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MpyoeHb 2024
AOOBIAHUK MPOBI3OPA

Loao 3acTocyBaHHSA nikapcbkoro 3acody JIEHAHIMMO Ta wnsaxiB miHiMisauii puauky
TepaToOreHHOCTi

[aHa iHdpopmauis 3 6e3nekn po3pobneHa Ans cneianicTisB 0XOpOHW 300POB’s, siKi Npu3HaYvatoTb neHanigomia. Lis
iHbopmalia HapgaeTbea BignosiaHo Ao Bumor Hakady Ne 898 MO3 YkpaiHu Ta nonepeaHbo 6yna HanexHum YHoM
norogxeHa 3 flepxxaBHum ekcnepTHum LeHTpom MO3 Ykpainu. Ha gonomory npaktukyrodomy nikapto. Po3pobneHo
B pamkax lNnawny ynpaeniHHs puavkamu.

BCTYN

Llen poBigHWK npoBi3opa po3pobneHo Takum 4YuHOM, LWo6 nigkpecnntn Hebesneky nns
nnoga/embpioHa, MOB’si3aHy 3 BMAIMBOM feHanigomigy npu npunomi nig 4Yac BariTHOCTI.
BukopucTtoBynTe Liern AOBIAHWK NPOBi3opa Nig Yac 06roBoOpeHHs 3 NaLieHTOM i BUPILLEHHSA NUTaHb
abo npobnem, siKi NOB’sI3aHi 3 TEpPaATOreHHICTI0 fikapcbkoro 3acoby. [ns oTpuMaHHS MOBHOI
iHdopmauii npo nikapcbkmun 3acib, 6yab nacka, 03HaAMOMTEChb 3 IHCTPYKUIE ANa MegudHoro
3acTtocyBaHHs nikapcbkoro 3acoby JIEHAHIMNO, ska moxe OyTv OocTynHa 3a MOCUSAHHAM
http://www.drlz.com.ua/

3MICT

= BaranbHa iHghopMaLis Npo neHanigomig

= [lonepemkeHHs WOA0 BariTHOCTI

= KoHCynbTyBaHHs NauieHTIB:
- PekomeHgauii 3 6e3nekun, gki CTOCYOTbCH BCiX NaLUiEHTIB
- Hopatkosi pekoMeHaaLii ANg XiHOK 3 penpoayKTUBHUM NOTEHLUianom
- [HopatkoBi pekomeHaauii onsa Yonosikis

= Llo pobutn Npn HacTaHHi BariTHOCTI

* [loBigomneHHsa Npo BUNagku NOBIYHMX peakLuin

3ATAllbHA IHOOPMALUIA NMPO NEHANIAOMIA

dapmakoTepaneBTUYHA rpyna.

IMmyHOcynpecaHTun. IHwWi imyHocynpecaHTh. Kog ATX LO4A X04.

MexaHniam  gii  neHanigomigy  6a3yeTbcs Ha NPOTUMYXITNHHUX, AHTMAHTIOreHHUX,
NPoOepuTPONOETUYHUX Ta IMYHOMOLYNIOHYNX BIAaCTUBOCTSIX.


http://www.drlz.com.ua/
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lNMoka3aHHs.

MHOXMHHa MiEnoma

Ak MoHOTepanis nikapcbkuin 3acid JleHaHrMo nokasaHun Ans NIATPUMYKYOro MiKyBaHHSA Yy
Jopocnux nauieHTiB 3 yneplle [AiarHOCTOBaHOK MHOXWHHOK MIEMNOMOI, SKi nepeHecnu
TpaHCcnNaHTauilo ayToSoriYHMX CTOBOYPOBUX KITITUH.

