YACTUHA VI: PESIOME NNAHY YNPABNIHHA PUSUKAMU

PE3IOME NJIAHY YNPAB/IHHA PUSUKAMU ANA NNIKAPCbKOIO 3ACOBY OKPEBYC®
(OKPENI3YMAB)

Le pestome nnaHy ynpasniHHA pusmkamu (MYP) ana nikapcbkoro 3acoby (/13) OKPEBYC®. B MYyP
HaBeZieHa AeTasibHa iHbopMaLlifa WoA0 BaxK/IMBUX PU3UKIB NPU 3aCTOCYBAHHI OKpenisymaby, AKMm
YMHOM Ui PU3NKN MOXKYTb BYTM MiHIMI30BaHI, i AKUM YUHOM MOXKINBO OTPUMATK Binblue iHpopmaLii
NpPo p13MKM Ta BiACYTHIO iHPOpMaLLito NPU 3aCTOCyBaHHI OKpenisymaby (BiacyTHA iHbopmauina).

B IHCTpyKUii Ana meanyHoro 3actocyBaHHs anda J13 OKPEBYC® HaBeaeHa HeobxiaHa iHbpopmalis ana
MeANYHUX NPALIBHUKIB Ta NALLEHTIB WOA0 3aCTOCYBaHHA OKPEeisymaoy.

Le pestome MYP ana 13 OKPEBYC® cnig unTat y KOHTEKCTI BCi€i i€l iHpopMmalii, BKAoYaoum 3BiT 3
OLHKM Ta pe3tome , LLLO BUKNALEHO AOCTYMHOK MOBOID, AKi € YaCTMHO €BpONeicbKoro nybaiyHoro
3BiTYy 3 OUiHKM (EPAR).

Ba»knusi HOBi Npobaemun abo 3MiHWM A0 YUHHUX BEPCi JOKYMEHTIB BYAyTb BKAOUYEHI B OHOBJIEHHSA
MYP ans 13 OKPEBYC®.

I. IIKAPCbKWI 3ACIE TA 41 YOrO BIH 3ACTOCOBYETbCA

13 OKPEBYC® 3apeecTpoBaHuit ANA NiKYBaHHA PeUuUanBYHOYOi Ta NEePBMHHO Mporpecyoyoi ¢opm
po3ciaHoro cknepo3sy. MpenapaT MICTUTb OKpesnisymab y AKOCTi Aitoyoi peyoBUHU Ta BBOAUTLCA
BHYTPILWHbOBEHHO.

JeTanbHiwy iHPopmaLilo NpPo OLIHKY KOPWUCTI 3acToCcyBaHHA OKpenisymaby aus. y EPAR ana
oKpenisymaby, y TOMy 4nCAi B pe3tome, WO BMKAALEHO AOCTYMHOK MOBOIO, AKE 3HAaXOAUTLCA HA
Beb-caliTi EBPONENCbKOro areHTcTBa Mo JiKapcbkKum 3acobam (EMA), Ha cTopiHWi ana gaHoro
NikapcbKoro 3acoby. https://www.ema.europa.eu/en/medicines/human/EPAR/ocrevus

Il. PU3UKMU, MNOB’A3AHI 13 3ACTOCYBAHHAM NIIKAPCbKOIO 3ACOBY TA 3AX04M 3 MIHIMI3AL|IT
ABO NOAANBLUOIo onucy PU3UKIB

Hukuye 3a3HayeHi BaXKAUBI PU3MKKM OKpeni3ymabdy, a TaKoXK 3anponoHOBaHI 3axo4uM Ana MiHimisauii
LMX PM3MKIB Ta NPONOHOBAHI AOCNIAXKEHHA A1A NOAA/NbLIOIO BUBYEHHA PU3MKIB OKpenizymaby.

3axo4amu no MiHimisaLii pusukiB, iaeHTUPIKOBAHMX 418 NiKapCbKOro 3acoby, MOXyTb byTH:

. CneuymndiyHa iHbopmalisn, Taka AK 3acTeperKeHHA, 3anobiXKHi 3axoau, Ta nopaau Woano
NPaBUIbHOIO 3aCTOCYBaHHA, HaBedeHi B IHCTPYKLUIl 418 MegMyHOro 3actocyBaHHA Ta KX/13 gna
MeOMUYHNX NPaLiIBHUKIB Ta NALEHTIB;

. BaknunBi nopaam, WO BKa3aHi Ha ynaKoBL,i NikapcbKoro 3acoby;

J 3aTBepAXKEHNIN PO3Mip YNAaKOBKM — KiNbKiCTb MpenapaTy B ynaKoBLi, AKa BMOpaHa wWo6
nepeKkoHaTUCA y TOMY, WO NpenapaTt 3aCTOCOBAHUIM NPABU/IbHO;
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. PeuenTypHuit cTaTyc — cnocib, AKMM NpenapaT Po3nNoBCIOAXKEHNIM cepea naLieHTiB (To6To 3a
peuenTom uyn 6e3 peuenTy), WO MOXKe AO0MNOMOITU MiHIMI3yBaTU MOTro PU3UKN.

Pasom uj 3axogm cKNanatoTb PYTMHHI 3aX04M 3 MiHiMmi3aLil pu3nKis.

JopnaTtkoBo A0 umMx 3axoais 6e3nepepBHO BiabyBaeTbea 36ip Ta perynapHuin aHanis iHpopmadii npo
nobiyHi peakuii, y TOMy 4ncni OLiHKa NepioagnYHO OHOBAOBAHOIO 3BiTY 3 6€3MeKn, TaKUM YMHOM
MOXYTb 3[iMCHEHI HeralHi 3axoau BiANoBiAHMM YMHOM. Lli 3axoam cknagatoTb PYTUHHI 3axoau 3
dbapmaKoHarnagy.

AKWo BaxknuBa iHGOpPMaLia, AKA MOXKe BNAMBATM Ha 6e3neky 3acToCcyBaHHA OKpenisymaby, €
BiACYTHDBOIO, LA iIHPOPMaALLA 3a3HaUYEHa HMXKYE AK «BIACYTHA iIHPOpPMaLifa».

Il.LA MNEPENIIK BAXX/INBUX PU3UKIB TA BIACYTHA IHOGOPMALIA

BasknuBi pU3MKKM NpU 3aCTOCYBaHHI OKpenisymaby — ue puUsuKKU, ANs AKUX HeobXiaHi cneuianbHi
3aX04M 3 YyNpaBAiHHA PU3MKaMKU 3 METOIO MOoAasibLIOro BMBYEHHA abo MiHimizauii pusury, ana
6e3neyHoro 3acTocyBaHHA nNpenapaTy. BaxauBi pU3MKKM MOXKyTb OYTU po3LiHEHi AK ifeHTUdiKoBaHI
ab0 noTeHUiiHi. |laeHTudiKoBaHi pM3nKK — Le Npobnemu, AnA AKMX HaABHI J0CTaTHI A0Ka3n 3B A3KY
i3 3acTocyBaHHaAM /13 OKPEBYC®. MoTeHUiNHi pU3uKn — e npobsiemun, AnA AKUX 3B'A30K i3 JaHUM
NiKAPCbKMM 33acOO60OM € MOMKAMBMM Ha OCHOBi HAABHWMX AaHMX, OAHAK LEeN 3B'A30K LWWe He €
BCTAHOBJIEHUM | noTpebye noaanbluoi ouiHKK. BiacyTHA iHpopmauis — ue iHpopmauis 3 6e3nekn
NiKapcbKoro 3acoby, ska Ha JAaHui Yac BiAcyTHA, | AKYy noTpibHo 3ibpatu (To6TO npwm
AOBroTPUBANOMY 3aCTOCYBAHHI NiKapcbKoro 3acoby).

