu
NporpecyrYol AnxaibHOI HeloCTaTHOCTI Aal0Tb 3MOTY NMPUNYCTUTK HasABHICTb PecnipaTopHOro anctpec-cuHgpomy gopocnux (PACH). Y BunagKy BUSBNEHHS
PAC/ 3acTocyBaHHSA (hinrpactumy ciif NPUNMHUTA | NPU3HAYNTY BIANOBIAHE NiKYBaHHS.

Y nepiog NOCTMapKeTUHIOBOro 3aCTOCYBaHHA HAAXOAUIN MOBILOM/IEHHA MPO AyXKe PiAKICHI BUMaaKu nobivyHuX ABuL, 3 6OKY fiereHiB (KPpOBOXapKaHHS, NereHesi
KpOBOTEMI, IH(INbTPaLia NereHis, 3aAMlKa Ta KUCHeBa HeOCTaTHICTb), 30KpeMa Y 3[40p0BUX AOHOPIB. Y BMNaAKy Nigo3pun abo niaTBepKeHHs NO6IYHOro ABMLa 3
OOKy NlereHiB nofasnbLue 3aCTOCYBaHHA (ifrpacTUMy CNif NPUNMHUTY Ta HafaTy NauieHTy BigNOBIAHY MeAWNYHY A0NOMOTY.

"nomepynoHedpnT

I"nomepynoHegpuT 6yN0 3apeecTPoBaHO Y MNaLieHTIB, SKi OTPUMYHOTb (hinrpacTm abo nerdinrpactum. Ak NpaBuo, rNOMepynoHepUT MUHAE NICNSA 3HUXEHHS 03U
abo BigMiHuW inrpacTumy abo nerinrpactTrMy. PeKoOMeHLYETLCA NepioANYHO NPOBOAUTI aHaui3 Ceui.

CuHApOM KaninsapHoi BTpaTw

MoBifoMNsnocs Npo BMNagKW CUHAPOMY KanifspHOI BTPaTWU, KWW MOXe 3arpoXXyBaTu XXUTTHO MpW 3aTpuMLui NiKyBaHHSA, Nicns 3actocyBaHHsA M-KC®, akuii
XapaKTepu3yeTbCs apTepia/ibHO TNOTeH3IED, rinoaiboymiHeMiero, HabpsaKaMun Ta reMOKOHLEHTpaLieto. MNauieHTw, y aK1X 3’ABUINCA 03HAKN CUHAPOMY KaniispHOI
BTpaTu, NOTPEOYHOTb PETE/ILHOIO Harns4y, CMMNTOMATUYHOT Tepanii, BK/oYaroum peaHiMaLiHi 3axoau.

CnneHomeranis Ta po3pus CenesiHku

Micns npuitomy inrpacTMy y 340pOBMX [LOHOPIB Ta NauieHTiB cnoctepiranmca BUNagKy 6e3CUMNTOMHOI criieHoMeranii Ta po3puBy cenesiHkn. 36iNbLUeHHS
cenesiHkM € 6e3nocepeaHiM HacnifaKoM BBefeHHs inrpactumy. Y 31 % nauieHTiB, SKi 6panu yyacTb Y AOCNIIKEHHI, criocTepiranacs crnjeHoMmerasnis, BU3Ha4yeHa 3a
pesy/bTaTamu Nasibnauii. 3aikcoBaHoO KiflbKa BUMaAKiB NeTalbHOro po3puBy cenesdiHkn. OTxe, HeOOXigHUM € peTelbHUI MOHITOPUHT PO3Mipy cenesiHkn (KniHivHe
Ta yNbTPa3ByKoBe 06CTEXeHHS). Cnig BUKIHOUNTI AiarHO3 po3pmBY CENe3iHKM y AOHOPIB Ta/abo NauieHTiB, SKi CKapXXaTbCs Ha 6iNb Y NiBili BEPXHili YaCTWHI XMBOTA
ab0 y niBomy nneyi. 3HMKEHHSA 403K FraibMye abo 3yNUHAE NPorpecyBaHHs 36i/bLUEHHS cenesiHku, 3 % nawieHTiB 6yna noTpibHa CrieHEKTOMIs.

PicT 3105KiCHUX KNI TUH

OcKifnbKu BifoMo, Lo M-KC® cnpusoTb pocTy MIENOTAHMUX KNITUH iNn Vitro, aHaNoriyHi eheKT MOXYTb CnocTepiratucs Ans AesKux HEMIENOILAHUX KNITUH in vitro.
MienogucnnacTuynuii cuHgpom (MAC) abo XpOoHiYHKI MiENONEINKO3

Besneka Ta epeKTMBHICTb 3aCTOCYBaHHS (HiNrpacTMMy XBOPUM 3 MIENOAMUCNIACTUYHUM CUHAPOMOM i XPOHIYHMM MI€NONENKO30M He BCTaHOB/EHI, TOMY NPU LKX
3aXBOPIOBAHHAX 3aCTOCYBaHHA Mpenaparty He nokasaHo. Oco6/MBOi yBary notpebye NpoBefeHHs AuepeHLuiaibHOro AiarHoly MK 6GnacT-TpaHcgopmalieto
XPOHIYHOIr0 MI€NONEAKO3Y i FOCTPUM MIENONENKO30M.

"ocTpwuin MmienoumTapHwii nelikos (FVJT)

OcKifnbKn faHi LoA0 6e3nekn Ta edieKTUBHOCTI inrpacTuMy Ans XBOPMX i3 BTOPUHHUM FOCTPUM MienoumMTapHuM neinko3oM (FMJ1) obmexkeHi, npenapaT chig
NMpU3Ha4aTn 3 06ePEXXHICTIO.

Be3neka Ta etheKTUBHICTb BBEAEHHS dhinrpactumy de novo xBopuM Ha TMJ1y Biui < 55 pokiB 3i CIPUATAMBUM LUTOFEHETUYHUM NporHo3om [t(8;21), t(15;17) Ta
inv(16)] He 6ynu BCTaHOB/IEH.

TpomM6ouMTOnNeHis



[y>ke yacTo cnocrtepiranacs TPOMOOLMTONEHIA Y NaLieHTIB, AKi NpuiiManu ¢inrpactum. HeobXigHUM € PeTeNbHUA MOHITOPUHT KisIbKOCTi TpOMOOLUTIB, 0CO6/IMBO
NPOTAroM MePLUNX TYXKHIB Tepanii i3 3aCTOCyBaHHAM (hinrpacTumy. Y Bunadkax po3BUTKY TPOMOOLMTONEHIT y nauieHTiB 3 TXH, TO6TO CTINKOro 3HMKEHHS BMICTY
Tpom6ouuTiB [0 piBHA < 100 x 109/n, nogansLuy Tepanito i3 3acTocyBaHHAM inrpacTMy Cig TUMUYacoBO BigMiHUTM a60 3MEHLLMTY AOT0 403Y.

NeikounTo3

KinbKicTb neikoumTiB y KpoBi gocsrae a6o nepesuilye 100 x 1091 MeHLLe HiX Y 5 % XBopuX, SiKi OTPUMYOTb 060BY 03y npenapaTy Ginblue 0,3 maH O4/Kr (3
MKI/Kr) Macu Tina. Hemae BigomocTeil Wwoao 6yab-aKkuMx nobivHmx fiil, 6e3nocepefHb0 3yMOBMEHMX PO3BUTKOM NEMKOLMTO3Y TaKOro CTYMeHs TSXXKOCTi. OfHak,
BPaxoBYHOUM MOX/IMBUIA PU3NK, MOB’A3aHUA 3 THXKKUM JIEMKOLMTO30M, Nif 4Yac NiKyBaHHA (iNrpacTUMoM HeoOXifHO pPerynspHO KOHTPOMOBATU KifbKiCTb
nekouuTiB. FKLO KiNbKIiCTb NeiikouuTiB nepeBuwmTb 50 x 109/ nicns AOCATHEHHs O4iKyBaHOro PiBHS, CMifi HeraHo BiAMIHWTW npenapaTt. Y BUMNafKy
3aCTOCYBaHHs Npenaparty A1 Mo6inizauii MCKK iioro Heo6XifHO BiAMiHATM a60 3p06MTI KOPEKLLitO 403V NPy 36i/bLUEHHI KinbKOCTi neiikouuTis 4o > 70 x 109/n.
IMyHOreHHIiCTb

AK | Npu 3acTOCYBaHHI BCiX TepaneBTUYHMX OBIfIKiB, iCHYE IMOBIPHICTb PO3BUTKY iMYyHOreHHOCTI. LLIBUAKICTb BMHUKHEHHS aHTWUTIN A0 (hinrpacTumy 3a3Buyait
HM3bKa. 3B’A3yHOui aHTUTINA 6yNn BUSIBNEHI, SIK | MPK 3aCTOCYBaHHI BCiX 6ionpenapartiB; 0gHaK Hapasi BOHW He acoL|ito0TbCA i3 HENTPai3yHuoHo [i€to.

CneujanbHi nonepemKeHHs Ta 3anobiXHi 3axX04u, OB sA3aHi i3 CyNyTHIMU 3aXBOPHOBaHHSAMM

Oco6/uBi 3an06i>KHI 3aX04n NPU CePnoBUAHO-KNI TUHHMX 03HAKax Ta CeprnoBUAHO-KNI TUHHUX 3aXBOPHOBAHHSAX

MoBigoMAAN0CA NPO CEPNIOBUAHO-KNITUHHI KPU3W, Y AeAKUX BUNALKax NeTaibHi, NPy 3aCTOCYBaHHI (DiNrpactTMmy y nauieHTiB i3 CeproBUAHO-KNITUHHMM 03HaKamu
abo CeprnoBUAHO-KNITUHHMX 3aXBOPHOBaHHSAX. JTikapi MOBUHHI BYTN 06epeXXxHUMU NPy NPU3HaYeHHI PinrpacTuMy nauieHTam i3 CeproBUAHO-KMITUHHUMMK 03HaKaMu
abo cepnoBMAHO-KNITUHHUM 3aXBOPHOBAHHSM.

Y XBOpUX i3 CepnonoAibHOKNITUHHOI aHEMIEIO Bif3HAYatOTLCA BUMALKM PO3BUTKY FOCTPOro reMoiTUYHONO Kpn3y (361/1bLLEHHS KibKOCTI 3MIHEHUX KNITUH), IHOZI
3 NIeTa/lbHUM Hacnigkom. Takum XBOPMM Heo6XifHO 3 06epeXXHICTIO mpu3HavaTh (inrpactMm i B xogi Tepanii NWAbHO KOHTPOOBATK BiANOBIAHI KAIHIYHI i
NnabopaTopHi MOKa3HWMKM, 3BepTatoun 0CO6/IMBY yBary Ha MOX/nBe 36i/bLUEHHS CeNe3iHKM Ta PO3BUTOK TPOM603Y KPOBOHOCHUX CYAVH.

OcTeonopos

Y XBOpWX i3 CYMyTHLOK KIiCTKOBOK MAaTO/Oriel0 Ta OCTe0nopo3oM npu Tpusasiomy (6inblie 6 MIcALLB) 3aCTOCyBaHHI (DINrpacTMMy PeKOMeHAYETLCS PerynspHo
KOHTPO/IKOBATU LLiNIbHICTb KICTKOBOT TKAHUHN.

CneujanbHi 3an06iXKHI 3aX04M Y NALIEHTIB 3 OHKO0T YHMMW 3aXBOPIHOBAHHSAMM

®inrpacTMm He cnif 3acTocoByBaTH 415 30iNbLLEHHS 403U LUTOTOKCUYHOT XiMioTepanii NoHas BCTAHOB/IEHUX PEXMMIB [03YBaHHS.