Jlikapcbknii 3acib JleHaHro y cknagi kKomGiHOBaHOI Tepanii NokasaHun AN nikyBaHHS 4OPOCANX
NavuieHTIB 3 paHille HeNikoBaHOK MHOXMHHOK MIENTOMOIO, SIKUM NPOTUNOKa3aHa TpaHcnnaHTauis.
JleHaHrno y KomGiHauii 3 gekcameTa3oHOM NokasaHwn Onsi fikyBaHHSA OOPOCINX NauieHTiB i3
MHOXWHHOIO MIENTOMOIO, SKi OTpUMarnu LWoHanMeHLLe OAHY NiHilo nonepeaHboi Teparnil.
MienogmcnnacTuyHi CUHOAPOMM

Ak MOHOTepanis nikapcbkuin 3acid JleHaHrno nokasaHun Ons NiKyBaHHA AOPOCNMX NaUiEHTIB i3
TpaHCy3iMHO 3aneXHO aHeMier BHACMIOOK HU3bKOro abo NpOMiXKHOro-1 pu3nKy BUHUKHEHHS
MienogucnnacTU4YHMX CUHOPOMIB, MOB’A3AHNX 3 LMTOrEHETUYHOK aHOMarliel — i30fIbOBAHO
aeneuieto 5q, Konwu iHWi BapiaHTV NiKyBaHHS € HeQOCTaTHIMM abo HENPUMHATHUMW.

Jlimdoma KNiTUH MaHTINHOT 30HM

Ak MOHOTepanis nikapcbkuin 3acid JleHaHrno nokasaHun Ons NiKyBaHHA AOPOCNMX NaUiEHTIB i3
peunanBytoyolo abo pedpakTepHO NiIMGPOMOKO KNITUH MAHTINHOT 30HM.

PonikynsapHa nimcdoma

Jlikapcbkuii 3aci6 JleHaHrno y kombiHauii 3 putykcumabom (aHTn-CD20 aHTUTINO) Noka3aHun Ans
niKyBaHHA AOPOCNUX NaLUiEHTIB 3 paHille NikoBaHOK onikynsipHot nimgomoto (ctagia 1 — 3a).

HasBHi no3yBaHHS.
1 kancyna TBepga MicTUTb neHanigomigy y dopmi Povidone Premix y nepepaxyBaHHi Ha
nenanigomia 5 mr ado 10 mr, ado 15 mr, abo 25 wmr.

MakcumanbHa TpuBanicTb NiKkyBaHHA:

e 4 TWXKHI NS XIiHOK 3 penpoayKTUBHUM MOTEHLianom
e 12 TWXKHIB ONs1 YOMOBIKIB Ta XIHOK 6€3 penpoayKTUBHOIO NoTeHuiany.
B TOM e yac ocTaTouyHe pilleHHs NPUNMAaETbCA NikapeM, BUXOOA4N 3 KOHKPETHOT cuTyaLlil.

NONEPEMXEHHA LLLOAOO BAITHOCTI

Jlenanigomig — cTpyKTYypHUIA aHanor Tanigomigy. Tanigomig € BigOMUM FOACBKUM TepaToOreHomM,
LLIO MOXXe NPU3BOAMTUN 0 TSHXKKMX, 3arpO3nMBUX OIS XKUTTS BPOAXKEHMX Bag, PO3BMTKY abo cmepTi
OUTUHKW. EkcneprMeHTanbHi 4oCnigpKeHHA NeHanigomigy Ha MaBnax rnokasanu pesyrnbTaTi, CXOXi
3 pesynbTaramu, onnucaHumMm 4ns Tanigomigy.

