YACTUHA VI: PESIOME NNAHY YNPABNIHHA PUSUKAMU

PE3IOME NJIAHY YNPAB/IIHHA PUSUKAMU ANA NIKAPCbKOIO 3ACOBY TELLEHTPUK® (ATE3O/113YMAB)

Le pestome MnaHy ynpasniHHA pusmkamu (MYP) ans nikapcbkoro 3acoby (13) TELLEHTPUK®. Y NYP HaBeaeHa
AeTanbHa iHpopmauis npo BaxkAMBi puU3MKKM 3actocyBaHHA J13 TELLEHTPUK®, cnocobu ix miHimizauii Ta
MeToAM OTPMMAHHA 40AaTKOBOI iHGOpMaL,ii MPo pU3MKM Ta HEeBiAOMI AaHi (BiacyTHA iHdopmauia) wono
3acTocyBaHHsA /13 TELLEHTPUK®.

IHCTpYKUia ana meanuyHoro 3actocyBaHHA /13 TELLEHTPUK® micTuTb BaxKnuBy iHpopmaLito ana megnuuyHmnx
npaLiBHMKIB Ta NALEHTIB Npo Te, AK cnig 3actocoByBaTv J13 TELEHTPUK®,

OaHe pestome NYP ansa N3 TELLEHTPUK® cnipg po3rnanati y KOHTEKCTI BCiel Ljiei iHpopMmallii, BKAoYatoum 3BiT
3 OLLIHKKM Ta MOTo pestome, WO BUKAaAeHe 3p03yMiNo HedaxiBLuAM MOBOIO, L0 € YaCTUHOK EBPONENCHKOro
ny6niYHOro 3BiTY 3 OLIHKM NiKapcbKoro 3acoby (EPAR).

BarknuBi HOBI NUTaHHA abo 3MiHUM A0 iCHYOUYMX BEPCiN AOKYMEHTIB ByayTb BKAtOUYEHi B oHoBAeHi MYP ana /13
TEUEHTPUK®,

I. IIKAPCbKMI 3ACIE TA A19 YOO BIH 3ACTOCOBYETbCA

TELEHTPUK® micTuTb aTe30/isymab AK aKTUBHY PEYOBWHY i BBOAUTLCA LUAAXOM BHYTPiLUHbOBEHHOI abo
NiAWKipHOI iH'eKLii.

PekomeHaoBaHa [03a 404 BHYTPIWHbOBEHHOrO BBeAEHHA CTaHOBUTb 1200 Mr KOXHiI TpU TUIKHI.
PekomeHaoBaHa 033 414 NiALWKIPHOro BBeAEHHA CTaHOBUTb 1875 Mr KOXHI TpU TUXKHI.

N3 TELEHTPUK® nokasaHuit Ans NikyBaHHA HeApPiOHOKNITUHHOrO paky nereHb (HOKPA)

e Ap'toOBaHTHe NiKyBaHHA y pexXMMi MOoHOoTepanii nicna pesekuii Ta ximioTepanii Ha ocHOBI NpenaparTis
nnatuHu gopocamx nauieHtis i3 HOKP [I-111A cTagii 3 ekcnpecieto PD-L1 > 1 % nyXAUHHUX KNITUH.

o JlikyBaHHA NepLIOi NiHii y peXnmi MoHOTepanii 4OpoCcAMX NauieHTiB i3 meTtacTtatmyHum HOKP/ i3
BMCOKOlO eKcrnipecieto PD-L1 (PD-L1-3abapBneHi NyxaAuHHi KAiTMHK = 50 % abo PD-L1-3abapBneHi
iIMYHHI KAITUHK, Wo iHQINBTPYIOTL NMYXAUHY, NOKpMBaloTb 210 % naow,i nyxavMHKU) Ta 6e3 reHOMHMX
NyxnnHHUX abepauinn EGFR abo ALK.

e JlikyBaHHA nepuwoi AiHii y KombiHauii 3 6eBaumsymabom, nakniTakcenom Ta KapbonsiaTuHom
OOPOCANX MALEHTIB 3 METACTaTUYHUM HEenAOCKOKNITUHHMM HIAKPJT 6€3 reHOMHUX MyXJAUMHHUX
abepauint EGFR abo ALK.

e JlikyBaHHA nepLloi AiHii y KombiHaLii 3 naknitakcenom, 3B’A3aHMM 3 Binkom, Ta KapbonnatmHom
AOPOCAUX MALEHTIB 3 MeTacTaTUYHUM HEeNNIOCKOKNITUHHUM HAKPJT 6€3 reHOMHUX MyXJUMHHUX
abepauirt EGFR abo ALK.

o JliKyBaHHA A0POCAUX NaUiEHTIB 3 meTacTaTuuHMm HOKPJ1, y AKMX cnocTepiraeTbcA NporpecyBaHHA
3aXBOPIOBAHHA Nig Yac abo nicaa ximioTepanii, Wo BKAOYAE NpenapaTty NaaTMHK. Y nauieHTis 3 EGFR-
abo ALK-reHOMHUMKU NyXAUHHUMKM abepauiasmu ao oTpumaHHs /13 TEUEHTPUK® noBWHHO
cnocrepiraTMcA NporpecyBaHHA 3axBOPtOBaHHA Ha GoHi Tepanii, wo cxsaneHa ana HAKP/ 3 Takumu
abepauisamum.

TELEHTPUK® | pestome MnaHy ynpaBaiHHA pU3nKamu Ans rpomaacbKocTi | Bepcis 4.0 CTOpiHKa 1313



N3 TELLEHTPUK® noKasaHuit ana NikyBaHHS nepLuoi NiHii y KombiHauii 3 KapbonaaTMHOM Ta eTonosnaom
AOPOCUX MALIEHTIB 3 APIOHOKNITUHHMM PAaKOM JiereHb Ha nowwunpeHin ctagii (MC-AKPAN).