Pu3uK, NoB’A3aHuMiA 3 NiABMLLEHHAM J03KW XiMioTepanii.

Cnig poTpMMyBaTUCL 0CO6/IMBOT 06EPEXXHOCTI NPY NiKyBaHHI XBOPUX 3i 3M10KICHUMWU HOBOYTBOPEHHAMMN, AKI OTPUMYIOTb BUCOKI [03M LMTOCTATMKIB, OCKI/IbKA B
LMX BMNafKax pe3ynbTaTUBHICTb NiKyBaHHS He BCTaHOB/EHa. Bigomo, o nigBuLLEHI Ao3u XiMionpenapaTiB NPosBASAAN GiNbLL BUPaXKEHY TOKCUYHICTb, NPU3BOAAUN
[0 PO3BUTKY CepLeBO-CYANHHUX, IEreHeBUX, HEBPOMOrIYHUX | [epMaTooriyHnX NobivHMX peakuii (AMB. IHCTPYKUIT 419 MEAMYHOrO 3aCTOCYBaHHA CYMyTHIX
LUMTOCTAaTUYHUX NiKaPCbKMX 3aC06iB).

Bnnue ximioTepanii Ha epuTpoLNTY Ta TPoOMOOLUTH

MoHoTepanis inrpacTMMoM He 3anobirae po3BUTKY TPOMOOLMTOMNEHIT Ta aHeMIl, 3yMOB/IEHNX MIENOCYNPECMBHOK XiMioTepanieto. Y BUNafKy 3aCTOCyBaHHS BiNbLL
BMCOKMX 03 Ximionpenaparis (Hanpvknag noBHi 4031 BIAMOBIAHO 40 MPU3HAYEHNX CXEM) PU3UK TSXKKOT TPOMOOLMTOMEHIT Ta aHeMii NiABULLYETHCA.
PeKOMeHAYETLCA PerynsipHoO KOHTPO/IKOBATU TaKi MOKa3HWKW K/TiHIYHOIO aHani3y KpoBi K reMaTOKPUT i KiNbKiCTb TpoMmoéoumuTie. Cnig AOTPpMMYBaTUCL 0CO6/IMBOI
06epeXKHOCTI Npu 3aCTOCYBaHHI OHOKOMMOHEHTHMX 860 KOMBIHOBaHMX XiMiOTepaneBTUYHUX Npenaparis, AKi MOXYTb CIIPUYNHUTY TSXKKY TPOMOOLMTOMEHIO.

Mpy 3actocysaHHi inrpactumy ana mobinisayii NCKK 6yno BMABMEHO 3MEHLUEHHS CTYMEHS TSXKKOCTI | TPUBAIOCTI TPOMOOUMTONEHIT, 3YMOB/EHOT
Mi€eNnocynpecrBHOK abo MienoabnaTMBHOK XimMioTepanieto.



IHWi cneyiasibHi 3ano6i>KHI 3axX04u

EeKTMBHICTb npenapaTy A1 XBOPUX 3i 3HAYHO 3HVDKEHOK KIifbKICTHO MIENOIAHMX KNITUH-NONEepeAHMKIB He BuBYanacd. dinrpactuMm MigsuLLye KinbKiCTb
HENTPOQIiNIB LLNAXOM BNIUBY, NePLL 3a BCe, HA KNITUHU-MOMNEPeSHUKM HeATPOMiNiB. TOMY Yy XBOPUX 3i 3HVXXEHOK Ki/IbKICTIO KNITUH-MoNepesHVKIB (Hanpuknag, y
pe3ynbTaTi iIHTEHCMBHOI MPOMEHeBOI Tepanil, XimioTepanii abo BHACMIAOK iH(INbTPaUil KiICTKOBOrO MO3KY MyX/IMHHUMW KITUHaMK) KiflbKiCTb YTBOPIOBaHMX
HEUTPOQiNiB MOXe BYTU 3HKEHA.

IHOAI Yy XBOpWX, AIKI OfEPXKYBa/IM BUCOKOLO30BY XiMIOTEPAnNit0 3 HACTYMHOK TPaHCMN/IAHTaL el ayTOM0rYHOro KiCTKOBOrO MO3KY, Bifj3Havain CYAMHHI MOPYLUEHHS,
HanpuKiaz oK/Mt03it0 BEH i NOPYLUEHHSA BOAHOIO 0OMiHY.

ICHYIOTb [aHi LOAO PO3BUTKY peakLii «TpaHCnnaHTaT NpoTu XassiHax» | IeTalbHUX BUNaAKiB Y XBOPUX, AKi OTpUMYyOTb -KC® nicnsg anoreHHoi TpaHcniaHTauit
KICTKOBOI O MO3KY.

[MocuneHHa remonoesy y KicTKOBOMY MO3KY Y BiAMoBifb Ha Teparito pOCTOBMMW (PaKTOpPaMm acoLiFOETLCS 3 MOABOK MUHYLLMX NAaTOMONiYHNX 3MiH, LLLO BUSBNAKOTHCA
npw octeocumHTUrpadii. Lie cnig BpaxoBysatu Npy TayMaveHHI 4iarHOCTUYHUX 300paXeHb KICTOK.

Bynu noBifoOMNEeHHSA MPO aOPTUT MiCNA BBeAEHHA PinrpacTumMy, AK y 340p0oBUX Tak i Y OHKOMOriYHO XBOpKMX. BigzHayannca HaCcTynHi CUMMNTOMU: NINXOMaHKa, 6ilb y
YKMBOTI, He3fy>KaHHs, 601 y CNKHI Ta NiABWLLEHI 3ananbHi Mapkepu (Hanpuknag, NigBULLEHNIA piBeHb C-peakTUBHOIO 6inka Ta NenkoumTo3). Y GinbLIOCTi BUNaaKiB
aopTuT AiarHoctyBann wnsxom KT-CKaHyBaHHA Ta fIK NPasusio, BiH 3HWUKaB MICA BIAMIHWN (INrpacTmy.

CneuianbHi 3an06iXHI 3aX0AK Ans NauieHTiB, Wo NoTpedbyoTh Mobinizauil NMCKK

Mobini3adis

Hemae >OAHOro paHAOMI30BaHOIO MOPIBHAHHA [BOX PeKOMEHAO0BaHUX MeTOAiB Mobinizayii (inrpactum okpemo, abo B MOEAHaHHI 3 MIENOCYNPeCUBHOO
XimioTepanieto) B MexXax OfHIeT nonynauii nayieHTiB. CTyniHb Bapiauii MiXK OKpeMUMK NavieHTaMu Ta MiXk nabopatopHumm aHanizamm CD34+ KNiTUH 03HaYae, Lo
6e3nocepefHE NOPIBHAHHSA Pi3HMX AOCAIMKEHb YCKNagHeHe. TOMY BaXKKO PeKOMEH/AYBaTN ONTUMa/IbHUIA MeToA. Bubip meToay mMobinisauii cnifg po3rnagatv B 38'A3Ky
3 3ara/lbHUMU LiNgMU NiKYBaHHA 151 OKPEMOTO NaLieHTa.

MonepesHiln BNNB LM TOTOKCUYHUX PEHOBUH

Y XBOpUX, AKUM paHille NPOBOAWIN IHTEHCMBHY MIENOCYNPECUBHY Tepanito, Ha TAi 3acToCyBaHHA inrpactumy ana mobinisayii MCKK Moxe He BigoysaTucs
36iNbLUeHHS KinbKocTi MCKK 10 peKoMeH/J0BaHOro MiHiMasbHOT0 PiBHSA (= 2,0 x 106 CD34+ KniTUH/KT) a60 NiaBULLEHHS LWBUAKOCTI BiAHOBNEHHS TPOMOOLUTIB.
[JesKi UMTOTOKCMYHI 3aC06M NPOSBAAKOTL 0CO6/IMBY TOKCUYHICTb BiLHOCHO KNiTUH-MONEPEAHMKIB reMonoesy Ta HeraTMBHO BMN/INBaKOThL Ha iX MobGinisauito. Tpusane
3aCcToCyBaHHA npenapaTtiB MendanaH, KapbonnatuH abo kapmyctuH (BCNU) nepef MobGinizauieto KMIiTUH-MONEPELHUKIB MOXe MPU3BECTU A0 MOTripLUEHHS
pe3ynbTaTiB. OfHaK OflHOYaCHe 3acTOCyBaHHSI MendanaHy, kapbonnatuHy a6o BCNU 3 ginrpactumom eekteHe npu mo6inisauii MCKK. AKWo nnaHyeTbes
TpaHcnnaHTayis NMCKK, peKomMeHAYETbCSA NPOBECTM MOGIiNi3aLito CTOBOYPOBUX KNITUH Ha paHHIi cTagil nikyBaHHA XBoporo. Oco6iuBy yBary chnif, 3BepHyTU Ha
KINIbKICTb  KNITUH-NONEPeAHNKIB, aKTUBOBaHMX Y TaKMX XBOPUX [0 3aCTOCYBaHHA npernapatiB XiMioTepanii Yy BMCOKMUX [03aX. AKLIO pe3ynbTaTv Mo6inisauii
BIZANOBIAHO [0 BULLEHaBeAEHUX KPUTEPIiB HeLOCTaTHi, CNij PO3rNsHYTWN 3aCTOCYBaHHA a/lbTePHATUBHUX METOAIB NliKyBaHHS, SiKi He MOTPebyoTb BUKOPUCTAHHS
KNITUH-NONepPeSHYKIB.

OuiHKa KinbKOCTI KNiTUH-NonepeaHuKiB

Mpy npoBefeHHI ouiHKM KinbkocTi MCKK, Mo6inizoBaHnX y XBOpMX, AKi OTpMMann Tepanito i3 3aCTOCYBaHHAM (inrpacTumMy, oco6/mBy yBary chif npuginatu
MeTofy KifIbKICHOr0 BU3HAYeHHs. Pe3ynbTaTh NPpOTOYHOIO LUTOMETPUYHOIO aHasidy KinbKocTi CD34+-KMiTUH 3HAYHO BifPI3HAKTHCA 3a/1eXKHO Bif 3aCTOCOBAHOI
METOZ0/0riT BU3HAYEHHS, OTXKe, CNif 3 06ePeXXHICTIO CTaBUTUCA [0 Pe3y/bTaTiB BU3HAYEHHS TX KiSIbKOCTi, OTPUMAHNX B iHLLMX N1a60opaTopisx.

Pe3y/bTaTv CTaTUCTUYHOIO aHasily B3aeMO3B’A3KY KifbKOCTI BBefeHUX CD34+-KniTuH Ta LWBMAKOCTI HOpManisauii KislbKOCTI TPOMOOUMTIB NIiCNs NMPOBEAEHHS
XimioTepanii i3 3acTOCyBaHHSIM BWMCOKWX [03 XiMionpenapaTiB CBigyaTb NP0 CKNafgHy, ane MOCTiliHYy 3aneXHicTb. PekoMeHgauii CTOCOBHO Heo6XigHOCTI
3a6e3MeYeHHs MiHIManbHOro BMICTY Ha piBHi = 2,0 x 106 CD34+ KniTUH/KF TPYHTYIOTCS Ha OMy6/ikoBaHUX AaHWX MPO [O0CBif afeKBaTHOIO BiAHOBMEHHS
remMaTonoriyHMx MokasHuKiB. pu piBHI, WO nepeBULLYE MiHIMabHUIA PEKOMEHAOBaHWIA, CMOCTEPIraeTbCs LUBMALIA HOpManisalis, Npu PiBHI, MEHLLIOMY 3a




PeKOMeH0BaHWI, — TpuBaniLla.

