i

MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPATHA

HAKA3

Kuis

15 moToro 2024 poky Ne 255

ITpo BHeceHHs 3MiH /10 iojaTKa 3 40 HaKa3y MiHicTepcTBa 0XOPOHU 3/0POB’ s
Ykpainu Big 08 mroToro 2024 poky Ne 214

BignosigHo o nyHkTy 7 I[lopsiaKy pmepskaBHOI peectpauil (repepeectpariii)
miKapChKUX 3acobiB, 3aTBep/pKeHOro rnoctaHoBoto Kabinety MiHicTpiB YKpaiHu Bif,
26 TpaBHs 2005 poky Ne 376, ab3aily ABaALATE CbOMOTO TAMYHKTY 12 MyHKTYy 4
[TonoxkeHHs mnpo MIiHICTePCTBO OXOPOHU 3[40pPOB’A  YKpaiHH, 3aTBepyKeHOro
noctaHoBoto Kabinety MiHicTpiB Ykpainu Bif 25 Gepe3nst 2015 poky Ne 267 (B
penakiiii mocraHoBu Kabinety MinicTpiB Ykpainu Bif 24 ciuns 2020 poky Ne 90),
nyHKTy 12 posginy III Ilopsiaky po3r/isily peecTpaliiHMX MaTepiasiiB Ha JIiKapChKi
3aco0wm, 1110 TOIal0ThCS Ha JepKaBHY peecTpallito (IepepeecTpailito), Ta MaTepiaminB
MPO BHECEHHSI 3MiH [0 peeCTpaliiMHUX MaTepiasiB TPOTAroM /[ii peecTpaljiiHOro
TIOCBiJUEHHST Ha JIiKApChbKi 3aco0bu, sIKi 3apeecTpoBaHi KOMITETEHTHHMU OpraHaMU
Cnonyuenux IllTatiB Amepuku, IIBeiitiapcbkoi KoHdepepartiii, fAnonii, ABctpanntii,
Kanazu, /ikapcbKux 3aco0biB, 1110 3a IJeHTpasTi30BaHOIO MPOLielypOl0 3apeecTpoBaHi
KOMITETEHTHUM OpraHoM €Bporericbkkoro Coro3y, 3aTBepyKeHOro Haka3oM
MiHicTepcTBa OXOpOHM 370pOB'ss YKpaiHu Bif 17 smucrornazga 2016 poky Ne 1245,
3apeecTtpoBaHoro B MiHicrepctBi roctunii Ykpainu 14 rpyzaus 2016 poky 3a Ne
1619/29749, Ha mniactaBi ckiajgeHux [lep)KaBHUM MiJNPUEMCTBOM «/lep>KaBHUM
eKCIepTHUM LeHTp MiHicTepcTBa OXOPOHM 3[0POB’S YKpaiHW» BHUCHOBKIB MpPO
pe3yJibTaTy PO3IJIsly MaTepiasiiB MPO BHECEHHS 3MiH /10 peeCTpaljiiHuX MarepiaiB
MiKapCchbKUX 3aco0iB, sIKi 3apeeCcTpoBaHi KOMIIETEHTHUM OPraHOM Ta 3aCTOCOBYEThCS
Ha TepuTOpil 1ji€l KpaiHW uM Aiep>KaB — ueHiB €Bpornercbkoro Cor3y,

HAKA3Y1O:

1. BrecTtu 3MiHM [0 fogaTKa 3 0 Haka3y MiHicTepcTBa OXOPOHU 3[0pPOB’ S
Yxpainu Bif 08 motoro 2024 poky Ne 214 Ta no [JepkaBHOro peecTpy JiKapCbKUX
3aco0iB YKpaiHu, BUK/IABIINA HOT0 B PeJaKIiil, 10 AOAAETHCS.
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2. ®apmarieBTiuHOMY ympaBiiHHIO (Tapacy JIsckoBcbkKoMmy) 3abe3meurT
OTIPW/TIO/IHEHHSI I[hOT0 Haka3y Ha odiliiiHomy BeOcaiiTi MiHicTepcTBa 0OXOpOHHU
310pOB’d YKpaiHu.

KoHTpo/Ib 3a BUKOHAHHSIM 1[bOTO HaKa3y 3aJuiliaio 3a Co00t0.

IMepuminii 3actynHuk MiHicTpa Cepriii JYBPOB



ITEPEJIIK

Hopatok 3

0 Hakazy MiHicTepcTBa OXOpOHM 3[,0pPOB’S
YKpainu «IIpo  pepkaBHY peecTpallito,
repepeecTpariifo  JiKapchbKMX ~ 3acobiB  Ta
BHECEeHHs1 3MiH [0 peecTpaliiiHuX MarepianiB
MKAapCbKUX  3acobiB,  sKi  3apeecTpoBaHi
KoMMeTeHTHUMU opraHamu Cnonyuenux IllTatis
Awmepuky, HIBefinapcrkoi Kondepeparii, SmnoHii,
Agcrpanii, Kanazgu, €sponeiicekoro Coro3y»

Big 08 motoro 2024 poky No 214 (B pepaxiiii
Hakasy  MiHicTepcTBa  OXODOHU  3/10DOB’A
Yxpainy Big 15 mrororo 2024 poky Ne 255)

JIIKAPCBKUX 3ACOBIB MEANYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), INIOJ0 AKX BYJ/IM BHECEHI
3MIHU 1O PEECTPAIIMHNX MATEPIAJIB, SIKI BHOCATELECSH 10O JEP)KABHOI'O PEECTPY JIIKAPCHKUX
3ACOBIB YKPAIHMU, AKI 3BAPEECTPOBAHI KOMIIETEHTHMMHA OPTAHAMM CITIO/JTYYEHUX IIITATIB
AMEPUKMY, INIBEUIIAPCHKOI KOH®EJEPAIIII, ATIOHII, ABCTPAJIII, KAHAJIU, IIKAPCHKIX 3ACORIB, 1110