N3 TELEHTPUK® nokasaHuii gns nikyBaHHA y KoMbiHaUil 3 6eBaLm3ymabom NauieHTiB i3 HeonepabenbHoo
abo meTacTaTUYHOO renaToLeNtoNAPHOI KapUUMHOMOL, AKi He OTPMMYBanM NonepeaHboi CMCTEMHOT Tepanii.

Il. PU3UKK, NOB’A3AHI 13 3ACTOCYBAHHAM JIIKAPCbKOIO 3ACOBY TA 3AXOAM 3 MIHIMI3ALYI ABO
NOAA/bLLIOro onucy PUSUKIB

Huykue HaBedeHi BarknuBi pusmKKM 3actocyBaHHA J13 TELEHTPUK®, a TakoK 3axoam 3 MiHiMi3auii Takumx
PU3MKiB Ta NPOMNOHOBAHI AOCAIAKEHHA AN NOAANbLIOIo BUBYEHHA PU3KKIB 3acTocyBaHHA /13 TELLEHTPUK®.

3axo4amMu Ana MiHimisauii pusukis, ifeHTUDIKOBaHMX A5 NiKAapPCbKMX 3aC06iB, MOXKYTb BYTU:

= cneumdiyHa iHboOpMaLUia, Taka AK 3acTeperkeHHs, 3anobiXHi 3axoAn Ta peKomeHAauil wWoao
HaNeXHOro 3aCTOCYBaHHA, L0 HaBeAeHa B iIHCTPYKL,iT 41A MegMYHOro 3aCTOCYBaHHA ANA NALEHTIB Ta
MeANYHUX NPALLiBHUKIB;

" Ba)K/NMBi peKOMeHAALIT LWoA0 YNaKOBKM NiKapCbKoro 3acoby;

" 33aPEECTPOBAHUI PO3MIP YNAKOBKM — KiJIbKICTb NiKAPCbKOTo 3acoby B yNaKoBL,i, 06paHa TaKUM YNHOM,
o6 3abe3neynTn HasieXKHe 3aCTOCYBaAHHA JIiKapCbKOro 3acoby;

" JOPUAMYHMIA CTATYC NiKapCbKoro 3acoby — cnocib, y AKMi nikapcbKnit 3acib NocTavyaeTbca NaLieHTy
(Hanp. 3a peuentom abo 6€3 HbOrO), MOXKe AOMNOMOITU MiHIMI3yBaTHU PU3MKK, NOB’A3aHI 3 HUM.

Pa3om Li 3axoau CTaHOBAATb PYMUHHI 30X00U 3 MiHIMi3auii pusuKie.

Y Bunagky /13 TELEHTPUK® ui 3axoan aonoBHeHi dodamkosumu 3axo0amu 3 MiHIMI3ayil pu3sukie,
3a3HAYEHMMM Nig BIANOBIAHUMUM PUIMKAMM HUKYE.

Kpim umx 3axogiB, 6eanepepBHO 36MPAETLCA Ta PerynapHO aHanisyeTbca iHbopmalia npo nobiyHi peakuii,
BK/ItOYatoum ouiHky PO36 (PSUR), 3 MeToo HeraiHoro BXXMBaHHA HeobxiaHux 3axogis. Lli 3axoam cTaHOBAATL
PYMUHHI 3ax00U 3 hapMarkoHazaa0y.

AKWo Baxkamea iHdopmalina, AKka MOXKe BMN/IMBATU Ha HesneuyHe 3actocyBaHHA J13 TELEHTPUK®, we He
[OCTYMNHa, BOHa 3a3HayvyeHa HMXKYe y po3aini «BiacyTHA iHbopmauia».

1l.LA NEPENIK BAX/IMBUX PU3UKIB TA BIACYTHA IHPOPMALIA

BarknmuBumu pusmkamm 3actocyBaHHs /13 TELEHTPUK® € pusuky, wo noTpebytoTb cneujianbHMX 3axonis 3
ynpaBAiHHA pU3MKaMW 418 NOoAaNblIOro Aoc/ifrKeHHA abo MiHimisauii pusmky 3 meTtoro 6esneyHoro
3aCTOCyBaHHA. BaXnuBi pPU3MKM  MOXKYTb po3rasgatnca  SK  igeHTUdikoBaHi abo  NOTEHUiMHI.
|aeHTUPIKOBAHMMU PU3MKAMM € NPODAEMM, ONA AKUX € AOCTATHE NiATBEPAKEHHA 3B’A3KY i3 3aCTOCYBAHHAM
N3 TELUEHTPUK®. MOTEHUiMHUMKM pU3MKamK € npobnemn, Ana AKUX 3B’A30K i3 3aCTOCYBAHHSAM LbOro
NiKapcbKoro 3acoby Ha OCHOBI HAABHUX AAaHMX MOXK/IMBUIA, ane Liel 38’A30K e He BCTaHOB/IeHMI | noTpebye
noaanblioi OuUiHKKU. BiacyTHbO iHPpopMalieto € iHpopMmalLis 3 6e3nekn nikapcbkoro 3acoby, Aka Ha AaHWUi
MOMEHT BifCyTHA Ta noTpebye 360py (Hanp. TpMBase 3aCTOCYBAHHSA NIKAPCbKOro 3acoby).
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Mepenik BaXknMBUX pU3UKIB Ta BiACYTHbOI iHPopmaLii

Baxknusi ineHTUdiKOBaHI
PU3NKK

e  Peakuii, nos'a3aHi 3 iHdysieto

e |ImyHoonocepeaKkoBaHi NO6iYHI peaKuii

BarknuBi NOTEHUiAHI pU3NKK o 3HMKeHa ePEeKTUBHICTb ab0o 3HUKEHA NEPEHOCUMMICTb Y NaLLiEHTIB

3 aHTUTINAMM A0 NiKapcbKux 3acobis
e Embpio-dpeTanbHa TOKCUYHICTb

BiacyTHa iHpopmau,is

BiacyTHA

11.B PE3IOME BAXK/IUBUX PU3UKIB

BAMX/IMBI IAEHTUDIKOBAHI PUSUKK: IMYHOOMNOCEPEAKOBAHI MOBIYHI PEAKLT

Barknueuii ineHTMdikoBaHUM pm3mK: Nenatut

[ oKasn 3B'A3Ky pUUKY
3 NiKapCcbKnm 3acobom

JaHi KniHiYHMX gocnigxeHb

daKTOpPM PU3UKY Ta
rpynu pusmnky

daKTOopiB PU3MKY PO3BUTKY iMyHOOMNOCEPEAKOBAHOIO renaTuTy y NaLi€eHTIB,

AKi NpMiiMaloTb aTe30Ni3ymab, He BUABNEHO.