CneujanbHi 3an06iXKHI 3axX0AM 415 340POBUX AOHOPIB, AKi NpoxoaaTb MobinisaLito MCKK

Mo6inizayisa NMCKK 340poBUX [OHOPIB BNAMBaE Ha CTaH TXHbOrO 3[40POB’A i 3aCTOCOBYETLCA BUHATKOBO /19 OTPMMaHHS aOreHHMX CTOBOYPOBUX KNITWUH ANs
TpaHcniaHTauii.

[oHopu, akum nposoaaTb mobinizauito NMCKK ang TpaHcnnaHTauii, NOBUHHI BignoBigaT CTaHAAPTHUM BUMOraM 3a K/iHIYHMMU NOKa3HWKaMu Ta pesy/nbTaTaMu
NnabopaTopHMX aHanisiB, L0 BUCYBaKOTLCA A0 LOHOPIB CTOBOYPOBUX KNITUH. OCO6/MBY yBary Cnif 38epTaTvi Ha NOKa3HUKM aHani3iB KPOBi Ta HasBHICTb IH(EKLiAHNX
3axBOpPIOBaHb. besrneka Ta eheKTUBHICTb BBEAEHHS (DirpacTUmy 340p0BMM JOHOpPaM BiKOM [0 16 Ta Bif 60 poKiB He OLiHIOBa/INC.

TpaH3uTopHa TpomGoLmToNeHis (KinbKicTb TpoMGoumMTie < 100 x 109/n) nicns BBeAeHHA (inrpacTuMy Ta nelikadepesy cnocTepiranacs y 35% natlieHTis. Cepef HUX
[Ba BUMaAKM 3HUXKEHHSA KiNbKOCTi TpomboLmTiB < 50 X 109/1 6yn0 NOBifIOMNEHO Ta BigHECEHO 10 NPOLeaypY neitkagepesy.

Mpn HeobXiAHOCTI NpPoBeAeHHS BiflblL HIXX OAHIET Npoueaypu nelikaepesy 0cobiMBY yBary cfig NpUAINATU AOHOpPaM, BMICT TPOMOOUMTIB Y AKUX A0 MOoYaTKy
neiikaepesy ctaHoBUTb < 100 x 109/n; K NpaBuUno, NPOBeJEHHS Nelikadepesy He PEKOMEH0BAHO NPV BMIiCTi TPOMBOLMTIB < 75 x 109/.

INelikagpepes He cnif NPoBOAUTY OHOPaM, SIKi MOTPeBYTb aHTUKOAryNAHTHOT Tepanii abo 3 NOPYLUEHHAMMW remocTasy.

MOHITOPVHT CTaHy LOHOPIB, AKi oTpuMytoTh -KC® ana mobinisauii NCKK, cnif npofosxysaty 0 HOpMaisaLii reMmaTonoriyHuX nokasHuKIB.

Y 300p0oBUX LOHOPIB nicns BBeaeHHs -KC® crnocTtepiraimcs TMMYacoBi UUMTOreHHI 3MiHW. 3Ha4YeHHS LUX 3MiH He BU3HAYEHe.

Bu3sHauyeHHs [oBroTpusasioi 6e3neky npenapaTy Npu BBEAEHHI [JOHOpaM TpumBae. PU3MK CNPUAHHS YTBOPEHHIO 3/10AKICHUX KNOHIB MIENOIAHUX KNITUH He
BUK/HOYEHWNIA. LleHTpam adepe3y peKoMeHA0BaHO MPOBOAUTM CUCTEMATUYHI OOCTEXEHHS AOHOPIB CTOBOYPOBMX KNITMH Yy nepiof LioHaliMmeHwe 10 pokiB ans
3a6e3mneyeHHs MOHITOPUHIY MOKa3HWUKIB [OBroTpuBasol 6e3neku.

CneLiiaibHi 3aMo06iXXHI 3aX0amM ANs peumnieHTiB, SKi npoxoasaTe Mobini3auito MCKK 3a onomorow ginrpactumy

[JaHi cBiguaTb npo Te, WO iMyHOMOriYHIM B3aemofii anoreHHmx MCKK i peuunieHTa BAacTUBWI GiNbLUMA CTYMiHb PU3NKY PO3BUTKY FOCTPOI Ta XPOHIYHOT peakuii
«TpaHcnIaHTaT NPoTU Xa3saiHa» NOPIBHAHO 3 TPAHCMN/IaHTaL i€t KiCTKOBOrO MO3KY.

CneujianibHi 3an06iXkHI 3ax04uM 414 nauieHTis 3 TXH

®inrpacTM He Cnif 3aCTOCOBYBaTW MalieHTaM 3 TSHKKOK BPOKEHOK HEWTPOMeEHIE, Y AKX PO3BUHYTUI NEMKO3, Ta XBOPUM, SIKIi MatOTb O3HaKW NeMKeMiYHOI
TpaHchopmadlir.

Jlocnig>KeHHs cknagy Kposi

MoXnmBi i HWI 3MiHW (HOPMYNN KPOBIi, Y TOMY YMCNi aHeMis Ta TUMYacoBe MiABULLEHHS BMICTY MIENOIAHMUX KNITUH-MONEPeAHUKIB; HEOOXiAHUA peTenbHUN
MOHITOPUHT (POPMY/IU KPOBI.

TpaHcopMauis y neikos abo nepeaneiikos

Oco6n1mBa 06epexxHiCTb HeobxigHa npu giarHocTuui TXH, wo6 audepeHuitoBaTy Ti Bif IHLWIMX FemMaTofioriyHMX 3axBOPHOBaHb, TakKMX SIK aniacTMyHa aHeMmis,
Mienogucnnasia Ta Mienonerikos. o noyaTky NiKyBaHHS CNif, NPOBECTM PO3rOPHYTUIA aHani3 KpoBi 3 BU3HAYEHHAM NeMKOLMTapHOT OPMYNN i KiNbKOCTI
TPOMOOUMTIB, @ TAKOX BU3HAUUTM MOPKO/IONYHY KapTUHY KICTKOBOIO MO3KY i KapioTun.

BuHKHeHHs mienogucnnactuuHoro cuHgpomy (MAC) abo neiikeMii y nNauieHTIB 3 TSXKKOK XPOHIYHOK HENTporeHieto, AKi 6pann y4vacTb Yy KAIHIYHUX
[OCNIIKEHHAX pe3ynbTaTiB 3aCTOCyBaHHA (iNrpacTumy, CrocTepiraeTbCA pigko (npnbnusHo y 3 % Bunagkie). BkasaHi MOpPYLUEHHS CnocTepiraiuca fuvwe y
nawuieHTiB 3 BPOMKEHOIO HelTponeHieto. MAC Ta nerikeMist € YaCTUMM YCKIaAHEHHAMW 3aXBOPOBaHHS, TX 3B’S30K i3 Tepanieto i3 3aCTOCyBaHHSAM inrpactumy €
HeneBHUM. Mpnban3HO Y 12 % nauieHTiB (6e3 UMTOreHeTUYHNX NopyLUeHb A0 NoYaTKy Tepanir) 3a pe3ybTatamm HaCTYMHUX aHani3iB CroCTePirainCb BiAXUNEHHS,
y TOMYy 4ucCni MOHOCEMist 7. Y BuNafgKaxX BMHUKHEHHSI Y Mali€HTa 3 TSXKKOK XPOHIYHOK HENTPOMEHIE LUMTOreHeTUUYHMX MOPYLUEHb CAif YBAXHO 3BaXMWTU
CMiBBiJHOLLEHHSA KOPUCTI Ta PU3MKY NOAANIbLUIONO 3aCTOCYBaHHA (hinrpactvmy. Mopasiblie BBeAEHHA (hinrpacTumy nauieHTam y Bunagkax po3sutky MAC a6o
nenkemii cnig BigMiHUTW. HeBifoMo, UM NiABULLYE AOBrOTpUBaIa Teparnis i3 3aCTOCYBaHHAM (iirpacTMy Y NauieHTIB 3 TAXKKOK XPOHIYHOK HEATPOMEHIED pU3NK
LMTOreHeTUYHMX nopyLueHb, MAC abo TpaHcdopMaLlii 3aXBOPIOBaHHA Ha nelikemito. MopdonoriyHe Ta UMTOreHeTUYHE 0O6CTEXEHHS KICTKOBOIO MO3KY MaLjieHTiB




CNij MPOBOAUTU PEryNSAPHO, 3 IHTEPBA/IOM NPUOIN3HO KOXHI 12 MicauiB.

IHWi 0co6mBI 3aN06iI>KHI 3axo4u

Cnif, BUK/TIOYNTM IHLLT MPUYMHY BUHUKHEHHSA HEWTPONEHIT, HanpuKnaz BipyCHi iHPeKLT.

"ematypisi cnocTepirasaca 4acTo, a NPOTeIHYpPIsa cnocTepiranacb Yy HEBEMKOT KiIbKOCTI MauieHTiB. 15 CBOEYACHOI0 BU3HAYEHHSA LMX ABULL, HEOOXi4He perynspHe
npoBeeHHA aHani3y ceui.

MoKa3HMKKM 6e3nekn Ta etheKTUBHOCTI NPKU 3aCTOCYBaHHI HOBOHAaPOMKEHMM Ta NawlieHTaM 3 ayTOiMyHHOI HEMTPOMEHIEKD He BU3HAYEHO.

CneuianbHi 3an06ikHI 3axoAn ans nauieHTiB 3 BlJ1-iHeKLieo

dopmyna Kposi

HeobXigHWIn peTenbHUIn MOHITOPUHT 3HaYeHHS abCoMOTHOI KinbKicTi HelTpoginis (AHK), ocobnvBo y nepiog neplumx TWDKHIB Tepanii i3 3acToCyBaHHAM
(inrpactumy. Y [eskux nauieHTiB CNOCTepiracTbCa AyXKe LWBMAKA peakuis 3i 3HaYHMM MiABULLEHHAM KiflbKOCTI HeMTpoinis y BiAnoBiAb Ha neplly Ao03y
(inrpactumy. PeKoMeHAYyeTbCs WofeHHe BU3HaveHHA AHK npotarom nepwnx 2-3 fHIB BBefeHHA (inrpactumy. Y nofasiblLoMy, MPOTArOM MepLumx 2 TUXKHIB,
BU3HaYeHHs AHK pekomeHZ0BaHO MPOBOAWTY LLOHaNMeHLLe 2 pasn Ha TWXKAEHb, Hagani — 1 pa3 Ha TWXKAeHb Ta Yepe3 KOXHI 2 TWXKHI B nepiof NpoBefeHHS
nigTpMMYyoYoT Tepanii. Y nepiof 4eproBoro BBeAeHHS (inrpacTuMy iHAMBIAYyaIbHO BU3HAYeHOH 03010 Ta A030t0 30 MaH O1/ao6y (300 MKr/4o6y) MOXNMBI GiNbLui
KonmBaHHA 3HaveHHs AHK nauieHTa. [N BU3HAUYEHHSA MiHIMa/IbHMX (HaiHWKUMX 3HaveHb AHK) peKomeHAyeTbCs OTPUMYBATU 3pas3ky KPOBi MaLlieHTa 4N aHaizy
BmicTy AHK 6e3nocepeiHb0 nepep niaHoBMM BBEAEHHSAM (ifirpacTumy.

