IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

ITPACTUM®
(GRASTIM™)

CKnao:
ditoua pevosuHa: filgrastim;

1 M7 pO3YXHY MICTUTH JTIOACHKOIO IPAHYIOLUTaPHOT0 KOJIOHIECTUMYII0I0490r0 akTopa (G-CSF) 0,3
Mmr (30 mita OJ1 a6o 300 MKT);

donomidcHi peyosuHu: copbit (E 420), momicopOat 80, HaTpito aleTaT TPUTIAPAT, KMCIOTA OI[TOBA
JIbOMAsIHA, BOOa OJIs iH’eKIIil.

JIikapcbka dopma. Po3uuH 11 iH'eKIin.

OcHoeHi ¢i3uko-ximiuni e racmueocmi: npo3opuit 6e30apBHUM PO3YHH, BITbHUN BiJ] BUOUMUX
YaCTOK Ta CTOPOHHIX BKITIOYEHb.

dapmakoTepaneBTHYHA rpyna. IMynoctuMmynaTopu. KonoHiecTUMy 004l PaKTOPH.
Koo ATX LO3A A02.

®apMaKoI0riyHi BI1aCTHBOCTI.
®apmakoOuHamika.

AKTHBHOI0 PEYOBHHOIO ITpemnapary € Ginrpactum - peKoMOiHAHTHUHN JTIOOCHKUY TPAHYIOIUTAPHUM
KoJoHiecTumymiolouuit paktop (G-CSF). dinrpacTum Mae Taky caMy 0ionoriuHy akKTUBHICTb, K i
eHporeHHu# moackkui G-CSF, i Bil 0CTAaHHBOT'O BiIPi3HAETHCS JIUILIE TUM, IO SBJISIE€ COOO0I0
HETJIiKO3UIbOBaHUY 0iNoK 3 omaTKOBUM N-KiHIIEBUM 3aJIUIIKOM MeTioHiHYy. OinrpacTuM, IKun
OJlepXKYIOThb 3a TexHoorielo pekoMmbinanTHol [THK, BupinsgioTs i3 knitun 6axrtepil Esherichia coli, mo
CKJIaly TEHEeTUYHOT0 arapaTy SKUX BBeJeHO reH, 1o kouye 0inok G-CSF.

Eupmorennunsi G-CSF aBisie co0010 CHHTE30BaHUY MOHOLMTAMH, €HIOTEeTiaIbHUMY KIIiITHHAMHU Ta
¢dibpobnactamu pakTop pocty. Ha cekperito G-CSF 1iuMu KniTHHaMU BIIMBa€E KOIMBAHHS
KOHIIEHTpAlli HeUTPO(isiB KPOBi Ta CTUMYJISAIiS K/IITUH, iHIYKOBAaHUX IIOCEPEIHUKAMU 3alabHUX



peaxkiriii. CaM akTop pocTy 6e3mocepeaHbo 3B’ I3YETHCS 3 BUCOKOAGIiHHUMU pellelTopaMy Ha
IIOBEPXHi IPaHyJIOIUTIB, TAKUM YMHOM CTHMYJIIOIOUH 1X IIpoidepalrito, audepeHnialio Ta
akTuBanio. [Ipemnapar fii€ TiAbKYM Ha Ti TEMOMOETUYHI KIIITHHHU, IKi MOXKYTh CTaTH HeUTpodinamu,
TOMY BiH BifOMUU gK HiHiIMHUY crienudiuaui areHT. Oi3ionoriuHi Ail KOTOHIECTUMYIIOIYNX (PaKTOPiB
€ YUCJIEHHUMHU Ta CKJIQMHUMH, i HacCHifKu Oil nux ¢pakTopiB He Oy/IM MOBHICTIO BUBYEHI.

JIt0OChKUY TpaHyIOUUTaPHUM KOJIOHIECTUMYITIOIYNHN (PAaKTOP - TTIIKOIPOTEIH - PETYIII0E CTBOPEHHS
GYHKLIOHATBHO aKTUBHUX HEUTPOMITbHUX TPaHYJIONUTIB Ta 1X BUXIM y KPOB 3 KiCTKOBOT'O MO3KY.
®inrpacTuM 3HaYHO 306ibINyE KiMbKiCTh HEUTPOPINBHUX TPAHYIIONUTIB ¥ epudepuyHiil KPpoBi Bxe
IPOTSATOM MepIIuX 24 rOmWH Iiciis BBeOEeHHS Ta OGHOYACHO MPU3BOOUTE [0 MEsIKOT0 30iIbINeHHS
KiJIbKOCTi MOHOIIUTIB. 30iIbIIIeHHS KiIbKOCTI HEUTPOGINbHUX I'PAaHyJIOUTIB IIPK 3aCTOCYBaHHi
Tpernapary B Aiala30Hi peKOMeH0BaHUX [[03 3a/eXKUTh B BeIMUUHY NO3H. [X QYHKIIOHANbHI
BJIaCTHUBOCTiI HOPMasbHi ab0 MOCHIIEeH], PO 110 CBiAYaTh pe3yiabTaTH JOCTIAXKEHHS XeMOTaKCUCY i
baromuTo3y. Ilicns 3akiHUeHHS JiKyBaHHS NIpenapaToM KilbKiCTh HEUTPO(ITHHUX I'PAHYJIONUTIB Y
nepudepuyHiil KpoBi 3HUKYETHCA Ha 50 % npoTarom 1-2 OHIB i 4O HOPMAJIBHOTO PiBHA - MIPOTSATOM
1-7 mHis.

3acTtocyBaHHS (iNrpacTUMy 3HaYHO 3MEHIIY€E YaCTOTY, TAKKICTh Ta TPUBAJIICTh HEUTPOIIEHII ¥
XBOPHUX Ticys XiMioTeparmii muTocTaTuKaMu abo MienoabnaTUBHOI Teparii 3 MOAasbIIo0 IepecamKo
KiCTKOBOTO MO3KY. 3aCTOCyBaHHS (pinrpacTuMy, SK IepBUHHE, Tak i micis ximioTeparrii, akTUBYE
KJIITUHHU-TIOTIEpeJHUKY reMonuTiB nepudepuyroi Kposi (KIITTIK). Li aytomoriuni KTITTIK MoxkHa
3abupaTy y XBOPOTO i BBOMUTH MOMY IIiCJIS TiKyBaHHS IUTOCTAaTUKAMM Y BUCOKHUX fo3ax abo 3aMiCTh
mepecagky KiCTKOBOTO MO3KY, abo 5K mornoBHeHHs 10 Heil. Beegenus KIIT'TIK mpuckopioe
BiIHOBJIEHHSI KDOBOTBOPEHHS, 3MeHIIye Hebe3NeKy reMoparidyHux yCKIagHeHb i noTpedy y
mepeuBaHHI TPOMOOITMTAaPHOI MacH.

Y pmiTelt Ta DOpPOCHUX i3 TAKKOI0 XPOHIYHOI0 HEUTpPOIeHi€o dinrpacTuM cTabinbHO 36inbIIye
KiIBKiCTh HEUTPOQIIbHUX I'PAHYIOLUTIB y epu(epudHii KPOBi Ta 3HUKYE 4aCTOTY iHQEKIINHUX
YCKJIagHEHb.

3acTocyBaHHA (iNrpacTUMy IMallieHTaM i3 HEUTPOIIEeHi€, TOB'13aH0M0 3 XiMioTepali€eto, IPU3BOAUTh
[0 3MEHILIeHHSI JINXOMaHKHY i pU3UKy BUHUKHEHHS II0B's13aHOI 3 TIKKOI0 HEUTPOTNEHi€eo iHdekil, 7o
CTUMYJTIOBaHHS Iponidepatiil, fudepeHiloBaHHS Ta J03PiBaHHS KIIITUH-TIONEPEOHUKIB HEUTPOQiIiB
Ta MOTEHII0OBaHHS BIIJIUBY 3PiMuX HEUTPO(IisiB, 30KpeMa aHTUTII03aIeKHO1 KJITITUHHOL
nutoTokcuyHOCTI (A3KL), indinbrpatii, parouuTo3y Ta xemotrakcucy. KiiHiuHa BifnoBigb Ha
Tepariio ¢pinrpacTuMom Moxe OyTH 3MeHIIEeHOI0 y MallieHTiB, SKi IomepeqHbo OTPUMAIX KypC

X POKOI IPOMeHeBOI Teparil abo JOBrOCTPOKOBY XiMioTepanitoo, OCKiNIbKY y 1IUX NalLli€HTiB Moxe 0yTu
3MeHIIIeHa KiTbKiCTh LiTbOBUX KITITUH-TIOTIEPEIHUKIB.

dapmakoKiHemuxka.

fK Ipy BHYTPIIHBOBEHHOMY, TaK i IIpY HiAIIKIPHOMY BBE[eHHI IIpernapaTy CIOCTePiracTbCs
MTO3UTHBHA JTiHiliHA 3aJIeXKHICTh HOT0 KOHIIeHTpallil y maa3mi KpoBi Bim mo3u. [Ticns migmkipHoTro
BBeleHHSI pEKOMEHI0BaHUX 03 IIpernapaTy KOHLeHTpallisl y CupoBaTLi KpoBi nepesuitye 10 Hr/Mi
npotsiroM 8-16 romuH; 06’eM PO3MOMiNY B KPOBi CTAaHOBUTH 01M3bK0 150 Mit/Kr. 4K micis
MiJIIKIPHOT0, TaK i IIiC/I BHYTPIIIHEOBEHHOI'0 BBEAEHH eJliMiHallifl IpenapaTy 3 OpraHiamy
BigmoBifae Kinetuni 1-ro mopsapaky. CepenHe 3HaYeHHA IIepiofy HaliBBUBEAEHHS QiArpacTuMy i3
CHPOBATKHU KPOBi CTaHOBUTH OJIM3BKO 3,5 TOAMHMY, a IMBUAKICTh KIIiPEHCY - IPUOIN3HO 0,6
MJI/XB/KT. Be3nepepBHe BBeIeHHS IIJIIX0M iH(Y3ii mpoTsArom 28 gHIB XBOPUM, SIKi ONYyKYyIOTh MiC/Is
ayTOJIOTIUHOI ITepecagKy KiCTKOBOTO MO3KY, He CyIIPOBOMXKYBalIOCSd O3HaKaM{ KyMysmil i
30inbINeHHS epiony HaliBBUBEOEHHS IIpenapary.



KrinigHi XxapaKTepHCTHKH.
Iloka3zanus.

- CKOpPOYEeHHST TPUBAJIOCTi Ta 3HUKEHHS YaCTOTH BUHUKHEHHS HEeUTpomeHii Ta ¢heOpuibHOoi
HEUTPOIIEHI] ¥ XBOPHUX, IKi OTPUMYIOTh UUTOTOKCUYHY XiMiOTEpaIiio 3 MPUBOAY 3/10SKiCHUX
3aXBOPIOBaHb (3a BUHATKOM XPOHIYHOTO Mi€JI0JIEMKO3Y Ta Mi€JIONUCIIIACTUYHOTO CUHAPOMY);

- CKOPOYEHHS TPUBAJIOCTI HEUTPOIIEHII Ta 11 KIIiHiYHUX HaCJIiAKIB ¥ XBOPUX, SKi OTPUMYIOTh
Mie0abaTUBHY Teparliio 3 OofaIbIIo aJloTeHHO0 abo ayTONIOoTiYHOI0 TPAHCIIJIaHTalli€l0 KiCTKOBOTO
MO3KY;

- Mo0ini3anis nepudepruyHux cToBOYypoBux KiIiTiH KpoBi (IICKK), y ToMy uuci micns
Mi€JIOCYIIPECUBHOI Teparrii;

- MOBTOTpHBaJa Tepamis s 30inbiIeHHs KiTbKOCTI HEUTPOQiiB i 3MeHIIIeHHS YaCTOTH Ta
TPUBAJIOCTI iH(MEKUiNHUX YCKIagHEeHb y OiTel Ta JOPOCINX 3 TAKKOI0 CIIafAKOBOI0, TepioguyHoi0 abo
imiomaTHYHOI0 HeHTpPOMeHie0 Ta aBCOMIOTHOIO KiTbKICTIO HeitTpodinis < 0,5 x 10°/11 Ta TaxKUME a6o
pPeuuOUBYIOUNME iHDEKLIiIMY B aHaMHE3i;

- 3HUKEHHS pu3uKy OakTepianbHuX iHGEKIIiH Ta TiKyBaHHS CTilKOl HeUTpomeHii (abcomoTHa
KinbKicTh HefiTpodinis <1 x 10°/1) y mamieHTiB 3 po3ropHyToo cragico BIJI-inpexii mpu
HeeeKTHUBHOCTI iHIIMX 3ac00iB KOHTPOJIIO0 HEUTPOIIeHil;

- mo0imi3aris nepudepuynux cToB6ypoBux KiaiTuH KpoBi (IICKK) y 3m0poBUX TOHOPIB OJIsT al0reHHOI
TpaucnnaHnTalii [ICKK.

