NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMMNETEHTHAMW OPFAHAMW CNONYYEHUX LUTATIB AMEPUKW, LUBENLAPCBHKOI KOH®EAEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

Ne

EBPOMNENCbLKOIo CO3Y

Hassa

dopma sunycky (nikapcbka 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbK0o20 c¢hopma, ynakoska) Bgionycky | peecmpayiliHo2o
3acoby NocBi0YeHHs1
1. BECMOHS3A nopoLUoK niodpinisoBaHuii Ans Mdpaiizep CWA BMPOGHULITBO, CWA 3minu Il Tuny: This Prior Approval 3a UA/19782/01/01
PO3uMHy A5 iHQYsin, 0,9 wr; Eny.Ci.Mi. TeCTyBaHHs npu supplemental biologics license application peyenmom
no 0,9 Mr y dpnakoHi; no 1 KopnopeiLuH BMNYCKY cepii,

haKkoHyY Yy KapTOHHIli KOpooLi

TECTyBaHHS npn
LOCNIIKEHHI
CTabiNbHOCTI,
36epiraHHs:

Baet dapmacbloTikan

LisbkH oh Baet
Xonginre I1C, CLUA,;
TeCcTyBaHHS Ha
LiNiCHICTb YNaKkoBKu
(npw gocnimKeHHi
cTabinbHOCTI):
Bect ®apmacbtoTikan

Cepsicec, IHk., CLUA,
nakyBaHHs,
MapKyBaHHS,

36epiraHHs, BUMYCK

cepiit:

Papmaduis i AngxoH

KomnaHi NINC, CLLA

provides for the treatment of relapsed or
refractory CD22-positive B-cell precursor acute
lymphoblastic leukemia (ALL) in pediatric
patients 1 year and older. In addition, this
supplemental biologics license application
provides for updates to Section 1 (Indications
and Usage), Section 8.4 (Pediatric Use),
Section 12.3 (Pharmacokinetics/Pediatric
Patients), the addition of Section 12.6
(Immunogenicity) along with other relevant
sections and editorial changes throughout the
United States Prescribing Information (USPI).
These changes are based on data from two
studies: Study ITCC-059 (W1203581) “A Phase
1/2, multicenter, European, multi-cohort, open-
label study in pediatric patients (>1 and <18
years of age) with R/R CD22-positive ALL”", as
of the study PCD on 12 September 2022 and
INO-Ped-ALL-1 (WI235086) “An open-label,
multi-center Phase 1 study to assess safety
and tolerability of InO in Japanese pediatric
patients with R/R CD22-positive AL".
BHeceHHA 3MiH i3 gofaBaHHAM negiaTpuyHmnX
nokasaHb i3 OHOBJ/IEHHSIM iHChopmau,ii y
po3ainax iHCTPYKUii 418 MeguyHoro
3acTocyBaHHSA: «PapMakoNorivHi
B/1aCTMBOCTI», «[loka3aHHs», «Oco6mMBOCTI
3aCTOCyBaHHsI», «3acTocyBaHHs Yy nepiog,
BariTHOCTi abo rofyBaHHs rpyaao», «Cnocié
3aCTOCyBaHHSA Ta A03u», «[iTn», «MobivHi
peakuii». BBefeHHS 3MiH NPOTAroM 6-Tn
MicALIIB MiCNSA 3aTBEPPKEHHS.