3A IEHTPAJ/II3OBAHOIO ITPOLEAYPOIO 3APEECTPOBAHI KOMIIETEHTHUM OPI'’AHOM

€BPOIIEMCHKOI'O COIO3Y

Ne Ha3ssa snikapcbko20 Popma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
ynakoska) nocgio4YeHHs
ANNbBYPEKC® po3uunH aNns iHdysiii, 20 LICN Bepinr LLiBeiiuapis BMPOGHMLTBO LLBeriuapis/ B.l.a.4z) IB 3a UA/18876/01/01
% no 50 mn a6o 100 mn Al Hepo3dgacoBaHOl CWA BrnpoBamkeHHs niMiTy peuyenmom
y dhnakoHi; no 1 npoAyKuii, NnepBuHHe aKTMBHOIO BUXO4Y
h/1aKoHY B KapTOHHii nakyBaHHs, KOHTPO/Tb cneuuduivyHoro anbbymiHy ans
KopoobLi AKOCTI, BUMYCK cepil: npeuunitaty V Ha AofaTok Ao
LICN Bepinr AT, iCHyto4Oro Bmxoay niMity ans
LLiBefiuapis npeuunitaty C.
NepBUHHE MakKyBaHHS
(MapkyBaHHs1), BTOPUHHE
nakyBaHHS:
LIC/1 BepiHr AT,
Llseiiuapis
BUPOGHULITBO 3@ MOBHUM
LMKIOM:
LICN Bepixr 1J1.C., CLLA
ANbBYPEKC® po3uunH aNns iHdysiii, 20 LICN Bepinr LLiBeiiuapis BMPOGHMLTBO LLBeiiuapis/ B.ll.b.3.a) IB 3a UA/18876/01/01
% no 50 mn a6o 100 mn Al Hepo3dacoBaHOl CWA MopoBxeHHs yacy 36epiraHHs peuyenmom
y dhnakoHi; no 1 npoaykKuii, NnepBuHHe OYMLLEHOT PEYOBUHM Y DOPMI
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
(h/1aKOHY B KapPTOHHii nakyBaHHs!, KOHTPO/1b in bulk nig B npoueci
Kopoo6ui AKOCTI, BUNYCK cepil: BMPOGHULTBA a/TbOYMIHY Y
LICN Bepinr AT, 6yaisni 16N (B16 N) Ha CSL
LLiBeiiuapis Behring (CSLB), Kankakee
nepBrHHE NakyBaHHsA (KAN) 3 48 rognH go 120
(mMapkyBaHHS), BTOPUHHE rofVH.
nakyBaHHS: BHeceHHs pegakuintHux
LICN Bepinr AT, npasokK Ao po3sginis 2.3.P.8,
LBeiiLapis 3.2.p.8.1, 3.2.P.8.3
BUPOGHMLITBO 3@ MOBHUM
LMKIOM:
LIC/1 Bepinr J1.J1.C., CLLUA
ANbBYPEKC® po3umH ana iHdysili, 20 LICN Bepinr LBeliLapis BMPOGHMLTBO Lseliuapis/ 36iNbLUEHHS TEPMIHY 3a peyenmom UA/18876/01/01
% no 50 mn a6o 100 mn Al Hepo3dacoBaHol CWA npugatHocTi npeumnitaty V 3
y thnakoHi; no 1 nNpoAayKLUii, NnepBNUHHE 18 micsuiB go 36 micsauis npu
chnlakoHy B KapTOHHiiA nakyBaHHs, KOHTPO/1b BMPOGHULITBI aNlbOYMiHY i3
Kopoobui SIKOCTi, BUMYCK cepii: BMKOPUCTaHHAM hpakLiiHOT
LIC/1 BepiHr AT, ycTtaHoBku Kistler-Cohny
LLIBeiiuapis 6yaisni 33 3a agpecoto CSL
NepBUHHE NaKyBaHHS Behring LLC,Kankakee
(mMapkyBaHHS), BTOPUHHE (KAN),USA.
nakyBaHHS:
LIC/1 BepiHr AT,
LBeiiLapis
BUPOGHMLITBO 3@ MOBHUM
LIMK/IOM:
LIC/1 BepiHr J1.J1.C., CLLUA
BOHCIMPI PO34MH ANa iH'ekuiid, 20 HosaprTic LBeliuapis BMPOGHMLTBO CTepunbHux | LLBeiiuapis/ B.lL.a.2.alB 3a UA/19004/01/01
mr/0,4 mr; no 0,4 mn OBepci3 NiKapCbKNX 3acobiB - Himeuunna/ | matepianv HagaHi 01.12.2023 | peyenmom
PO34MHY y nonepeaHbLo IHBECTMEHTC acenTUyHe BUrOTOB/IEHHS; IcnaHis To introduce the alternative
HanoBHEHOMY LUNPULL; Al nepBUHHE NaKyBaHHS; use of 125 L seed bioreactor

no 1 nonepegHsL0
HanoBHEHOMY LWNpUL,i y
NoTKy-6nicTepi; no 1
abo no 3 noTku-
6nicTepn B KApTOHHIA
Kopoo6ui

KOHTPO/1b AKOCTI-
XiMiYHWI/i3nUHNIA,
GionorivyHuiA,
MiKpo6ionoriyHuii - He
CTEPUSIBHWIA,
MiIKPOBIONOTiYHWIA -
CTepW/bHWUIA; BTOPUHHE
nakyBaHHs; cTepunisauis -
inbTpauis; 36epiraHHs
Ta/abo PO3MNOBCHOMKEHHS:
HoBaprTic ®apma LUTeiH
AT, Weeliuapis
KOHTPO/1b AKOCTI -
6i0NOriYHWIA:
Hosaptic ®apma Al’,
LLIBeliLapis

in the inoculum expansion
step 1c of the upstream
process in each of the four
seed and bioreactor train in
the manufacturing process of
the active substance.
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
BUNYCK cepil:
HoBapTic ®apma Mv6X,
HimeuyunHa
BUNYCK cepil:
HoBapTic ®apmacbioTuka
C.A., IcnaHis
BAPFrATE®® Kancynm m siki no 100 BepiHrep Himeuunna BMPOGHUK, LLIO BignoBifae Himeuunna | C.1.4, type Il - Change(s) in the 3a UA/16651/01/01
Mr; no 10 kancyn mM'sknx | IHresbxaim 3a BMNYCK cepil: SPC, Labelling or PL due to peuyenmom
B &/1IOMIHIEBOMY IHTEepHeLUHN BepiHrep IHrenbxainm new quality, preclinical, clinical
6nictepi, no 6 abo 12 6X dapma 'mbX i Ko. KT, or pharmacovigilance data