Mepenik BaXXAMBUX PU3UKIB Ta BiACYTHbOI iIHPopmauii

Baxknusi ineHTdikoBaHi * |HY3INHI peaKuii
PU3NKM * |HoeKuy;ii
BakAunBi NOTEHLiMAHI *  310A4KiCHi HOBOYTBOPEHHA, BKAOYAOYM PaK MOJIOYHOI 3371031
PU3NKK * [lporpecytoya mynbTudoKanbHa nenkoeHuedanonaria
BigcyTHAa iHpopmauin * be3neKa 3acToCcyBaHHA NpPW BariTHOCTI Ta roayBaHHI rpyaato

* JloBroctpokoBa 6e3neKa nikyBaHHA oKpenisymabom

* besneka 3acTtocyBaHHA y Aiten
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11.B PESIOME BAXK/IUBUX PU3UKIB

Baxknusi ineHTUdikoBaHi pu3nKK — iHPysiHi peakuii

[oKasn 3B’A3Ky
OQHOro PU3KKY i3
OQHUM NiKapPCbKUM
3acobom

KniHiyHi pgocnigkeHHs okpenisymaby: WA21092, WA21093, WA25046,
WA21493, BN29739, MN30035, MA30005, WA20494, WA20495,
WA20496, WA20497, WA18230, ACT2847g, GA00931, JA21963, JA22003,
WA20499, WA20500, BO18414 ta nigaocnigxenHa MA30143.

daKTopyK pU3KUKY Ta
rpynu pusmnKky

Peakuii, nos’a3aHi 3 iHdy3ieto oKpenisymaby, HayacTile BUHMKAOTb Mif
Yyac nepwoi iHQy3ii y NaLieHTIB, AKUM paHille He NnpoBoAUAM iHPY3ii TaKoro
T™Mny.

Y nauieHTiB, AKi OTPMMYIOTb OKpenizymab, pusuK iHPy3iMHMX peaKuin
3MeHLYyBaBCcsA Ha 2 pa3n abo binblie nepes nepopasbHUM 3aCTOCYBAHHAM
aHTUrICTaMIHHOrO nNpenapaTty Ta MeTUANPeAHiI30N0HY nepes iHPy3ieto, y
MOPIBHAHHI i3 3aCTOCYBAHHAM ANLLIE METUANPEAHI30N0HY (33 BUHATKOM
no3u 1, iHoysii 2). AK BuaBnaOCb, 40AaBaHHA aHanbreTMka/aHTUNipeTUKa
0,0 NepopanbHOro rictTamMiHHOro NnpenapaTty He Ma€ A40AATKOBOI KOPUCTI.
IHTepPBaNU MiXK AO03YBAHHAM OKPIM KOXHi 6 MicALiB CUCTEMHMM YAHOM He
BMBYANMNCA Y MALIEHTIB 3 PO3CIAHUM CK/IEPO30M i HEBIAOMO, Y/ BBEAEHHSA
npenapaTty ni3Hille HiXX 4yepe3 6 MmicAuiB Oyae acoujoBaTnca 3
NigBMLLEHOO BipOrigHicTIO IHOY3IMHUX peaKui, OKpim TUX, LWO
crnocTepirannca Npu nepLwin iHPysil.

Hu3bKe 4YMCNO nNauieHTiB 3 aHTUTIIamMM [0  JNliKapcbKoro 3acoby,
iIHOAYKOBAaHMMM NiKyBaHHAM, He A03BOJIAE OLUHWUTM BMJAMB aAHTUTIA A0
NiKapcbKoro 3acoby Ha 4acToTy Ta IHTEHCUBHICTb iHDY3iIMHMX peaKLii.

3axoau 3 MiHimizau,ii
pU3nKy

PYTUHHI noBigOMAEHHA NP0 PU3UK:

=  Po3gin 4.2 KXN13 gna €C «Cnocib 3acTocyBaHHA Ta f03u» (po3ain
«Cnoci6 3acTocyBaHHA Ta A403M» IHCTPYKLIT AN MegMUYHOro
3acTocyBaHHA B YKpaiHi)

=  Po3gin 4.4 KXN3 pgna €C «OcobnmBocTi 3acTocyBaHHA» (po3ain
«OcobnmBocTi  3acTocyBaHHA»  IHCTPYKUiT 4na  meanyHoro
3acTocyBaHHA B YKpaiHi)

= Po3gin 4.8 KX/13 ana €C «[MobiyHi peakuii» (po3gin «MobiyHi
peakuii» [HCTPYKLIT AN8 MeaNYHOro 3acTocyBaHHSA B YKpaiHi)

= Po3gin «Mobiyni peakuii» IHCTPYKL,iT 418 MeaMYHOrO 3aCTOCYBaHHA
B YKpaiHi

= Po3ginu 2, 3 i 4 nuctky-Bknagnwy ana €C
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PyTuHHI 3axoamu 3 miHimisauii pusukis, ae peKomeHA0BaHO cneundiuHi

KANiHiYHi 3aX04M ANA YCYHEHHA PU3SUKY:

= Cnig po3rnAHYTM NUTAHHA NPO BiAKNAAEHHA aHTUTINePTEH3UBHOMO
NiKyBaHHA 33 12 roguMH A0 MNOYaTKYy Ta MPOTArOM YCbOro 4acy
npoBeAeHHA KOXHOI iHDY3iT okpenisymaby.

= Cnig, npoBectM npemeguKauito (metTunnpegHizonoH abo
€KBiBa/IEHTHUI KOPTUKOCTEPOIA, Ta aHTUTICTaMiHHUIA NpenaparT) 3
METOI 3MEHLWIEHHA YacTOTU BUMHWUKHEHHA i TAMKOCTI iHQY3iMHNX
peakuit. MOXHa TaKOX PO3rNAHYTM MUTAHHA NPO NPU3HAYEHHA
[00aTKOBO »KapO3HMKYBabHMX 3acobiB.

=  [lnAa Tepanii TAMKMX peakLuii, Taknx K TAXKKI iHPY3iiHI peakwuii
Ta/un anepriyHi peakuii A0 okpenisymaby abo 6yab-akoi 3
AOMNOMIXKHMX PEYOBMH LbOro npenapaTy MOBUMHHI OyTM HaABHI
BigNoBigHI pecypcw.

®= 33 naujieHTaMu cAaig  crnocTepiraty Ha npegmeT 6yab-AKKX
CMMNTOMIB iHOY3IMHUX peaKuin NPOTArom LOHaMMeHLWwe OAHiei
roauHu nicna 3aBeplueHHs iHPy3ii okpenisymaby. Jlikapam cnig,
nonepeanTn NaUIEHTIB, WO iHOY3iNHI peaKkuii MOXYTb BUHUKHYTU
npotarom 24 roguH nicna iHPysii.