Pu3uK, 3yMOB/IEHUIN 3aCTOCYBAHHAM NlIKAPCbKUX NpenapaTiB MienocynpecusHOT Ail NigBnLLEHUMMN fo3amu

BBefieHHA inrpactumy i30/1b0BaHO HE BUK/IHOYAE MOX/IMBOCTI BUHWKHEHHS TPOMOOLMTOMEHIT Ta aHemii, 3yMOBJIEHMX MIENOCYMNPECUBHOK XimioTepanieto.
BHacnifiok oTpMMaHHa ximionpenapartiB y 6inblUMX Ao3ax abo 3acTocyBaHHS BIfbLUOT KibKOCTI TakMX npenapatiB y KOMGiHauiT 3 inrpacTMMom prsnK po3BuTKyY
TPOMOOLMTOMEHIT Ta aHeMii y nauieHTa MOXe 3pocTaTu. PEKOMEHAYETLCA PerynsapHO KOHTPO/IHOBATI NOKa3HMUKM (DOPMY/v KPOBI.

IH(beKLiiiHI Ta 3N105KiCHI 3aXBOPHOBAHHS, L0 CIPUYNHATb MIENOCYNPECIito

PO3BUTOK HEMTPONeHiT MoXke OyTW HacnigKoM iHgINbTpauii y KiCTKOBUIA MO30K 36YAHWMKIB OMOPTYHICTUUHMX IH(EKLUIA, TakMx SK NPeACTaBHUKM OGakTepii
Mycobacterium avium, abo BpaXKeHHs M0ro 3/10KICHUMU HOBOYTBOPEHHAMM, HANpUKIaZ NiM(pOMOL0. Y BUMNAAKY HAsABHOCTI Yy MaujieHTa iHPEKLinHNX 3aXBOPHOBaHb
ab0o 3M109KICHMX HOBOYTBOPEHb, LU0 BPaXKatOTb KIiCTKOBMIA MO30K, ANl YCYHEHHS HEMTPONeHii, KpiM BBeAeHHS (hinrpactumy, HeobXifHO MPOBECTW BiANOBIAHY
Tepanito ANa NiKyBaHHA 3aXBOPHOBaHHA. BnaueB inrpactuMy Ha YCYHEHHS HEWTPOMeHil, CNPUYMHEHOT IH(EKLIAHUMUN 3aXBOPHOBAHHSAMW ab0 3M10SKICHUMM
HOBOYTBOPEHHSMM, LLIO BPaXaroTb KiCTKOBMIA MO30K, He BU3HAYaBCA.

J10NOMiYKHI pe4OBUHN

Mpenapart 3apcio® MicTUTL copbiT, TOMY MaLjieHTam 3 PiAKICHOK CNajIkoBOK HEMEPEHOCUMICTHO (HPYKTO3M He Cifl 3aCTOCOBYBATM JaHWiA npenapar.

3axMCHMIA KONavoK MIiCTUTb NOXiAHE HAaTYPa/IbHOro Kay4yyKOBOrO flaTeKcy. Xo4ya 'y caMoMy NiKapCbKOMY 3aC00Yy He MICTUTLCS HaTypaslbHOrO Kay4yKOBOrO naTeKcy.
Be3neyHicTb 3aCTOCYBaHHSA NPOAYKTY Y MaLieHTIB YyTIMBUX [0 NaTEKCY He NPOBOAMIIOCS.

3 MeTol noninweHHs npocTexysBaHocTi M-KC®, Ha3Ba NiKapcbKOro 3acoby, Lo BBOAUTLCA MOBUHHA BYTK YiTKO 3a3HayeHa y (haini nawieHTa.

3acTocyBaHHS y nepiof BariTHOCTI abo rogyBaHHs rpyaato.

Be3neka inrpacTMy Ans BariTHUX He BCTaHOB/EHA. ICHYIOTb [aHi MPO MPOHWKHEHHSA (inrpacTMy Kpisb nnaueHTapHWin 6ap’ep. JaHWX Npo TepaToreHHicTb
(hinrpacTumy y Xofi focnifykeHb Ha TBapnHax He Byno oTpuMaHo. 3a pesynbTatamv 40CNIKeHb Ha TBAPUHAX BUSB/IEHA PENPOAYKTVBHA TOKCUYHICTb. Y TBapWH, AKi
OfepXXyBann pifirpacTum, criocTepiranacs nifBuLiIeHa 4acToTa BUKMUAHIB.

MpenapaT 3apcio® He peKOMeHAY€ETLCS 3aCTOCOBYBATY Y Nepiog BariTHOCTI.

Hegifiomo, Y1 NpoHUKaE (inrpacTum Ta KOro MeTabonitn y rpyaHe MOJIOKO SIIOAUHU, OTXKe PU3UK AN HEMOBAAT HE MOXHA BUK/THOUUTI. TOMY HEOOXiHO NPUAHATH
PILLEHHA CTOCOBHO MPUMWHEHHSA abo rpyAHOro BUrOA0BYBaHHSA, ab0 3aCTOCYBaHHA (DINrpacTvMy, 3BaXKarun Ha KOPUCTb FPYAHOrO BUrOLOBYBAHHA 419 OUTUHW i



KOPWCTb Tepanii 415 XiHKK.
Y pocnifpkeHHAX Ha TBapuHax BCTAHOB/EHO, L0 iNrpacTMm He BNIMBAE Ha iX PENPOAYKTUBHY CUCTeMY abo (hepTUbHICTb.

34aTHICTb BNAMBATY Ha LWWBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.
®inrpacTM MOXKe YNHWUTW HE3HAYHWIA BNIMB Ha peakLiii Npu KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLUMMK MeXaHi3MaMK, a caMe — MOXK/I1BE 3anaMOPOYEHHS.

Cnocib 3acTocyBaHHA Ta [03Mu.

Tepanito npenapaTom 3apcio® MoyXHa NPOBOANTU Y NiKyBaNIbHUX 3aKNafax, e € HeobXifHe AiarHOCTUYHE yCTaTKyBaHHS. Jlikapi MOBMHHI MaTy J0CBi/] 3aCTOCYBaHHS
NiKapcbKMx 3aco6iB, WO MICTATb rpaHyNouMTapHMIA KonoHiecTumyntotounii hakTop (M-KC®) Ta nikyBaHHSA XBOPUX i3 FeMaToN0riYHMMM 3aXBOPHOBAHHAMMU.
Mpoueaypy Mo6inisauii Ta adepesy cnifg nNpPoBOAMTU NPV B3aEMOAIT 3 NiKapaMK, SKi MatOTb BiAMNOBIAHWIA [AOCBI4 i MOXMBICTb HEOOXIAHONO MOHITOPUHIY
KNITUH-NONepPeSHNKIB reMornoesy.

HeliTponeHisa y XBOPpuX, IKi OTPUMYIOTb LM TOTOKCUYHY XiMiOTepanito 3 NpuBoaY 3M05KICHUX 3aXBOPHOBAHb.

PekomeHaoBaHa fo60Ba fo3a npenaparty ctaHoBUTbL 0,5 MaH OA/kr (5 MKr/Kr) macu Tina 1 pa3 Ha go6y. MNepLuy [o3y npenapaTy Cnif BBOAUTY He paHille HiXK Yepes
24 roguHM nicns Kypey LMTOTOKCUYHOI XimioTepanii. Mpenapat 3acToCOBYBaTU, MOKW 3ara/ibHa KiflbKiCTb HEATPOMINIB y KNiHIYHOMY aHasi3i KpoBi He NepeBULLMTb
OYiKyBaHWI PiBEHb | He focArHe Hopmu. icna XimioTepanii 3 NPUBOAY CONIAHUX NYXWH, NIMDOM i IMGONENKO3Y TPUBANICTb NTIKYBaHHA A0 AOCATHEHHS BKa3aHWUX
3Ha4eHb CTaHOBUTL A0 14 aHi.. Micns iHAYKLIAHOT i KOHCONIAaLiiHOT Tepanii rocTporo MienoigHOro Nerko3y TpUBaNiCTb NiKyBaHHA MOXe 6yTU 3HAYHO 30i/bLUeHa
(oo 38 fHIB) 3a/1€XXHO Bif BMAY, 03K Ta CXEMU 3aCTOCOBAHOT LIUTOTOKCUYHOT XiMioTeparii.

Y nauieHTIB, SKi OTPUMYHOTb LUTOTOKCMYHY XiMioTeparito, MUHYLLE 36i/bLUEHHS KifIbKOCTI HEMTPOQiNiB 3a3BMYail cnocTepiracTbes vepes 1-2 o6u nicns novaTky
nikyBaHHs npenapaTom 3apcio®. Ane Ans JOCArHeHHs cTabiNlbHOro TeparneBTUYHOrO edieKTy HeobXiJHO NMPOA0BXYBaTW Tepanito MOKM KifbKiCTb HENTpodinis He
NnepeBULLUTL OYiKyBaHMIN MIHIMYM | He JOCArHe HOpMW. He pekoMeHAYETbCA nepefyacHO BiAMIHATU NliKyBaHHSA npenapaTtoM A0 nepexofy KiflbKoCTi HeMTpoQinis
yepes 0YiKyBaHWUIA MiHIMYM.

Cnocib6 BBeAeHHA

Mpenapat 3apcio® 3acTocoByBaTU Y BUFNSAAI MiAWKIPHUX iH €KLY a60 BHYTPILLHLOBEHHUX iHAY3ili (po3BeAeHNIA y 5% po3umHi ratoko3n) npoTarom 30 XBUAMH 1 pa3
Ha fo0y. Y GinbLIoCTi BUNaAKIB nepeBaXkae MiAWKIPHWUIA WNAX BBeAeHHS. Mpy BHYTPILLIHbOBEHHOMY BBEAEHHI 04HOPA30BOI [O03W TPUBaNICTb edekTy npenapary
MOXXe CKOpouyBaTuCs. KniHiuHa 3HauyLLiCTb LUUX JaHWUX WOAO0 3aCTOCYBaHHA 6aratopa3oBux 03 Npenapaty He BCTaHOB/EHa. B1bip cnocoby BBeAEHHS 3a1eXuUTb Bif
0CO6NMBOCTEN KOHKPETHOI KNiHIYHOT CUTYALLiT | BU3HAYaETLCA 15 KOXHOM0 XBOPOro OKPEMO.

XBOPI, SKi OTPUMYOThb MienoabnaTuBHY Tepanito 3 NOAAIbLLIOK TPaHCNAaHTaLIED KICTKOBOrO MO3KY.

PekomeH/0BaHa NoyaTkKoBa J03a npenapaty 3apcio® — 1 maH OA/kr (10 MKr/Kr) macyv Tina Ha Ao6y. Mepluy 403y CMij BBOAMTU He paHille HiXX Yepe3 24 rofvHu
nicns NPoBeAeHHs LMTOTOKCMYHOT XiMioTepanil, i He paHille HiXX Yepe3 24 roAnHN Nicns TpaHcnaaHTau i’ KiCTKOBOro MO3KY.

Micns MakCMMalbHOTO 3HIKEHHS 4ucna HeliTpodinie (Haampa) no6oBy A03y nNpenapaty 3apcio® Heo6XifHO CKOPEKTYBaTU 3aneXHO Bif 3MiHW KinbKOCTi
HeiTpodinis (aMB. TabNULIIO).

Mip6ip po3n npenapaTy 3apcio® y BiANOBiAL Ha AOCATHEHHS HAAMpPA.

ABCONTHA KiNbKIicTb HelnTpodinis (AKH) KopeKTyBaHHs 1031 npenapaty 3apcio®
AKH > 1 x 10%n npoTsarom 3 Ai6 nocninb 3HWKeHHA fo3u 1o 0,5 miH O/kr
(5 MKr/Kr) macu Tina Ha oty




AKH > 1 x 10%n npoTarom HacTynHux 3 gi6 | Bigmina npenapaty

nocnisb

AKWIo nif Yac nikyBaHHs AKH 3HMKYeTbCS A0 piBHA < 1 x 109/n, posy npenapaTy 3apcio® 36inbLuyBaTy
Bi4NOBIAHO [0 BULLE3a3HAYEHOT CXEMM.