3axoau 3 MiHimizauii
PU3NKY

PyTUHHI 3ax04u 3 MiHimi3aLii pu3uKy:

3anponoHOBaHI 3ax04AM OMWCaHi B JIOKaNbHIM IHCTPYKLIT Ana meanyHoro

3aCTOCYBaHHA y po3Ainax:
= 0cobAnBOCTi 3aCTOCYBaHHA
= Cnocib 3acTocyBaHHA Ta 403U
= [o6iyHi peakuii

JopaTtKosi 3axogu 3 miHimisauii pusukis:
KapTKka-nam’aTKa gns nauieHTis

JopnaTtkoBi3axogm 3
dbapmakoHarnagy

JopaTtKosi 3axoau 3 papmakoHarnagy:
BiocyTHi

Baxnusuit igeHTUdIKOBaHUM pn3nK: MHEBMOHIT

[loKasu 3B'A3Ky pU3MKY
3 NiKapCcbKnm 3acobom

LaHi KniHiYHUX gocnigxeHb
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daKTOpPU PU3MNKY Ta
rpynu pusnky

3aranbHi pakTopK, AKI MOXKYyTb OyTM MNoB'A3aHi 3 MiABMWEHUM PU3MKOM
NiKapCbKOro iHTepCTULiaNbHOrO 3axBOptoBaHHA JiereHb (ILD), BKAloYatoTh:
CTapwuii BiK, Y0ONOBiYy CTaTb, HAABHICTb 3aXBOPIOBAHb JiereHb B aHaMHe3i,
naniHHA, nonepefHA NpomeHeBa Tepanida, nonepegHe abo ofgHoyacHe
NiKyBaHHA NiKapCbKMMM 3acobamm 3 BiLOMOIO NereHeBOI TOKCUYHICTIO (Hanp.,
OeAKi  aHTUMIKPODOHI, npoTM3ananbHi Ta KapAioBacKynsApHi  npenapaTy,
6ionoriyHi npenapatu Ta XimioTepaneBTMYHI 3acobu), 3ananbHi 3aXBOPIOBAHHSA
(Hanp., peBMaToOigHWI apTPUT Ta 3anafibHi 3axBOPIOBAHHA KULIEYHWKA).
OCHOBHe 310AKiCHE 3aXBOPHOBAHHSA TAaKOX MOXKe MiABULMUTN PU3UK MHEBMOHIi
i 6yTM paKTOpOM, WO YCKAaAHIOE aiarHoCcTUKY (Barber et al. 2011; Schwaiblmair
et al. 2012).

Ha gaHuit MOMeHT HemMae BigoMMX PaKTOPIB PU3MKY, AKI MOXKYTb CIPUYNHUTY
PO3BUTOK iMyHOOMNOCEPEAKOBAHOI MHEBMOHIi Yy OKpeMMX MaLi€HTIB nicns
NiKyBaHHSA aTe30/isymabom.

3axoam 3 MmiHimisauii
pU3NKyY

PyTUHHI 3ax0A4u 3 miHimi3aLii pusuky:
3anponoHOBaHi 3axo4y OonucaHi B NOKaNbHIN IHCTPYKUIi Ana meguyHoro
3aCTOCYBaHHA y po3ainax:

= Ocob6aMBOCTI 3aCTOCYBAHHA

= Cnocib 3acTocyBaHHsA Ta 403U

= [lo6iyHi peakuii

JopaTtKosi 3axogu 3 miHimi3sau,ii pusukis:
=  KapTka-nam’sTKa Ans nauieHTiB

JopnaTtkoBi3axogm 3
dbapmakoHarnagy

[opatkoBsi 3axoau 3 dapmaKkoHarnagy:
BigcyTHi

Baknusuii ineHTndikoBaHuit pusmk: Konir

[lokasu 38’A3Ky pU3nKY
3 liKapCbKMM 3acobom

LaHi KniHiYHMX gocnigrKeHb

dakTOpW pM3MKy Ta
rpynu pusnky

Ha paHuii MOMeHT HemMae Bifomux dakTopis pM3MKy, WO Moran 6 cnpuAtu
PO3BUTKY IMYHOOMNOCEPEAKOBAHOINO KOANITY B OKPEMWX MNAUIEHTIB nicna
NiKyBaHHSA aTe30/izymabom.
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3axoau 3 MiHimizauii
pPU3NKY

PyTUHHI 3ax0A4u 3 MmiHimi3aLii pusuKy:
3anponoHOBAHI 3ax04AM OMWCaHi B IOKaNbHIM IHCTPYKLiT Ana meamnyHoro
3aCTOCYBaHHA y po3ainax:

=  Ocob6aMBOCTI 3aCTOCYBaHHA

= (Cnocib 3acTocyBaHHA Ta 403K

= [lo6iyHi peakuii

JopaatKosi 3axoau 3 miHimisauii pusukis:
KapTka-nam’aTka gns nauieHTis

JopaTKoBi 3axogm 3
dapmakoHarnsaay

JopaTtKosi 3axoau 3 papmaKkoHarnagy:
BigcyTHi

Baxnusui igeHTdiKoBaHMM pm3nK: MaHKpeaTut

[0Ka3u 3B'A3KY pU3UKY
3 likapCbKnUm 3acobom

[aHi KniHivHKX gocnigKeHb

daKTOpPU PU3MKY Ta
rpynu pusmnky

iHoya cTaTb, MoONOAWWA BIK | HAABHICTb 3amna/lbHOrO 3aXBOPHOBAHHA
KMLIEYHUKA B aHaAMHe3i MOXXyTb OyTM noB'A3aHi 3 NiABULLEHUMM PU3UKOM
megmKameHTosHoro naHkpeatuty (Nitsche etal. 2012, Vinklerova et al. 2010). Ha
OaHUN MOMEHT HEMAE BiAOMMUX PAKTOPIB PU3UKY, LLO MOMKYTb CAPUYMHUTU
PO3BUTOK iMyHOOMOCEPEAKOBAHOIO MaHKPeaTUTy Yy OKPeMMX MALEHTIB nicaa
NiKyBaHHA aTe30/isymabom.

3axoau 3 MiHimizauii
PU3NKY

PyTUHHI 3axoau 3 miHimi3auii pusuky:
3anponoHOBaHi 3ax04M OMMCaHi B JIOKanbHIiM IHCTPYKLUii 4na meamMyHoro
3aCTOCYyBaHHA y po3ginax:

=  0cobaMBOCTi 3aCTOCYBAHHA

= [lob6iyHi peakuii

JDopaaTtKkoBsi 3axoam 3 miHimisauii pusukis:
KapTKka-nam’aTKa 4na nawieHTis

JopnaTtkoBi3axogm 3
dbapmakoHarnagy

JAopatKosi 3axogu 3 dapmaKkoHarnagy:
BiacyTHi

Baxknusuii ineHTUdikoBaHUI pu3nK: EHAOKpUHONaTIi (LyKpoBwmii aiaber, rinotupeos, rineptupeos,
HaAHMPKOBA HEAOCTATHICTb i rinogisuT)

[loKasu 3B’A3Ky pU3MKY
3 NiKapCbKMM 3acobom

LaHi KniHiYHUX gocnigxeHb
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daKTOpPM PU3KKY Ta ITanincbKe gocnigxeHHna cepen gopocanx sBikom Big 30 oo 49 pokis nokasaso,

rPynu puUsmnky WO PM3MK PO3BUTKY LlyKpoBoro aiabety 1 Tuny 6ys maiirke BABIYI BULLMM Y
YO/I0BiKiB MOPIBHAHO 3 *KiHKamu (BigHoWweHHA pu3mkis [RR] 1,70 [95% Al 1,21

- 2,38]) (Bruno et al. 2005). Ha gaHWi MOMEHT Hemae BigZoMUX ¢aKTopiB
PU3UKY, AKI MOXYTb CMPUUYNHUTU PO3BUTOK iIMyHOOMNOCEpPEaKOBAHOTO AiabeTy y
OKpeMUX NaLLEHTIB MicaA NiKyBaHHA aTe30/i3ymabom.

TakoX Hemae BigoMMX @aKToOpiB pPM3MKY, WO MOB'A3aHI 3 PO3BUTKOM
iMmyHoonocepeaKOBaHOrO rino- abo rineptupeosy, HeAO0CTaTHOCTI
HaAHUPKOBMX 337103 abo rinodisnTy y NauieHTIB, AKi OTPMMYIOTb NiKyBaHHA
atesonisymabom.

3axoam 3 MiHimizauii PyTUHHI 3ax04u 3 MiHimi3aLii pu3uKy:
PU3UKY 3anponoHOBaHi 3axo4u OnucaHi B JIOKaJIbHIM IHCTPYKLii Ana meguyHoro
3aCTOCyBaHHA y po3ainax:

= Ocob6aMBOCTi 3aCTOCYBAHHA

= Cnocib 3acTocyBaHHA Ta 403U

= [lo6iyHi peakuii

JopaTtKosi 3axoau 3 miHimisauii pusukis:
KapTKka-nam’aTKa ans nauieHTis

JopaTkoBi 3axogm 3 DopatKosi 3axoau 3 papmakoHarnagy:
dapmaKoHarnagy BigcyTHi

Baxknmeuii ineHTMdikoBaHnin pusnk: Heponarii (cuHapom FileHa-Bappe Ta miacTeHis
rpasic/miacTeHiuHMi cMHAPOM Ta nape3 06anyus)

[lokasu 38’a3Ky pusnKy | CuHapom lFilieHa-Bappe Ta miacTeHia rpasic/miacTeHiuHnit cuHapom
3 likapcbKnM 3acobom | [aHi KNiHiYHMX gocniarKeHb

MNape3 06anyun

Ha ocHoBi BcebiyHOro aHanisy BCix BMMNaAKiB, OTPUMaHUX i3 rnobanbHoi 6a3u
AaHnx be3neku nikapcbkunx 3acobis KomnaHii Polw, npo aki nosigomnsnocs npo
napes o6aMYYs y NaLieHTIB, AKI OTPUMYBANM NiKyBaHHA aTe30/i3ymabom, a
TAKOX AOCTYNHUX AaHMX i3 KNiHIYHOI 6a3m gaHux, Cuctemu 3BiTHOCTI NPOo NOBiYHiI
noaii FDA (FAERS) Ta EudraVigilance (EV) 6a3 gaHux, AOKNIHIYHMX A0OCNiAMXKEHD,
ony6iKoBaHOI NiTepaTypu Ta BPaxoByouM BiporigHMIA mexaHism aii Ta Bigomui
edeKT Knacy nofibHMX 3a Knacom npenapatis, 6y10 BCTAHOBAEHO MPUYMHHO-
HacnifKoBUI 3B’A30K MiK aTe3onisymabom Ta nmape3om o6amyus.