Aus. po3ain 4.2 «Cnocib 3acTocyBaHHA Ta A03M» KX/M13 ana €C (po3ain
«Cnocib 3acTocyBaHHsA Ta A03U» |HCTPYKLi 419 MeAMYHOro 3acToCyBaHHSA
B YKpaiHi) Ta po3gin 4.4 «OcobnamsocTi 3acTocyBaHHA» KX/13 ans €C
(po3min  «OcobnuBocCTi 3acTocyBaHHA» |HCTPYKUiT AnAa meanyHoro
3acTocyBaHHA B YKpaiHi) Wwoao aAeTanbHoi iHpopmaLii.

IHWi 3axoAu 3 MiHiImi3auii pU3KMKy, AKi He BKasaHi B IHCTpPyKUii ana
MeAUYHOro 3aCTOCyBaHHA:

PeuenTypHuii cTaTyc npenapary:

Okpenizymab € nikapcbkMm 3acobom, WO BignNyCKaeTbCa /nuwe Mo
peuenTy.

Y po3gini 4.2 «Cnocib6 3actocyBaHHA Ta go3m» KX/13 ana €C (posain
«Cnocib 3acTtocyBaHHsA Ta f03M» IHCTPYKLIT 4NA MeAMYHOro 3aCTOCYBaHHSA
B YKpaiHi) 3a3HaueHo: nikysaHHA /13 OKPEBYC® noBMHHE po3noumnHaTICA
Ta 34iMCHIOBATMCA Nig, Harnagom cneuianisoBaHMX AiKapiB, AKi mMatoTb
[0CBIf4 B AiarHOCTML,i Ta NIiKyBaHHI HEBPOJIOTIYHMX 3aXBOPIOBAHb Ta MAtOTb
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AO0CTYN A0 HAaNeXHOT MeaNYHOI AONOMOTU AN NIKYBaHHS TAXKKUX peakLin,
TaKUX AK CEPMO3HI iHDY3iMHI peakLii.

[Dopaatkosi 3axoau 3 MmiHimisauii pusukis:
. BigcyTHi.

JopaTtkosi 3axoaun 3
dbapmaKoHarnagy

JopaTtKosi 3axoam 3 papmakoHarnaay:
BigcyTHi.

Awvs. po3ain II.C uboro pestome o040 OrAAAy NiCAAPEECTPALLIMHOIO NiaHy
PO3pPOOKMU.

Baknusi ipeHTndiKoBaHi pu3nKu — iHpeKuii

JoKkasun 3B’A3Ky
[laHOTO PU3UKY i3
AAHVM NlIKaPCbKUM
3acobom

KniniuHi pocnig»keHHs okpenizymaby: WA21092, WA21093, WA25046,
WA21493, BN29739, MN30035, MA30005, WA20494, WA20495,
WA20496, WA20497, WA18230, ACT2847g, GA00931, JA21963, JA22003,
WA20499, WA20500, BO18414, WA40404, BA39730, ML29966, MN39158
i MA30143.

daKTopM pU3MKY Ta
rpynu pU3KNKyY

MonepepHa abo cynyTHA Tepania, fKa BM/MBAE HA IMYHHY cuUCTeMmy,
30Kpema XximioTepania, imyHocynpecuBHa Tepanis abo iHWi niKapcbki
3aco6Mu, AKi 3aCTOCOBYHOTHLCA A/1A NIIKYBAHHA PO3CIAHOIO CKAEPO3Yy, MOXKYTb
6yTV BaXKNMBUMMK cnpuArouMMmM GakTopamu. ByB BUKOHAHWI NOLLYKOBUIA
aHani3 3 MeTol iAeHTUIKYBaTU MNPOTrHOCTUYHI ¢$aKTopu pU3KNKY abo
daKTopn pU3KKY, AKI BUHUKAM Nif 4Yac NiKyBaHHA, ANA iHOeKuin Ta
ceprosHux iHdpekuin. PakTopu pU3MKY JNA  CceprO3HUX  iHPeKLin
BMBYAINCA NMLIE ANA PEBMATOIAHOIO apTPUTY, OCKIIbKM B AOCAIAMKEHHAX
PO3CISIHOrO CKNepo3y KinbKicTb noAai 6yna Haato HW3bKot. [aHi,
OTPMMaHIi 32 pe3yNbTaTaMM OLHKM NALEHTIB 3 PEBMATOIAHUM apTPUTOM,
CBigYaTb, WO JNiKyBaHHA OKpenisymabom moxKe MigsBuLNTN  PUSKUK
CEPMO3HUX iHODEKUin y nauieHTiB 3 KpaiH A3ii, Aki oTpumyloTb
[OBrOCTPOKOBE  /NliKyBaHHA  KOPTMKOCTEPOigaMW,  30Kpema  npwu
3acToCyBaHHI oKpenidymaby y fosi 1000 mr. OgHaK Ui CNOCTEPEKEHHA HE
OOCArAN CTAaTUCTUYHOI 3HAUYMMOCTI i perioH KpaiH A3ii, SKMii He moXKe
KOpesntoBaTH 3 a3iaTCbKOO HALLIOHA/IbHICTIO, HU3bKOKO MACOI0 Tifla, @ TAKOXK
3 nocuneHMm AikyBaHHAM npenapatom. B nonynauii nauieHTiB 3
PO3CIAHMM CKNepo3oMm, B AKiM NaAUiEHTM OTPMMYBaANM NiKYBaHHA
OKpenizymabom B pexxnumi moHoTepanii, He cnocTepiranoca gucbanaHcy y

BUHMKHEHHI cepno3Hnx iHpeKUin. Chig, BigmiTuTn, B Nnporpami KAiHi4YHMX
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DOCNIAXEHb PO3CIAHOMO CKNepo3y A0CNIAKYBaHA NONyAALia OTpUMyBana

e 3 nepepBamMu KOPTUKOCTEPOIAM 3 MeTOK CMMNTOMATUYHOrO
NiKYBaHHA peumamvBy i LA NONyAAUIA BKAKOYaNa AyXe HU3bKE 4ncao
NAUIEHTIB 3 a3iaTCbKMX KpaiH, MPU LLbOMY B KpaiHax As3ii KNiHIYHUX LeHTpiB
He byno.

B 4ocniaKeHHAX po3CiAHOro CKNeposy cepesHil piBeHb Ta MeAjiaHa pPiBHA
HelTpododinis (pisHoBMA nelkouuTiB) Nig Yac Tepanii okpenisymabom He
3MiHMAMUCb. HalyacTiwmmm Bunagkammn 6yim HeMTponeHis (HU3bke Yncno
HelTpododinie) CtyneHto 1 (nerkmin) Ta 2 (cepeaHin) 6e3 HasBHOCTI byab-
AKOro B3aEMO3B’A3KY 3 YacoMm, sikMiA 61 acoLioBaBcs 3 iHpeKLiamu.

Tepania anTuTinamm go CD20 moXKe 3anyCcTUTWM peakTUBaALilO Bipycy
renatuty B y nauieHTiB 3 aHaMHe30M iHdeKLii, cnpUYNHEHOI Bipycom
renatuty B. OgHak, Npo TaKi peakuii He NoBIAOMAANOCA Yy MaLiEHTIB 3
PO3CIAHMM CKNEepo30M, AKi OTPUMYBaNWU NiKyBaHHA OKpenisymabom.
MogibHMm uYMHOM, iMyHOMOAyAlOOYA Tepania  MOXe  3anycTuTu
peaKkTUBaLil0 MNpPMXOBaHOI iHEeKLii, cnpuUYnHeHOoi Bipycom repnecy, y
NaLEHTIB, AKI B MUHY/IOMY Manu repneTuyHy iHdekLuito.