AKLIo NeHanigomig npunMaTi y nepiod BaritTHOCTI, TO OMiKYETbLCS MOro TepaToreHHa ais.
HeobxigHo BukoHyBaTn ymoBuM [lporpamm 3anobiraHHS BariTHOCTI Afs BCiX MNaUiEHTOK, 3a
BUHATKOM BMWMNagKiB, KONMW HasiBHi NEePEKOHNMBI OOKa3W TOro, WO nauieHTka He 3gaTHa Aao
DITOHAPOMKEHHS.
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KOHCYJIbTYBAHHA MNALUIEHTIB

PekomeHaaLii 3 6e3nekun, AKi CTOCYIOTbCH BCiX NaLli€HTIB

Ymunizauiss HenompibHo20 rikapCcbKko20 3acoby

Cnig nosicHoBaTK nauieHTam, WO Uen nikapcbkuii 3acié He MoXHa nepegaBaTu iHLWLMM
noasMm, a BCi HEBUKOPWUCTaHi Kancynu B KiHUi MNiKyBaHHA nNOTPiIGHO noBepHyTM A0
MeaMYHOro 3aknagy ana 6esneyHoi ytunisadii.

lMopsidok npusHa4deHHs1 ma 8i0nycKy nikapcbko20 3acoby

Cuctema KOHTPONbOBaHOI BMAa4i OXONSIE BUKOPUCTAHHS hopMuK iHpOpMOBaHOI 3roam
Ta/abo ekBiBaneHTHOro AOKyMeHTa A4S KOHTPOS0 NpU3HaYeHHs Ta/abo Buaadi, a Takox
30ip AeTanbHUX AaHWX WOAO MPU3HAYEHHS 3 METOI PETENbHOMO CNOCTEPEXEHHS Y MeXax
KpailHW LWo40 3acToCyBaHHS fikapcbKoro 3acoby 3a nokasaHHsMW, He 3a3Ha4yeHMMU B
IHCTPYKUii ONg Meau4HOro 3acTtocyBaHHA. B igeani TecT Ha BariTHICTb, MpuU3HaYeHHS
NiKyBaHHA Ta BMAa4y nikapcbkoro 3acoby crig npoBOANTW B OAMH i TON e geHb. Bugava
neHanigomigy >iHkam 3 penpoayKTUBHMM NOTEHUianoM Mae BigbyBaTnca NpoTarom 7 HiB
nicns nNpusHayeHHst NiKyBaHHA Ta OTPUMAaHHA HeraTMBHOIO pes3ynbTaTy TecTy Ha
BariTHICTb.

Pu3uk nep8uHHUX 3M0AKICHUX MyXIuH iHwoi nokanisauii (M3[11/1)

Y KNiHIYHMX JOCNIAXEHHAX BnepLue AiarHoCToBaHOI MHOXWHHOI MIEMOMW Y NaUieHTIB, AKi
He nignagatoTb Nig KpuTepil Ans npoBedeHHs TpaHcnnaHTauil, cnoctepiranoca 4,9-
KpaTHe 30inblleHHs 3axBoptoBaHOCTI rematonorivHumu cpopmamu M3MT (Bunagku
roCTporo MiIenoigHOro Ienkosy, MIenogucnnacTMYHoOro CUHAPOMY) Y NauieHTIB, SAKi
OTPUMYHOTb NiKyBaHHS fieHanigomigom y kombiHauii 3 mendanaHoMm Ta NpegHi3onoHoM
00 MNpOrpecyBaHHs MOPIBHAHO 3 MendanaHoMm y KombGiHauii 3 npegHisonoHom. 2,12-
KpaTHe 36inblweHHs 3axBoptoBaHocTi conigHmx M3M1J1 cnocTepiranock y nauieHTiB, AKi
oTpumyBanu nikyBaHHA neHanigomigoMm (9 uwmknie) y kombiHauii 3 mendanaHom Ta
npegHi30noHoOM, NOPiBHAHO 3 MerdpanaHoM y NoeaHaHHi 3 NpeaHi30N0HOM.