Cnocib BBeAEHHS

Mpenapat po3unHATM Y 20 M 5 % pO34MHY T1HOKO3M | 3aCTOCOBYBATU Y BUMNALI HETPUBAIOI BHYTPILHBOBEHHOI IH(Y3iT npotaroMm 30 XBUANH abo TpuBaol
NiALWKIPHOT a60 BHYTPILLUHLOBEHHOI iH(Y3iT MPOTArom 24 roguH.

Mobinizauia nepudepnyHnx cTooypoBux KNiTuH Kposi (IMCKK) v nauieHTiB, ki 0Aep>KYIOTb MIENOCYNPECUBHY ab0 MienoabnaTuBHY Tepanito 3 NoAaIbLLIOK

ayTonoriyHor TpaHcdysieo MCKK

XBOpI, AKi OTPMMYIOTb Mi€NOCYNPECUBHY abo MienoabnaTvBHy Tepanito 3 MOAa/bLLOK ayTosoriuHOK TpaHcnnaHTayieto NMCKK.

Ans Mo6inizauii MCKK npu 3acTocyBaHHI npenapaTy 3apcio® sik MoHoTepanii pekoMeHAoBaHa Ao3a cTaHoBWUTb 1 MaH OZ/Kr (10 MKr/Kr) Macu Tina Ha AoGy
npoTarom 5-7 f4i6 nocninb y BUrAAAI TpUBanoi NiAWKIPHOI iHQY3iT npoTarom 24 rogvH. 3a3Buyali AocTaTHbO 1-2 ceaHciB neikadepesy Ha 5-Ty Ta 6-Ty goby. ¥
[esKnX BUnagKax cif 4oAaTKOBO NPOBOANTM 1 ceaHC Neikadepesy. He cnif MiHATY 403y npenapaty 40 3aBepLua/ibHOro feikagepesy.

Ins mo6inisauii MCKK nicns mienocynpecuBHoi xiMioTepanii pekoMeH/joBaHa fo3a npenapaty 3apcio® ctaHoButh 0,5 MaH OJ/Kr (5 MKI/KF) Macu Tina Ha o6y
LLOAHS, MOYMHAKYUM 3 MEPLUOro AHA MiCNs 3aBepLUEHHS KYpCY XimioTepanii NOKW KifbKiCTb HENTPOINiB He neperige oYiKyBaHWUA MIHIMYM i He [OCSATHE HOPMMU.
Neiikacepes cnif NpoBoaUTM NPOTAroM nepiofdy 3pocTaHHs AKH 3 < 0,5 x 1091 [0 > 5 x 109/n. XBopuM, SiKi He OTpUMYBaN iHTEHCMBHOI XiMioTepanii,
3a3BUYaii JOCTaTHLO 1 ceaHcy Neiikagepesy. B okpemux BUNagKax pekoMeHAyeTbCA NPOBOAUTMN AOLATKOBI CeaHC Neikadepesy.

Cnoci6 BBeAEHHSA

®inrpactum ana mobinisauil MCKK npu 3acTocyBaHHI OKPEMO MOXHA BBOAWUTW Yy BUTNAAI 6e3nepepBHOI NIALWKIPHOT iHPY3IT NpoTAroMm 24 roguH abo niALwKipHOT
IH’eKkuiT. Ons iHdy3ii dinrpactum cnifg po3soautn 'y 20 mn 5% po3ymHy rnoKo3un.

®inrpactum gna mobinisayii MCKK nicng mienocynpecneHoOi XimioTepanii cnif BBOAUTU NIALLKIPHO.

Mobinisauia NCKK y 340poBKx JOHOPIB Nepes anoreHHor TpaHcnnaHTauieto NCKK.

Ans mo6inisauii MCKK nepep anoreHHoo TpaHcnnaHTauieto MCKK ans 300poBUX A0OHOPIB pekoMeHoBaHa Ao3a npenapaty 3apcio® ctaHoBuTh 1 maH Of/kr (10
MKT/KT) Macy Tifa Ha o6y npoTtarom 4-5 ai6 nocnink. Slelikadepes NpoBoAnTY 3 5 1061 Yy pasi HEO6XiAHOCTI NPOJOBXKYBATY 10 6 106U 3 METOK OTPUMaHHS 4 x 106
CD34+ KniTUH/Kr Macu Tina peumnieHTa.

Cnocib BBeAeHHA

dinrpactum cnif BBOAUTN Y BUTNAAI NIALWKIPHOT iH’EKLIT.

Y nauwieHTiB 3 TAXKKOK XPOHiIYHOK HerTponeHieto (TXH)

CnagkoBa HeiiTponeHis

PekomMeHf0BaHa novaTkoea gosa — 1,2 MaH OZ/Kr (12 MKr/Kr) macu Tina Ha 4o6y wasgxoM 04HOPa30BOi MiALWKIPHOT IH’eKUiT a60 ApiGHMMK f03aMN.

lgionaTunyHa i nepiofnyHa HeMTPOoneHis

PekomMeH0BaHa novaTkosa go3a — 0,5 mnH OZ/Kr (5 MKr/Kr) macu Tina Ha foby 0gHOPa30B0o abo ApiGHUMK A03aMMK.

Migbip go3u

MpenapaT 3apcio® BBOAWTM LOAEHHO Y BUMNAAI NiAWKIPHOT iH EKLT 0 JOCATHEHHS i CTabiNIbHOr0O NepPeBULLEHHS NOKa3HKKa KiNlbKOCTi HeiTpodinis 1,5 x 109/n.
Micns JOCATHEHHSI TepaneBTUYHOrO e(ieKTy BU3HaYaTW MiHIMa/lbHY e(eKTUBHY [03Y ANS MiATPUMAHHA UbOro PiBHA. Ana MiATPUMaHHA Heo6XifHOT KinbKOCTi
HenTpoinis NoTpibHe TpuBase LLOAEHHe BBEEHHS npenapaty. Yepe3 1-2 TvxKHI NiKyBaHHA NOYaTKOBY 03y MOXHA NOABOITH ab0 HarnoM0BUHY 3MEHLLNTY 3a/IEXKHO



Bif etheKTMBHOCTI Tepanii. Hagani KoXHi 1-2 TWxXHI NpoBOAUTY iHAMBIAYaNIbHY KOPEKLito 4031 Ans cTabinizauii cepeAHbOl KiflbKOCTI HEMTPOGiNiB y AianasoHi Bif
1,5 x 10%n go 10 x 10%/n. XBOPUM 3 THKKUMM iHDEKLiIMW MOXHA 3aCTOCYBaTW CXeMY 3 BiflbLLl LBUAKUM 36iNbLUeHHAM 031, Be3neka 3acTocyBaHHs inrpacTumy
Mpun TPUBaANIOMY NiKyBaHHI XBopux fo3amu 3apcio®, suwymu 3a 2,4 mnH O[], (24 MKI/Kr) Ha 106y, He BCTaHOB/IEHA.

Cnocib BBeAEHHS

dinrpactum cnifg BBOAUTU Y BUTNALI NIALLKIPHOT IH’EKLIT.

Y nauieHTiB 3 BlJI-iH(ekuieo

BigHOBNEHHS KiNbKOCTI HeiTpodinis

PekomMeHz0BaHa no4vaTkosa go3a npenapaty — 0,1 maH OA/kr (1 MKr/Kr) macu Tina Ha o6y 3i 36inbweHHam go3m o 0,4 maH O (4 MKr/Kr) macu Tina Ha foby
LLNIIXOM OfIHOPa30BOi MifLIKIPHOT iH’€KLiT A0 HopMani3auil KifbKocTi HeiTpodinis (AKH > 2,0 x 109/n). Hopmanisauis KifbKoCTi HeTpodinis 3a3Buyail HacTae
yepes 2 4o6wW. Y HeBenvKil KinbkocTi Bunagkis (< 10 % nauieHTiB) 4015 BiJHOBMNEHHA KiNbKOCTI HeTpoiniB fo3a npenapaTy Moxe 6yTu 36inblieHa o 1 maH O4/kr
(10 mKr/Kr macwv Tina Ha fo6y).

MigTpUMaHHs HOpMasbHOT KiflbKOC T HEMTpodinis

Konn HemTponeHito cKacoBaHO, Chif BCTAHOBUTWM MiHIMa/lbHY e(EeKTUBHY A03y ANA MIATPUMAaHHA HOPMaibHOro PiBHA HenTpodinie. IMicng [AOCArHEHHS
TepaneBTUYHOrO eekTy MigTpUMmytoya fo3a cTaHoBUTb 300 MKr/goby 2-3 pasu Ha TWXKAeHb 3a a/lbTEPHATMBHOK CXeMOK (4Yepe3 Ao6y). Hapani moxe 6yTu
HeoGXiHa iHAVBIAyanbHa KOPEKLis 031 | TPUBase 3aCTOCYBaHHS NpenapaTy Ans NiATPUMaHHS cepeHbOi KifbKOCTi HeliTpodinis > 2,0 x 109/n.

Cnocib6 BBeAeHHSA

dinrpactum cnig BBOAUTM Y BUTIAAI NIAWKIPHOT iH EKLIT.

Oco6/11BI KaTeropii XBopmx

Kopekuis go3n He noTpibHa nawieHTaM 3 TSXKOK NeYiHKOBOK ab0 HMPKOBOKD HEAOCTaTHICTIO, TOMY WO Hi (hapMakOKiHETUYHI Ta (hapMakoAMHaMIYHI MOKa3HUKN
BUABWNCS NOLIGHUMW 10 TaKUX Y 340P0BUX J06POBOSIbLIB.

Oco6MBMX PeKOMeHAALLN LLI0A0 3aCTOCYyBaHHS npenapaTy 3apcio® naiieHTaM NiTHLOro BiKy HEMAE.

aiTn.

Mpu 3acTocyBaHHi B AUTAYIA NpakTULi XBopuM 3 TXH i OHKOMOriYHMMM 3aXBOpIOBaHHAMI Npodinb Ge3nekn 3apcio® He BigPi3HABCA Bif TakuMX Y [JOPOCIMX.
Besneka Ta e(eKTBHICTb 3aCTOCYBaHHA NpenapaTy HOBOHAPOKEHVM He BCTAHOBJ/IEHI.

PekomMeHzaLii LLOAO [03YBaHHA A/19 XBOPUX AUTAYOrO BiKY Taki cami, AK 411 4OPOCAMX, AKI OTPUMYIOTb MIENOCYNPECUBHY LMTOTOKCUMYHY XiMioTepanito.
PekomeHfaLii nepes 3aCTOCYBaHHAM

Mepen 3acTOCyBaHHAM npenaparty NPOBOAWTU BidyaibHWUI KOHTPO/b BMICTY MorepeAHb0 3anOBHEHOrO WNpuua. Po34mH NoBUHEH BYTU Npo3opuM, 6e3 YaCTUHOK.
KopoTkoyacHWi1 BNANB HU3bKMX TEMMepaTyp He BM/IMBAE HEraTMBHO Ha CTabiNnbHICTb npenapaTty. Mpenapar He MICTUTb KOHCepBaHTIB. LLL06 YHUKHYTU MiKpOBHOT
KOHTaMiHaLiT, cnif BpaxoByBaTw, Lo npenapaT 3apcio® y nonepefHLO 3anoBHEHOMY LLINPULL MPU3HAYEHWIA TiNbKW AN 0AHOPA30BOro 3aCTOCYBaHHS. Mpu 36epiraHHi
Ta Ans ambynaTopHOro BUKOPUCTaHHS, MOXHa AicTaTi 3aci6 i3 XonoAnnbHUKa Ta 36epirati npu KiMHaTHi TemnepaTypi (He BuLe 25 °C) of4HOPa30BO NPOTArom 72
roguH. ricnsa 3aBepLUEHHS LbOro Yacy He C/lij 3HOBY CTaBUTU B XO/IOAW/BbHUK, 8 HEOOXIAHO 3HULLNTH.