3axoau 3 MiHimi3auii | PyTMHHI NoBiAOMAEHHA NPO PU3SKK:

PU3UKY = Po3gin 4.3 KXN3 pana €C «[lpoTMnoKasaHHa»  (po3ain
«[MpoTUNOKasaHHA» [HCTPYKLIT nAa MeaANYHOro 3acToCyBaHHA B
YKpaiHi)

=  Po3gin 4.4 KXN3 pgna €C «OcobnmBocTi 3acTocyBaHHA» (po3ain
«OcobnmBocTi  3acTocyBaHHA»  IHCTPYKUii 4na  meanyHoro
3acTocyBaHHA B YKpaiHi)

= Po3gin 4.8 KX/13 ana €C «[MobiyHi peakuii» (po3gin «MobiyHi
peakuii» [HCTPYKLIT AN8 MeaNYHOro 3acTocyBaHHSA B YKpaiHi)

=  Po3gin «Cnocib 3acTocyBaHHsA Ta 403U» IHCTPYKLUIT 418 meanyHoro
3aCTOCYBaHHA B YKpaiHi

= Po3ginu 2 i 4 nnctry-BKkNagmwy gna €C

PyTuHHI 3axoamu 3 miHimisauii pusukis, ae peKomeHA0BaHO cneundiyHi
KNiHIYHi 3aXx0aM ANA YCYHEHHA PU3UKY:

= [lepes BBeAEHHAM OKpenisymaby cnig BUKNIOUUTU  AKTUBHY

iHpeKLUito Tak AK iHPy3ito cnig BiAKNACTU Yy NALLIEHTIB 3 aKTUBHOIO

iHpeKLUi€e A0 po3piweHHA iHpeKLUitHoro npouecy.
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=  PeKOMEHAYETbCA NEPEBIPUTM IMYHHWI CTAaTyC NaLLiEHTA 40 NOYATKY

BBEAEHHA npenapaTy, i He CcAig, NikyBaTW NAUIEHTIB 3 TAMKUM
imyHogediunTOM.

= Jlikapam cnig 34iMCHUTKM HEeBiAKMaAHI 3aXxo4M WoAO NaLUieHTIB, Y
AKMX BUHMKNA NMHEBMOHIA (iHPeKLia nereHb), OCKINbKU Yy TaKMX
NauieHTiB  moxe 6yTM nigBULLEHWA  PU3UK  BUHUKHEHHA
acnipauiHoi  NHeBMOHIi  (pi3HOBWA,  3ananeHHA  NereHb,
CNPUYNHEHUI NOTPANAAHHAM B JIEr€Hi BMICTY LWYHKY YM POTOBOI
MOPOXKHUHM) Ta TAMKKOI MHEBMOHIi Yy NALEHTIB, AKi OTPMMYIOTb
NiKyBaHHA oKpenisymabom.

= Cnig npoBecTU CKPUHIHIOBE o0bOCTeKeHHA wWwoao BIB y Bcix
NaLjieHTiB A0 NOYaTKy NiKyBaHHA oKpenisymabom BignosigHo Ao
NOKanbHUX npoTokonis. He cnig 3actocoByBatv oKpenisymab
nauieHTam 3 akTuBHuUm BIB. MNauieHTam, AKi MatoTb NO3UTUBHUMN
pe3ynbTaT CepoNoriYHMX A[OCNiAKeHb (AiarHOCTMKA CUMPOBATKM
KpoBi), abo nauieHTam, AKi € Hociamu BB, cnig
NPOKOHCYNIbTYBAaTUCb 3i  CneuianictamyM NO  3aXBOPHOBAHHAM
NeYiHKK A0 NoYaTKy NiKyBaHHA. TakMX NauieHTIB cAig cnocTepirati
Ta NiKyBaTK 3rigHO 3 NOKANIbHUMM MEeOUYHUMM CTAaHZAPTaMN anA
nonepea)KeHHA peakTmeaLii renatuty B.

* |HdopmaLlito woAao nporpecyruoi MYNbTUPOKaNbHOT
nenkoeHuedanonartii (ay>ke pifKa iHPeKLia roNoBHOro MO3Ky, Lo
3arpoOXKYE KUTTIO) AMB. B ONUCAHHI BiANOBIAHOrO PU3KKY.

= [ue. po3gin 4.3 KXN3 pgna €C «lMpoTMnoKasaHHA» (po3ain
«MpoTMnoKasaHHA» |HCTPYKLUIT oNA MeAWYHOro 3acTOCyBaHHA B
YKpaiHi) Ta po3gin 4.4 KXN3 pna EC «0cobanBOCTi 3aCTOCYBaHHA»
(po3gin «OcobnmBoCTi 3acToCcyBaHHA» [HCTPYKLUIT 4na meanyHoro
3acTocyBaHHA B YKpaiHi) Wwoao aAeTanbHoi iHpopmalii.

IHWi 3axoau 3 MiHimi3auii puU3KNKy, AKIi He BKasaHi B IHCTPYKUii ana
MeANYHOro 3aCTOCYBaHHA:

PeuenTypHumii ctaTyc npenapary:
Okpenizymab € nikapcbKMm 3acobom, WO BiANYCKAETbCA /UWE MO
peuenTy.

Dopatkosi 3axoau 3 miHimisauii pu3ukis:
BigcyTHi.
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JopaTkosi 3axoaun 3
dapmakoHarnaay

JopaTkoBi 3axoam 3 dpapmaKkoHarnagy:
pocnigxeHHa BA39730, gocnigxeHHa WA40404

Aus. po3ain II.C uboro pestome LOA0 OrnAay NicAAPEECTPaLiMHOro naaHy
PO3pPOOKMU.

BaknAuMBi NOTeHUiMiHI pU3NKKN — 3N10AKiCHi HOBOYTBOPEHHSA, BK/IDUYAKOYUN PAK MO/IOYHOI 33/103U

[oKasn 3B’A3Ky
OAHOTOo PU3KKY i3
AAHVM NTIKaPCbKUM
3acobom

KniniuHi pocnigykeHHsa okpenisymaby: WA21092, WA21093, WA25046,
WA21493, BN29739, MN30035, MA30005, WA20494, WA20495,
WA20496, WA20497, WA18230, ACT2847g, GA00931, JA21963, JA22003,
WA20499, WA20500, BO18414, WAA40404, BA39730, MA30143,
MN39158, MN39159 i ML29966

daKTopM pU3MKY Ta
rpynu pU3KNKyY

B AOKNIHIYHMX AochnigyKeHHAX 3 6e3nekn (JocnifsKeHHAX Ha TBapuHax)
oKkpenisymaby, He 6ynun ineHTUdIKOBaHi daKTOpU PU3MKY, AKI 6 mornum
BBA)KaTUCA NPOTHOCTUYHMMM LLLOAO PO3BUTKY 3N10AKICHUX HOBOYTBOPEHDb
(HanpuKknaa, xpoHiyHe 3ananeHHna, He3BUYHA nponidepauis KNiTuH abo
aucnnasis).