IIpomunoka3aHHs.

- TligBuIineHa 4y TAUBICTh 00 PinrpacTumy, KomoHiecTuMymowounx ¢pakTopis, Escherichia coli abo mo
OyOb-SIKUX OOTTOMIXKHUX PEYOBHUH.

- TaxKa crnafkoBa HeUTpomneHis (cuHApoM KocTMaHa) 3 MUTOT€HETUYHUMY MMOPYIIEHHSIMU Ta
ayTOiMyHHa HEUTPOIIEHis.

- TepMmiHanbHa CTaMist XPOHIYHOI HIPKOBOI HEIOCTATHOCTI.

- XpOHIYHUY Mi€JIONENKO3 Ta MIE€TONUCIITIAaCTUYHUY CUHAPOM.

B3aemodia 3 inwmumu nikapcvbKumu 3acobamu ma iHwi eudu e3aemodiii.

He BcTaHOBeHi Oe3meka Ta epeKTUBHICTh BBEIEHHS IIperapaTy B OOUH OeHb 3 Mi€JI0OCYyIIpeCUBHUMU
IIUTOTOKCUYHUMHU XiMiolpenapaTaMu. Yepe3 YyTIUBICTh MIENOIMHUX KITITUH, 110 IIBUAKO AiNIATHCS,
npusHadaty ['pacTuM” B iHTepBai 24 rogusu mo abo micis BBeJeHHS IIpenaparis sl
Mi€I0CyIIPECUBHOI IMTOTOKCUYHOI XiMioTeparil He peKOMEHAYEThHCS.

[Ipu ogHOYaCHOMY IIpHM3HA4YeHHI PinrpacTumy i 5-QpTopypauuiy TIXKKICTh HEUTPOIEHil MoXe
IIOCUJIUTUCEH. B3aeMofis 3 iHIIMMM reMONIOeTUYHUMY (haKTOpaMU POCTY i IUTOKIHAMU HeBifjoMa.



OCKinIbKY MiTi#l CTUMYJIIOE€ BUBIIbBHEHHS HEUTPOGIIiB, MOXKI/INBE TOCUJIEHHS il Ipenaparty npu
KOMOiHOBaHOMY BBEEHHI.

3 ornsanmy Ha ¢apMalleBTUYHY HECYMiCHICTh He MOXKHa 3MimryBatu npemnapat 3 0,9 % po3unHOM
HaTpil0 XJIOPULy.

Oco6 1ueocmi 3acmocyeaHHsi.

He cnipg nepeBuilyBaT BCTAHOBJIEHY 03y MpemapaTy Ipu XimMioTeparii U TOTOKCUYHUMHU
penapaTami.

[Ipemapat He CIif Mpu3HadaTH MallieHTaM i3 TSKKOI BPOAKEHOI HEUTPOIIEHIE, Y IKUX
PO3BUHYJIACH JIeMiKeMis a00 € 03HAKH ii PO3BUTKY.

Y matieHTiB, gKi OTpUMyBasU Teparito GinrpacTMOM, Bif3HaYa/IUCh Peakliil rinepyyTIuBOCTi,
30KpeMa aHabinaKTU4HI peakiiil, 1[0 BUHUKAJIU Ha I0YaTKy 3aCTOCyBaHHS IpenapaTy abo mpu
nopasnbinoMy npuiiomi. IlamienTam i3 KJIiHIYHO 3HAYYIO0 TiMepYyTIUBICTIO CIIif IIOBHICTIO BiAMIHUTH
3acTocyBaHHSA Qinrpactumy. He 3acTocoByBaTu (QinrpacTuM maljieHTaM i3 rinepyyTIuBiCTIO [0
¢inrpactuMy abo merdinrpacTumMy B aHaMHe3i.

4K i g5 BCiX TepalneBTUYHUX IIPOTEiHIB, iCHy€ OTeHIial iMyHOT€HHOCTi. 3a3BU4ai 4acToTa
YTBOPEHHS @HTHUTIN A0 QinrpacTuMy HU3bKa. 3B'SI3yBaHHS aHTUTIN, K i 04iKy€eThCS, BifOyBa€ETHCA 3
ycima GioyoriyHMMU IIpenapaTaMy; IPOTe Hapa3i BOHU He ITOB'si3aHi 3 HeWTPasi3ylo4yoio aKTUBHICTIO.

OpnHoyYacHe 3aCTOCYBAHHA 3 XiMiOTeQaHiGIO Ta TPOMEHEBOIO TeQaHiGIO

Beamneka Ta e(peKTUBHICTh PiNrpacTUMy IpX OMHOYACHOMY 3aCTOCYBaHHI 3 IIUTOTOKCHYHOIO
XiMioTeparmi€io He BCTaHOBIEHI. Yepe3 MOTEHINIMHY YyTIUBICTh [0 IUTOTOKCUYHOI XimMioTeparril
Mi€JIOIAHUX KITiTUH, SIKi IIBUAKO OiNISIThCS, HE CIIJl 3aCTOCOBYBATH (iNrpacTUM MPOTITOM 24 TOOUH [0
ab0 24 roguH micys MpoBeeHHs MUTOTOKCUYHOI XiMioTeparil.

EdekTuBHICTH PinrpacTuMy He OLiHIOBanacs y Malli€HTIB, SKi OTPUMYyBa/IM XiMioTeparilo, I0B'g3aHy 3
BiZICTPOUYEHOI0 Mi€NloCyIpecielo (HanpuKiIaf, HITpo30Ce40BUHOW0), abo 3 MiToMinuaOM-C, abo 3
Mi€JIOCYIIPECUBHUMU [03aMU TaKUX aHTUMeTa0oJIiTiB, K 5-pTopypanui.

Besneka Ta epeKTUBHICTh QinrpacTuMy He OLIHIOBAJIKCS Y MAIi€HTIB, SKi TapajieJIbHO OTPUMYBaJIN
IIPOMEHEBY Tepallilo; 3 OTIIAy Ha Iie, C/Iifl YHUKaTH OMHOYaCHOI'0 3aCTOCYBaHHS (inrpactumy 3
XimioTepali€n Ta IPOMEHEBOIO TePalli€.

[MoTeHIIMHUY BIJINB Ha 3JI0AKICHI KIITUHHA

dinrpactum — 1ie GaKTOp POCTY, KW IEePII 3a BCe CTUMYIIOE HeuTpodinu. [IpoTe He MOXKHa
BUKJIIOUUTH MOXKJIUBICTb TOTO, 110 GiNTpacTUM MOXKe [iTH IK paKTop pOCTY s OyOb-IKOTr0 TUILY
IyXJIMHYU. Y pPaHI0Mi30BaHOMY AOCTiAKEeHH], siKe OIiHioBasio edeKTu QinrpacTuMy npoTu mnauebo y
NallieHTiB, SIKi IPOULINIY iHAYKIIi0 peMicil rocTporo mienoigHoro nerko3dy (I'MJI), He criocTepiranock
CYTTEBOI Pi3HHUIII B YACTOTi peMmicil, 6e3perunuBHOro a0 3arajabHOr0 BUKHUBaHHS. Komu dinrpactum
BUKOPUCTOBYETHLCS [I711 MOOimi3allil KiTUH-TIoepeqHUKIB neprudepuyHol KPOBi, KITITUHU TyXIUHU
MOXKYTb OyTH BU[IiJIEH] 3 KiCTKOBOT'0 MO3KY a00, 3rofioM, 36upaTucs B IPOAYKT nerikadepe3y. EQekT
peiHdy3il TyxTMHHUX KIIITUH HEJOCTaTHLO BUBYEHUH, a MOCTYIIHI 00MeXKeHi naHi He €
IePeKOHIUBUMU. [PaHYIOIUTAaPHUM KOTOHIECTUMYITIOIYNY (PAKTOP MOXKe CIPUSITH POCTY
Mi€JIOIMHUX KITIiTUH In Vitro, a aHanoriyHi e)eKTH MOXKYTh CIIOCTEPITATUCS B OeSIKUX HEMIETOITHUX



KJIiTUHAX in vitro.

Besneka Ta e(peKTUBHICTh 3aCTOCYBaHHS (PINrpacTUMy y HaLli€HTIB i3 Mi€TOOUCIIAaCTUYHUM
CHHOPOMOM a00 XpOHIYHUM Mi€JIOITHUM JIEMKO30M He BCTaHOB/IeHi. QinrpacTuM He MOKa3aHUM OIS
3aCTOCYBaHHS IIPU UXX cTaHaX. OCOOIMBY yBary Cilif MPUOiNsaTy ToMy, 1100 BigpisHUTH OacTHY
TpaHchopMallilo XpoOHiYHOT0 MIiEIOITHOTO JIEMKO3Y Bifl TOCTPOTO Mi€NOITHOTO JIEMKO3y. 3 OTIIAy Ha
obMexkeHi maHi momo 6e3meky Ta e(peKTUBHOCTI MaIlieHTaM i3 BTOpUHHOIO ¢hopmoro I'MJI dinrpactum
CJIifT 3aCTOCOBYBAaTU 3 00€PEeKHICTIO.

Besneka Ta epeKTUBHICTh 3aCTOCYBaHHS (PinrpacTuMy malieHTaM BiKOM [0 55 POKiB, sKi paHile He
xBopinu Ha ['MJI, y pa3i IporHOCTUYHO CIPUATINBUX IUTOTeHeTHYHUX (akTopiB{t(8;21), t(15;17) Ta
inv(16)} He BCTAHOBJIEHI.

Iumni coenianeHi 3amo0iXHi 3axonqu

MOHITOPUHT IIiNBHOCTI KiCTKOBOI TKAaHWHU MOXKe OyTH II0OKa3aHUM MalliEHTaM i3 0CTeOMOPOTHYHUMHU
ypaXXeHHSAMU KiCTOK, 5IKi IPOTATOM Oifnbirie 6 MiCAIiB TPOXOASATH MOCTINHY Tepariio QinrpacTumMoM.

[Ticns 3actocyBanHs G-CSF 6ynu 3apeecTpoBaHi no0iuHi eekTu 3 60Ky ereHb, 30KpeMa,
iHTepcTUllianbHE 3aXBOPIOBaHHA JiereHb. [lalieHTH, y SKUX HellogaBHo OyiIu nereHesi iHQinbTpaTH
abo MHEBMOHIS, MOXKYTh IifiaBaTUCS OiNbII BUCOKOMY PU3UKY. [losgBa TeTeHeBUX CUMIITOMIB, TAKUX
AK KallleJlb, INXOMaHKa Ta 3a[XIIKa y MOEAHAHHI 3 PeHTTeHOJIOTIYHNMY 03HaKaMU iHQiNbTpaTiB y
JIeTeHsX Ta NOTipIIeHHSIM (GYHKIII IereHb MOXYTh OyTH MOYaTKOBUMHU O3HaKaMU T'OCTPOTO
pecnipaTtopaoro guctpec-cuagpomMy (I'PIIC). YV pasi po3sutky ['PIC dinrpactum cmuig BigMiHATH i
IIPU3HAYUTH BifIOBiAHE JIIKyBaHHS.