Y nauieHTiB, SKi 3acTocoByBanu neHanigomig y KomGiHauil 3 gekcameTasoHoM [0
nporpecyBaHHsa abo npoTsarom 18 micauis, 3poCTaHHs 3aXBOPIOBAHOCTI HA remMaTosoriyHi
M3 He 6yno niaBMLWEHMM NOPIBHAHO 3 MauieHTaMu, siki 3aCTOCOBYyBanu Ttanigomig y
KomOGiHauii 3 mendanaHoMm i npeaHisonioHoM. 1,3-kpaTHe 30inblUeHHsT 3aXBOPHOBAHOCTI
conigHux nyxnuH M3MIJT cnocTepiranock y nauieHTiB, AKi 3acTocoByBanv neHanigomia y
kombGiHauii 3 fekcameTa3oHOM A0 nporpecyBaHHsA abo npoTtarom 18 micsuis, NOPIBHAHO 3
naujieHTamm, gKi 3acTocoByBanu Tanigomig y kombiHaudii 3 mendanaHom i npegHi30STI0HOM.
MigBULWEHUN PUSKMK BUHUKHEHHA MNEPBUHHUX 3MOSAKICHMX NYyXSIMH iHWOI nokanisauii,
NnoB’sisaHNX i3 neHanigomMigom, CniBCTaBHWA i3 BreplUue OiarHOCTOBAHOK MHOMXMHHOMO
mienomoro (BOMM) nicna nepeHeceHOl ayTonoriyHoi TpaHcnnaHTauii cToBOypoBMX
KniTvH. OCKifnlbk1 pU3MK HEQOCTaTHbO BUBYEHMWI, CIig BPaxoBYyBaTU LE MpU 3aCTOCYBaHHiI
nikapcbkoro 3acoby y Takin cutyakdii.

Pun3nKk BWHWUKHEHHS remMaTonoriYHMX 3rOSIKICHUX 3axBOPHOBaHb, OCOBMMBO FOCTPOro
MiENOIQHOrO  Nenkosdy, MIenoaucnnacTUYHOro CUHAPOMY, B-KMITUHHUX  3MOSAKICHMX
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HOBOYTBOPEHb (BKMOYaun nimomy XomkkiHa) OyB BULWMM Yy rpyni  npuomy
neHanigomigy, Hix y rpyni nnaue6o. Yactota BUHUMKHEHHS conigHmx nyxnuH, MN3M1J1 6yna
BULLIOIO Y rpyni NikyBaHHsS NeHanigomigom, Hix y rpyni nnaue6o.

Pusnk BuHUKHEHHA remaTtonoriyHmx M3MMIJT HeobxigHO BpaxoByBaTWM nepen no4YaTkom
3aCTOCyBaHHSA Nikapcbkoro 3acoby abo y kombiHauii 3 mendanaHom, abo ogpasy nicns
3aCTOCYBaHHSA BUCOKMX [03 MendarnaHy Ta npoBefeHHS ayTornoriyHoi TpaHcnnaHTauil
ctoOypoBux KnituH (TACK). Jlikapi NOBUHHI peTenbHO OUiHIOBAaTK CTaH NauieHTiB 4o i nig
yac nikyBaHHs1, BAKOPUCTOBYIOUM CTaHAAPTHUIA CKPUHIHT Ha pak ans suasneHHs M3M11N1 ta
CBOEYACHOrO NiKyBaHHS.

DopaTtkoBi pekoMeHAaaLii Ans XiHOK 3 penpoAyKTUBHUM NOTeHLianom

YHUKaTK BNAUBY Nikapcbkoro 3acoby Ha nnia.

BAXIIMBO Bu3Haunt Ta 3acTtocyBaTu e€(EeKTMBHI MeToaum KOHTpauenuii (HaBiTb y BMNagKy
ameHopel). 3acTtocyBaHHs KOHTpauenuii NOBMHHO MOYMHATUCS 3a 4 TWKHI OO0 noYaTKy
3aCTOCYyBaHHS fnikapcbkoro 3acoby.