B KAiHIYHMX [JOCHigKeHHAX oKpenisymaby He 6yam ineHTUdiKoBaHi
$aKTOPW PU3UKY LLOAO0 PO3BUTKY 3/10AKICHUX HOBOYTBOPEHDb, Y TOMY YUCAI
pPaKy MOJIOYHOI 330034, cheymdpiyHux Ana nonyndauii 3 posciaHum
CKNnepo3omMm. Hemae paHux, WO nepeBeAeHHA 3 AiKyBaHHA iHLWMMMK
3acobamu, Wo moamnodikytoTb nepebir 3aXxBOpPHOBAHHSA, NiABULLYE PU3MK

paky.

3axoau 3 MiHimizau,ii
pU3nKy

PYTUHHI noBigOMAEHHA NP0 PU3UK:
" Po3gin 4.3 KXN3 gna €C «MpoTnMnokasaHHA»
=  Po3gin 4.4 KXN3 ana €C «OcobnmBocTi 3acTocyBaHHA» (po3ain
«OcobnmBocTi  3acTocyBaHHA»  IHCTPYKUii 4na  meanyHoro
3acTocyBaHHA B YKpaiHi)
=  Po3gin 5.3 KXN13 ans €C «JoKNiHIYHI AaHi 3 6e3nekn»
= Po3gin 2 nncTry-BKNaguwy gna KpaiH €C

PyTuHHI 3axoau 3 miHimisauii pusukis, ae peKkomeHpo0BaHO cneundidHi
KNiHIYHi 3aXx0au ANA YCYHEeHHA PU3UKY:

MauieHTiB HeobxigHO 3anuTaTM, 4YM Yy HWUX € QaKTUBHI 3N0AKICHI
3aXBOPIOBAHHA, YM BOHM QaAKTMBHO CMOCTEPIraldTbcA 3 NpuBoAY
3N10AKICHOrO 3axBoOptoBaHHA, abo MmatoTb Bigomuii pakTop PU3UKY

OKPEBYC?® | pestome MnaHy ynpasaiHHA pu3nMKamu ana rpomaacbKocTi | Bepcis 8.1 CTOpiHKa 83 16



3/I0AKICHOrO HOBOYTBOPEHHA, OCKIi/IbKM MALEHTIB 3 Bi4OMMM aKTUBHMM
3/10AKICHUM HOBOYTBOPEHHAM He Cnig NikyBaTM okpenisymabom. Cnig
OUiHUTK CNIBBIAHOWEHHA KOPUCTb-PU3MK LON18 KOMXHOrMO nauieHTa 3
BiZoMNUMM PpaKTOpamm PU3NKY 3105KICHUX HOBOYTBOPEHDb Ta NALLiEHTIB, AKi
aKTUBHO CNOCTEpiraloTbCA 3 MPUBOAY 310AKICHOrO HOBOYTBOPEHHS.
MauieHTiB  cnig NPOIHCTPYKTYBAaTM  AOTPUMYBATMCA  CTaHAAPTHOrO
CKPWHIHIY Ha paK MOJIOYHOI1 3a/103U 3riAHO 3 IOKAaIbHUMM KEPIBHULTBAMMU.

Owne. po3ain 4.3 KX/13 gna €C «lMNpotunokasaHHA» Ta po3ain 4.4 KXN13 pna
€C «OcobnmsocTi 3actocyBaHHA» (po3ain «OcobAMBOCTI 3aCTOCYBaHHAY
IHCTPYKUji AN mMeAuyHOro 3acTocyBaHHA B YKpaiHi) WoA0 AeTasibHOI
iHpopmauii.

IHWi 3axoau 3 MiHimi3auii pu3KnKy, AKi He BKasaHi B iHCTPYKLUii gaA

MmeaAUuYHOro 3aCtocyBaHHA:

PeuenTtypHuii cTatyc npenapary:
Okpenisymab € nikapcbKMm 3acobom, WO BifNyCKa€eTbCcA Aulle Mo
peuenTy.

[Dopatkosi 3axogu 3 miHimizauii pusukis:
BiacyTHi.

[dopaTtkoBsi 3axogm 3
dapmakoHarnsay

JopnaTtkosi 3axogm 3 papmakoHarnagy:
HocnipxenHsa BA39730, gocnigeHHa WA40404

Aue. po3gin II.C uboro pestome LWoA40 orna4y NicNAPeECTPaLiMHOro naaHy
PO3PO6KM.

BaxknuBi noTeHLiiiHi pu3nKku — Mporpecytoua mynbtudoKanbHa neiikoeHuedanonaris

[oKasn 3B’A3Ky
[LAHOro PU3MKY i3
AAHUM NIKAPCbKUM
3acobom

KninivHi pgocnigrkeHHsa okpenisymaby: WA21092, WA21093, WA25046,
WA21493, BN29739, MN30035, MA30005, WA20494, WA20495,
WA20496, WA20497, WA18230, ACT2847g, GA00931, JA21963, JA22003,
WA20499, WA20500, BO18414, WA40404, BA39730, ML29966,
MN39158, MN39159 i MA30143.

DaKTOpU PU3MKY Ta
rpynu pusmnky

MepBurHHa iHpeKLuia abo peakTnBauis Bipycy AxoHa KaHiHrema (JC), Akui
€ BipyCOM Mosliomu, WO 3HaXxoAUTbCA Y NPUXOBaHIN popmi NnpubansHo y
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50% XBOpWMX Ha PO3CIAHUI CKNEPO3, i MOXKe CMPUYMHUTU LYXKE PiaKy

BIPYCHY iHO}EKUil0O TONOBHOTO MO3KY, WO 3arpoXKyE KUTTIO, fAKa
Ha3MBaETbCA Mporpecyoya MynbTMdOKanbHa nelkoeHuedasnonaria.
(MMA). MMAN py»Ke pigko cnoctepiranacb y MaLieHTIB, AKI OTPUMyBanu
NiKyBaHHA aHTMTINamn go CD20, y Tomy umcni oKkpenisymabom, i B
6inblWOCTi BMMNaAKiB acouitoBanacb i3 ¢akTopamu pusuKy (nonynsuisa
naujieHTiB, 30Kpema 3 JsimdoneHielo, noxunmn BiK abo nonitepania
imyHocynpecaHTamu). Ha cborogHiwHin aeHo cneumdiyHi  pakTopm
PU3MKY ANA MOHOK/IOHA/IbHUX aHTUTIN Ao CD20 He 6yaun igeHTUdIKOBaHI
(HanpuKnag, TpMBane 3aCTOCYBaHHA), OKPIM BiZOMMNX GaKTOPiB PUKKY.