[ToBimOMISATIOCH TPO BUHUKHEHHS CHHOPOMY IIiIBUILIEHOI KaMiISPHOI MPOHUKHOCTI, IKUHI
XapaKTepU3YETHLCSA TIOTeH3i€l0, TinoanboyMinemieio, HaOPSKOM Ta FeMOKOHIIEHTPAIIEI0, iCs
BBEIEHHS TPAHYJIOLKUTAPHOI'0 KOJIOHIECTUMYITIOI0U0Tr0 (haKTopa. 3a CTAaHOM IIAIliEHTIB, V SKUX
PO3BUBAIOTHCS CUMIITOMH ITiIBUIIIEHO] KAIIiJITPHOI MPOHUKHOCTI, TOTPi6HO peTenbHO CIoCcTepiraT Ta
IIPOBOOMTY CTAHOAPTHE CUMIITOMATUYHE JIIKyBaHHS, SIKe MOXKe BKII0YaTh HeoOXigHICTh Y MpoBeneHHi
iHTEHCHBHOI Teparril.

[ToBimOMIISINIOCH NTPO BUMIAOKU BUHUKHEHHS TTIOMEPYJIOHeGPHUTY Y MallieHTiB, IKi OTpUMYBaju
¢binrpactuM i nerdinrpactuM. fAK IpaBuio, IPOSBU IIOMEPYIOHePUTY 3HUKAIY ITiCIIs 3MEHIIeHH ST
no3u abo BimMiHU QinrpacTumy Ta nerdinrpactuMy. PeKOMeHOY€EThCS KOHTPOIIOBATU TOKA3HUKHU
aHasi3y ceui.

KoBmayox ronku monepegHbo 3all0BHEHOIO IIIPUIla MOXKe MICTUTH CYyXUH HaTypalbHUU KaydyK
(moximHa yaTeKCcy), IKUW MOXKe CIPUYMHUTH ajlepridHi peakiril.

[TalieHTH 3 paKOM, AKi OTPUMVIOTh Mi€JIOCYIIPECUBHY XiMioTepallito

[Tpo BUTIafKK CIIJIEHOMETaJlil Ta pO3PUBY Cele3iHKH IIiCs 3aCTOCYBaHHS ¢inrpacTuMy
IIOBiIOMIIANIOCE 3pifKa. [lesKi BUNagKy Po3puBY cefie3iHKu Oyiu netanbHUMU. Ocil, SKi OTPUMYIOTh
¢binrpactuM Ta NOBiHOMIISAIOTH PO Gifnb y JIiBiM BepxHill YacTuHi XKuBOTa Ta (ab0) BepxHill YacTHHI
TnjieyYa, CJIif OLiHIOBATH CTOCOBHO 30iNbleHHS cene3inku abo ii po3pusy.

JIeMKOIIUTO3

KinekicTs nefikonutis 100 x 10°/11 abo Ginblue cnocTepiraeTses y MEHII HiX 5 % Mali€HTiB, AKi
oTpuMyBanu QinrpactuM y gosax nonap 0,3 miau OJI/Kr Ha 1o0y (3 MKT/KT Ha 1o0y). He
moBimoMIIsIIIOCS TPo HeGaxkaHi peakiril, 6e3mocepenHbO MOB'sI3aHi 3 TAKUM CTyIIEeHEeM JIEHKOILIUTO3Y. 3



OTJISIOY Ha MOTEHIINHUYM PU3HUK, MTOB'I3aHUM i3 TIXKKUM JIEMKOIIMTO30M, ITif Yac Teparii
GbinrpacTEMOM MifpaxXyHOK KiTbKOCTI TEMKOIUTIB CHIifl TPOBOOUTU Yepe3 PETYISPHI MPOMIKKHY dacy.
SIKIIO KiNbKicTh NeiiKonuTis nepesumye 50 x 10°/11 micaa o4ikyBaHOro MiHiMyMy, 3aCTOCYBaHHS
GbinrpactTuMy ciif HeraiHO BigMiHUTH. [IpoTe MPOTATOM Iepiofy 3aCTOCYyBaHHS (DiNrpacTuMy s
MmoGimnizarnii KITI'TIK (kmiTUH-TIONIepeHUKIB reMoroe3y neprudepuyHoi KpoBi) #oro ciim BigMiHUTH ab0
CJIifl 3MEHIIUTH [03yBaHHS, SKIIO KiMbKiCTh JIEMKOIUTIB 30i/bIIyeThCS 00 piBHS > 70 X 10°/m.

Pu3vky, n0B'd3aHi 3 MiIBUAINEHNMH T03aMHU XiMiOTepaleBTUYHUX IIpenapariB

JIikyBaHHS MaIliEHTiB BUCOKOO030BO0 XiMioTepari€o CIif MpoBOOUTH 3 0COOIMBOI0 00ePeKHICTIO,

OCKIJIbKY TIOKPAaIlleHHS BiAIOBIfl MyX/IMHU Ha Take JIiKyBaHHS He CIIOCTEPIrajaocs, TOOi IK MiABUIIEeH]
L0341 XiMioTepalneBTUYHUX IIpernapaTiB MOXKYTh IPU3BECTH A0 MiABUILIEHHS TOKCUYHOCTI, 30KpeMa
BUHUKHEHHS CEPIIEBUX, JIET€HEBUX, HEBPOJIOTIYHUX Ta IePMaTOIOTiYHUX MIPOSIBiB (OUB. iHCTPYKIIil
[J1s1 3aCTOCYBaHHS KOHKPETHUX XiMionmpenapariB). JIikyBaHHS OOHUM (DiNrpacTUMOM He BUKIIIOYAE
BUHUKHEHHS TPOMOOIIMTOIIEHIl Ta aHeMii BHACIIOK Mi€IOCYIIpPeCUBHOI XiMioTeparrii.

Yepe3 MOKIUBICTh 3aCTOCYBAHHS Oi/bIll BUCOKUX 03 XiMioTepalneBTUYHUX IIPelapaTiB (HalmpuKiag,
IIOBHi 103U 3a NIpH3HaYeHUM rpadikoM) y malieHTa MigBUIIYETHCSI PU3UK PO3BUTKY TPOMOOILIUTONEHI]
Ta aHeMii. PeKOMEHAYETHCS PETYNSIPHUM MOHITOPUHT KiTbKOCTI TPOMOOLUTIB Ta T€MaTOKPHUTY.
Oco06nuBy yBary CiIif MPUOiNSTH IPU 3aCTOCYBaHHI OMHOKOMIIOHEHTHUX a60 KoMOiHOBaHUX
XiMiOTEpaneBTUYHUX CXeM, SIKi MOXKYTh CIIPUUMHUTHU CEPH03HY TPOMOOIUTOIIEHIIO.

Iumi coenianeHi 3am00ikHI 3axoqu

Edextu ¢pinrpacTuMy y maii€eHTiB 3 iCTOTHO 3HUKEHUMHU KiTbKOCTSIMU MIi€JTOIIHUX KIIiTHH-
IIOTIIepPeNHUKIB He BUBYeHi. OinrpacTuM fie nmepeBaxKHO Ha KIIITUHU-TIONIEPEIHUKN HEUTPODIIiB, 110
IIPU3BOOUTH [0 IMiABUIIEHHS KiTbKOCTI HeUTPOo(diniB. ToMy y maui€HTiB 3i 3MEHIIEHO0 KiNTbKiCTIO
KJIITUH-TIOTIEPEeJHUKIB HeUTpodinbHa peakiisi Moxke OyTH 3HMKEHOIO (HalpUKIaf y MallieHTiB, 10
OTpUMYyBaiu 00IMPHY IPOMEHEBY Tepariio abo ximioTepartito, abo y malieHTiB 3 iH}iNbTpalieo
KiCTKOBOTO MO3KY IIYXJINHOIO).

[HOMi y mauieHTiB, 1[0 OTPUMYIOTh XiMiOTepalilo y BUCOKUX [03aX i3 I0Ja/IbIIO TPaHCIUIaHTALII€E!0,
TIOBiHOMJISIIOTH ITPO CY[MHHI 3aXBOPIOBaHHS, 30KpEMa PO BEHOOKJIIO3UBHY XBOPOOY Ta MOPYIIEHHS
BOJIHO-€JIEKTPOJIITHOTO 0OMiHY.

[ToBimoMIIsinocs mMpo peakxilil TpaHCIIaHTaT npoTH xa3siHa (PTTIX) Ta neTanbHi BUMIagKy y Malli€HTIB,
ki orpumyBanu G-CSF micnst anoreHHoOI TpaHCIIaHTAallii KiCTKOBOr0 MO3KY (muB. po3minu «ITo0iuni
peaktii» Ta «®apMaKOIOTi4Hi BIACTABOCTI»).

[TigBulleHa reMONOeTHYHA aKTUBHICTh KICTKOBOTO MO3KY Yy BiITIOBiAb Ha Tepariio ¢aKTOpOM POCTY
Oyna moB'si3aHa 3 THMYACOBUMU IIATOJIOTiYHUMY 3MiHaMU, BUSIBIIEHUMHU IIPH Bisyasmizalii kicTok. Lle
CJIi[l BpaxOByBaTH IIPH iHTEpIIpeTallil pe3y/bTaTiB 3HIMKIB KiCTOK.

Ocob6muBi 3am06ixkHi 3axony [ naiieHTiB 3 BIJI-iHbeKIier

YacTo moBiAOMIIANIOCH NP0 BUMAKY CIIJIEHOMeETaJIil Miciis 3acToCyBaHHSA ¢inrpactuMy. OTXKe, CTaH
TAIli€HTIB, SIKi OTPUMYIOTEh (QiNTrpacTUM Ta IMOBIMOMIISIOTH PO Gifnb y JIiBiM BepXHill YaCTUHI KHUBOTA
Ta (a00) BepxHill YaCTHHI JIiBOTO IjIeya, C/Iifl MOHITOPyBaTU CTOCOBHO 30ilbIlIeHHS Cee3iHKU abo ii

DPO3PUBY.

3aranbHUYM aHali3 KPOBi



Heo06xigHOo perynsapHO BU3Ha4YaTH aOCOJIOTHY KinbKicTh HeUTpodiniB (AKH), ocob6nuBo mpoTsarom
IepIINX KiTbKOX TUXKHIB JTiIKyBaHHS (iNrpacTUMOM. Y OesKUX MallieHTiB MOXKe CIIOCTepiraTucs gyxe
IIBUIKA peakiris 3i 3HauyHuM 30i/bIIeHHSAM KiTbKOCTi HeUTPo(disiB Ha BBEIEHHS MOYATKOBOI J03K
¢binrpactumy. PekoMeHnyeThca Bu3HadyaTd AKH mogHsa npoTaroM nepuiux 2-3 AHIB IMiCNIsA BBEOEeHHS
¢inrpactumy. Ilicnsg 11poro pekoMeHAyeThca Bu3HauaTd AKH nprHaliMHi [IBiYi Ha TUXOEHb IPOTATOM
IepIINX ABOX TUXKHIB, a MOTIM — 1 pa3 Ha TUXKOeHb abo yepe3 1 THKOEHb IPOTITOM MiATPUMYI0YO0i
Teparii. Y mepion mepepuB4acToro BBegeHHs ¢inrpactumy y no3si 30 muu OJI/no6y (300 MKr/mo0y)
MOXKYTb cliocTepiratucs mupoki konuBanHgd AKH y narnienTa. [1719 BuU3HaueHHS y IallieHTa
MiniManbHOI a60 HartHuKY0i AKH pekoMeHOyeThCst B3SITU 3pa3KU KPOBI {71 TAKOTO BU3HAUEHHS
6e3nocepegHbo nepeq 6yab-IKUM IIJIaHOBUM 3aCTOCYBaHHSAM (QinrpacTumy.