dakTOpW pMU3KKY Ta Hemae Bigomux ¢aKTopiB pM3MKYy, NOB’A3aHUX 3 PO3BUTKOM iMyHO-
rpynu pusmnky onocepeaKoBaHMX HEMpPONaTii y NauienTIB, K NPUIAMatoTb aTe30i3ymab.
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3axoau 3 MiHimi3auii
PU3UKY

PyTUHHI 3axoam 3 miHimi3auii pusuky:
3anponoHOBaHi 3ax04WM OMWCaHi B JIOKaNbHIM IHCTPYKUiT ana meamMyHoro
3aCTOCYBaHHA y po3ainax:

= Ocob6AMBOCTi 3aCTOCYBAHHA

®  [lob6iyHi peakuii

JopaTtkoBsi 3axoam 3 miHimisauii pusukis:
KapTka-nam’aTka gna naujieHTis

JopaTKkoBi 3axogm 3
dapmakoHarnsaay

JDopaTtKosi 3axoau 3 papmakoHarnaay:
BiacyTHi

Baxknusui igeHTNdiKOBaHMM pu3nk: Mienit

[loKa3su 3B'A3KY pU3UKY
3 NiKapCcbKnm 3acobom

Ha ocHoBi BcebiyHOro aHanisy BCix BUNaAKiB, OTPUMaHUX i3 rnobasnbHoi 6asun
AaHunx 6e3neku nikapcbKMx 3acobiB KomnaHii Pow, npo ski nosigomnsnocs
LLLOA0 MIENITY Ta MOB’A3aHI 3 HUM MOA|T y NaLEHTIB, AKi OTPUMYBaNN NiKYBaHHA
aTe30/1i3ymabom, a TaKoXK AOCTYMHi AaHi 3 KAiHiYHOI 6a3m gaHux, 6a3 AaHux
FAERS Ta EV, [OKANiHIYHMX pocnigxeHb, onybnikoBaHWi niTepaTypu Ta
BPaX0oBYOUM BiporiaHWI mexaHiam gii Ta Bigomnit Knacosuit epeKkTt noaibHmX 3a
CBOIM K/1acom npenaparTis, 6y/10 BCTAHOB/IEHO NPUYMHHO-HACNIAKOBU 3B A30K
MiK aTe30/isymabom i mienitom.

daKTOpPU PU3MKY Ta
rpynu pusmnky

Hemae Bigomux ¢aKTopiB pM3MKY, NOB’A3aHMX 3 PO3BUTKOM iMYHO-
onocepeaKoBaHOro MIENTY Y NALLIEHTIB, AKI NpMMatoTb aTe301i3ymab.

3axoam 3 MmiHimizawii
pU3nNKy

PyTUHHI 3ax04u 3 MmiHimi3aLii pu3uKy:
3anponoHOBaHi 3axoAy OnucaHi B NOKaNbHIN IHCTPYKLUii Ana meguyHoro
3aCTOCYyBaHHA y po3Ainax:

= 0cobanBOCTi 3aCTOCYBaHHA

= [o6iyHi peakuii

JopaTtKosi 3axogu 3 miHimi3sau,ii pusukis:
KapTKka-nam’aTKa gns nauieHTis

[opaaTtkoBsi3axoau 3
dbapmakoHarnagy

[opaTtkosi 3axoau 3 papmakoHarnaay:
BiacyTHi

Baxnueuii igeHTNdiKoBaHMM pm3nK: MeHiHroeHuedanit

[loKa3u 383Ky pU3UKY
3 NiKapcbKnm 3acobom

LaHi KniHiYHUX gocnigxeHb
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dakTOpM pU3NKY Ta
rpynu pusmnky

Hemae Bigomux aKTopis pusnMKy, MOB'A3aHMX 3 PO3BUTKOM iMYHO-
onocepeaKoBaHOro MeHiHroeHuedanity y nauieHTiB, AKi npuiimaoTb
aTe30nizymab.

3axo4u 3 MiHimizauii
PU3NKY

PyTUHHI 3ax0A4u 3 MmiHimi3aLii pusuKy:

3anponoHOBAHI 3ax0AM OMWCaHi B IOKaNbHIM IHCTPYKLiT Ana meamnyHoro
3aCTOCYBaHHA Y po3aini:

MobiuHi peakKuii

JopaatKosi 3axoau 3 miHimisauii pusukis:
KapTKa-nam’aTKa gns nauieHTis

[opaaTtkoBsi3axoau 3
dbapmakoHarnagy

[opaTtkosi 3axoau 3 papmakoHarnaay:
BiaocyTHi

Barknmeuii ineHTMdiKoBaHUM pm3nk: Miokapaut

[ oKasn 3B'A3Ky pU3UKY
3 NlikapCbKnUm 3acobom

[aHi KniHiYHUX gocnigxeHb

daKTopu pU3MKY Ta
rpynu puUsnKy

Hemae Bigomux ¢ aKTopiB pu3KKY, MNOB'A3aHUX 3 PO3BUTKOM iMYHO-
onocepeaKoBaHOro MioKapAMTy Y NaL€HTIB, AKi OTpMMYyBanM aTe30/113ymab.