MiHiManbHa 4yTnuMBICTb TECTY Ha BariTHiCTb NOBMHHA cTaHOBMTKU 25 MMO/Mn i npoBoanTUCH B
TakoMmy NopsiaKy:

v Tepen noYyaTKoOM NiKyBaHHS;
v Y npoueci nikyBaHHSA KOXHi 4 TWKHI;
v TMicns 3akiHYeHHs NiKyBaHHS.

Mpn Oygb-akii nigo3pi Ha BariTHICTb Crig HeramHo nNOBIGOMWUTWU fiKapto Ta NPUNUHUTK
3aCcTocyBaHHA neHanigomigy.

HdopaTtkoBi pekomMmeHAaauUii AnsA YonoBiKiB

YHuKaTu BANUBY Nikapcbkoro 3acoby Ha nnig.

BukopuctoByBaTu npesepBaTvBM, AKWO CTaTeBa NapTHepKa BariTHa abo Mae penpoayKTUBHUI
noTeHuian (HaBiTb, SKLLO YOMOBIKOBI Oyna BUKOHaHa Ba3eKTOMIs):

v nig Yac nikyBaHHs neHanigomigom, abo
v' BNpoAoBX 1 TWXKHSA NiCNs OTPUMAHHSA OCTaHHLOI 103U NiKapCbKOro 3acooby.

HeranHo nosigoMnTn CBOEMY niKaplto, SKWO MapTHepKa 4ONoBika 3aBariTHina y nepiog
3aCTOCyBaHHA HMM neHanigomigny abo HeBAOB3i nNicNs  NPUMMHEHHS  3aCTOCYBaHHSA
neHanegomigy.

LLO POBUTU NMPU HACTAHHI BATITHOCTI

HeraiHO NpuUNUHUTKX 3aCTOCYBaHHA neHanigomMigy Npy BUHUKHEHHI Nigo3pu Ha BariTHICTb — ANg
XIHOK 3 penpoayKTUBHUM NOTEHLianom.
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HanpaBuTu Ha KOHCYNbTaUil0 40 Nikaps, AKMI crelianidyeTbca Ha TepaTonorii abo mae focsia y
Ui ranysi Ta giarHoCTULi TepaToOreHHOro BAfMBY NiKapCbkux 3acobiB, 3 METO 0B6CTEXEHHS Ta
HagaHHSA pekomMeHaauin.

Hagatn nauieHTy KOHTakTHy iHdpopmauii Ans noBigOMNeHHs woao 6yab-skux nigos3p Ha
BariTHICTb.

NOBIAOMJIEHHA NPO BUMNAOKW NOBIYHUX PEAKLIN

MoBigomuTn Npo NobGivHy peakuito abo BiACYTHICTb e(PeKTUBHOCTI NPU 3aCTOCYyBaHHI NiKapCbKOro
3acoby moxHa 3a TenedoHamm komnaHil [1-p Pepai’c JTabopatopic Jita:

+38044 2075197 abo +380504143939; a TakoX Ha  ENeKTPoOHHY  ajpecy:
DrugSafetyUa@drreddys.com

BignosigHo fo Bumor [lopagky 34inCHeHHs dapMakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa 0XOpOHU 300poB’A YKpaiHu Big 27 rpyaHa 2006 poky Ne 898, zapeectpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainn 29 ciuHsa 2007 poky 3a Ne 73/13340, cnig noBigomnsti npo yci
nigo3ptoBaHi NobivHi peakuii Ao [epxaBHoro ekcneptHoro ueHTpy MO3 YkpaiHu 3a nocunaHHAM:
https://aisf.dec.gov.ua

Akwo y Bac BMHMKNIM nuTaHHA 4n noTpeba y [o4aTKoBiM iHpopmauil, Yn pPO3’SICHEHHNAX
MeOMYHOro Xapaktepy woao nikapcbkux 3acobie komnanii O-p Pepai’c Jlabopatopic g, Bu
MOXeTe 3BepHyTuCA 3a Ten. +380 44 207 51 97 go MeauuHoro Bigginy.
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