Pu3uK, NoB'sd13aHUY 3 MiABUIIEHUMH J03aMHU Mi€JIOCYIIPECUBHUX NIPenaparTisB

[Tpu MoHOTepamnil GinrpacTEMOM y Malli€HTiB, Ki OTPUMYIOTh Mi€JIOTOKCHYHY Tepalilo, 3aIUIIaEThCS
PU3HKK PO3BUTKY TpoMOOLKTONEHII i aHeMii. Yepe3 moTeHIIiiiHE 3aCTOCYBaHHS XiMioTepatil ¥ BUCOKUX
M03ax MallieHT MOXKe MaTH OiNbIInK PU3KUK PO3BUTKY TPOMOOLMTOMEHII Ta aHeMil. PeKOMeHOyeThCS
pPeryasapHUY MOHITOPUHT IOKa3HUKIB aHaIi3y KPOBI.

[HdexKIIil Ta 37m059KiCHI HOBOYTBOPEHHS, 1110 CIIPUYUHIOIOTE Mi€I0CYIPECiio

HeiliTponeHist Moxe OyTH 1OB'si3aHa 3 TAKUMU iHQITbTPATUBHUMH OIOPTYHICTUYHUMHU iHPEKITiIMU
KiCTKOBOTO MO3KY, Ik Mycobacterium avium complex, abo 3i 37105KiCHUMU IIyXJIHHaMH, 30KpeMa 3
miMmpomoro. Y malieHTiB 3 iHQiNbTpaTUBHUMHU iHPEKITiiMU ab0 37T0IKICHUMYU ITyXIMHAMU KiCTKOBOTO
MO3KY, Ha IOLATOK [0 JIiKyBaHHS (inrpacTUMOM HEUTPOIIEHil, Clli BpaxoByBaTH BifIIOBIIHY Tepariio
[JIs TiIKyBaHHSI OCHOBHOTO 3aXBOPIOBaHHS. BImuB QinrpacTuMy Ha HEUTPOIEHIIO, 10 BUHUKIIA Yepe3
inginbTpaTuBHY iH(pEKIIi0 KiCTKOBOr0o MO3KY a00 MaslirHisalliio, 1oCTaTHiM YMHOM He BCTAHOBIIEHO.

Oco6nuBi 3anm06ikHi 3aX00M MPYU CEPIOBUIHOKIITUHHIN aHOMAJlii epUTPOIUTIB Ta
CEPIOBUIHOKIITHHHIN aHEeMil

CeproBUOHOKIIITUHHUN KPU3, V AESIKUX BUIIaAKaxX 3 JIeTalbHUM HaCJIigKOM, CIIOCTepiraBcs Mpu
3aCTOCyBaHHI inrpacTumy y ocib i3 ceproBUIHOKIIITUHHOIO aHOMasIieo ab0 CeproBUIHOKITITUHHOIO
a"eMiero. JIikapi MOBHUHHI TPOSBISATH 00€PEXKHICTh MPY BUPIIIEHH] TUTAHHS PO IPU3HAYEHHS
¢binrpacTrMy nalieHTaM i3 CeprOBUOHOKIIITUHHOIO aHOMAaJIi€l0 epPUTPOIUTIB abo
CEePIOBUAHOKJIITUHHOI aHEMI€0.

Yci nanienTtun

[Tpenapat MicTuth copbiT (E 420). ITamieHTn 3 pigKicCHUMY CIIafiKOBUMH IIpobieMaMu
HeTlepeHOCHMOCTi (PYKTO3U He MTOBUHHI IpUKWMAaTH Ieil Tpenapar.

dinrpactum MicTuTh MeHIe 1 Mmosb (23 Mr) HaTpito Ha 0,6 Mr/mi1, TOOTO TPAKTUYHO HE MIiCTUTh
HaTpIik.

AopTHUT

Bumnapku aOpTUTY CIOCTePiraaucs micis 3aCTOCYBaHHS KOJIOHIECTUMYIIIOIOYOro pakTopa 3T0POBUM
N0OPOBOJIBLISIM Ta OHKOJIOTiYHUM XBOPUM. CUMIITOMH BKJIIOUAIH: TUXOMaHKY, Oi/ib y KUBOTI, CIIMHI,
He3[yKaHHS, Ta MigBUILIeHUY PiBeHb MapKepiB 3alajieHHs - HallPUKIal, C-peaKTUBHUM ITPOTEIH Ta
KiNTbKiCTh OiNMX KPOB'SIHUX Tinellb. Y OinbIocTi BUumagkiB aopTut OyB miarHocToBaHui KT-
CKaHyBaHHSIM Ta B3arasli 3HMKaB IIiCJIg BigMiHM KOJOHIECTUMYJIIIOI0YOTO0 (aKTOopa.



3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.
BazimHicmb

[Mlomo 3acTocyBaHHs (QIiNrpacTUMy BaTiTHHUM XKiHKaM HeMa€ [OCTATHIX JaHUX. Y OOCTiIXKeHHSX Ha
TBapuHax Oysa BUsSB/IeHa PEIPONYKTUBHA TOKCUYHICTh. 30i/bIlleHa YacTOTa BUMAKiB BTpATH IIJI0fa
Ta MaTEPUHCHhKA TOKCHYHICTh CIIOCTEpPiranuce y kpomis. Omy0mikoBaHO [aHi, IIPo TpaHCIIalleHTapHe
IIPOHUKHEHHS (DiNrpacTUMy IIPpU 3aCTOCYBaHHI BariTHUM XKiHKaM. 3aCTOCYBaHHS (PinrpacTumy Imif dyac
BariTHOCTI HE pEKOMEHOOBaHe.

I'odyeaHHA 2py00to

HesimoMo, 4yu npoHuKae Pinrpactum y rpyagHe MOJIOKO. PU3UK {711 HOBOHAPOOXKEHOI 0/Ij10ofa He
Moxke OyTH BUKJIOYEHO. PillleHHS mpo NMpUNMHEHHS rogyBaHHS I'PyAaio abo yTpuMaHHA/IPUIUHEeHHS
IPUHOMY IIpenapaTry IpuiiMaioTh, Oepyydn 10 YBaru CIiBBIAHOIIEHHS PU3UKY OJI QUTHHU Ta KOPUCTI
I MaTepi, dKa OTPUMYE JIiKyBaHHS IIperapaToM. 3aCTOCOBYBATH MOTO y ITePiofd TOAyBaHHS T'PYAII0
He PEeKOMEHYETHCH.

®epmuabHicMb

dinrpacTuM He BIJIMBAB Ha PENPONYKTHBHY QYHKIIiI0 a00 PepTUIbHICTD y LUIypiB.

30amuicmb enaueamu Ha weudkKicmov peakuii npu KkepyeaHHi asmompaxHcnopmom ab6o
iHwumMu mexaHizmamu.

He moBifoMisnocs npo BUIagKy HeGakaHoro BIUIMBY IpenapaTy ['pacTuM” Ha IIBUAKICTH
IICUXOMOTOPHHUX peakiiii. He BCTaHOBNIEHO BIUIMBY IpenapaTy Ha 30aTHICTbh KepyBaTU
aBTOTPAHCIOPTOM a0o IMpallloBaTH 3 iHIMMMU MeXaHi3MaMu.

Cnocib 3acmocyeaHHsi ma do3u.

Tepamito npemapaTom FpaCTHM® MOXHa ITPOBOMIUTH y JiKyBaJlbHUX 3aKJlafiaX, e € HeoOximHe
miarHocTu4He obmamHaHHA. JIikapi MOBMHHI MaTH [OCBi[ 3aCTOCYBaHHS JiKapChKUX 3ac00iB, 110
MICTATh I'PaHyJIOUTapPHUN KONIOHiecTUMyol0uui hakTop (G-CSF), Ta nmikyBaHHS XBOPUX 3
reMaTOJIOTIYHUMU 3aXBOPIOBaHHSIMHU.

[Tponenypu moGinizariii Ta adbepesy Ciif TPOBOTUTH IIPU B3a€EMOIl 3 TiKapsaMH, sIKi MalOTh
BiATIOBigHUY OOCBIM i MOXKJTUBICTh HEOOXiTHOT'0 MOHITOPUHTY KITiITMH-TIOTIEPEOHUKIB TeMOII0e3y.

HetlimponeHia y xgopux, AKi ompumMyoms LUMOMOKCUYHY XiMiomepaniio 3 npusooy 34104KICHUX
3aX80pPHBAHD.

PekomeHmoBaHa m000Ba go03a mpemnapaty ctaHoBuTh 0,5 mua OJI/Kr (5 MKT/KT) Macu Tina 1 pa3 Ha
noOy. Ilepiny mo3dy mpenapaty CJIif BBOOUTH He paHille HiX dyepe3 24 TOOUHMU IiCS KypCcy
IIUTOTOKCUYHOI XiMioTeparmil. [IpemapaT 3aCTOCOBYBaTH, ITIOKY 3arajbHa KilbKiCTb HEUTPOQITIiB y
K/IIHIYHOMY aHaJli3i KpoBi He MePeBUIIUTL 0YiKyBaHUM PiBeHb 1 He JociarHe HopMH. [Ticia
XiMioTeparii 3 IPUBOAY COMIAHUX MYyXJIUH, TiMpoM i miM(onerKo3y TPUBaiCTh JIiKyBaHHS [0
INOCSITHEHHST BKa3aHUX 3HAaUYeHb CTAaHOBUTH [0 14 mHiB. [Ticns iHOyKIiMHOI i KOHCOTigaMiiHol Teparil
TOCTPOT'0 Mi€JIOITHOTO JIEMK03Y TPUBAIICTh JIIKyBaHHS MOXke 0yTu 3Ha4YHO 306inbineHa (mo 38 gHiB)



3aJIeKHO Bifl BUAY, JO3M Ta CXEMH 3aCTOCOBAHOI IIMTOTOKCUYHOI XiMioTeparril.

Y malieHTiB, IKi OTPEMYIOTh IUTOTOKCUYHY XiMioTeparliio, MuHyIe 30iblIeHHS KiTbKOCTI
HeUTpoQiiB 3a3BUYall CIIOCTepiraeTscs 4epes3 1-2 qobu micig modaTKy JiKyBaHHS IIpenapaToM
I'pactum®. Ajie IS OCATHEHHS CTabiIbHOrO TepaneBTHYHOro epeKTy HeoOXiIHO IPOIOBXKyBaTH
Tepariio, IOKY KilbKiCTh HeUTPOo(isiB He IePEeBUIIUTh OYiKyBaHUM MIiHIMYM i He JOCATHE
HOpMaJIbHUX 3Ha4yeHb. He peKoOMeHAy€eThCA epeqyacHo BiAMIHATY JIIKyBaHHSA IIpernapaToM [0
Iepexony KibKOCTi HeUTPOQiIiB yepe3 04iKyBaHUM MiHIMYM.

Coocib BBegeHHS.

IIpenapat I'pactum® 3acTocoByBaTH 1 pa3 Ha mo0y y BT/ MiNIIKipHUX iH'€KILi# abo
BHYTPIITHEOBEHHUX iHQY3iii micasa po3BegeHHsa 5% pPO3UMHOM I'/TI0K03U npoTsaroM 30 XBUnuH. Y
OinbIIIOCTI BUMIAAKIB ITepeBaka€e MiAIIKipHUH IIIX BBeleHH. [Ipu BHYTPIIIHHOBEHHOMY BBEJIeHHI
OJHOPa30BOi I03X TPUBAICTL e(PeKTy ImpenapaTy Moxke CKopodyBaTuCh. KiTiHiuyHa 3HAUYLIICTh IIUX
IaHUX 00 3aCTOCYyBaHHSA OaraTopa30BUX 103 IpellapaTy He BCTaHOBNeHa. Bubip crioco0y BBeIeHHS
3aJIeKUTh Biff 0COOIMBOCTEM KOHKPETHOI K/TiHIYHOI CUTYallil i BU3HAYAETHCS OJIsT KOXKHOTO XBOPOTO
OKpeMo.