PekomeHauii LLLOLO PO3BEAEHHSA NMpenapaTy.

MpenapaT 3apcio® MoXHa BBOAWUTY Yy PO3BeAeHOMY BUTNAAi B 5 % po3umHi rNOKo3W. Po3BefeHHS A0 KOHLEHTpauil MeHwe 0,2 MaH Of/mMn (2 MKr/Mn) He
pekoMeHAYeTbCA. [pu po3BefeHHI y KoHUeHTpauii < 1,5 maH O4/mn (15 mKr/mn) HeobxifHO AOAATKOBO BBECTU NOACHKUI anbOyMiH [0 JOCATHEHHSA KOHLEeHTpauit
2 Mr/mn. Hanpuknag, ans AocarHeHHs 06°eMy po3umnHy 20 M i 3aranbHoi 4o3u npenapaty 3apcio® 30 maH O[] (300 MKr) Heo6XifIHO 0aTKOBE BBE/IEHHSI PO3UUNHY
anbbymiHy B 06’eMi 0,2 M (20 % po34mH).

Mpw po3BefeHHI B PO34MHI T/IOKO3W MpenapaT NorjMHaETLCA CKIOM Ta IHLWIUMMMK MaTepiaiiaMu, WO BUKOPUCTOBYHOTLCA AN iH(Y3iAHOro BBefeHHS. 3a60pOHEHO



BMKOPUCTOBYBATM PO3UMH XNIOPUAY HATPI0 AN PO3BELEHHS NpenapaTy.

XiMiyHy Ta i3nyHy CTabiNbHICTb PO3BEAEHOro PO3YMHY AN IHQY3IT Nicns BiAKPUTTA YNakoBKM NIATBEPAXEHO NPOTArom 24 roAvH 3a yMOBW 36epiraHHs npu
Temnepatypi Big 2 o 8 °C. 3 MiKpo6ionoriyHoi TOYKM 30py npenapart Cnif BUKOPWCTATK Bigpasy. AKLWO npenapar He BMKOPUCTaHO Bifpasy, 3a 4Yac i YMOBM
36epiraHHsa nicnsg BIAKPUTTA YNakOBKW [0 MOMEHTY 3aCTOCyBaHHS Hece BifnoBifa/ibHICTb KOpUCTyBay. Po3BefieHHSA MOBUMHHO BifbyBaTUCA B KOHTPO/IbOBAHUX |
3aTBepIKeHMX acenTUYHUX YMOBax.

MepeBaXkHi AiNSHKM Tina ans nigLwKipHoro BeeeHHs 3apcio® nokasaHi Ha PUCYHKY:
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IHCTPYKLLIT LWOAO CAMOCTIMHOIO iH’EKLIMHOIO BBEAEHHSA NpenapaTy NaLieHTOM

Y UbOMy po3Aini MiCTUTbCS iHOpPMaL|is CTOCOBHO CaMOCTIHOIO iH’eKLifiHOro BBeAeHHs npenapaTy 3apcio® nauieHTom. Bavknneo! He HamaraiiTecss BUKOHATU

iH’eKL|iiHe BBefleHHA MpenapaTy CaMOCTIiiHO, SIKLLIO BU He 6y/M HaBYeHi Nnikapem a6o MeAcecTpol TexHili BBeaeHHA. MpenapaT 3apcio® noctauaeTses i3

3aXMCHUM NPUCTPOEM A1 3anobiraHHs NOLLKOKEHHSA FONKOK NIiCNs 3aCTOCYBaHHS, a Ball flikap abo MeficecTpa NoKaXyTb BaM, IK KOPUCTYBATUCS LLNPULLOM. AKLLO

BW He BMEBHEHI, LLL0 3MOXeTe 3p06UTY iH’eKLLit0, ab0 MaeTe 3anuTaHHS, 3BePHITLCA 0 Nlikaps abo MefcecTpn 3a JOMOMOrOHO.

1. BumuitTe pyKuw.

2. BWidmiTb 0AMH WINpuL, 3 YNakoBKM Ta 3HIMITb 3aXMCHWIA NPUCTPIN AN 3ano6iraHHS NOLWKOAKEHHS rO/IKOO MiCNsA 3aCTOCYBaHHS 3 iH’€KLiHOT ronkun. Ha wnpuuax
€ penbeHi rpagyrioBaHi NOAINKM Ha TOM BMNAAOK, AKWO Oye NOTPIGHO HAMOBHUTY LINPUL, NpenapaToM He MOBHICTIO. KoXKHa rpayiloBaHa nojinka Bignosijae
06’emy 0,1 Mn. AKLWO WNPUL, HEO6XIAHO HAMOBHUTY He NMOBHICTIO, BUAANITb HAANMLLIOK PO3YMHY Mepes BBEAEHHSM.

3. OunCTUTb LIKIPY B MiCLi BBELEHHS CMTMPTOBOI CEPBETKOIO.

4. YTBOPITb LWKIPAHY CKNafKY, 3aTUCHYBLUW LLKIPY BENMMKMM | BKa3iBHUM NasibLAMM.

5. BBeAiTb oKy B LUKipsSiHY CKNaAKy LUBMAKMAM YNEBHEHUM pyXoM. BBeaiTb po3unH npenapaty 3apcio® Takum YnMHOM, ik 6y/10 NPoAEeMOHCTPOBAHO fikapeM. AKLLO
BW He BMeBHeHI, Bam CNif 3BepHYTUCA A0 Nikaps abo (hapmaleBTa.

6. YTpumyroun chopmoBaHy CKNMafKy LLUKipK, NOBIMbHO 1 PIBHOMIPHO HaTWUCKaWTe Ha
MOpLLUEHb, MOKN He OyAe BBEAEHO BCHO A03Y i1 NOPLUEHb HEMOX/IMBO Oy /e HATUCHY T
fani. He npunuHaiTe TUCHYTW Ha NOpLUEHb!

7. Micnsa BBeAEHHSA PIAVUHM BUTAMHITL FOMIKY, NPOAOBXYHOUM YTPUMYBATU MOPLUEHb
HaTMUCHYTUM, NIiCNS YOro BiANYCTiTb LUKIpY.

8. BignycTiTb nopLueHb. 3aXMCHWIA NPUCTPIN AN 3an0biraHHA NOLUKOAXEHHS rO/IKOH0
nicns 3aCTOCYyBaHHS LUBMAKO NEPeCcyHeThCS i 3aKPUE TONKY.

9. BUKMHbTE 6yab-AKWUIA HEBMKOPUCTaHWIA NpenapaT abo Bigxoan. OAnH WNpuy, cnig
BUKOPUCTOBYBATU TINIbKWN 418 OLHIET IH’EKLT.

YKaszaHa fiani iHpopmaLis npu3HadeHa TisibKU ana MenyHuX npauiBHUKIB




3axmCcHUWIA NpUCTPIl 4na 3anobiraHHA NOLLIKOKEHHS rO/IKOK NIiCNSA 3aCTOCYBaHHA 3aKpWBAE ronKy Micns iH’eKuil, o6 3anobirtm TpaBMyBaHHIO Yepes YKO/ FO/KOH0.
Lle He BNnBae Ha HoOpMasibHY PO60TY LWnpuua. MoBiNbHO i PIBHOMIPHO HATUCKaNTe Ha NOPLLEHb, AOKW He By/e BBeAeHY BCO A03Y 1 NOpLUEHb He Byae NpocyBaTuca
Aani. MNMpoaoBXytoUn TUCHYTU Ha NOPLUEHb, BUTATHITL TOMKY 3i LWKIpW. 3aXUCHWUIA NPUCTPIA AN 3anobiraHHsA NOLLUKOAXKEHHS ro/IKO MiCNs 3aCTOCYBaHHS 3aKpue
roNKy Nicns BiAMyCKaHHSA NOPLUHS.

YTunizauis

HesukopucTaHWin npenapat abo BiAXoAu cnig yTuniysaTy BignoBigHO A0 MiCLEBUX BUMOT .

Mepeno3yBaHHA.
CvmnTOMU nepeno3yBaHHA 3apcio® Hesigomi. Yepe3 1-2 AHi Micns NPUMNMHEHHS NiKyBaHHS NPenapaToM KifbKiCTb LIMPKYHOUNX HEATPODINLHUX TpaHyNoLuTiB
3a3BMYai 3HMKYETLCA Ha 50 %, a vepes 1-7 pHiB NOBEPTAETLCA 40 HOPMMU.

Mo6iyHiI peakuil.

YacToTa BUHUKHEHHS MOGIYHNX peaKLiil KNnacu(iKyeTbCA TaKMM YMHOM: AyxKe yacTi (= 1/10); yacTi (= /100, < 1/10); HeuacTi (= /1000, < 1/100); nooanHOKI (=
1/10000, < 1/1000); pigkicHi (< 1/10000).

Haii6inblu cepiio3Hi No6IYHI peakLil, AKi MOXYTb BUHUKHYTW Mig Yac NiKyBaHHA (iNIrpacTMMOM BK/IHOYatOTh: aHaiNaKTUYHI peakuii, cepiio3Hi nereHeBi NOGIYHi
ehekTn (BKNHOYAKOUM IHTEPCTULiaIbHY MHEBMOHIKO Ta FOCTPI PecnipaTopHi 3aXBOPHOBaHHSA), CUHAPOM KarningpHOT BTPaTK, TSXKa Cr/IeHOMEranis/po3puB cenesiHky,
MIENOANCNNACTUYHWIA CUHAPOM ab0 NeKeMIt0 Y NaLieHTIB 3 BAXKKOK BPOLKEHOK HEMTPONMEHIEID, peaKLis BiLTOPXXEHNUS TpaHCnIaHTaTa y nayieHTiB, AKi OTpUMYHOTb
a/loreHHy TpaHCMNaHTalito KiCTKOBOro MO3Ky abo TpaHCMaHTauito KNiTUH nonepeaHuKiB nepugepruyHol KpoBi Ta CeproBUAHO-KMNITUHHWUIA KPW3 Y NaLieHTIB i3
CeproBULHO-KNITUHHOK XBOPOOOHO.

HaivacTilwmmmu no6iyHMMK ABMLLEAMI Ha TNi Tepanii i3 3aCToCyBaHHAM (hinrpacTumy € nipekcisi, 6ib y KiCTKax Ta M’a3ax (BKNKOYaroum 6inb y KicTKax, 6inb y CruvHi,
apTpanrito, Mianrito, 6inb y KiHLUiBKax, M’430BO-KiCTKOBUIA 6iNlb, M’S130BO-KICTKOBUIA 6iflb Y rpyasx, 6inb y wWKT), aHeMis, HyAoTa Ta 6/1H0BaHHSA. Y NalieHTIB 3
OHKOJIOTIYHNMU 3aXBOPIOBAHHAMU M’A30BO-KiCTKOBUWIA 6i/lb BiJ HWU3bKOrO 40 CEPeAHbOro CTyneHs TSXKKOCTI crniocTepirascs Y 10 % nauieHTiB, BUCOKOrO CTYMeHs
TSHKKOCTI — Y 3 %. Binb y KicTKax Ta M’si3ax, SK NpaBuo, yCyBaeTbCA NPV NPUInOMI CTaHAAPTHUX 3He60HOBasIbHMX 3aC00iB.

Mpy mo6inizauii MCKK y 340poBUX fOHOPIB HANYaCTiLLIOK MOBIYHOK peakuieto 6yB CKeNeTHO-M 308U Giflb.