OcHoBHUM dakTopom pusmky MNMJ1y nauieHTIB 3 PO3CIAHUM CKNEPO30M €
nonepeaHe 3aCTOCyBaHHA HaTanisymaby. Pusuk MMJ1 HaliHWKUnIA cepes,
NALiEHTIB 3 HEraTUBHMM pPe3yabTaTOM BM3HAYEeHHA aHTUTIA Bipycy JC i
HaMBULLUMIA — Yy MNALIEHTIB, Y AKUX BMABAEHI aHTUTINA Ao Bipycy JC, AkKi
OTPMMYBaNMN iIMyHOCYNPECaHTN A0 MOYATKY /iKyBaHHA HaTanisymabom, a
TaKOX Y NaLLiEHTIB, AKi OTPMMYBa/IM Tepanito HaTanisymabom npoTarom 25
- 48 wmicauis. Pusmk MMJ1 3pocTae i3 36inblueHHAM 4yncna iHPy3il
HaTanisymaby y nauieHTiB A0 TpaHCO/AaHTauii remonoeTu4Hmx
cToBOYpPOBUX KNITUH (Npoueaypa, Npv AKiM NaLieHT OTPUMYE KPOBOTBOPHI
CTOBOYPOBI KNITUHW [KNITUHU, 3 AKX PO3BUBAIOTLCA YCi KNITUHWN KPOBI] Bif,
reHeTMYHO NnofibHOro, ogHaK He iAeHTUYHOro, AOHOPA), TAaKOXK MOXKe
crnocrepiratMca nigBULLEHUNA PU3MK. B pekomeHAaauiax no MiHimisauii
pu3anky NMMJ1 npu 3acTocyBaHHi HaTanisaymaby €BponencbKoro areHTCTBa
no nikapcbknm 3acobam (EMA) nigKpecntoetbea, WO y NaUiEHTIB, AKi He
OTPMMYBaNN IMYHOCYMpPecaHTU [0 NOYaTKy NiKyBaHHA HaTanisymabom,
piBeHb aHTUTIN Ao Bipycy JC nos'asaHuit i3 pisHem pu3aunky MMJI. MayieHTn
3 BMCOKMM piBHEM aHTUTIN, AKi HE OTPMMYBANM iMYHOCYnpecaHTn Ao
NiKyBaHHA HaTanidymabom, i AKi oTpumMmyBanuM NiKyBaHHA HaTanisymabom
6inble HiX 2 POKKU, BBAXKAKOTLCA TAKMMMU, LLLO MAtOTb MiABULLEHUI PU3KK
MM/1. MexaHi3m, yepe3 AKUIM HaTanisymab nigsuuwye pusmk MM, €
HEBIAOMMM, OAHAK MOXNMBO LE BiAOYBAETbCA Y pe3ynbTaTi 3MiHU
cnpAMoBaHoOi Mirpauii NimpoigHUX KAITUH, AKIi € HOCIAMW NATEHTHOrO
Bipycy JC, 3HUXKEHHA iIMyHHOro Harnagy abo NoeaHaHHA UMX NPOLECIB.
Pusmk MMJ1 Takox acouitoBaBcA i3 iHWOW Tepanito, Wo moaudikyto
nepebir posciaHOro ckneposy, y Tomy uucai ¢diHronimon Ta AMMETUN

dymapar.
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3axoan 3 MiHimisauii
pU3NKy

PyTUHHI NOBiAOMNEHHA NPO PU3UK:
=  Po3gin 4.4 KXN3 gna €C «OcobanBOCTi 3acTocyBaHHA» (po3ain
«OcobnnBocTi  3acTtocyBaHHSa»  |HCTpYKUii  AnAa  meAuyHoro
3aCTOCYyBaHHA B YKpaiHi)
= Po3gain «[MobiyHi peakLii» iIHCTPYKL,ii 418 MeaMYHOro 3aCToCyBaHHA
B YKpaiHi)
=" Po3ain 2 AUCTKy-BKNaauwy ana €C

PyTUHHI 3axoau 3 miHimi3sauii pu3ukis, ae peKomeHA0BaHO cneundiuHi
KANiHIYHi 3ax04u ANA YCYHEeHHA PU3UKY:

Jlikapi NOBMHHI NPOABAATU NUABLHICTb WOAO PAHHIX 03HAK Ta CUMMATOMIB
nporpecy4yoi  MynbTUdOKaNbHOI neikoeHuedanonaTii (ayxe pigka
BipyCHa iHQEKLiA roN0BHOro MO3KY, LLLO 3arPOXKYE KUTTIO), IKi MOXKYTb
BKAOYATU Neplly MOABY UM 3aArOCTPEHHA HEBPONOTiYHMX O3HAK UM
CMMNTOMIB (TaKMX AIK NpoBanuM B Nam’aATi, Npob1emn MUCNEHHA, TPYAHOLL
X0Abbu, BTpaTa 30py, 3MiHM B COCobi CriNKyBaHHSA).

Mpu nigo3pi Ha MMJ1 BBeaeHHA oKpenizymaby cnig sigknactu. Chig,
PO3rNAHYTU NWUTAHHA NpO obcCTeXeHHA, BKAtoYatounm MPT-cKaHyBaHHA
(6axkaHO 3 BMKOPMCTAaHHAM KOHTPACTy), Ta NOPIBHATM 3 pe3ynbTaTamu
MPT po nikyBaHHA, NiATBEPAMKYIOUMIA aHani3 LepebpocniHanbHOI pPianuHK
Ha [AHK sBipycy [oHa KaHiHrema (JC) Ta noBTOpHeE HEBPOJIOriYHE
obctexeHHA. [pu niaTBepaskeHHi aiarHozy [MMJ1  nikyBaHHA chif,
NPUNUHUTM Ha3aBXAMW. AK i NPU iHWNX aKTUBHUX iHPEKLiAX, aKTUBHUM
MMJ1 € NpoTUNOKa3aHHAM ANA NiKyBaHHA OKpenisymabom.

Owme. po3gin 4.3 KX/13 gna €C «lMpoTtmnoKasaHHA» Ta po3gin 4.4 KXN13 gna
3C «OcobnumBocTi 3acTocyBaHHA» (po3ain «0cobnmMBOCTi 3acTOCyBaHHAY
IHCTPYKUii AnA MeAMYHOro 3acToCyBaHHA B YKpaiHi) Woao AeTanbHoi

iHpopmau,ii.
IHWi 3axoan 3 MiHimi3auii puM3KnKy, AKI He BKasaHi B iHCTPYKUii gnAa

MeagNYHOro 3aCToCyBaHHA:

PeuenTypHumii ctaTyc npenapary:
Okpenizymab € nikapcbKMm 3acobom, WO BiAMNYCKAETbCA AuMWeE Mo
peuenTy.

Dopatkosi 3axoau 3 miHimisauii pu3ukis:
BigcyTHi.
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JopaTkosi 3axoam 3
dapmakoHarnaay

JopaTtKosi 3axoam 3 bapmakoHarnaay:
JDocnigxeHHa BA39730

Aus. po3ain II.C uboro pestome LOA0 OrnAay NicAAPEECTPaLiMHOro naaHy
PO3pPOOKMU.