61icTepiB y KAPTOHHIN
KOpoo6Li

HimeuyunHa
BMPOGHMLITBO, yMakoBKa
Ta KOHTPOSIb AKOCTI
kancyn in bulk
(Hepo3sdpacosaHoi
NpoAyKUii Nikapcbkoro
3acoby):
KataneHT HimeyunHa
E6epbax MmoX,
HimeuyunHa
nepBuHHe (6nicTepu) Ta
BTOPWHHE NaKyBaHHS
(kOpO6KM), MapKyBaHHSI
(nepBuHHOrO Ta
BTOPUHHOIO NaxkyBaHHS)
Ta KOHTPOJIb SKOCTI
nikapcbKoro 3acoby:
BepiHrep IHrenbxaim
dapma M'm6X i Ko. KI,
HimeyunHa
anbTepHaTUBHA
na6oparopist Ans
NPOBEAEHHSI KOHTPOSIO
AKOCTI (32 BUK/TIOYEHHAM
MiKpOGiOonorivyHoI
4YNCTOTW):

A eHpg Em LUTABTECT
JTabop dhyp AHaniTK yHA
CrabinitatcnpydpyHr
M6X, HimeuunHa
aNbTepHaTVBHI
na6opartopii gns
NPOBEAEHHS KOHTPOO
AKOCTi 38 NOKa3HUKOM
Mikpob6ionoriyHa uicToTa:
CI'C IHcTutyT ®peseHiyc
v6X, HimeuynHa

Update of section 5.2 of the
SmPC in order to improve the
recommendation for the
administration of nintedanib
based on food compatibility
data.

C.1.4, type Il - Change(s) in the

SPC, Labelling or PL due to

new quality, preclinical, clinical

or pharmacovigilance data
Update of sections 4.2, 5.1
and 5.2 of the SmPC in order
to update information
regarding thepaediatric
population based on results

from study 1199-0337; this is a

double blind, randomized,
placebo-controlled trial to
evaluate the dose-exposure

and safety of nintedanib on top

of standart of care for 24
weeks, followed by open label
treatment with nintedanib of
variable duration, in children

and adolescents (6 to 17 year-

old) with clinically significant
fibrosing interstitial lung
disease.
3MiHM 0 HACTYMHUX PO34inis
IHCTPYKLiT ANna MeguyHoro
3aCTOCyBaHHS:

«®dapmMakosorivyHi B1lacTUBOCTI.

dapmakokiHeTMKa», «Cnocio
3aCTOCyBaHHA Ta [031».
3MiHM 4,0 HACTYMHUX PO34inis
KOPOTKOI XapakTepucTuku
NiKapCcbKoro 3acoby: po3gisn
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
Nab6op JIC CE eHg Ko. KT, «4.2 [lo3n Ta cnoci6
HimeuunHa 3acTOCyBaHHs», po3gin «5.2
PapmMaKkoKiHETUYHI
BNACTUBOCTI».
BAPFrATE®® Kancynm m sk no 150 BepiHrep HimeuunHa BMPOGHMK, LLO Bignosigae HimeuunHa | C.1.4, type Il - Change(s) in the 3a UA/16651/01/02
Mr; no 10 kancyn M'skux | IHrenbxaim 3a BUNYCK cepil: SPC, Labelling or PL due to peyenmom
B a/ItOMiHIEBOMY IHTepHeLHN BepiHrep IHrenbxaim new quality, preclinical, clinical
6nicTepi, no 6 6nictepis m6X dapma M'm6X i Ko. KI, or pharmacovigilance data

Y KapTOHHiIli kopobLi

HimeyunHa
BMPOGHMLITBO, YNakoBKa
Ta KOHTPOJIb SKOCTI
Kancyn in bulk
(Hepo3sdpacoBaHoi
NPOAYKUIT Nikapcbkoro
3acoby):
KataneHT HimeuyunHa
E6epbax MvbX,
HimeyunHa
nepsuHHe (6nictepu) Ta
BTOPUHHE MaKyBaHHS
(kopo6KM), MapKyBaHHS
(nepBuHHOrO Ta
BTOPUHHOTO NaKyBaHHS)
Ta KOHTPOJIb SIKOCTI
nikapcbKoro 3acoby:
BepiHrep IHrenbxaiim
dapma 'mbX i Ko. KT,
HimeyunHa
anbTepHaTMBHa
nab6oparopis ons
NPOBEAEHHS KOHTPOO
SIKOCTi (32 BMK/TIOUEHHSM
Mikpo6ionoriyHoi
4YNCTOTH):

A eHg Em WTABTECT
Na6op chyp AHaNITUK yHA,
Crab6initarcnpydyHr
v6X, HimeyunHa
aNbTepHaTUBHI
nab6oparopii ans
NPOBeAEHHS KOHTPOSIO
SIKOCTi 32 NOKa3HUKOM
Mikpob6ionoriyHa yicToTa:
CI'C IHcTutyT ®peseHiyc
v6X, HimeuunHa
Na6op NNC CE eHg Ko. KT,
HimeyunHa

Update of section 5.2 of the
SmPC in order to improve the
recommendation for the
administration of nintedanib
based on food compatibility
data.