Y naujieHTiB i3 TXH HaivacTilumMm no6GiYHMMM peakLisMn Ha TNi Tepanii i3 3aCToCcyBaHHAM (inrpactumy 6ynm 6inb y KicTKax, 3ara/ibHuin CKeneTHO-M’S30BW1iA 6inb,
36iMbLUEeHHA Ta po3puB cenesiHki. MienogucnnactuyHuin cuHgpom (MAC) abo Nneliko3 crnocTepiraiMcb Yy MauieHTiB i3 BPOMPKEHOK HENTPOreHieto, AKi
3acToCoBYBa/IM PINrPacTUM.

CUWHAPOM NiABMLLEHOT NPOHMKHOCTI Kaninspis, IKUIA CTaHOBUTbL 3arpo3y XXWUTTHO NpK BiACYTHOCTI HEramHoro nikyBaHHs, PikcyBascs HeyacTo (=1/1000 go <1/100) y
NauieHTiB 3i 3M10SKICHUMKW MyXAMHaMK, SKi Npoxoaunu Kypc XimioTepanii, Ta y 340pPOBMX AOHOPIB, AKI npoxoaunu npoueaypy Mobinisauii nepudepuyHmx
CTOBOYPOBMX KMITUH KPOBI MiCNS 3aCTOCYBaHHA IPaHy0LMTapHNX KOOHIECTUMYHOKUNX (DAKTOPIB /IO ANHN.

Y KNiHIYHUX JocnifKeHHsAX Y nauieHTis 3 Bl/1-iHeKuUieto no6ivHMMM peakLiamu, ki 6ynu po3uiHeHi K Taki, WO NoB’A3aHi i3 3aCTOCyBaHHAM (inrpactumy, 6ynm
TiNIbKN CKENETHO-M’A30BUIA 6iNb, 6iNb Y KiCTKax Ta Mianris.

BBefieHHA (inrpactumy He MifBuWLLYBasio YacTOTM MOBGIYHUX SABWL, 3YMOB/IEHUX LIMTOTOKCUYHOK XimioTepanieto. Jo no6iyHMX SBULLY, WO CrocTepiranmcs 3
0[JHAaKOBOK 4aCTOTOK Y MauieHTIB, AKi OTpMMyBanM inrpacTum/ximiotepanito, Ta NauieHTIB, SKi OTpMMyBaau nnaue6o/ximioTepanito, Hanexarb HyaoTa Ta
6ntoBaHHS, asionewis, giapes, BTOM/IOBaHICTb, aHOPEKCis, MyKO3WUTK, FOIOBHUIA BiNlb, Kallefb, BUCUMAaHHA Ha LKIpi, 6inb y rpyasx, 3aranbHa cnabkicTs, 6ib y rophi,
3anop Ta HeBU3HAYEHWI Ginb.

Y nauieHTiB, AKMM NPOBOAWAM XiMmiOTepanito i3 BBEAEHHAM BUCOKMX [03 npenapartiB 3 MOAabLUOK TpaHCnIaHTauied ayToNoriyHoro KiCTKOBOrO MO3KY,
CroCTepiranchb NOPyLLEHHS 3 BOKY CYAMHHOT CUCTEMM.



HwuX4e HaBeAeHO nepenik No6iYHMX peakLiil, onMcaHuX NPy NPOBEAEHHI KNiHIYHMX AOCAIMKEHb Ta OTPUMAHNX K CMOHTaHHI NOBILOMNEHHS.
IHeKuUiT Ta iHBasii

YacTi: cencuc, 6poHXIT, IHPeKUIT BEpXHIX ANXanbHUX LWNAXIB, IHEKLiT CeHOBUBIAHNX LUNSXIB.

3 60Ky KpoBi i nimhaTUYHOT cucTemMu

[y>Ke yacTi: TpombouuToneHis, aHemis?.

YacTi: cnneHomeranisl, 3HWKeHHS piBHS reMorioBiHyd.

HeuacTi: nelikouunTosl, nopyLueHHs yHKLii1 cenesiHku.

MoOAUHOKI: PO3pUB cenesiHkKL, Kpran cepronoAiGHNX KNiTUH.

3 60Ky IMyHHOT cucTemu

YacTi: anepriyHi peakuii, BACUNAaHHA Ha LLKipi, KPONUB’AHKa, aHTriOHEBPOTUYHMIA HABPSIK.

HeuacTi: peakLii rinepyyTaMBOCTI, peakuii rinepuyTA1BOCTi A0 NiKapcbKoro 3acobyl, peakLii «TpaHCnIaHTaT NPOTY XassiHa»2.
MooauHOKI: aHagiNaKTUYHI peakuil.

3 60Ky 0OMIHY PEYOBMH Ta XapyyBaHHS

YacTi: 36iNbLueHHs piBHS nakTataerigporeHasn (J1I417) B KPOBi, 3HWKEHHS aneTuTy®,

HeuacTi: 36i/bLLEHHSA BMICTY CEYOBOT KMCNOTY B KPOBI, FiMepypukemis.

MooauHoKi: nceBgonoaarpal, 3aMeHLLEHHS PiBHSA IHOKO3W B KPOBI, MOPYLLEHHS GanaHcy PifuHN B OpraHismi.

3 6OKY MCUXIKM

YacTi: 6e3CoHHS.

3 60Ky HEPBOBOT CUCTEMU

[ly>Ke yacTi: ronosHuii 6inbl.

YacTi: 3anamopoyeHHs, rinecresis, napecresis.

3 60Ky CyAMHHOT CMCTEMM

YUacTi: apTepia/ibHa rinepTeHsis, apTepiasibHa rinoTeHsis.

HeuacTi: BeHO-0K/t03iliHa XBOp06a4.

MOOAUHOKI: a0PTUT, CUHAPOM KaninspHoi BTpaTil,

3 60Ky pecnipaTOpHOI CUCTEMU, OPraHiB rpyaHoOro Ta Meaiac TUHanbHOro Biadinis

UacTi: KpoBOXapKaHHsl, AVUCMHOE, Kallenbl, 6inb y poTornoTuil:>, HocoBi KpoBoTEYi, 3aAMLLKA.

HeuacTi: rocTpuii pecnipaTopHuii guctpec-cuHapomMl, amxanbHa HefocTaTHICTbL, HaBpsK nereHbl, iHTEpCTULiabHE 3aXBOPIOBaHHS NereHbl, hopMyBaHHS
iHiNbTPaTiB y nereHsxl, nereHeBa KpoBOTeUa, KMCHEBA HEJJOCTATHICTb.

3 60Ky LUMYHKOBO-KULLIKOBOrO TPakTy

[y>ke vacTi: giapeal.S, 6nosaHHALS, HyoTal.

YacTi: 6isib B pOTOBI NOPOXHWHI, 3anop.

3 6oky renaTobiniapHoi cucTemu

YacTi: renatomeranis, NifBMLLEHHA PIBHA NY>KHOT ochaTasn B KPOBI.

HevacTi: nigBuLeHHs piBHA acnapTtatamiHoTpaHcpepasun (ACT), nigBULLEHHSA pPiBHSA raMmMa-raytaminTpaHcepasm (IT).
3 60Ky LUKipW Ta NiAWKIPHUX TKaHWH

[y>Ke vacTi: anonewis?l.



YacTi: BcunaHHsal, eputema.

HeuacTi: MaKynonanynbo3Hi BUCUNaHHS, cHAPOM CBiTa, LKipHUIA BackyniT.

3 60Ky KiCTKOBO-M’A30BOT CMCTEMM Ta CNoAYyYHUX TKaHWH

[y>Kke yacTi: 6inb y M’13ax Ta KicTKax3.

YacTi: M’A30BUI cnasm.

HevacTi: ocTeonopos.

MoOoAMHOKI: 3aroCTPeHHs PeBMAaTOILAHOr0 apTPUTY Ta CUMNTOMIB apTPUTY, 3HVXKEHHS LLiNIbHOCTI KICTOK.

3 60Ky HMPOK Ta CeYOBMBIAHMX LUNAXIB
YacTi: gusypid, remartypis.
HeuvacTi: npoTeinypis.
MooAMHOKI: NaToNorivyHi 3MiHW B aHanisi cedi, rnomepynioHeqpuT.
3ara/bHi NOpYyLLEHHA Ta peakyily MiCLi BBeLEeHHA
[y>Ke yacTi: BToMal, cnabKicTb, 3ananeHHs caM3oBMx 06010HOKL, mipekcis.
YacTi: 6inb y rpyasxt, 6inbl, acteHisl, HeagyxxaHHs®, nepudepnyHi HabpsiknS, Ginb y MicLli BBEAEHHS.
HeuacTi: peakuyii y Mmicui iH’ ekuiT.
TpaBmu, 0TPYEHHS Ta NpoueaypHi YCKNagHeHHA
YacTi: TpaHcysiiiHa peakLis®.
1 IvBrcb onNmC OKPeMUX MOBIYHMX peakLiii.
2 Hafixoiunm noBifIOMNEHHs NPO peakLil «TpaHCMIaHTaT NPOTY XassiHa» Ta NeTanbHi BUNAAKM cepef NalieHTiB, sKi 3acTocoByBany -KC®, nicns anoreHHoi
TpaHcnAaHTaLil KICTKOBOro MO3Ky (AMBMICL OMUC OKPEMMUX NOBIYHUX peakLilt).
3 Bkntoyatoum 6inb y KicTKax, 6ifb Y CnvHi, apTpasrito, Mianrito, 6inb y KiHLiBKax, M 130B0O-KiCTKOBWIA 6i/lb, M’ 130BO-KiCTKOBWIA 6iflb y Tpyasx, 6ifb y LWNT.
4 Mpo BMMaAKM NOBIAOMANANOCSA Y NOCTMAPKETUHIOBMIA Nepiog Y MauieHTiB, AKUM NPOBOAUMN aN0reHHY TPpaHCM/IaHTaLilo KiCTKOBOro Mo3kKy abo Mo6inisaLito
MCKK.
S HebaxkaHi ABMLLA NPOSBASANNCA 3 GifbLIOK YaCTOTO Y NaLieHTiB, L0 OTPUMYBaIN (inrpacTUM, NOPIBHAHO 3 rpynoto nnaue6o, Ta MoB'A3aHi 3 HacnigKamu
OCHOBHOT 0 3/10KICHOI0 3aXBOPHOBaHHSA ab0 LMTOTOKCMYHOT XiMioTepani.
Onuc oKpeMux NoBiYHUX peakLiiii
linepyyT/MBICTb
B KniHIYHMX [OCNIMKEHHSAX Ta B MOCTMapKeTMHroBwiA nepiog Oynn 3apeecTpoBaHi peakuii TNy rinepyyTaMBOCTI, BKIOYAOUM aHadinakcito, BUCUMMNAHHS,
KPOMWB'SHKY, Habpsik KBiHKe, AMCNHOE Ta apTepianbHy FiNOTEH3it0, WO BMHMKAOTb NPW NOYaTKOBIV ab0 noganbluMX CTafdisx NikyBaHHS. 3arasioM, 6inbll 4acTo
MOBIZOMNEHHS HAAXOAMNW NiCNA BHYTPILUHbOBEHHOIO BBEAEHHA. Y [eAKMX BMNaLKax CUMNTOMU 3 SBAAANCA 3HOBY MpW MPOBeAeHHI NMPOBOKaLiiHOT npobu, Lo
CBi4YUTb NPO MPUYMHHO-HACNIAKOBUIA 3B°A30K. Y BUNajKax CePro3HNX anepriyHmx peakuin y nogansiomy ginrpactim nawieHTy 3aCTOCOBYBaTU He Clif.
3 60Ky nereHis
B KAiHIYHUX JOChifpKeHHSAX Ta B MOCTMapKeTUHIOBUIA Nepiog cnocTepiranmcs nob6ivHi seuwa 3 60Ky NereHis, BKIOYaOUM KPOBOXapPKaHHS, NereHeBi KpoBoTeui,
IHDINbTPALiA NlereHiB, 3aaMIlka Ta KMUCHeBa HeLOCTATHICTb, L0 MPWU3BOAMNO A0 AMXasbHOT HeLOCTaTHOCTI abo pecnipaTopHOro AMCTPEC-CUHAPOMY LOPOCANX
(PACLA), nogekonum neTanbHUX. Hagxoamnm noBigoMAEHHS NPO AyXXe PiaKiCHI BUNaaKM NobivyHUX SBULL 3 6OKY NereHiB y 340p0BMX AOHOPIB.
CnneHomeranis Ta po3puB CenesiHku
Micnsa npuitomy inrpacTMy NoBiAOMAAN0CA NPO 36i/bLUEHHA CENE3iHKN Ta PO3PMB CenesiHKW. [lesiki BUNaaKu po3puBy cenesiHkmn 6ynm netanbH1UMm.