BiacyTtHAa iHpopmauina — Be3aneKa 3acTtocyBaHHA NPU BariTHOCTI Ta rogyBaHHi rpyaato

3axoamn 3 MiHimizauii
pU3NKY

PYTUHHI NOBigOMNEHHA NPO PU3BUK:

=  Po3gin 4.4 KXN3 gna €C «OcobamBocCTi 3acTocyBaHHA» (po3ain
«OcobnmBocTi  3acTtocyBaHHA»  |HCTPYKUii  AnAd  mMeauyHoro
3aCTOCyBaHHA B YKpaiHi)

= Po3ain 4.6 KX/13 gna €C «3acTocyBaHHA Y *KiHOK penpoayKTUBHOIO
BiKy, Y nepiog BaritHocTi abo rogyBaHHA rpyaato» (po3ain
«3acTocyBaHHA Yy nepiog, BariTHOCTi abo roayBaHHA rpyanlo»
IHCTPYKU|i ANA MeAUYHOro 3acTocyBaHHSA B YKpaiHi)

= Po3gain 5.3 KX/13 ana €C «lokniHiuHi AaHi 3 6e3nekn»

= Po3ain 2 nUCTKy-BKNaauwy ana €C

PyTUHHI 3ax0au 3 miHimi3zauii pu3ukKis, ae peKomeHA0BaHO cneundiuHi
KANiHIYHi 3aXx0au AnA YCYHEHHA PU3UKY:

e XiHOK aiTopoaHoro BiKy cnig npoiHdopmMyBaTM NPO HEObXiAHICTb
3aCTOCYBaHHA KOHTpaLEnLi nif Yac NikyBaHHA oKpesnisymabom Ta
npotarom 12 micauiB nicna ocTaHHbOI iHPY3ii okpenisymaby.

e |Hdopmauio WoaOo 3axoA4iB, HEODXigHMX Y BUNAAKY, KOAU MaTip
HEMOBANATU OTPMMYyBana OKpenisymab nig yac BariTHOCTI, 6yapb-
Nlacka AguB. OnNucaHHA pusnky «lopyweHHA Bignosigi Ha
iMyHi3auito».

e KiHKam LiTOPOAHOro BiKy Cnig NOpPaaAnuTM NPUNUHUTU rOAYBaHHA
rpyAaAato nig yYac nikyBaHHA OKpenisymabom.

e [ue. po3gin 4.4 KXN3 pna €C «OcobanBoOCTi 3acTOCyBaHHA»
(po3gin «0OcobnnBoCTi 3acToCcyBaHHAY IHCTPYKLUIT 4na meanyHoro
3acTocyBaHHA B YKpaiHi) Ta po3ain 4.6 KX/13 gna EC «3acTocyBaHHA
Y *KiHOK penpoayKTUBHOrO BiKY, y NepioA BariTHOCTi abo roayBaHHA
rpyaato» (po3gin «3actocyBaHHA y nepiog BariTHOCTi abo
roayBaHHA rpyaato» IHCTPYKUii AnAa meguyHoro 3aCTtocyBaHHA B
YKpaiHi) woao aetanbHoi iHpopmalii.
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IHWi 3axoau 3 MmiHimi3auii pu3nKy, AKi He BKasaHi B iHCTPYKLUii gnaAa
MeANYHOrO 3aCTOCYBaHHA:

PeuenTypHuit cTaTtyc npenaparty:

Okpenisymab € nikapcbKMm 3acobom, WO BifAMNyCKaeTbcA Aauvwe no
peuenTy.

[DopatKosi 3axogu 3 miHimisauii pusukis:
BigcyTHi.

[opaTtkosi 3axogm 3
dapmakoHarnagy

JopaTtkosi 3axogm 3 papmakoHarnagy:
LHocnipxenHa BA39732

Avs. po3ain II.C uboro pestome LLOA0 OrAAAy NiCAAPEECTPALLIMHOIO NiaHy
PO3pPOOKMU.

BiacyTHa iHpopmauia — [loBroctpokoBa 6e3neka NikyBaHHA OKpesisymabom

3axoau 3 MiHimisauii
pPU3NKY

PYTUHHI nOBigOMAEHHA NPO PU3UK:
Posgin 3 nnctky-sknagnuwy ana Kpain €C

PyTUHHI 3axo0au 3 miHimi3auii pu3ukis, ae peKomeHA0BaHO cneundiuHi
KNiHIYHi 3aXx0au AnA YCYHEHHA PU3UKY:
BiacyTHi.

IHWi 3axoAu 3 MiHiImi3auii pU3MKy, AKi He BKasaHi B IHCTpyKUii ana
MeAUYHOro 3aCTOCYyBaHHA:

PeuenTypHuin cTaTyc npenaparTy:
Okpenizymab € nikapcbkMm 3acobom, WO BigNyCKa€eTbCA nuwe Mo
peuenTy.

[DopatKosi 3axoau 3 MmiHimisauii pusukis:
BigcyTHi.

JopaTtkoBi 3axoau 3
dapmakoHarnagy

JopaTtkosi 3axoam 3 bapmakoHarnagy:
HocnigxenHs BA39730, pocnigeHHa WA40404
Aus. po3gin II.C uboro pestome LWOA40 ornaay nicnApeecTpauiitHoro naaHy

pO3pPOOKM.
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BiacyTHa iHpopmauia — beaneKa 3acTtocyBaHHA y giTeit

3axoamn 3 MiHimisauii
pU3NKy

PyTUHHI NOBiAOMNEHHA NPO PU3UK:
Posgin 4.2 KXN3 pna €C «Cnocib 3actocyBaHHA Ta fo3u» (po3gin «Aitn»
IHCTPYKU,ii ANA MegMYHOro 3acToCyBaHHA B YKpaiHi)

Posgin 2 nnctky-sknagmwy ana €C

PyTuHHI 3axoamu 3 miHimisauii pu3ukis, Ae peKomeHA0BaHO cneundiuHi
KANiHIYHi 3ax04un ANna YCYHeHHA PU3UKY:
BiacyTHi.

IHWi 3axoan 3 MiHimi3auii puU3KnKy, AKi He BKasaHi B IHCTPYKUii ansa
MeAUYHOr0 3aCTOCYBaHHA:

PeuenTypHuit cTaTtyc npenaparTy:
Okpenisymab € nikapcbKMm 3acobom, WO BifNYyCKa€eTbCA Aulle Mo
peuenTy.

[Dopatkosi 3axogu 3 miHimisauii pusukis:
BiacyTHi.

JdopaTtkoBi 3axogm 3
dapmakoHarnsay

JopnaTtkosi 3axogm 3 papmakoHarnaay:
BiacyTHi.

Aue. po3gin II.C uboro pestome LWOA40 OrnA4y NiCAAPEECTPALIMHOIO NAaHy
PO3PO6KM.

I1.C NJIAH NICNAPEECTPALIMHOI PO3POBKU

1I.C.1 AlocnipKeHHA, AKi € ymoBaMU peecTpauii NikapcbKoro 3acoby

Hemae pocnigkeHb, AKi € ymoBaMu peecTpaLii AaHOro nikapcbkoro 3acoby abo cneumoiyHmx

3060B’A3aHb LLOA0 OKpenizymaby.

1I.C.2 IHWi Aochig)KeHHA B NAaHi nichapeecTpaLiiHol po3pobKu

KopoTKka Ha3Ba gocnigeHHA: BA39730 — 4OBroCcTPOKOBE CNOCTEPEKEHHA MALLIEHTIB 3 PO3CIAHUM

CK/IEpO30M, AKi OTPUMYBANN NiKyBaHHA OKpenisymabom.

Merta gocnigKeHHs:
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OCHOBHa MeTa A0CNiayKeHHSA:

o OUiHMTM YacTOTy PO3BUTKY CEPMO3HMX HebaykaHMX ABML, (3arasbHy Ta 3a Tunom PC),
BK/IIOYAIOYM 3/10MIKICHi HOBOYTBOPEHHSA Ta Cepio3Hi iHdeKuji, nicna nikyBaHHA OKpenisymabom y
NALEHTIB 3 PO3CIAHUM CK1IEPO3OM.