C.1.4, type Il - Change(s) in the
SPC, Labelling or PL due to
new quality, preclinical, clinical
or pharmacovigilance data
Update of sections 4.2, 5.1
and 5.2 of the SmPC in order
to update information
regarding thepaediatric
population based on results
from study 1199-0337; this is a
double blind, randomized,
placebo-controlled trial to
evaluate the dose-exposure
and safety of nintedanib on top
of standart of care for 24
weeks, followed by open label
treatment with nintedanib of
variable duration, in children
and adolescents (6 to 17 year-
old) with clinically significant
fibrosing interstitial lung
disease.
3MiHN [0 HACTYMNHUX PO3AiNnis
IHCTPYKLii As19 MeguyHoro
3aCTOCYBaHHS:
«®dapmMakosorivyHi BacTMBOCTI.
dapmakokiHeTuKa», «Cnocio
3aCTOCyBaHHS Ta [03U».
3MiHN [0 HACTYNHUX PO3AiNnis
KOPOTKOI XapakTepucTukun
nikapcbKoro 3acoby: po3ain
«4.2 [lo3n Ta cnoci6
3acTocyBaHHsA», po3ain «5.2
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
dapmakoKiHETUYHI
B/1ACTMBOCTI».
BAPIATE®® Kancysm m'siki no 100 BepiHrep HimeuunHa BMPOGHWK, LLO BignoBifae HimeyunHa B.ll.c.1.c, type IA — To delete 3a UA/16651/01/01
Mr; no 10 kancyn mM'akmMx IHrenbxaim 3a BMNYCK cepil: the “alkalinity™ test parameter peyernmom
B &J/TIOMIHIEBOMY IHTEpHELUHN BepiHrep IHrenbxaiim from the specification of the
6nictepi, no 6 abo 12 6X dapma 'mbX i Ko. KT, processing aid denaturated
6nicTepiB y KAPTOHHIi HimeyunHa Ethanol.
Kopoo6ui BMPOGHULTBO, YNakoBKa B.ll.c.1.c, type IA — To delete
Ta KOHTPO/b AKOCTi the "Total Acid” test parameter
kancyn in bulk from the specification of the
(Hepo3sdhacoBaHoi processing aid denaturated
NPOAYKUIT NikapcbKoro Ethanol.
3acoby): B.ll.c.1.b, type IA — To add
KatasieHT HimeuyunHa “Acidity or Alkalinity" test
E6epbax Mm6X, parameter with its
HimeyunHa corresponding test method to
nepsuHHe (6nictepn) Ta the specification of the
BTOPVHHE NakKyBaHHsA processing aid denaturated
(kopo6km), MapKyBaHHS Ethanol
(nepBuHHOrO Ta
BTOPWHHOTO MaKyBaHHS)
Ta KOHTPO/Ib AKOCTI
niKapcbKoro 3acooby:
BepiHrep IHrenbxainm
dapma 'mbX i Ko. KT,
HimeuyunHa
anbTepHaTuBHa
nab6oparopis ans
NPOBefeHHA KOHTPOSI0
AKOCTI (32 BUK/TIOUYEHHAM
Mikpob6ionoriyHoi
yncTOTH):
A eHg Em WTABTECT
Nabop chyp AHaniTvK yHA
Crab6initarcnpycdyHr
v6X, HimeuunHa
aNbTepHaTUBHI
nab6oparopii ans
NpPOBEeAEHHA KOHTPOSI0
AKOCTi 3@ NOKa3HNKOM
MiKpOGiooriyHa uncToTa:
CI'C IHcTutyT ®peseHiyc
M6X, HimeuunHa
Nabop J1IC CE eHg Ko. KT,
HimeyunHa
BAPrATE®® Kancysm m siki no 150 BepiHrep Himeuunna BMPOGHWK, LLIO BignoBigae HimeuunHa B.ll.c.1.c, type IA — To delete 3a UA/16651/01/02
mr; no 10 kancyn mM'skux | IHrenbxainm 3a BUNyCK cepil: the “alkalinity" test parameter peyenmom
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
B &J/1HOMiHIEBOMY IHTEepHEeLUHN BepiHrep IHrenbxainm from the specification of the
6nicTepi, no 6 6nictepis m6X dapma 'm6X i Ko. KI, processing aid denaturated
Y KapTOHHiIli kopobLi HimeuyunHa Ethanol.
BMPOBOHULITBO, YNakoBKa B.ll.c.1.c, type IA — To delete
Ta KOHTPOSIb AKOCTI the "Total Acid” test parameter
Kancyn in bulk from the specification of the
(Hepo3sdpacosaHoi processing aid denaturated
NPOAYKUIT NikapcbKoro Ethanol.
3acoby): B.ll.c.1.b, type IA — To add
KataneHTt HimeuunHa “Acidity or Alkalinity™ test
E6epbax Mmo6X, parameter with its
HimeyunHa corresponding test method to
nepsuHHe (bnictepn) Ta the specification of the
BTOPWHHE MaKyBaHHS processing aid denaturated
(kopo6kM), MapKyBaHHS Ethanol
(nepBuHHOrO Ta
BTOPWHHOTO NakyBaHHS)
Ta KOHTPO/Ib AKOCTI
niKkapcbKoro 3acoby:
BepiHrep IHrenbxanm
dapma 'mbX i Ko. KT,
HimeuyunHa
anbTepHaTMBHa
nab6oparopis gns
NPOBEeEHHSA KOHTPOSIO
AKOCTI (32 BUK/TIOYEHHAM
Mikpo6ionoriyHoi
YNCTOTW):
A eng Em WUTABTECT
Na6op cyp AHaNITUK yHA,
Crab6initarcnpydyHr
'mM6X, HimeyunHa
anbTepHaTUBHI
nab6oparopii ans
NPOBeAEHHS KOHTPOSIO
AKOCTI 32 NOKa3HMKOM
Mikpo6ionoriyHa uictoTa:
CI'C IHcTutyT ®peseHiyc
'mM6X, HimewunHa
Nab6op JIC CE eHg Ko. KT,
HimeyunHa
BIBKbIO PO34UH ONS iH'EKLLN, Hosapric LLiBeiiuapis BWMNYCK Cepiii: Benbrisi/ Type |l variation: B.l.a.1.g 3a peyernmom UA/18277/01/01
120 mr/mn; no 1 Osepci3 AnkoH-Kyspbop, benbris; Himeuunna/ | Change in the manufacturer of
hnakoHy B KOMM/IEKTi 3 IHBECTMEHTC BUNYCK Cepiii: Icnanis/ AS or of a starting
r0JIKOI0 Al HoBapTic ®apma MM6X, CnoseHis/ material/reagent/intermediate
hiNbTpyBasIbHO B HimeuumnHa,; LBeliuapis for AS - Introduction of a new