Xeopi, AKi ompumyomsb Mies10ab1amugHy mepanix 3 n00dAbWOH0 MPAHCNAAHMAUIE KICMK0B020
MO3KY.

PekoMmeH0BaHa M0YaTKOBa [03a Ipernapary FpaCTI/IM® - 1 mmu OJI/kr (10 MKr/KT) Macu Tina Ha mo0y.
[Tepury mo3y ciiif BBOOUTH He PaHillle HiXK 4yepe3 24 TOOWHY IiCIsA TPOBEOEeHHS IIUTOTOKCUYHOL
XimioTeparmil i He mi3HilIe HiXK 4epe3 24 TOOUWHM IiCIIS TPAHCIJIaHTallil KiICTKOBOTO MO3KY.

Kopekuis do3su.

[Ticns MaKCUMaIbHOT'0 3HUKEHHS KiTbKOCTi HeuTpodiniB qo6oBy mo3y mpemnapaTy HeoOXimHO
CKOpEeTryBaTH 3aJIe3KHO Biff 3MiHU KiTbKOCTi HeUTpodiniB (quB. TabmuIro 1).

Tabauuys 1

ITig6ip mo3u npenapary ['pacTuM® Mic/Is MOCATHEHHS HAMHMXYOro PiBHA KibKOCTi HEATPOQIIiB.

KinbKiCTh HEUTPOQIiIIiB KoperysaHHs 1034 npenapaty ['pactuM’
> 1 x 10°/1 npotsrom 3 fi6 mocminb SHIXKeHHs go3u go 0,5 mma OJI/Kr
(5 MKT/KT) Macu Tina Ha mo6y
Topi, axmo > 1 x 10°/1 npoTaroM HacTymHUX Binmiza npenapaty
3 mi6 IOCIIib

fkimo mip 9ac mikyBadHs AKH 3HuKyeThCs 0 piBHA <1 X 10°/11, mo3y npemnapaty 36inblIyBaT
BilIIOBiMHO IO BHUINle3a3HAYEHOI CXEMHU.

Coocib BBegeHHS.

[Ipenapat po3uuHaTH ¥ 20 M1 5 % PO34MHY T'JIIOKO3H i 3aCTOCOBYBATU Y BUTTISIAI HETPUBAJIOl
BHYTPILIHbOBEHHOI iHGY3ii mpoTsrom 30 xBUIMH a00 TPHBaJIOi MiAMIKIPpHOI Y BHYTPIIIHLOBEHHOI
ingys3ii npoTtarom 24 roguH.

Mobinizauis nepupepuuHux cmosbyposux kaimuH kposi (IICKK) y nauieHmis, siki o0epacyroms

MiesocynpecusHy abo Mies10abaamugHy mepanito 3 noddabwor aymoao2iyHor mparcdysiero IICKK.




Ins mo6imizanii [ICKK npu 3acTocyBaHHi npenapaTy IpactuM® Sk MOHOTepamii peKkoMeHoBaHa f03a
ctanoButh 1 MiH OJI/Kr (10 MKT/KT) Macu Tina Ha go0y IpoTsaroM 5-7 [i0 IOCHiNb y BUTISAAI TPUBAJIOL
migmkipHoi ingy3ii npotsrom 24 rogus. ITpoBomuTu 1-2 ceancu neikadepesy Ha 5-Ty Ta 6-Ty moby. ¥
InesKuX BUIIafKaX AOJaTKOBO NMpoBoauTHU 1 ceaHc neiikadepely. He criig MiHATH 003y Ipenaparty [0
3aBepLIANbHOrO NeliKadepesy.

Ons mo6inizarii [ICKK micns mienocympecuBHOI XiMioTeparii peKoMeH0BaHa [103a Ipernaparty
FpaCTHM® cranoBuTh 0,5 MiH OJI/KT (5 MKT/KT) MacH Tijla Ha fo0y IIOAHS, TOYNHAIOYH 3 TIEPIIOT0
IHS TiCIIs 3aBepIlIeHHs Kypcy XiMioTeparril i MOKY KiNbKicTh HeUTPo(disiB He mepeiife 04ikyBaHUN
MiHIMyM i He mocarHe HopMHu. Jlelikadepe3s CIIifi MPOBOOUTH NPOTATOM Iepiony 3poctanHsg AKH 3
<0,5x10°/1 mo >5x10°/11. XBopHM, SIKi He OTPUMyBaIM iIHTEHCUBHOI XiMioTeparil, CJIif IpoBoguTH 1
ceaHC nevKadepe3y. B okpeMux Bunagkax peKOMEHAYETHCS IPOBOOUTHU NONATKOBI ceaHCH
nerikadepesy.

Mobinizauia IICKK y 300pogux 0oHopig neped d/i02eHHO mpaHcniaHimauiew ITICKK.

st mo6inizanii [ICKK mepen anorennoo TpancnnanTanieio IICKK mms 3qopoBux moHOPIB
PeKOMeHfIoBaHa [03a npenapaty ['pactum® craHoBuTh 1 M OJI/kr (10 MKr/Kr) Macu Tia Ha 7oy
npoTaroM 4-5 fi6 nocmink. Jlefikadepes npoBonuTy 3 5 00U i pu HeOOXiTHOCTI TPOAOBKYBATHU [0 6
no6u 3 Metoo oTpuManHsg 4x10° CD34 KIiTHH/KT MacH Tila peluIicHTa.

Cnoci6 BBeeHHS.
[Tpemapart cyif BBOOUTHU MUISIXOM HiAIIKIPHOL iH €KITil.

IlauieHmu 3 MAMNCKO XPOHIYHOI HelUmponeHiero.

Cnaodkxoea HelmponeHis.

PekomeHoBaHa moyaTKoBa fio3a - 1,2 miH OJI/Kr (12 MKT/KT) MacH Tijla Ha f0o0y IIIIXoM
O[THOPA30BOI MiAMIKipHOI iH’€KIIil a00 pO3inuBIIM Ha KillbKa BBEIEHD.

IdionamuyHa abo nepioduyHa HeliMmponeHis.

PekomeH0oBaHa moyaTKoBa fo3a - 0,5 mimu OJI/Kr (5 MKI/KT) Macu Tifla Ha 0o0y ofHOPa30Bo abo
OPiOHMMU mO03aMM MiAIIKipHO.

ITio6ip do3u.

I[Ipenapat I'pacTuM” BBOOUTH LMIOFEHHO [0 NOCATHEHHS i CTaGilbHOrO MepeBUIeHHS T0Ka3HUKa
KimpkocTi HeiiTpodinis 1,5x10°/1. [Ticns OCATHEHHS TepaleBTUYHOro eeKTy CIIij BU3HAYaTH
MiHiManbHy eeKTUBHY J03Y A8 MiATPUMaHHS 1IOTO PiBHA. [ migTpuMaHHa He0OXigHOI KiTbKOCTi
HelTpodiniB noTpiOHe TpuBae IogeHHe BBeleHHS mpenaparty. Yepe3 1-2 THUXKHI NiKyBaHHS
II0YaTKOBY 03y MOKHA IIOJIBOITY a00 HAIlOJIOBUHY 3MEHIINTH 3aJIeXKHO Bifl epeKTUBHOCTI Teparil.
Hapasmi koxHi 1-2 THXKHI TPOBOOUTH iHAWBiTyaIbHY KOPEKIIio 0o3u s cTabimisarlrii cepeguboi
KinbKOCTi HeUTpodiniB y mianasoHi Bifg 1,5 X 10°/m mo 10 x 10%/m. XBOPUM i3 TSAKKUMHU iHOEKIiIMHI
MOXKHa 3aCTOCYBaTH CXeMy 3i IMBUALIINM 30i/bieHHSIM 0o3u. besneka 3acTocyBaHHS pinrpacTumy
IIPU TPUBAJIOMY JIiKyBaHHi XBOpUX mo3amu noHap 2,4 miH O]l (24 MKT/KT) Ha mo0y He BCTaHOBJIEHA.

p0320pHYymMow cmadiew BlJI-iHpeKuil.



BioHoeeHHSA KinbKocmi Hellmpoginia.

PexomeHfoBaHa moyaTKoBa fo3a npenapaty - 0,1 mma OJI/kr (1 MKT/KT) MacH Tina Ha fo0y 3i
30inpmenHsM go3u 0o 0,4 mna O]l (4 MKT/KT) MacH Tifla Ha J0o0y IUISIXOM OOHOPA30BOl MigIIKipHOl
in’ekii ;o HopMarisaii KinekocTi HeliTpodinis (AKH >2,0x10°/1). Hopmanisarist KinpKocTi
HeWTpoQiniB 3a3Buyail HacTae yepes 2 mobu. Y pigkicHux Bunagkax (<1 % mamieHTiB) mis
BiTHOBIIEHHS KiJTbKOCTi HEUTPOodisiB mo03a npemnapaTty Moxe Oytu 36inbmeHa mgo 1 muu OI/kr (10
MKT/KT Macu Tina Ha fo06y).

ITiompumaHHA HOPMANLHOI KisbKocmi Helmpoginis.

[Ticrs gocsAATHEHHS TepaneBTUYHOTrO eeKTy miaTpuMyoda go3a ctaHoBuTh 30 miH O]] (300 MKT) Ha
no0Oy 2-3 pa3u Ha TUXK[EHb 3a albTePHATHBHOIO cXeMoto (4epe3 mo0y). Haganmi Mmoxke OyTu HeoOXigHa
iHguBimyanbHa KOPEKIisl 03U i TpuBajle 3aCTOCYBaHHS IIpenapaTy OIS MigTpUMaHHsA CepeaHbOol
KilbKOCTi HeiTpodinis > 2x10°/m.

Oco06muBi KaTeropii XBOpUX.

Kopexk1iist mo3u He oTpiOHAa MallieHTaM i3 TSIKKOI0 IeYiHKOBOI0 a0 HUPKOBOIO HEIOCTATHICTIO, TOMY
110 iX ¢hapMaKOKiHeTUYHi Ta HapMaKogHHaMiYHi TOKa3HUKY BUSBUIUCEH MONIOHUMH 0O TaKUX Y
300POBUX TOOPOBOIBIIIB.

Oco6nuBux peKOMeHAallil 00 3aCTOCYBAaHHS MperapaTy MallieHTaM JIiTHbOTO BiKy HEMaE.
PexomeHOauii w000 po3sedeHHA npenapamy.

I[Ipenapat I'pactuM® MOXKHa BBOOUTH Y PO3BENEHOMY BUTJIAAL Y 5 % PO34MHi III0KO3HU. Po3BeeHHs
no koHieHTpauil meHue 0,2 mma OIl/M1 (2 MKr/MIT) He pekomeHOyemucA. IIpu po3BeneHHi 10
KOHIIeHTpaIril

1,5 M OJl/Mn (15 MKr/Mit1) HeoOXiTHO TOMATKOBO BBECTH JIIOACHKUY anbOyMiH [JIS JOCATHEHHS
KOHIIeHTpallil 2 Mr/min. Hanpukinap, npu KinieBoMy 06’emi po3uuny 20 M i 3arasbHiii g03i
¢inrpactumy 30 M OJT (300 MKT) HeobxinHe nomaTtkoBe BBegeHHs 0,2 M1 20 % (200 Mr/mi1) po3uuHy
ans0yMiHy. Po3BeeHul mpenapat Moxke agcopOyBaTHCS CKJIOM Ta iHIIMMY MaTepianaMu, 10
BUKOPUCTOBYIOThCS 71 iHQY3iliHOro BBeeHHS. HeBUKOpUCTaHUM TiKapCchKul 3acib ciipm yTunisyBaTu
BigIIOBigHO O MiCIIeBUX BHMOT.