3axoau 3 MiHimizauii
PU3NKY

PyTUHHI 3ax0A4u 3 miHimi3aLii pusuky:
3anponoHOBaHi 3ax04AM OMWCaHi B JIOKaNbHIM IHCTPYKLIT Ana meamnyHoro
3aCTOCYBaHHA y po3ainax:

=  OcobanBOCTI 3aCTOCYBaHHA

= Cnocib 3acTocyBaHHSA Ta 403U

= [lo6iyHi peakuyii

JopaTtKosi 3axogu 3 miHimi3sau,ii pusukis:
KapTKka-nam’aTKa Ans nauieHTis

JopnaTtkoBi3axogm 3
dbapmakoHarnagy

[opaTtkosi 3axoau 3 papmakoHarnaay:
BigcyTHi

Baxnueuii igeHTndiKoBaHM pm3nk: Heppur

[loKasu 3B'A3Ky pU3MKY
3 NiKapcbKnm 3acobom

LaHi KniHiYHUX gocnigxeHb
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daKTOpPU PU3MNKY Ta
rpynu pusnky

dakTopy pU3MKY BKAKOYAOTb NeBHi iHdeKUii, npenapaTn (BKA. aHTUBIOTUKM,
HecTepoigHi npoTu3ananbHi 3acobwu, iHribiTopu npoTOHHOI nomnu) Ta
AyTOIMYHHi 3axXBOPIOBAHHA, TaKi AK cuHgpom LlerpeHa Ta 3axBOPHOBAHHA,
nos’asaHi 3 imyHornobyniHom G4 (Muriithi et al. 2014). ®akTopK PU3KKY, WO
MOXYTb CMPUATM PO3BUTKY iMyHOOMNOCEPEAKOBAHOro HedpuTy nicna Tepanii
iHFiGiTOpaMM IMyHHMX KOHTPOIbHUX TOYOK Y OKPEMMUX NALEHTIB, HEBIZOMI.

3axoau 3 MiHimizauii
pPU3NKY

PyTUHHI 3ax0A4u 3 MiHimi3aLii pusuKy:
3anponoHOBAHI 3ax04AM OMWCaHi B IOKaNbHIM IHCTPYKLiT Ana meanyHoro
3aCTOCYBaHHA y po3ainax:

= Ocob6aMBOCTI 3aCTOCYBAHHA

=  Cnocib 3acTocyBaHHA Ta 403U

= [lob6iyHi peakuii

JopaTtKosi 3axogu 3 miHimi3sau,ii pusukis:
KapTKka-nam’aTKa gns nauieHTis

JopaTtkosi3axogm 3
dbapmakoHarnagy

DopatKosi 3axoau 3 papmakoHarnagy:
BigcyTHi

Baxnusui igeHTUdIKOBaHMM pm3nK: Miosut

[loKasu 3B'A3KY pU3UKY
3 NiKapCcbKnm 3acobom

JaHi KNiHiYHMX gocnigxKeHb

daKTOpPU PU3MKY Ta
rpynu pusmnky

AK i iHWi ayTOiMyHHi 3axBOplOBAHHA, TeHWM Ta (GAKTOPU HABKOJWLUHBLOIO
cepefoBuwa/cnocib6  XKutta, WMOBIPHO, CNPUAIOTb CNPUAHATAMBOCTI A0
Mio3UTY. YNCNeHHI He3aneKHi acouiaLlii B MexKax npeaKosoro ranaotmny HLA
8.1 € HANCUNBbHIWMMN TeHETUYHUMKU (aKTOpaMM PU3MKY igionaTUYHUX
3ananbHUX mionartih. EnigemionoriyHi gaHi niaTBepaXyloTb posb iHPeKLUil,
nonepeaHix 3axBoptoBaHb siereHb, $isM4HOro HaBaHTaXKEHHA, KOJIAareHoBMX
imnnaHTaTiB, BNAMBY Y/AbTPadioNeToBOro BUMNPOMIHIOBAHHA Ta KypiHHA Yy
PO3BUTKY 3ananbHUX MionaTin. byno BMABNEHO, LWLO iHKM Binbll CXUAbHI A0
PO3BUTKY NONIMIO3UTY Ta AEPMATOMIO3UTY, TOAI AK YONOBIKM Binbll CXMNbHI OO
PO3BUTKY MIO3UTY TifleLb BKAOYEHHA. byno BCTaHOBAEHO, WO TaKi npenapary,
AK cTaTuHKM, D-neHiumnamid, iHTepdepoH-a Ta npokaiHamia, nos’A3aHi 3
Mio3nTom. BcTaHOBMEHO, WO PU3UK PO3BUTKY MIO3UTY 3POCTAE 3 BIKOM i
[ocarae niky y nauieHTis Bikom Big 50 go 79 pokis (Svensson et al. 2017).
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3axoau 3 MiHimizauii
pPU3NKY

PyTUHHI 3ax0A4u 3 MmiHimi3aLii pusuKy:
3anponoHOBAHI 3ax04AM OMWCaHi B IOKaNbHIM IHCTPYKLiT Ana meamnyHoro
3aCTOCYBaHHA Y po3aini:

=  Ocob6aMBOCTI 3aCTOCYBaHHA

JopaTtKosi 3axogu 3 miHimisau,ii pusukis:
KapTka-nam’aTka gns nauieHTis

Jopaatkosi3axoau 3
dapmakoHarnagy

JopaTtKosi 3axoau 3 papmaKkoHarnagy:
BigcyTHi

Barknmeuit igeHTMdiKoBaHMI pu3MK: TAXKKI WKiPHi N06iYHI peaKuii

[0Ka3u 3B'A3KY pU3UKY
3 likapCbKnUm 3acobom

IPYHTYIOUMCb Ha KOMMAEKCHOMY aHanisi BCiX BMNAAKiB, OTPUMAHMUX i3
rnobanbvHoi 6a3n gaHMx KomnaHii Pow wopno 6e3neku nikapcbKkux 3acobis,
noBilOMNEHUX BiANOBIAHO A0 cTaHAaapTM3oBaHoro 3anuty MedDRA (SMQ)
(obMmerXKeHUIN) «TAXKKi WKipHi NobiyHi peakuii» y nauieHTiB, AKi oTpuMyBaIu
NiKyBaHHA aTe30/i3ymMabom, a TaKOXK AOCTYNHUX AAHUX KAiHIYHMX 633 gaHuXx,
nitepatypu (Zhao et al. 2018; Raschi et al. 2019; Jimenez et al. 2020) i 6a3u
Aanux EudraVigilance 3 KiHueBoto gatoto 31 amnHa 2020 poKy Ta BpaxoByoun
BiporigHWUi mexaHi3m Aii Ta nepegyMoOBU TAKKUX LLKIPHMX NOBIYHUX peaKLilt
(SCAR) sk Bigomuii edeKT Knacy, 6yN0 BCTaHOBNEHO NMPUYNHHO-HACNIAKOBWIA
3B’A30K MiXK aTe3onisymabom i SCAR. Takum umHom, SCAR 6yno OHOBNEHO 3
NOTEHL,INHOrO PU3UKY Ha BaXKMBUN iAeHTUDIKOBAHUI PUSKK.

daKTOpPU PU3MKY Ta
rpynu pusnky

Hemae Bigommx hpaKTopiB pU3KNKyY, NOB’A3aHMX i3 po3BUTKOM SCAR y NauieHTiB,
AKi OTPUMyBasn aTe3onisymad.