BTOpuHHa meTa 40CAiAKEHHA:

. MopiBHATM YaCTOTY KOXKHOI cepMO3HOro HebaXKaHoro SBMLLA Yy NALLEHTIB 3 peuuamByo4YnUM
PO3CiIAHUM CK/IEPO30M, IKi OTPUMYBAIU JTiIKyBaHHSA OKPeisyMmabom, i NaLieHTamu 3 peuuamByoynm
PO3CiIAHUM CKNEepPOo30M, fIKi OTPMMYBA/IM iHLLI CXBaNeHi JikapcbKi 3acobu, wo moandikytoTs nepebir
3aXBOPIOBAHHA (xBOpobo-moaudiKytoui npenapaTu; B LIAOMY Ta 33 OKpPEMUMMU XBOpobO-
MOANGDIKYHOUMMM NPenapaTamu, SKLILO Le MOMK/INBO), B MEXKaX OAHOro AXKEpena AaHUX.

AKLWO € AOCTAaTHBbO AaHUX, AOCNIAHNLbKA MeTa AaHOro A0CNiAKEHHSA NONATAE Y NOPIBHAHHI npodinto
6e3neKn NaLieHTiB 3 NePBUHHMM NPOrPECYHOYNM PO3CIAHMM CKNEPO30M, IKi OTPUMYBAJIN NIKYBaHHSA
oKpenisymabom, i3 npodinem 6e3neKkn naujieHTiB 3 NEePBUHHUM TMNPOrPecyroynm pPO3CiAHUM
CK/Iepo30M, AKi He oTpumyBanu bOyab-AKi Nikapcbki 3acobu, wo moaudikyloTb nepebir
3aXBOpPIOBAHHA.

KopoTka HasBa pgocnigeHHa: BA39732 — baratogepenbHe MOHITOPUMHIOBE [A0CANIAMEHHA
pe3ynbTaTiB BariTHOCTI Ta 3aCTOCYBaHHAM Y HEMOBAAT Yy XIHOK 3 PO3CIAHWUM CKNEPO30M, LLO
NPOXOAUNN NiIKyBaHHA OKpenisymabom.

Merta gochnigKeHHs:

OcHOBHa MmeTa AO0CAiIAyKEeHHA:

o OUiHNTN YacTOTy OKPeMMX HeCNPUATAMBUX pPe3yNbTaTiB BAriTHOCTI Yy XKIHOK 3 pPO3CiaAHUM
CKNEPO30M, WO OTPMMYBANM NiKYBAHHA OKpenisymabom nif 4yac BM3HAYEHOrO BiKHA eKcnosuuii
(Hanpuknag, cnoHTaHHi abopTy, MepTBOHAPOAKEHHA, NAaHoBi abopTh, HeAOHOLWEHICTb AiTew,
KecapeBi pO3TUHU, iIHDEKLT Ce4OBUAINBbHUX LWNAXIB Ta iHWI iIHGEeKLUiT nig Yac BariTHoOCTI).

. OLiHUTX YacTOTy OKpPeMMX HeCcnpuUATAMBUX pe3ynbTaTiB ana naogy/ HOBOHAPOAMKEHWUX/
HEMOB/AT NPV HAPOAMKEHHI Ta A0 MEepLIOro POKY XWUTTA HEeMOBAAT Bifg, BariTHOCTEN Yy KIHOK 3
PO3CISSHUM CKNepo30M, AKi OTPMMYBANM NiKyBaHHA OKpenisymabom (To6To cepimosHUX BPOAKEHUX
BaZ PO3BWUTKY, HECMPUATAMBOIO BMMBY HA PO3BMUTOK IMYHHOI cucTeMu (HanpuKnag, BaXKke
iHbeKUjiliHe 3aXBOPIOBAHHA Ha NEPLIOMY POLLi XKUTTA) Ta HU3bKOI Barn Npu HapPOANKEHHI).

. MOPIBHATM YaCTOTy KOXKHOro HebaxkaHOro ABMLLA, WO NpeacTaBase ocobnmeui iHTepec, y
BariTHUX XKIHOK 3 PO3CIAHMM CKNEPO30M, AKi OTPUMYBAIN OKpenisymab, Ta ABOX KOTOPT NOPIBHAHHA:

1) nepBMHHA KOropTa NOPiBHAHHA - BariTHICTb Y KIHOK 3 PO3CIAHUM CKNEpPO30M, fKi He OTpMMYBanu
NiKyBaHHA OKpenisymabom (3aranbHa Ta y ABOX rpynax — BariTHi, WO OTPUMYBaNM JiKyBaHHA
NiKapcbKMmmM 3acobamu, Wo moandikytoTb nepebir 3aXBOPIOBAHHA, CXBAaleHUMU ANA NiKYBaHHA
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PO3CiAHOro ckneposy, oKpim oKkpesnizymaby, abo byab-aki HOBI NiKapCbKi 3acobu, Wo moandiKyoTb
nepebir 3aXxBOPHOBAHHA, CXBasieHi Nig Yyac nepioay AocniaxeHHa [cybkoropTa 1a], i BariTHi, Wo He
OTPUMYBaNU UUX NiKapCbKMX 3acobiB, o moandikyoTb nepebir 3axsoptoBaHHA) [cybkoropTa 1b]) i

2) BTOpPMHHA KOropTa NOpPIBHAHHA - BariTHOCTI Y KiHOK 6€3 po3CiaHOro cCkneposy, AKi He oTpMMyBaan
NiKyBaHHSA OKpenisymabom.

KopoTka Ha3Ba gocnigkeHHa: WA40404 — BaratoueHTpoBe, paHAOMI30BaHe, NoABiliHe chine,
nnauebo KoHTposnboBaHe pdocnigskeHHA lllb ¢a3m no BuBYeHHIO edeKTMBHOCTI Ta 6e3neku
OKpenisymaby y I0poC/nX NALEHTIB 3 NEPBUHHUM NPOTrPecyroUYnUM PO3CISHUM CKIEPO30M Ha Mi3HIiX
CTafiiax XxBopobu.

Merta pochnigeHHs:

OuiHnTK 6e3neky Ta ePpeKTUBHICTb OKpesiisymaby y NopiBHAHHI 3 nsauebo y nauieHTis (3 iHAeKcoM
Bil, 3 [0 8 33 PO3LIMPEHOIO LIKANOK OLIHKW CTYNeH iHBanigHOCTI) i3 3aCTOCyBaHHAM TecTy
YCTaHOBKM AO€B'ATU KiNOYKIB B NYHKM SIK OCHOBHWI pe3ynbTaT ePeKTUBHOCTI, i nigTBeparkeHe
nporpecyBaHHA HenpaLe3aAaTHOCTI Yepe3 12 TUKHIB AK KAOYOBOI BTOPUHHOI KiHLLEBOT TOYKMW.

Ba3oBa OLiHKa XapaKTepUCTUK, XapaKTepHUX ANs Bi3yanisal,i 3ananbHoi akTueHocTi (T1 BorHuMLa,
Bi3yani3aLia AKMX NOCUNIOETbCA Ha MPT i3 3aCTOCyBaHHAM KOHTPACTyBaHHA rafoiHiem ta/abo HoBi
T2 BorHuwa abo 36inbweHHA T2 BorHuw), byae npoBegeHa ANA BUMBYEHHA edeKTy NikyBaHHA B
nigrpynax nauieHTiB 3 PisHUMKU NpodinAMM 3ananeHHs.
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