B ycix BuMnagkax CTyniHb 36i/bLUEHHSA Cene3iHKM y nauieHTiB 3 BIJI-iHdeKuieto 6yB Bij HM3bKOrO A0 CepeAHbOro 3a pesynbTaraMu JTiIKapCbKOro 0OCTEeXEeHHS,
KNiHIYHWUIA Nepebir NopyLUIeHHS MaB A0OPOSKICHMIA XapaKTep; Y XXOAHOro 3 MauieHTiB He 6yN0 AiarHOCTOBaHO FinepcnsieHiam, XXOAHOMY 3 naLieHTiB He NpoBefeHO
Crn/ieHeKTOMIt0. OCKiNbKN 36i/bLUEHHSA CeNe3iHKM € YaCTUM YCKNaAHEHHAM Yy nauieHTiB 3 BIJI-iH(eKuieto Ta CnoCTepiraeTbCA 3 Pi3HUM CTYMeHeM TSHXKKOCTI Y
6iNbLUOCTI NaujieHTiB, fKi XBopitoTb Ha CHIZ, NpMyYMHHO-HACNiAKOBWIA 3B’130K i3 3aCTOCYBaHHAM (DINrpacTyMy 3a/INLIAETbCSA HE3 ACOBAHNM.

CuHApOM KaninsapHoi BTpaTH

Mosigomnanoca npo BUNagKU CUHAPOMY KaninspHOi BTPATU Ha TAi NPUAOMY rpaHy/foLUTapHUX KOMIOHIECTUMY/IHOUMX (PaKTOpiB /IIOAMHW. BOHM 3a3Buyait
BifI3HaYa/IMCb Y XBOPUX 3 NI3HIMU CTaAis M1 3aXBOPIOBaHHS, CEMCUCOM, Y MaLieHTIB, SKi OTpUMyBaIv 6araTOKOMMNOHEHTHY XiMioTepanito abo NpoxoAnnu npoueaypy

agepesy.

LLIKipHWI1 BacKyNiT
MoBifoMNAN0CA NPO LWKIPHWIA BaCKYIT Y NauUieHTIB, AKi 0TpuMyBain QinbrpactuM. MexaHi3M BaCKyMiTy y NayieHTiB, AKi OTPUMYHOTb Qinrpactum, Hesigomuia. Mig
yac TPMBaOro 3aCTOCYBaHHS LUKIPHWUIA BaCKyNiT 6yB 3apeecTpoBaHuii y 2% xBopux Ha TXH.
NelikoynTo3
JelikounTo3 (abCOMOTHUIA BMICT neitkouuTie > 50 x 109/n) cnocTepirascs y 41% aoHopiB. Takox nicnsa npuiiomy dinrpactumy Ta nelikadepesy y 35% [J0oHOPIB
BiZI3Hauanacs MMUHylLLa TPOMBOLMTONEHIs (a6CONMOTHUIA BMICT TpoMboLuTiB < 100 x 109/n).
CuHgpom CsiTa
€ NOoBIAOMNEHHS NPO BUMNaaKu cuHapomy CeiTa (rocTpuii rapsukoBuii HeNpPodisIbHWIA AepmaTo3) y NaLieHTiB 3 OHKOMOriYHMMM 3aXBOPHOBAHHSIMM, LLLO 3aCTOCOBYHOTh
tinrpactum. OfHak 3 ypaxyBaHHSM TOrO, WO GiNbLWICTb i3 UMX MauieHTiB CTpaXdann Ha NeiKeMito, 3aXBOPHOBaHHS, SiKe 4acTo NPU3BOAMTbL A0 cuHapomy CBiTa,
MPUYMHHO-HACNIAKOBOr0 3B’A3KY i3 3aCTOCYBaHHAM (hinirpacTUmy nigTBEPLKEHO He Byno.
Mcesponogarpa (XoHApOKabLMHO3Y nipodocdaT)
€ NoBIJOMNEHHA NPO BMNAAKW NMCeBAonoAarpy y nauieHTiB 3 OHKOOTIYHMMM 3aXBOPHOBAHHAMMU, L0 3aCTOCOBYHOTh (PI/ITPacTUM.
Peakuii «TpaHcnnaHTaT npoTu XxasdiHa»
Hagxoannu nosifomMneHHA NPO peakuil «TpaHCniaHTaT NpoTu XassdiHa» Ta feTasibHi BMMaAKW cepef nauieHTiB, AKi 3acTocoByBasiv -KC®, nicna anoreHHol
TpaHcniaHTauii KICTKOBOro MO3KY.
IMYHOT€HHICTb.
3rifiHO 3 f@HMMM YOTUPLOX KNIHIYHMX LOCNIIKEHb 3 YYaCTO 3[40POBMX A0OPOBO/ILLIB Ta NaLiEHTIB 3 OHKOONYHUMM 3aXBOPIOBAHHAMM Y XOAHOM0 3 HAX BHACNILOK
BBEZEHHS (IIrpacTMMy He CNoCTepiranocs YTBopeHHs aHTu-pl-KC® aHTuTIN.

iTn.
[aHi KNiHIYHKX JOCMifKeHb Y NeaiaTpUYHUX NaLieHTIB BKa3yOTh Ha Te, L0 6e3rneka Ta e)eKTUBHICTb 3aCTOCYBaHHA (DiNrpacTMMy OAHAKOBI K Y AOPOCIUX, TaK iy
[iTei, SKi OTPUMYIOTb LIMTOTOKCMYHY XiMiOTepanito, WO CBIAYNTL MPO BifCYTHICTb BIKOBUX BiAMIHHOCTelM Y (hapMakOKiHeTULi (inrpacTumy. €4MHOK NOGIYHO
peakui€eto, WO NoBigoMasnacs nocTiiHo, 6yB 6inb 3 60KY OMOPHO-PYXOBOro anapaTy, KU HiYMM He Bipi3HAETHLCA Bif TaKOro'y JOPOCnX.
HepocTaTHbO AaHWX A5 NoA4aNbLUOT OLiHKN BUKOPUCTaHHSA (inrpactumy y giTei.
IHWIi 0c06MBI KaTEropii NalieHTIB.
MauieHTn NiTHLOrO BiKY
3arasibHUX BigMiHHOCTe y 6e3reLi Ta e)eKTUBHOCTI He criocTepiranocs y cy6’eKTiB BikOM cTapLue 65 pokis MNOPiBHAHO 3 JOPOCMMI MONOLOTO BiKy (Big 18 pokiB),
AKi OTPMMYBa/IN LMTOTOKCUYHY XiMioTepanito, i KNiHIYHWIA AOCBiA He BUSIBMB BiMIHHOCTEN Y BifNOBIAAX MiXK nauieHTamn NiTHLOro BiKy Ta MONOAUMU AOPOC/TUMM
navieHTamMmu. HefoCTaTHLO JaHUX AN15 OLIHKN BUKOPUCTAHHA (DINrpacTUMy Yy NauieHTIB NiTHLOMO BiKY LOAO IHLLNX 3aTBEPYKEHUX MOKa3aHb (PirpacTumy.
[iTn 3 TXH




MoBigomMnanoca npo BUNALKW 3MEHLUEHHS! MIHEepa/IbHOT LUiSIbHOCTI KICTKOBOI TKAHWHW Ta OCTEOMNOpo3y Y AiTel 3 TAKKOK XPOHIYHOK HEMTpOneHieto, AKi
OTpUMYBa/IV TPMBaJIE NiKYBaHHA PIiNrpacTMMom. YactoTa BUHUKHEHHS LibOro HebaxxaHoro fBMLLA B paMKax KNiHIYHMX JOCiAKeHb OLiHIOBAIaCh SK NOLUMpPEHa.
[NoBigOMAEHHS NPO Nifo3prOBaHI NOBIYHI peakLil.

[MoBiAOMIEHHA NPO Migo3ptoBaHi MOGIYHI peakuil y nepiof nmicnsa peecTpayii npenapaTy € BaXX/IMBMM 3ax040M. BoHM [JaloTb 3mMOry npofoBXyBaTW MOHITOPUHT
CNiBBIAHOLLEHHA KOPUCTbL/PU3NK NPY 3aCTOCYBaHHI aHOr0 NiKapcbKoro 3acooy.

MeanyHUM npaLiBHUKam Heo6XiAHO NOBIAOMAATM NP0 BUMNAAKM Oy Ab-AKUX MOBIYHMX peakLiil 3a 4ONOMOrol CUCTeMU (hapMaKoHarnsay Y KpaiHu.

TepMiH NpuAaTHOCTI. 3 POKMN.

YMoBW 36epiraHHs.

36epirat npu Temnepatypi 2-8 °C B opuriHanbHili ynakosui. He 3aMopoxyBatiu.

36epiraTv y HelOCTYMHOMY AN AiTel MicCLi.

Micns po3BefeHHs PO34MH CTabiNbHUIA NPOTArOM 24 roguH npy Temnepatypi 2-8 °C. 3 MIKpO6I0NIOriYHOT TOUKM 30pY PO3YMH C/ifJ BUKOPUCTATH
HeramHo.

YnakoBkKa.

Mo 0,5 Mn po3yrHy B NonepeaHbLO 3anOBHEHOMY LUMPULL 3 NPO30poro 6e36apBHOIO CK/a, OCHALLEHOr0 MOPLUHEM 3 CIPUM TYMOBMM YLLISIbHIOBAYEM, iH’EKLIMHOO
FONKO0, CIPUM FYMOBMM 3aXMCHUM KOBMAaYKOM, 30BHILLHIM KOBMA4YKOM 3 NOAINPOMieHy Ta 3aXUCHUM MPUCTPOEM /1A 3arn0obiraHHA MOLLKOMKEHHS FO/IKOK Nicns
3aCTOCYyBaHHS, B 61iCTepHIi ynakoBLji.

Mo 1 abo 5 6nicTepHMX YNaKoBOK B KAPTOHHI KOPOOL.

KaTteropis Bignycky. 3a peyentom.
Bupo6HUK.
Bunyck cepit

CaHpfo3 'M6X - BisHec nigpo3gin TexHonoriyHa po3pobka Ta BUpO6HULTBO BionorivyHmMx nikapcbkmnx 3acobis LWadtenay (BTAM AMC).

Micue3Haxom,kKeHHs1 BUPOOHMKa Ta 1i0ro agpeca Micus NPOBaKeHHS Aisi/IbHOCTI.
BioxemiwwTpacce 10, 6336 JlaHrkamnpeH, ABCTpIA.