3abopoHeHo sukopucmosy8amu po3uuH Hampito xa0pudy 014 po3gedeHHs npenapamy.
PexomeHOauii neped 3acmocy8aHHAM.

[Tepeqn 3acTOoCyBaHHSIM IIpenapaTy IPOBOAATE BidyalbHUM KOHTPOJIb BMIiCTY (hjlakoHa abo momnepegHbo
HAIlOBHEHOr0 mnpuia. [IpuroryBaHHs po34uHY CJIiff IPOBOAUTH B aCENTUYHUX YMOBaX. Po3unH
NIOBUHEH OyTH mpo30puM, 6e3 BUAUMUX YACTOK.

di3uuHa Ta ximMiyHa cTabiNbHICTH PO3BEOEHOTr0 PO3UMHY 30epiraeThcs 0o 24 TOOuH IpU TeMIepaTypi
Big 2 mo 8 °C. V BimoMux BUIlafKax KOPOTKOYACHOTO BIIJIUBY HU3bKUX TEMIIEPATYP HE BUSABJIEHO
HETaTUBHOTO BIIJIUBY Ha CTabimbHICTD mpemaparty. 3 MiKpo0ioIoTiuHOi TOUKM 30PY MPUTOTOBAHUMN
PO3YHH CIIi[l BAKOPUCTATH Ofpa3y. fAKII0 IPUTOTOBAHUYM PO3YMH HE BUKOPHUCTAHO Ofpa3sy,
BiAIIOBiAANbHICTE 3a MOT0 CTaH IiC/Is IPUTOTYBaHHS Hece KOpUCTyBad. ®1akoHU Ta MOIepenHbo
HAIlOBHEHI IMMNPHULM 3 ITpefapaToM IIpU3HayveHi Nullle A1 OQHOPa30BOr0 BUKOPHUCTaHHS.

[IepeBaxHi NUIAHKY Tijla OJ14 MIAMNKIPHOTO BBEEHHS IIpelapaTy I0Ka3aHi Ha PUCYHKY:



Himu.

Besneka Ta eeKTUBHICTh 3aCTOCYBAHHS MpelapaTy HOBOHAPOOXKEHUM He BCTAHOBIIEHI.
PekoMeHpgarii momo 4o3yBaHHS O XBOPUX OUTSUYOrO BiKY TaKi &K caMi, SIK i AJIS JOPOCNIHX, SIKi
OTPUMYIOTH Mi€JIOCYIIPECUBHY LIUTOTOKCUYHY XiMioTepallito.

Ilepedo3yeanHs.

[TamieHTaM 3 OHKOJIOTIYHUMM 3aXBOPIOBAHHSIMH, SIKi OTPUMYIOTh (DiNrpacTUM SIK JOIIOBHEHHS [0
Mi€JIOCYyIIPECUBHOI XiMioTeparil, peKOMEHIYEThCS YHUKATH IOTEHIIIMHOTO PU3UKY BUHUKHEHHS
Ha[MipHOTO JIEUKOLKUTO3Y; Tepallilo QiarpacTUMOM CIif TPUNUHUTHU, Ko AKH nepeBUIUTS

10 000/MM® micns HaitHKMAKYOro piBHsA AKH, BUuKnIuKaHOro XiMioTepamiewo. [Jo3u dinrpactumy, aki
nigsuiryoTs AKH o piBHsg morap 10 000/mM°, MOXYTh He HaflaT¥ OONAaTKOBUX KIIIHIYHUX IIepeBar.
MakcuMasbHa AOMyCTUMA f03a QinrpacTuMy He Bu3HadeHa. EGQeKTUBHICTh cIiocTepiranacs npu
no3ax 4-8 MKT/Kr Ha 00y Iipu HeMienoabnaTuBHilM ximioTeparmii. [TaieHTH 3 TpaHCIIaHTATOM
KiCTKOBOTO MO3KYy OTpuMYyBasnu 0o 138 MKI/KT Ha go0y 6e3 mosiBM TOKCHYHUX e(eKTiB, xo4a i
cIocTepirasach MeHII IIOMiTHa peakliis TPy IepeBullieHHi 1o00Boi 103U > 10 MKT/KT Ha 00y .

Yepes 1-2 gHi micns NpunuHEeHHS JIIKYBaHHS IPerapaToM KiNTbKiCTh HUPKYJIIOI0UYNX HEUTPOQITbHUX
TrpaHyJIOLUTIB 3a3BUYail 3HUXKYeThCA Ha 50 %, a 4yepe3 1-7 oHIB TOBEPTAETHCS 0O HOPMH.

ITo6iyHi peakuii. Hattuacrimumu no6iyHUMYU SBUIIAMU Ha TJIi Teparii i3 3aCToCyBaHHIM
dbinrpactumMy € 6inb y KicTKax Ta M’si3aX Bif HU3BKOT'O 0 CEPEOHBOTO CTYIEeHs TAXKKOCTi. Binb y
KiCTKaX Ta M’si3aX, SIK IIPaBUJIO0, YCYBAEThCS IIPU IPUMOMIi CTaHAAPTHUX 3HEOO0II0BaIbHUX 3aC00iB.

Anepriusi peaxiiil y MallieHTiB CIIOCTePIiraloThCs 4acTillle IPX BHYTPIIIHLOBEHHOMY BBE[IeHHI
npernapary. Y gesKux BUIafKax CUMITOMU 3’SIBIISIIUCS 3HOBY IIPU ITPOBEEHHI TPOBOKalliifHOil mpoobH,
II0 CBIIUUTH IIPO IPUUYUHHO-HACIIAKOBUM 3B’430K. Y pa3i Cepilo3HUX alepriyHuX peakiii y
nofanbuIoMy (GinrpacTUM MallieHTy 3aCTOCOBYBATU HE CIIif.

A. Pe3iome npodinto 6e3neku BimoMo, 110 y KITiHIYHUX OOCTIAXKEHHSIX Han4dacTillluM
HebaxXaHUM e()eKTOM Y XBOPUX Ha pak OyB KiCTKOBO-M'ss30BuM 0inb: nerkuit abo moMipHuit y
10 % xBopux, Ta BaxXKud — y 3 % xBopux. CHHAPOM MigBUILIEHOI KaliaapHOl MPOHUKHOCTI,
SKUJ MOXKe CTaHOBUTH 3arpo3y KUTTIO Y Pa3i BigKinafeHHS TiKyBaHHS, CIIOCTEPIraBCs PigKo
(Bim = 1/1000 mo < 1/100) — y xBOpHX Ha pak, II0 MPOXOAATh XiMiOTepaIlito, Ta y 3HOPOBUX
IIOHOPIB, sIKi mepeHecu MoOini3allito KIiTUH MOIlepefHMKIB TeprudepuyHOl KPOBi mics
BBEMIEHHS TPaHYJIOIUTapHOT0 KOJIOHIECTUMYITI0I090T0 (haKTopa; AUB. po3minu «OcobIUBOCTI
3aCTOCYBaHHSA» Ta nippo3xin b po3piny «I1o6iuHi peakiiii». V KIiHIYHUX OOCTIXKEHHSAX V MAlli€HTIB
3 BIJT eguanmy HeOaxxaHUMU epeKTaMH, gKi, IK BBaXKa€ThCs, NIOB'I3aHi 31 BBeJeHHSAM (PinrpactTumy,
Ooymu 6ot B cyrno6ax, 60m1i B KicTKax Ta Miairis.

b. 3Benmena Tabnuila HeOaXkKaHUX peakliiil - JaHi B HaBeeHUX HUXKYe TaOIuIgX ONUCYIOTh HeOaxkKaHi



peaxilii, mpo SKi MOBiIOMIISIIIOCH Y KITiIHIYHUX OOCIIXKEHHSIX Ta CIIOHTAaHHUX IOBiHOMIIEHHSX. Y
MexXKax KOKHOT0 YaCTOTHOT'O YTPyIOBaHHs HeOaxkKaHHi SBHUIIA TPECTaB/IeHi B MOPSOKY 3MEeHIIeHHS
BaXKJIMBOCTI. [laHi IpeAcTaBIeHl OKPeMO [JIsd OHKOJIOTIYHMX XBOPHX Ta IallieHTiB 3 BIJI,
BimoOpazkatouu pi3Hi mpodisni HeCIPUATIUBUX PeaKIliil y WX TPymax XBOPHUX.

IlauieHmu 3 OHK0/102IYHUMU 3dXBOPHBAHHAMU

Knac cucremMHoi

OpraHHoi [y:Ke 4acTo
kiracudikanii 3a (= 1/10)
MedDRA

Posnagu 3 60Ky
KpPOBO-HOCHOI Ta
nimMbaTuyHOI cucTeMu
Posnapu 3 60Ky
iMyHHOI cucTeMu

aHeMis

Posnagu 3 60Ky
00MiHy PEYOBUH Ta
Xap4yyBaHHS

Posnagu 3 60Ky TonoBuu# Ginp®

HEPBOBOI CUCTEMHU

[NcuxiaTpuyHi
po3nanu
Posnagu
3 60Ky CymuH

Poznapu 3 60Ky
IHXaJbHOI CHCTEMH,
oprasiB rpyaHoi
KIITKY Ta
CeperoCTiHHS

Posnapu 3 60Ky Tiapes®
LIJTYHKOBO-KUIIKOBOT OF Ti0BaHHS"
TPaKTy Hypota®
Posnagu 3 60Ky
TEeYiHKY Ta
JKOBYOBHBII-HUX
IUISXiB

Posnagu 3 6oKy
IIKipH Ta HifMKipHAX
TKaHUH

Posnagu 3 60Ky
OIIOPHO-PYX0BOTO
amaparty Ta
CTIONYYHOI TKAaHUHI

Amnonenis®

CKeJeTHO-M '930Bi
6omi”

He6axani peakmii

Yacro
(Bim = 1/100 mo
< 1/10)

TpomGo-nuTonetis, CieHoMerais® "
[NonuxeHu# piBeHb

remMoroGiny

[MinBuImeHHS PiBHSA

Heuacro Pigko Iyxe pinkoYacToTa HeBizoMa
(Bixg = 1/1000 mo < 1/100) (Bim = 1/10000 no (< 1/10000)
< 1/1000)

Po3puB cenesiHku’
CepnoBUAHOKIITHH-HUN
Kpu3s®

Peaxiiist TpaHCIUTAaHTAT NPOTH AHadiTaKTHYHI peakiyi

xa3sina’
limepuyTnuBicTs 7O
npemnapary’

[TigBuIeHHS PiBHS CEYOBOI

JTaKTaTAeTigpore-Ha3uKUCIOTH KPOBi

KpPOBI

3HUXKEHHS aleTUTy"

3anaMOpOYeHHS
l'imoecresis
[Mapecresis
Be3conns

linoreHsis
lneprensis

KpoBoxapKaHHs"
Bine B poTornorui
Kamrens®
3aguInka

3akpen”
Bine y poTi

lematomeranis
[TigBuIeHHS PiBHSA
nyxHoi hocdaTaszu
KpOBi

Bucun®

Epurema

Cnasmu M's3iB

TceBpomoparpa®
(XOHIPOKAIBIXHO3,
nipodocdarra
apTpormaris)

3HUKEHHS PiBHA
TJTI0KO3U

Anepriuni peakuii, y Tomy
yucni anadinakTuyHi peakuii,
BUCHUIIAHHA Ha LIKipi,
KPOIWB'sIHKA, aHTIOHEBPOTHY-
HUY HaOpSIK; 3afUIIKa Ta
apTepianbHa rinoreH3is
TTigBuIeHHS KOHLIEHTPALi B
KpOBi 1yKHoi docthaTasy,
raMMa-TayTaminTpascde-pa3u
(TTT).