KOpo6Li 3 KAPTOHY

BMNYCK Cepiii:

manufacturer of the AS that is
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
HoBapTic ®apmacbloTuka, not supported by an ASMF
C.A., IcnaHis; and requires significant update
BUMYCK Cepiii, BTOPUHHE to the relevant AS section in
nakyBaHHs: the dossier - To add "Lonza
ek ®apmacbloTuKasIC AG, Lonzastrasse, 3390 Visp,
4.40., CnoBeHis; Switzerland" as an alternative
BUPOBHMLTBO site responsible for
CTEPUSIBHOTO NiKapCbKOro manufacturing and quality
3aco0by - roTyeTbes control of the active substance
acenTUYHO; NepBUHHE brolucizumab.
nakyBaHHS; KOHTPO b
AKOCTI -
XiMiYHWIA/Di3nUHNIA,
KOHTPO/Ib SIKOCTI -
MiKpo6ionoriyHuii - He
CTEPUNbHICTb; KOHTPO/b
AKOCTI - MIKPOGION0rivHMiA
- CTEPUSIBHICTb; BTOPUHHE
nakyBaHHS:
HosaprTic ®apma LUTeiH
Ar, LLiBeliuapis;
KOHTPO/Tb AKOCTI -
6ionorivHmi:
Hosaprtic ®apma Al
LBeiiLapis
10. BISKbIO PO34UMH ONs iH'EKLN, HoBapric LLiBeliyapis BUNYCK Cepiii: Benbrisi/ BunpaBneHHs1 TEXHIYHOT 3a peyenmom UA/18277/01/01
120 mr/mn; no 1 OBepci3 AnkoH-KyBpbop, benebris; HimevunHa/ NOMWJIKA Y HOPMYBaHHI 3a
h1akoHy B KOMM/IEKTI 3 IHBECTMEHTC BUMYCK Cepili: Icnania/ nokasHnkamu «lgeHTtudikauis
rOJIKO0 Al Hosaptic ®apma 'm6X, CnoseHis/ Ta ynucTota MeToAoM
HimeuumnHa; LLiBeiuapis aHIOHO06OMiHHOT

QiNbTPyBasIbHOK B
KOpo6Li 3 KapTOHY

BUMYyCK Cepili:
HoBapTic ®apmacbloTuka,
C.A., IcnaHis;
BUMYCK cepili, BTOPVHHE
nakyBaHHS:

Jlek dapmacboTuKanc
4.4., CnoseHis;
BUPOGHMLTBO
CTepUIbHOrO NiKapCbKOro
3acoby - roTyeTbeA
acenTUYHO; NepBUHHE
nakyBaHHS; KOHTPO b

xpomaTtorpadii (AEX)»,
«lAeHTNYHICTb Ta yncToTa
metogom CE-SDS
(pepykoBaHi Ta HepeyKoBaHi
YMOBW)»,
«AKTUBHICTb/NPUTHIYEHHSA
nponicepadii» cneumdikawii

MeTozax KOHTPO/IO SKOCTi
NiKapcbKoro 3acoby.
MpornoHoBaHa peaakLis:
MeToaV KOHTPOO AKOCTi:

~ fkocTi - CIIELIMDIKATIIA
XIMIYHWIA/DI3NUHWIA, Kog Haszea | Buwmor
KOHTPO/Ib AKOCTi - BANPD | BUMPO u
MiKPOGIO/IOTiUHMIA - He Gysafi | GysaH
CTEPW/ILHICTb; KOHTPOSIb S Ha

rOTOBOTO JiKAPCbKOro 3acoby y
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3aco6y (nikapcbka ¢hopma, sidnycky peecmpayitiHozo
yrnakoska) nocsBi0O4YeHHs
SIKOCTi - MiKPOGION0rivHMiA 5300 loeHTn
- CTEPUNBHICTb; BTOPUHHE dhikani
nakyBaHHS: aTa
Hosapric ®apma LUTeliH yncToT
Ar, LLiBeliuapis; a
KOHTPO/Tb AKOCTI - meToq
6i0N0riYHNIA: oM
Hosaptic ®apma Al aHioHO
LBeiiLapis 06MiH
Hol
Xpoma
Torpa
il
(AEX)
Yucto He
Ta MeHLL
e 95.0
%
(npwn
BUMYyCK
y)
He
MeHLU
e 92.0
%
(npoTs
rom
TEepMiH
y
npuaa
THOCTI
)
Cyma He
Ku1cno 6inbLL
THUX e35
oomiw | %
oK (npwn
BUMyCK
y)
He
GinbLu
e3.5
%
(npoTs
rom
TEepMiH
y
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Ne Hasga snikapcbko20 ®dopma BunycKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa YmoBu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
yrnakoska) nocsBi0O4YeHHs

npuga
THOCTI
)

Cyma He

OCHOB 6inbL

HUX e25

fomiw | %

oK (npwn
BUMYyCK
y)
He
6inbL
ed5
%
(npoTts
rom
TEepMiH
y
npuga
THOCTI
)

5550 loeHTn

YHICTb

Ta

YNCTOT

a

meTopq,

oM

CE-

SDS

(penyxk

oBaHi

Ta

Hepep,

ykoBa

Hi

yMOoBU

)

peayk

oBaHi

YMOBM

Yucto He

Ta MEHLLI
e 98.0
%
(npwn
BUMYCK
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs

y)
He

MEHLLI
e 97.0
%
(npots
rom
TEPMIH
y
npuga
THOCTI

)

