NMEPENIK

NIKAPCbKUX 3ACOBIB LOAO AKUX 3ABEPLUEHO PO3IrNAL PEECTPALINHNX MATEPIANIB NMPO BHECEHHSA 3MIH 0

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

KOMOETEHTHUMU OPTAHAMU CMOMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALLYI, ANOHII, ABCTPANII,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6HuUK Kpaina PeecmpayjitiHa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, npoyeoypa Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsioyeHHs1
1. NAHCYP®® 15 | TabneTtku, BKpUTi NIiBKOBOO INe Nabopatyap PpaHLin BiZiNOBIAaNbHWIA 32 BUPOGHULTBO, AnoHis/ C.13, Il — Other 3a UA/16712/01/02
Mr/6,14 MIr 060/10HKO0, Mo 15 mr/6,14 CepB'e KOHTPO/b SIKOCTi Ta BUNyCK cepil dpaHuis/ variations not peuyenmom
Mr, no 10 TabneTok y npogykuii in bulk: IpnaHgis specifically covered
6nicTepi; no 2 abo 6 Taiixo ®apmacbtoTikan Ko., /T4, elsewhere in this Annex
6nicTepiB y Kopobu,i 3 ANOHIS; which involve the
KapToHY BiANOBiAANbHNI 32 KOHTPOSIb SIKOCTI, submission of studies to
nepBuHHE Ta BTOPUHHE NakKyBaHHS i the competent authority.
BMNYCK Cepii rOTOBOTO JliKapCbKOro Submission of the final
3acoby: report from study DIM-
Na6opaTopii Ceps'e IHpacTpi, 95005-001
dpaHuis; (PROMETCO), listed as
BiANOBiAANbHNI 32 KOHTPOSIb SIKOCTI, a category 3 PASS in
nepBYHHE Ta BTOPUHHE NakyBaHHS i the RMP. This is a non-
BMNYCK Cepii rOTOBOTO JliKapCbKOro interventional,
3acoby: observational, real world
Ceps'e (IpnaHgis) IHgacTpic Nta, evidence prospective
Ipnangis cohort study in the
management of
metastatic colorectal
cancer. The RMP
version 11.1 has also
been submitted as the
missing information “Use
in patients in worse
condition than ECOG 0-
1" has been removed
based on the results
from PROMETCO. The
PART Il — section SVII 1
& SVII 2 has been
updated to comply with
GVP module V revision
2.
2. NAHCYP®® 20 | tabneTtku, BKpUTi NIiBKOBOO INe Nabopatyap PpaHLin BiZiNOBIAabHWIA 32 BUPOGHULTBO, Anonis/ C.13, Il — Other 3a UA/16712/01/01
Mri/8,19 Mr o6onoHkoto, no 20 mr/8,19 CepsB'e KOHTPO/b SKOCTi Ta BUMYCK cepii ®paHuia/ variations not peyenmom
mr, no 10 TabneTok y npogykuii in bulk: IpnaHgis specifically covered

6nicTepi; no 2 abo 6
6nicTepiB y kopobu, 3
KapTOHY

Taiixo ®apmacbtoTikan Ko., /T4,
AnoHis;
BiANOBiAANbHNIA 32 KOHTPOSIb SIKOCTI,
nepBYHHE Ta BTOPUHHE NakyBaHHS i

elsewhere in this Annex
which involve the

submission of studies to

the competent authority.




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, npoyeoypa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
Submission of the final

BUMYCK Cepii roTOBOro /liKapcbKoro
3acoby:

Na6opaTtopii Ceps'e IHgacTpi,
®paHuis;
BiANOBIAabHUIA 3@ KOHTPO/Ib SKOCTI,
nepBrYHHE Ta BTOPWHHE NakyBaHHS i
BUMYCK Cepii roTOBOro /iKapcbKoro
3acoby:

Ceps'e (IpnaHgis) Ingactpic 14,
IpnaHgjs

report from study DIM-
95005-001
(PROMETCO), listed as
a category 3 PASS in
the RMP. This is a non-
interventional,
observational, real world
evidence prospective
cohort study in the
management of
metastatic colorectal
cancer. The RMP
version 11.1 has also
been submitted as the
missing information “Use
in patients in worse
condition than ECOG 0-
1" has been removed
based on the results
from PROMETCO. The
PART Il — section SVII 1
& SVII 2 has been
updated to comply with
GVP module V revision
2.