Y narienTiB, SKUM IPOBOAUIHA
ximioTepariio i3 BBeIeHHIM
BUCOKUX [103 [Ipernaparis 3

OB
TpaHCIUIaHTAalli€0
ayTOJIOTIYHOT0 KiCTKOBOTO
MO3KY, cllocTepiranucs
OpYyIIeHHS 3 60Ky CyOUHHOI
cucreMu. [IpuunHHO-
HACTiOKOBOTO 3B'13Ky peakIii
i3 3acTOCyBaHHAM
¢dinrpacTuMy BCTaHOBIIEHO He
6y710. € IOBiNOMIIEHHS IIPO
OKpeMi BUITAIKU CUHIPOMY
Csira (rocTpuit -he6punbHui
HeUTpodinbHUY fepMaTos) y
MMAIli€HTIB 3 OHKOJIOTiYHUMU
3aXBOpIOBaHHAMHU. OIHAK 3
ypaxyBaHHSM TOTO, 1[0
OiNBIIICTH i3 IUX MAIE€HTIB
CTpaXkpany Ha JiefKeMiio,
3aXBOPIOBAHHS, SIKE YaCTO
IIPU3BONUTH IO CHHIPOMY
CBiTa, IPUYUHHO-
HaCJigKOBOTO 3B’S3KY i3
3aCTOCYBaHHSM (inrpactumy
migTBEPAXKEHO He OyIio.

[TopyIiueHHs BOMHO-
€JIeKTPOJIITHOTO 06MiHy

BeHOOKTI03UBHA XBOpo6a” AopTur

CUHOpPOM MinBUIIEHO]
CHHOPOM TiIBUIIEHO] TIPOHUKHOCTI
MIPOHUKHOCTI KaIinsapis* Kamninapis

TocTpuii pecnipaTopHui
OUCTPEC-CHHAPOM"
IuxanbHa HEOOCTATHICTH”
Halpsik nerens’
InTepcTuniancue
3aXBOPIOBAHHS JIETE€HB"
Indinbrpanis neressb
JlereHeBa KpoBOTeYa
Tinoxcis

[linBuIeHHs PiBHA
raMMa-TIyTaMinTpaHcde-pa3u
[linBuIneHHs PiBHA
acrmapTraTt-aMiHOTpaHC(epasu
Makynonanynsapauit Bucun  Cunppom Csita
IIkipHU¥ BacKymT
Ocreonopo3 3arocTpeHHs
pPeBMaTOITHOTO
apTpUTy

3HUKEHHS IIiTbHOCTI
KiCTKOBOI TKAaHUHHI



Posznapu 3 60Ky Iusypist
HUPOK i Ce40BUBIA-

HUX IIJISIXiB

3arasneHi po3nagy Ta CnabkicTs
peaxtiii B Mici 3ananeHHs

ITpoteinypis

Peaxiril B MicIii BBeIeHHS
Tpaucdyaitini peaxrii

Bins y rpymsax’
Binb, acTenia®

BBE[IEHHS IIPENapaTy CIM30BUX Hespyxauus,
060JI0HOK" [epudepuyni
ITipexkcist HaGpsIKH

a) [Tus. po3nin b)

I'nomepynonedput
IMaTonoriuni 3minu ceui

0) IToBimommsinocs npo Bunagku PTTIX (peakilis TpaHCIIAHTAT IPOTH Xa3siHa) Ta JeTaabHi BUTIAIKU

IicyIs a/IoTeHHOI TPaHCIIaHTallil KicTKOBOTO0 MO3KY (HuB. po3ain b).

B) Bkmiouae 6inb y KicTkax, 6inb y ciuHi, apTparnriio, mianriio, 6inb y KiHIliBKaX, CKeJIETHO-M'S30BUi

0inb, CKeJIeTHO-M'30BUM Oinb ¥ rpyOHil KiiTii, 6inb y mui.

r) BusiBneHi BUllafiku CIIOCTEPiranaucs B MiCaApeeCTpaliiHuy Nepiof y Nalli€HTiB, SKi IepeHecIu
TPaHCIJIaHTAallil0 KiCTKOBOT'0 MO3KY a00 M00isi3alliio KIiTHH-I0NIepeIHNUKIB TepuhepriHol KPOBi

r') BusiBneHi BUMmajgKu CIOCTEPIraaruch Ipu IPOBeAeHHi KITiHIYHUX OOCTiAXKEHb.

ITobiuHi peakuii, w,o cnocmepieaaucsy y nauienmis 3 TXH.

Krnac cucremMHoO1L Hebaxani peakmii

OpraHHOL Iyxe 4acTo Yacro Heuacro
kinacudikarrii 3a (= 1/10) (Big = 1/100 no (Bim = 1/1000 mo
MedDRA < 1/10) < 1/100)

Po3pus cenesinku’ CEePIOBUNHOKIIITUHHAN
TpombouuTo-eHis Kpus®

CrnenoMeramiga®™ "
Anemis

Posmagu 3 60Ky
KPOBOHOCHOI Ta
nmiMmbaTUYHOI cUCTeMU
Posmnanu 3 60Ky [ligBuIieHHs piBHSA
00MiHY PEUOBHH Ta CE€YOBOi KUCJIOTH B
Xap4yBaHHS KpOBi

[ligBumeHHS piBHSA

JTaKTaTAerigpore-Ha3u

KpOBi

3HUXKEHHS PiBHA

TJII0KO3H
Posmagu 3 60Ky TomoBHuit 6inb
HEPBOBOI CUCTEMHU
Posmnapu 3 60Ky
IHUXaJIbHOI CUCTEMH,
OprasiB rpygHoi

HocoBa kpoBoTeya

KJITKH Ta

CepenoCTiHHSA

Posmnanu 3 60Ky Hiapest
IUTYHKOBO-KUIITKOBOT'O

TPaKTy

Posmnanu 3 60Ky I'enaTomerasnis
MeYiHKH Ta [ligBuIeHHS piBHA
JKOBYOBHUBII-HIX yHOI pocdarazu
IIISAXIB KpOBi

Po3mnapu 3 60Ky Bucumnanusa IkipHuit BacKyiT

LIKIpY Ta MigIIKipHUX Arnonerris
TKaHUH

Posnanu 3 60Ky CkeneTHO-M'130Bi OcTeonopos
OTIOPHO-PYXOBOT'O oomi”

amaparty Ta Aprtpanria

CIIOJTyYHOI TKAHWHU

Posnapu 3 60Ky
HUDPOK i CEYOBUBIAHUX
IIIIXiB

I'nomepyno-aedbputllpoTeinypis
l'ematypis

Pigxo
(8in

= 1/10000

oo
< 1/1000)

Oyxe pinkoYacroTa
(< 1/10000)HeBimOMa

[TopymenHs
GbyHKIIiH
CeTne3iHKI
[TigBuIeHHS
KOHIIeHTpaIil
y KPOBi IyKHO1
dochaTazu



3arasnbHi po3nagu Ta
peaxiii B mMicti
BBEJ[IEHHS IIpemapary

Peakuis y micmi
BBEEHHS

Bine y micmi
BBEIEeHHS

ITobiuHi peakuii, w,o cnocmepiaaaucsy y 300posux 0oHopi8, sKum npogoduau mobinizauiro IICKK.

Kinac Hebaxani peaknii

CHCTEMHOI yxke gacTo YacTo HeuacTo

opraHHoi (= 1/10) (Big = 1/100 oo (Big = 1/1000 oo

Ki1acudikamii < 1/10) < 1/100)

3a MedDRA

Posnapmu 3 60ky TpomOGonuTo-neHiaCuneHo-meramis® Po3puB cenesinku®

KpOBOHOCHOI Ta Jle#kouTo3 CrnenoMeramis®

niMmpatryHoi CeprnoBUIHOKIITHHHUN

CUCTEeMH KpI/I3a

Posnanu 3 60Ky Anacdimaktuyni

iMyHHOI cucTeMu peaxirii

Po3napu 3 60Ky [lipBuienHs piBHs  [lifBuIeHHS PiBHS

00MiHy pEYOBUH JIaKTaTAEeTiApo-TeHa3uCce4y0BOl KUCIIOTH B

Ta Xap4yBaHHI KpOBi KpOBi

Posnapu 3 60ky I'onoBuuii 6inb

HEpBOBOL

CUCTeMHu

Po3nagu CHHIPOM MigBUIIEHOI

3 6OKY CynuH TIPOHUKHOCTI
Kaminsapis

Po3nanmu 3 60Ky [ucmHoe JlereneBi KpPOBOBUINBYU

IUXAJIbHOI I'emonTH3ic

CUCTEMH,

OpraHiB rpynHoi IadinpTparis neressb

KJIITKY Ta limoxkcis

CepenoCTiH-HA

T'emaro-6imiapHi [liguimenus piBaa  I[lifBuIeHHS pPiBHA

po3nanu nyxHoI pocharasu  amiHoTpaHChepasu

Posnanu 3 60Ky CKeneTHO-M's30Bi 3aroCcTpeHHs

OTIOPHO-PYX0BOr060JIi® PEeBMaTOIigHOTO

amapary Ta apTPUTy

CIIOJTyYHOI

TKaHUHHI

Po3napu 3 60Ky I'momepynoHepput

HUPOK i

CEeYOBUBITHUX

LINAXIB

ITayienmu 3 BIJI

Knac cucremnoi He6Gaxani peakmii

OpraHHOI IIyxKe gacTo Yacto Heuacro

knacudikamii 3a (= 1/10) (Big = 1/100 (Big = 1/1000 mo

MedDRA mo < 1/10) < 1/100)

Piogko

(Bin

= 1/10000
o

< 1/1000)

Iyxke pizkoYacToTa HeBigoMa
(< 1/10000)

IMopymerHs GyHKIIi
cene3iHKu

AHTrioHEeBpOTUYHUN HAOPSK,
KpPOIIMB'SIHKA, BUCUIIAHHS Ha
IKipi

[MigBuILEeHHS KOHIIEHTPALil B
KpOBI acmapraTaMiHoO-
TpaHncdepasu (ACT),
MigBUINEHHS KOHLIEHTpAallii B
KpoBi nyxHoiI dpocharasu

3amuIKa

Y mesikux BUIIagKax
crocTepiranuch mobiuni
sBUIIA 3 OOKY JIeTeHb, 110
MPU3BOIUIIO OO OUXaTbHOI
HeIOCTaTHOCTi a0
pecIipaTopHOro OUCTpPec-
cuaapomy mopocnux (PICIH),
1HKONM NeTalbHUX.
Hapxopunu moBigoMIIeHHS
TIpO [yXe PigKiCHI BUNafKu
mo6iyHuX SBUI 3 GOKY
JlereHb (KpOBOXapKaHHS,
JIereHeBi KPOBOTEUi,
iHGinbTparis nerexs,
3a[IMIIKa Ta KUCHEeBa
He[IOCTaTHICTh) y 3MOPOBUX
IOHOPIB.

3arocTpeHHsl CUMIITOMIB
apTpUTy

Pigko

(Bin

= 1/10000
mo

< 1/1000)

Iyxke pizkoYacTora HeBigoma
(< 1/10000)



Posnamu 3 60Ky Cnnenomeranis’CeprnoBUIHOKTITUHHUN [MTopymenHst QyHKITiH

KDOBOHOCHOI Ta Kpu3s® cene3iHKU
niMmbaTuyHoi

CUCTEeMHU

Posnmagu 3 60Ky ~ CkeneTHO-M'sSI30Bi 3a pe3ynbTaTaMu
CKeeTHO-M's130B01 Gosi’ TiKapChKOTOo

CUCTEeMHU o0CTexXeHH4, B yCix

Ta CIIOJIy4HOI BUIIagKaX CTYIiHb
TKaHUHU 30inbIIEHHS CeNe3iHKU

y nauieHTis 3 BIJI-
ingexrriew OyB Bim
HU3BKOTO [0
CepenHbOro, KIIiHIYHNH
nepebir mopyieHHs
MaB J00POSKiCHUH
XapakTep; Y XKOJHOTO 3
TauieHTiB He 6yII0
TiarHOCTOBAHO
TirmepcIneHiaMm,
2KOJIHOMY 3 IIAIli€HTIB
He MTPOBEIEHO
CIIJIEHEKTOMIIO.
OcCKinbKH 36ibIIeHHS
CeJIe3iHKH € YaCTUM
YCKITa[IHEHHSAM ¥
naiienTis 3 BIJI-
indexmieio Ta
CIIOCTEpIraeThes 3
Pi3HUM CTyIIeHEM
TAXKKOCT] y GiybIocTi
TIAIliE€HTIB, SKi XBOPiIOTH
Ha CHI[I, npuuunHO-
HACJIIKOBUH 3B’SI30K i3
3aCTOCYBaHHSAM
tdinrpactumy
3aJIMIIAETHCS
He3'SICOBaHUM.