3axoau 3 MiHimizauii
PU3NKY

PyTUHHI 3ax04u 3 MiHimi3aLii pusuKy:
3anponoHOBaHi 3ax04AM OMWCaHi B JIOKaNbHIM IHCTPYKLiT Ana meamnyHoro
3aCTOCYBaHHA y po3Ainax:

= 0cobanBOCTi 3aCTOCYBaHHA

= [lob6iyHi peakuii

JopaTtKosi 3axoau 3 miHimisauii pusukis:
BigcyTHi

JopaTtkoBi3axoam 3
dapmaKoHarnagy

[opaTtkosi 3axoau 3 papmakoHarnaay:
BigcyTHi

Barknmeuii ineHTUdiKoBaHUIN pM3MK: Po3nagu nepukapaa
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[ oKa3n 38'A3Ky pU3KNKY
3 NiIKapCbKMM 3acobom

Ha ocHoBi BcebiyHOro aHanisy BCix BMMaaKiB, OTPMMaHMX i3 rnobanbHoi 6asum

KomnaHii Pow wono 6e3nekn nikapcbKMx 3acobiB, nNpo  sKi

cepus,
NepuKapamT, KOHCTPUKTUBHWUIA NepuKapAWT, 3aXBOPHOBAHHA MepuKapaa Ta

AaHUX

NoBiAOMANANOCA NP0  ayTOIMYHHWI  MEepUKapAuT, TamnoHaay

nepukapgianbHMM  BUNIT Yy  NAUJEHTIB, AKIi  OTPMMYBanu  NliKyBaHHSA

aTe30/1i3ymabom, a TaKoXK AOCTYNHi AaHi 3 KAiHiYHOT 6a3n gaHux, 6a3mn gaHux
(FAERS) i EudraVigilance (EV),
ony6siikoBaHoi niTepaTypu 3 KiHUueBol pgatoto 29 KeiTHA 2022 poky Ta

FDA Adverse Event Reporting System

BPAXOBYOUM BipOFigHWIN MeXaHi3m aii Ta Knacosuit epekT NoLibHMX y CBOEMY

Knaci npenapartiB, BCTAaHOB/JIEHO MPWUYMHHO-HACNIAKOBUA 3B’A30K  MiX

aTe30/isymabom Ta po3nagamu nepuKkapaa.

daKTOpPU PU3MKY Ta
rpynu pusnky

Po3BMTOK iMyHOOMOCEPEAKOBAHUX MNepUKapAianbHUX PO3nagis moxe 6ytu
BMLLMM Y MALIEHTIB 3 KaPLUMHOMOIO NereHb, MOJIOYHOI 331031 Ta CTpaBoxoay
yepes NpAMe NOKajbHe MOWMPEHHA Ha MapiETaIbHUI NepuKkapa, a TAKoX Y
NalieHTIB, AKI OTPMMYyBanu MPOMEHEBY Tepanitd OPraHis rpyaHOi KAITUHM
(Burazor et al. 2013).

3axoam 3 miHimisauii
pU3nNKy

PyTuHHI 3axoau 3 MmiHimi3auii pu3suKy:
3anponoHOBaHi 3ax0AM OMNMCaHi B NOKaNbHIN IHCTPYKLUIi AnAa meguyHoro
3aCTOCYBaHHA y po34ini:

= [lob6iyHi peakuii

JDopaaTtkoBsi 3axogm 3 miHimisauii pusukis:
KapTKka-nam’aTKa 4na nawieHTis

JopnaTtkoBi3axogm 3
dbapmakoHarnagy

JAopatKosi 3axogu 3 dapmaKkoHarnagy:
BiacyTHi

Barknmeuii ineHTndikoBaHui pusuk: FfemogarouuntapHmii nimdoricriountos

[loKasu 3B'A3KY pU3UKY
3 liKapCbKMM 3acobom

Ha ocHoBi BcebiyHOro aHanisy rnobanbHoi 6asM gaHMxX 6Ge3neku Komnaii,
BK/IlOYAIOYM BUMNAAKM remodaroumtapHoro nimeorictioymMTosy, oTpumaHi go 17
KOBTHA 2022 pOKy, BPaxOBylOYM MOTEHLIAHWI MexaHi3m Aaji Ta Bigomui
Knacosuii edpeKkT nodibHMX 3a CBOIM Kiacom npenapaTis, 6yn0 BCTAHOBNEHO
NPWUYUHHO-HACNIAKOBUIA 3B’A30K MiXK aTe3onisymabom i remodaroumtapHum
nimoorictiounTosom.

daKTOpU PU3MKY Ta
rpynu pusmnky

dakTopiB pU3NKY PO3BUTKY remodaroumtapHoro nimeorictioymtosy vy
NaLieHTIB, AKIi NpMMMatoTb aTe301i3ymab, He BUAB/EHO.
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3axoau 3 MiHimi3auii
PU3UKY

PyTUHHI 3ax0A4u 3 MmiHimi3aLii pusuKy:
3anponoHOBaHi 3ax0AM OMWcaHi B JIOKaNbHIM IHCTPYKLUIT Ana meanyHoro
3aCTOCYyBaHHA y po3Ainax:

= Ocob6aMBOCTi 3aCTOCYBAHHA

® [lob6iyHi peaku,ii

JopaTtKosi 3axogu 3 miHimisauii pusukis:
KapTka-nam’aTka gns nauieHTis

JopaTKkoBi 3axogm 3
dapmakoHarnsaay

JopaTtkosi 3axoau 3 papmaKkoHarnagy:
BigcyTHi

Barknmeuii ineHTUdIKOBaHMI pM3mMK: Peakuii, noB'A3aHi 3 iHys3ielo

[loKa3su 3B'A3KY pU3UKY
3 NiKapCcbKnm 3acobom

JaHi KniHiYHMX gocnigxkeHb

daKTOpPU PU3MKY Ta
rpynu pusnky

JlikyBaHHA MOHOK/I0HA/IbHUMW aHTUTIIAMM NOB'A3aHO 3 NiABULLEHUM PU3UKOM
peakuiii, nos’a3aHux 3 iHy3ieto (Keating et al. 2014; Thompson et al. 2014).
Hemae Bigomux ¢akTopiB pusuKy,

NnoB’A3aHMX i3 pPO3BUTKOM peakLii,

nos’A3aHux 3 iHdy3iAMM y NauieHTIB, AKI OTpUMyBain aTe3onisymab.

3axoau 3 MiHimizauii
PU3NKY

PyTUHHI 3ax04u 3 MiHimi3aLii pu3uKy:
3anponoHOBaHI 3ax04AM OMWCaHi B /IOKaNbHIM IHCTPYKLIT Ana meanyHoro
3aCTOCYBaHHA y po3ainax:

= 0cobanBOCTi 3aCTOCYBaHHA

= Cnocib 3acTocyBaHHSA Ta 403U

= [lob6iyHi peakuii

JopaTtkosi 3axoau 3 miHimisauii pusukis:
KapTKka-nam’aTKa ans nauieHTis

[opaaTkoBsi3axoam 3
dapmakoHarnagy

[opaTtkosi 3axoau 3 papmakoHarnaay:
BigcyTHi

BarKNMBMI NOTEHLINHMI pU3MK: 3HUKEHA ePeKTUBHICTb ab0 3HMKeHa NepeHOCUMICTb Y NaLiEHTIB 3
aHTUTINIamMM A0 NiKapcbKux 3acobis

[loKasu 3B’A3Ky pU3MKY
3 NiKapCcbKnm 3acobom

LaHi KniHiYHUX gocnigxeHb

daKTOpU PU3MKY Ta
rpynu pusmnky

PaKTOpU PU3MKY PO3BUTKY aHTUTIN A0 NiKapCbKunx 3acobiB Hapasi HeBigoMi
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3axoam 3 MiHimizauii PyTUHHI 3ax0A4u 3 MmiHimi3aLii pusuKy:
pU3NKY 3anponoHOBaHi 3ax0AM OMWcaHi B JIOKaNbHIM IHCTPYKLUIT Ana meanyHoro
3aCTOCYBaHHA y po3Ainax:

= Ocob6aMBOCTi 3aCTOCYBAHHA

=  [lo6ivHi peakuii

JopaatKosi 3axoau 3 miHimisauii pusukis:

BigcyTHi
JopaTtkosi3axoam 3 JopaTtkosi 3axoau 3 papmaKkoHarnagy:
dapmaKoHarnagy BigcyTHi

BarknmMBMIA NOTEHUiNHMI pusnK: Em6pio-dpeTanbHa TOKCUUHICTD

[oKa3n 38’A3Ky pusnKy | JlitepaTypa Ta AOKiHIYHI AOCNiAXKEHHS
3 NlikapCbKnm 3acobom

daKTOpPM PU3UKY Ta [o rpynu pusmnky BUHUKHEHHA embpio-dpeTanbHOI TOKCUYHOCTI, NOB’A3aHOI 3
rpynu pusmnky aTte3osizymabom, BXOAATb MNALiEHTKM [AiTOPOAHOrO BiKYy Ta naoaMm, WO
pO3BUBalOTbCA, AKI NiggaBannca aji atesonisymaby nig yac BaritTHOCTI.

3axoam 3 MiHimizauii PyTUHHI 3ax04u 3 MiHimi3aLii pu3uKy:
PU3UKY 3anponoHOBaHi 3axo4y onucaHi B NOKaNbHIN IHCTPYKUIi Ana meguyHoro
3aCTOCYBaHHA Y po3aini:

=  OcobanBOCTI 3aCTOCYBaHHA

JopaTtKosi 3axogu 3 miHimi3sau,ii pusukis:

BiocyTHi
JopaTKoBi 3axoam 3 JopaTtKosi 3axoau 3 papmakoHarnagy:
dapmaKoHarnagy BigcyTHi

EV = Eudravigilance; FAERS = FDA Adverse Event Reporting System; HLH = hemophagocytic lymphohistiocytosis (remodarouutapHuii
nimdorictioyntos); IRR = infusion-related reaction (peakuisa, nos'asaHa 3 iH¢y3ieto); SCAR = severe cutaneous adverse reaction (TAKi
LWKipHi NOBiYHI peaKLii).

11.C NN1AH NICNAPEECTPALIMHOI PO3POBKU

11.C.1 NocnigyKeHHs, AKi € ymoBamu peecTpaLii NikapcbKoro 3acoby

Hemae focnigiKeHsb, Lo € yMOBaMM OTPUMAHHSA PEECTPALIMHOIO NOCBiAYeHHA abo KOHKPEeTHUX 3060B’A3aHb
040 aTe30i3ymaby.

11.C.2 IHWi aochigyXeHHA B nnaHi nicnsapeecTpauiiHoi po3pobku

[na ate3onisymaby A0CNIAKEHHSA HE BUMaratoTbCA.
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