3aran
bHa
KiNbKiC
Tb
AoMiw
oK

He
6inbLu
e 20
%

(Mpw
BWMYCK
y)

He
6inbL
e3.0
%
(npoTts
rom
TEepMiH
y
npuga
THOCTI

)

Hepep,
ykoBa
Hi

yMOBU

Yucto
Ta

He
MEHLL
e 99.0
%
(npn
BUNYCK
y)

He
MeHLU
e 98.5
%
(npotsa
rom
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0O4YeHHs

TEPMIH
y

npuga
THOCTI

)

3aran He
bHa 6inbLw
Kinbkic | e 1.0
b %
fomiw | (npw
oK BWMYCK
y)

He
6inbLu
elb
%
(npoTs
rom
TEPMIH
y
npuga
THOCTI

)

AKTVH
icTb

6615

AKTUB 80 % -
HicTb/ 125 %
npurHi | BigHOC
YeHHSA HOT
nponi 6ionor
hepay, | iyHOI
i akTnB
HOCTI
nopiBH
SAHO 3
eTano
HHOIO
peyoB
MHOK

11.

BISKbIO

PO3YUH ONS1 iH'EKLLINA,
120 mr/mn; no 1
dh1akoHy B KOMMJIEKTI 3
rOMIKOo
hiNbTpyBasIbHO B
KOpOO6Lii 3 KapTOHY

Hosapric
OBepci3
IHBECTMEHTC
Al

LLiBeiiuapis

BUMNYCK Cepiii:

AnkoH-KyBpbop , Benebris

BWMNYCK Cepiii:

Hosaprtic ®apma 'm6X,

HimeuunHa
BWMNYCK Cepiii:

HoBapTic ®apmacbloTuka,

C.A,, IcnaHis

Benbris
[HimeuyunHa/
Icnanis/
LLseiiuapisi/
CnoseHis

3MiHu | TUny
B.ll.d.1.a, type IB - Change in
the specification parameters
and/or limits of the finished
product — Tightening of
specification limits:
To tighten the finished product
specification limits for pH

3a
peyenmom

UA/18277/01/01
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
BUMNYCK Cepiii, BTOPUHHE release and shelf-life and as
nakyBaHHs: consequence the proven
ek ®apmacbloTuKasc acceptable range (PAR) for
4.4., CnoseHis process parameter “pH
BMPOGHMLTBO adjustment’ is also tightened
CTEepPW/IbHOTO NiKapCbKoro from pH range 7.0 — 7.4 to pH
3acoby - roTyeTbecs range 7.1 - 7.4.
acenTUYHO; NepBUHHE The MAH took opportunity to
nakyBaHHS1; KOHTPO/1b introduce editorial changes in
AKOCTI - section 3.2.P.3.3 and update
XiMiYHWIA/Di3NYHWIA, the section 3.2.A.1.
KOHTPO/1b AKOCTI -
MiKpo6ionoriyHuii - He
CTEePUNbHICTb; KOHTPO/b
SKOCTI - MIKPOGIONOrivHMiA
- CTEPUSILHICTb; BTOPUHHE
nakyBaHHs:
HoBapTic ®apma LUTeiH
Ar, LLseliuapis
KOHTPO/Ib SKOCTI -
6ionorivyHnii
Hosaprtic ®apma Al’,
Llseiiuapis
12. BIBKbIO PO34UH ONS iH'EKLLN, Hosapric LLiBeiiuapis BWMNYCK Cepiii: Benbris BHECEHHS 3MiH 0 3a UA/18277/01/01
120 mr/mn; no 1 OBepci3 AnkoH-KyBpbop , benebris /Himeuunna/ peecTpauiiHnx Matepianis: peyernmom
hnakoHy B KOMM/IEKTi 3 IHBECTMEHTC BUNYCK Cepiii: Icnanis/ B.ll.b.l.a type IAin -
r0JIKOI0 Al HoBapTic ®apma MM6X, LLBeiiuapis/ Replacement or addition of a
hiNbTpyBasIbHO B HimeuunHa CnoseHis manufacturing site for the FP -

KOpo6Li 3 KApTOHY

BUNYCK Cepiii:
HoBapTic ®apmacbloTuka,
C.A., IcnaHis
BMNYCK Cepiil, BTOPUHHE
nakyBaHHs:
ek ®apmacbloTuKasic
4.4a., CnoeeHis
BMPOGHMLTBO
CTEepPW/ILHOIO NiKapCbKOro
3acoby - roTyeTbes
acenTnyHo; NepBUHHE
nakyBaHHS; KOHTPO/b
AKOCTI -
XiMiYHWIA/i3NUHWIA,
KOHTPO/Tb AKOCTI -
MiKPOGIOMOriYyHNA - HE
CTEepPUbHICTb; KOHTPO/b
AKOCTI - MiKpOGioNoriYHNiA
- CTEPWU/IBHICTb; BTOPVHHE

Secondary packaging site
To add Lek Pharmaceuticals
d.d. (Verovskova ulica 57,
Ljubljana, 1526, Slovenia) as a
site responsible for secondary
packaging of the finished
product. BBegeHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.
B.Il.b.2.c.l type IAin - Change
to importer, batch release
arrangements and quality
control testing of the FP -
Replacement or addition of a
manufacturer responsible for
importation and/or batch
release
- Not includin batch control
testin




15

Ne

o Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
nakyBaHHs: To add Novartis Pharma

HosaprTic ®apma LUTeiH
Ar, LLiseliuapis
KOHTPO/Tb AKOCTI -
6ioN10rivHMI
Hosaprtic ®apma Al’,
Lseiiapis