Posnagu 3 60Ky I'nomepymoredput
HUPOK 1

CEeYOBUBITHUX

IIISXiB

a) [us. po3nin b)

6) Bkmtouae 6inb y KicTKax, 6inb y CIIMHI, apTpanrito, Mianrito, 6inb y KiHIiBKaxX, CKEJIeTHO-M'I30BUM
6inb, CKeNeTHO-M's130BUi Oinb y rpyAHiN KmiTi, 6inb y mui

Onuc okpeMux HebaKaHUX pPeakiii

[Mosigomnsnocs npo PTIIX i netanbHi BUNAOKY y NalieHTiB, gKi 0TpuMy0Th G-CSF micnsa amoreHHOI
TPaHCIINTaHTallil KiCTKOBOTO MO3KY (IuB. po3minu «OcobIUBOCTI 3aCTOCYBaHHI» Ta «PapMaKoIoTiuHi
BJIQCTUBOCTI»).

Bumapku cuHOPOMY IiIBUINEHO] KaIiIsPHOI MPOHUKHOCTI MOBITOMJISIIIUCS Y TIALi€HTIB Mics
BUKOPUCTAHHS IPaHYJIOMUATAPHOT0 KOJIOHIECTUMYJIIOI0UOro hakTopa. Lle, K mpaBuio, Tpamisnocs y
IAIi€HTIB 3 Mi3HIMU CTafisIMU 3JI0KICHUX 3aXBOPIOBaHb, CEIICKCOM, 3aCTOCYBaHHAM KiJIBKOX
XiMioTepamneBTHYHUX JTiKapChKUX 3aco0iB abo mpu adepe3i (muB.po3min «OcobauBOCTi
3aCTOCYBaHHS»).

ITallieHTH 3 OHKOJIOTIYHUMHU 3aXBOPIOBAHHAMU

Bimomo, 110 y KITiHIYHKX OOCTigXKeHHSIX GQinrpacTuM He 36ibIIye 4acToTy HeOaxkaHUX e(PeKTIB,



IIOB'SI3aHUX i3 IIMTOTOKCUYHOIO XiMioTeparrielo. Y ux KIiHiYHUX OOCTiIXKeHHAX HebaXkaHi e(eKTH,
PO SIKi TTOBIIOMJISIIY 3 OMHAKOBOIO YAaCTOTOIO SIK y TMAlli€EHTIB, SKi OTpUMYBanu QpinrpacTuM Ta
XiMioTepariio, Tak i y HalieHTiB, 110 OTPUMYBaH Ianebo Ta XiMioTepariioo, BKII0Yaad HyIoTy Ta
O11t0BaHHS, aJIOTeIlilo, liapelo, BTOMY, aHOPEKCiio (3HUKEHUN aleTuT), 3alajieHHs CIIM30BUX
000JI0HOK, T'0JIOBHUY 0islb, KallleJlb, BUCHUII, Oilb V¥ TPYASX, acTeHio, GapuHTolapuHTeanbHUAN
(opodapunreanwvuuit) 6inb, 3aKpen i 6inb.

Y nmicngpeecTpaliiHOMy epiofi MOBIIOMIISAIOCh PO BUIAAKY IIKIPHOTO BACKYJIITY y MAI€HTIB, AKi
OTpUMYyBaIu Tepariio dinrpacTumMoM. MexaHi3M BUHUKHEHHS BacKyJIiTy y [Talli€eHTIiB, Ki OTPUMYBaIX
¢dinrpactuM, Hapasi HeBimoMui. 3a AHUMH KJTiIHIYHUX OOCIiIXKEHb YaCTOTa iX BUHUKHEHHS
OLIHIOETHLCS SIK «HEUacTO».

Bunapku cuanpomy CBiTa (roctpuit heOpUIbHUN HepMaTo3) IOBIHOMISANIKCS B MiC/IsIpeecTpaliiHoMy
nepiofi. 3a JaHUMU KJTIHIYHUX OOCTIAXKEHb YaCTOTa MOT0 BUHUKHEHHS OL[IHIOETHCS SIK «HEYaCTO».

Y kniHiYHUX JOCTiAXKEHHSX Ta B IiclspeecTpaliiHoMy Iepiofi moBigomsisocs npo HebaXxaHi sIBUIIA
3 6OKY muxabHOI CUCTEMHM, 30KpPeMa iHTepCTHUIliaIbHe 3aXBOPIOBAHHS JIeTeHb, HAOPSK JIeTeHb Ta
JIeTeHeBy iHQiNbTpalliio, a B feIKUX BUMaAKax — PO3BUTOK JUXaIbHOI HEIOCTATHOCTI ab0 TOCTPOTO
pectipaTopHoro guctpec-cuaapomy (I'PIIC), aki MoxyTs 6yTH dhaTambHUMU (OUB.

po3min «Oco6IMBOCTI 3aCTOCYBaHHS»).

[Tpo BUTIafKU CIIJIEHOMETaJlil Ta pO3PUBY CeNe3iHKY Iics BBeOeHHS (QirpacTUMy IOBiIOMIISIIOCH
pinko. [lesiki BUllafIku PO3PUBY CeJie3iHKU OyJX JleTanbHUMU (IUB. po3ain «OcobIruBOCTi
3aCTOCYBaHHS»). Peakilil rinepuyTIUBOCTi, 30KpeMa aHadimakcisi, BUCUII, KPOIIUB'SIHKA,
aHTiOHEeBPOTUYHUM HaOpSK, 3aUIIKa Ta TiMOTeH3is, AKi BUHUKAIOTh IIPU IT0YATKOBiM a00 HACTYIHi
Teparii, Oynu 3apeecTpoBaHi B KITiHIYHUX OOCITIIXKEeHHIX Ta Mic/IsSpeecTpaliiHoMy mepioi. 3aranom,
peaxtii Oysu OiNbI IOUIMPEH] MicTs B/B BBeleHHS. Y OesKuX BUIMIafKaX CUMIITOMH ITOBTOPIOIOTHCS
IIpY MOBTOPHOMY IIPHM3HAYEHHI IIpenapary, 10 IPUIycKae NIPUINHHO-HACTiOKOBUY 3B'I30K.
dinrpacTuM Ciif MOBHICTIO BiIMIiHUTH MallieHTaM, 110 MalOTh CEPHO3Hi allepriuli peaxkiii.

Y nicngpeecTpaniiHOMy Iepiofi MOBITOMIISAIOCSA IIPO OKPeMi BUIIaAKYU CEPIOBUAHO-KIIITUHHUX KPU3iB
y Talli€HTIB i3 CEPIOBUIHOKIITUHHO aHeMi€lo (IuB.po3ain «Oco6IUBOCTI 3aCTOCYBaHHSI»). 3a
OaHUMU KIIiHIYHUX OOCIiIXKEeHb 4aCTOTa iX BUHUKHEHHS OI[IHIOEThCA SIK «HedacTo». [IceBmomopmarpa
IIOBiAOMJISINIACh y TAlLli€HTIB 3 paKOM, IO JIiKyBanucs GinrpacTuMoM. 3a JaHUMU KIiHIYHUX
OOCIiMXeHDb YacTOTa 11 BUHUKHEHHS OILIHIOETLCS K «HEeUacTO».

BlJI-indikoBaHi nmaItieHTH

[ToB'sizaHa 3 mpuitoMOM (PinrpacTUMy CIJIEHOMerarlis CrocTepiranach y < 3 % xBopux. Y BCixX
BUIafiKax ¢izuKanbHOTr0o 00CTEXKEeHHS BoHA Oysia y1erkoi abo moMipHOIo, a KiiHiuyHui nmepebir OyB
noOPOSKiCHUM; Y JKOOHOTO TallieHTa He CIIOCTepirasocs rinepcraeHiaMy Ta X KOOHOMY IallieHTy He
IIPOBOAMIIACH CIIJIeHEeKTOMisA. OCKINBbKY CIIJIEHOMeTallisl 4acTo 3yCTpivaeTecs y nauieHTis 3 BIJI-
iH(exuieto Ta B Till 4u iHIMiN Mipi y OinbmocTi xBopux Ha CHI]], 3B'130K 3 NiKyBaHHAM (ilrpacTUMOM
He3'scoBaHuM (IUB. po3min «OcoOMMBOCTI 3aCTOCYBAHHSI»).

ITalieHTH OUTSYOrO BiKY

HasiBHi maHi maIfieHTiB AUTSYOTr0 BiKy BKa3ylOTh Ha Te, 10 Oe3meKa Ta epeKTUBHICTh Pinrpactumy €
ONiOHMMU K V IOPOCIIKX, TaK i y [iTeH, SIKi OTPUMYIOTh IIMTOTOKCUYHY XiMioTeparrito, 110 TOBOPUTh
IIPO BifCyTHICTHL BiKOBUX BifIMiHHOCTeH y hapMaKoKiHeTHIi pinrpactTumy. €EquHUM HebaKaHUM
SIBUIIEM, IIPO SIKe MOCTIiMHO MOBimOMIISAOCS, Oy CKeJleTHO-M'g30Bi 0071i, 110 He Bigpi3HAMNUCS Bif
TaKUX Y JOPOCIi# nmomynsiii. HemocTaTHRO aHUX OJIs1 TOJAbIIOl OIiIHKY BUKOPUCTAHHS



GbinrpactuMy y miTewn.
[HIIi coellianbHi HoMynALii

[IalieHTy JIITHLOIO BIiKY

2KopHux 3aranbHUX BifMiHHOCTEH y Oe3meli Ta eeKTUBHOCTI He CIlocTepiranocs Mixk ocobaMu
cTapiie 65 pokiB Ta MojopuMu (ctapiue 18 pokiB) marfieHTaMu, 1[0 OTPUMYIOTh IUTOTOKCUYHY
ximioTeparmito, a KJliHiuHa [IpaKTHKa He BUSIBUJIA BIAMIHHOCTE! Yy BIANOBIASAX Ha Tepaliio MixX ITiTHIMU
Ta MOJIOJIINMY JOPOC/IMMHU NallieHTaMu. HegocTaTHBO JaHUX OJIS OIIiHKM 3aCTOCYBaHHS (QinrpactuMy
[IpY IHIIWX KJTIHIYHUX IOKa3aHHAX NallieHTaM JIiTHbOTO BIKY.

Tepmin npudamHocmi. 3 POKH.

YMmoBH 30epirannsi. 30epiraTi B HEJOCTYIIHOMY IJIs OiTei MicHi nmpu TemmepaTtypi 2-8 °C.

He 3amMopoxyBaTu.

YnakoBka. ITo 1 M y ¢nakoHi, mo 1 ¢rakoHy B KapTOHHi# KOPOOIIi.

[To 1 Mn1 y momepenHbO HAIIOBHEHOMY IIMPUII, IT0 1 MNIpHUIly B KaPTOHHIN KOPOO1Ii.

Kareropis Bignmycky. 3a peremnrtom.

Bupo6nuk. [I-p Penni’c JlaGopaTopic JITh, Iumis.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIXKeHHs MOro JisIbHOCTI.

bionopxikc, Hinbauns Ned7 i 44p, c. bauynani, bauynani Maugan, okpyr Men4an-Mankauripi,
500090, mrrat Tenanrana, Iamis.