GmbH (Roonstrabe 25, 90429
Nuremberg, Germany) as a
site responsible for batch
release (not including batch
control/testing) of the finished
product. BBeeHHs 3MiH
npoTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS.
B.Il.b.2.c.l type 1Ain - Change
to importer, batch release
arrangements and quality
control testing of the FP -
Replacement or addition of a
manufacturer responsible for
importation and/or batch
release
- Not includin batch control
testin
To add Novartis Farmaceutica,
S.A. (Gran Via de les Cot-ts
Catalanes 764, 08013
Barcelona, Spain) as a site
responsible for batch release
(not including batch
control/testing) of the finished
product. BBefeHHS 3MiH
NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS.
B.Il.b.2.c.I type IAin - Change
to importer, batch release
arrangements and quality
control testing of the FP -
Replacement or addition of a
manufacturer responsible for
importation and/or batch
release
- Not includin batch control
testin
To add Lek Pharmaceuticals
d.d. (Verovskova ulica 57,
Ljubljana, 1526 Slovenia) as a
site responsible for batch
release (not including batch
control/testing) of the finished
product. BBeeHHs 3MiH
npoTsArom 6-Tn MicauiB nicns
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Ne

Hasga snikapcbko20

o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
3aTBEPAKEHHS.
13. BISKbIO PO34MH ONs iH'EKLN, HoBapTic LLiBeliyapis BUNYCK Cepiii: Benbrisi/ BUNPaBNEHHS TEXHIYHOT 3a peyenmom UA/18277/01/01
120 mr/mn; no 1 OBepci3 AnkoH-KyBpbop, benebris; HimeuunHa/ NOMUJIKM Y Ha3Bi NikapCbKoro
h1akoHy B KOMM/IEKTI 3 IHBECTMEHTC BUMYyCK Cepili: Icnania/ 3aco6y, Lo BKa3aHo Ha
rOJIKO Al Hosaptic ®apma 'm6X, CnoseHis/ TUTYNbHIN CTOPIHUI MeToAiB
iNbTPyBa/IbHOK B HimeuuunHa; LLiBeiuapis KOHTPOJI0 NiKapCbKoro
KOpoO6Lii 3 KapTOHY BUMYCK Cepili: 3acoby, a came: BUJASIEHHSA
HoBapTic ®apmMacbloTuka, no3HayeHHs "®" 6ins Ha3Bwn
C.A., IcnaHis; YKpaiHCbLKOH MOBOKO
BUMYCK cepili, BTOPVUHHE
nakyBaHHS:
Jlek dapmacboTuKanc
A.4., CnoseHis;
BUPOGHMLTBO
CTepUIbHOrO NiKapCbKOro
3acoby - roTyeTbecs
acenTUYHO; NepBUHHE
nakyBaHHS; KOHTPO/b
AKOCTI -
XiMiYHWIA/DI3NYHWIA,
KOHTPO/Tb AKOCTI -
MiIKPOBIONOTiUHWIA - He
CTePUNbHICTb; KOHTPO/Ib
SIKOCTi - MiKpOGIiONorivHMiA
- CTEPUSILHICTb; BTOPUHHE
nakysaHHs: HoeaprTic
dapwma LUTeiH AT,
LLiBeliLapis; KOHTPONb
AKOCTI - 6i0NOrYHNIA:
Hosaprtic ®apma Al’,
Lseliuapis
14. FAPOACUN® 9 CyCneHsist gNs iH'ekuii, Mepk Wapn i LLiBeiiuapis 06'eAHaHHSA rOTOBOrO CLIA/ B.ll.g.5.c. IB 3a UA/20128/01/01
BAKUVHA NPOTU no 0,5 mn (1 gosa); no Ooym IAEA npoaykTy (NoBTOpHE HigepnaHamn To implement changes peuyenmom
BIPYCY NAMI/IOMUA 0,5 mn cycneHsii y 6X cycneHayBaHHA Ta /lpnaxgis/ic foreseen in the approved
NOANHWN 9- nonepegHL0 06'eAHaHHSA KiHLLEBOrO naHis change management protocol
BANNEHTHA HanoBHEHOMY LUNPUL cchopmMyibOBaHOro 6arsky, of the immunological finished
(PEKOMBIHAHTHA, (ckno) 3 obmexysavem OTPUMAaHOrO0 3 AifbHULL product Gardasil 9 to add a
ANCOPBOBAHA) X0Ay MOPLUHS BecT MoIAHT), HaNOBHEHHSA finished product formulation

(cunikoHizoBaHWiA
6pomMBYTNIOBNIA
enacrtomep i3
nokputTam FluroTec) Ta
KOBMAYKOM (CUHTETUYHA
i3onpeH-6pombyTunosa
cymiw). Mo 1
nonepeaHLo
HamnoBHEHOMY LINpULy 3

wnpuuis (NnepBrHHe
nakyBaHHs), TECTYBaHHS
npv BUNYCKy ANt
LUNPWLB, HAMOBHEHNX Ha
AinbHuui BakcTep (nvwe
€HA0TOKCUHM Ta
CTepW/IbHICTB):
Bakctep ®apmacboTikas
ContowHc I/1C, CLIA

and dispense process to the
MSD International GmbH New
Product Facility (Dublin Road,
Carlow, R93 KF74 Co. Carlow,
Ireland) for syringes of
Gardasil 9.
The MAH took the opportunity
to introduce corrections to
section 3.2.P.3.4.2 Control of
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs

2 ronkamu a6o no 10
nonepegHL0
HamnoBHEHMX LUMPULB 3
2 rofikamy Ans KOXHOro
Lnpuua B KAPTOHHIN
KOpOO6Li 3 IHCTPYKLjED
AN MeanyHoro
3acTocyBaHHsA

TeCTyBaHHS Npy BUMYCKy
0185 Wwnpuuis,
HamNoOBHEHWX Ha AiNbHUL
Kapnoy, TectyBaHHsA npu
BBE3eHHI (415 wnpuuis,
OTPUMaHVX 3 AiNTbHUL
BecT MolHT Ta AinbHuLi
BakcTep)?, MapkyBaHHs Ta
BTOPWHHE MakKyBaHHS,
cepTudikayia Ta BUNYyCK
cepii:

# TecTyBaHHSA npu
BBE3€eHHi BK/loYae
NpoBeAEeHHS BCiX TECTiB
npwv BUNYyCKy cepii
KiHLLeBOro NpoAayKTy
Mepk Wapn i Joym B.B.,
HigepnaHau
Bupo6bHunuTBO:
hopmynALis, HaNmOBHEHHS
Ta NepBUHHE NakyBaHHSA
LUNpWLiB, TECTYBaHHS Npun
BMNyCKy (KiHLEeBOro
chopMyIbOBAHOTO H6anky
Ta LWNpWLiB, HANOBHEHUX
Ha ginbHuLi BecT MoiHT
Ta Ha AinbHuui bakcTep),
TeCcTyBaHHs CTabiIbHOCTI:
Mepk LWapn i floym NINC,
CLA
BUPOOHMLTBO:
hopmMynsALis, HaNmOBHEHHS
Ta NepBUHHE NakyBaHHSA
LUNpWLiB, TECTYBaHHS Npn
BUMNYCKY
(kKiHueBorocopmy/ibOBaH
oro 6asiky Ta LWnpuuis,
HanoOBHEHWUX Ha AibHUL
Kapnoy), TecTyBaHHA
cTabinbHOCTI:

MCJ, IHTepHeLwHN
M6X/MCA IpnaHgis
(Kapnoy), IpnaHgis
MapKyBaHHs Ta BTOPUHHE
nakyBaHHS:

Posi ®apma IHaacTpian
Cepsicec, C.A., IcnaHis

Critical Steps and

Intermediates — FFB Release.

TepMiH BBEAEHHS 3MiH -
npoTarom 6 MicauiB nicns
3aTBEPKEHHS.
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
15. AENCTPIFO TabneTkn, BKPUTI Mepk LWapn i LLiBeliyapis NPOMDKHUIA NPOAYKT MopTyranis/ B.l.a.l.z type IB - Change in 3a UA/19937/01/01
NNiBKOBOK 060JI0HKOMO, Ooym |IAEA [0paBipuHy, BUCYLLEHWT ITanis/, the manufacturer of AS or of a | peuyernmom
no 100 mr/300 mr/245 6X PO3NUIEeHHAM: Benuvka starting
mr, 30 TabneTok, BMPOGHULITBO/aHa/TITUYHE BpwuTaHis/ material/reagent/intermediate
BKPUTUX NIBKOBOK TecTyBaHHA: XOBiOH cuA/ for AS - Other variation.
060/10HKOI0 Y NAAWL, 1 dapmaCeHcisa C.A., IpnaHgis/ To add F.I.S. Fabbrica Italiana
NAsiLKa B KAPTOHHIN MopTyranis; HigepnaHgn Sintetici S.p.A., Viale Milano

KopooLi

NPOMDKHWI NPOAYKT
[l0paBipuHY, BUCYLUEHWIA
PO3MNUNEHHAM:
BMPOGHMLTBO/aHATITUYHE
TecTyBaHHA: @.1.C. -
dab6pika ITanbsaHa
CinteTivi C.n.A., ITanis;
MikpobiosnoriyHe
TeCcTyBaHHSA AKOCTI:
EypodiHc Biochapma
MpogakT TecTiHr Ipnaxgis
Nta, lpnangis;
TeCcTyBaHHS CTabi/IbHOCTi:
OpraHoH dapma (Benuka
BpuTaHis) Nimitea,
Benvika bputaHisi; Mepk
Wapn i foym NN1C, CLUA,
BMPOBHMLTBO (POSIMKOBE
YLWiNbHEHHS,
3MiLLyBaHHs/3MalLlyBaHHS
rpaHyn fopasipyHy Ta
namiByaunHy/TeHohoBipy
Avsonpokecuny dymaparty,
TUCHEHHS, NOKPUTTA
NNiBKOBOK 000I0HKOHD),
aHaniTU4YHe TecTyBaHHSA
npv sunycky: MCJ,
IHTEepHeLWwHN Mv6X,
Ipnaxgisa; nepsnHHe Ta
BTOPWHHE MaKyBaHHS,
BUNYCK cepil:

Mepk Wapn i Joym B.B.,
HigepnaHgmn

26, Montecchio Maggiore, VI
36075, Italy, as an alternative
manufacturer (and packaging
site) of the active substance
doravirine and active
substance intermediate HMT.
The MAH took the opportunity
to update the process
description of step 5 in
3.2.S.2.2. Description of
Manufacturing Process and
Process Controls.

B.l.a.l.z type IB - Change in
the manufacturer of AS or of a
starting
material/reagent/intermediate
for AS - Other variation.

To add F.I.S. Fabbrica Italiana
Sintetici S.p.A., Via Massimo
D' Antona 13, Termoli 86039,
Italy, as an alternative
manufacturer (including
packaging) of intermediate
pyridone, used in the
synthesis of the active
substance doravirine. The
MAH took the opportunity to
delete the centrifugation in the
description of step 2 in
3.2.S.2.2. Description of
Manufacturing Process and
Process Controls.

B.l.a.l.f type IA - Change in the
manufacturer of AS or of a
starting
material/reagent/intermediate
for AS - Changes to quality
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs

control testing arrangements
for the AS - replacement or
addition of a site where batch
control/testing takes place.
To add F.I.S. Fabbrica Italiana
Sintetici S.p.A., Viale Milano
26, Montecchio Maggiore, VI
36075, ltaly, as an alternative
site responsible for quality
control testing (stability and
release testing) of the active
substance doravirine and its
intermediate HMT.

B.l.a.l.f type IA - Change in the
manufacturer of AS or of a
starting
material/reagent/intermediate
for AS - Changes to quality
control testing arrangements
for the AS - replacement or
addition of a site where batch
control/testing takes place.
To add F.I.S. Fabbrica Italiana
Sintetici S.p.A., Via Massimo
D' Antona 13, Termoli 86039,
Italy, as an alternative site
responsible for quality control
testing (stability and release
testing) of the intermediate
pyridone used in the
manufacturing process of the
active substance.

B.l.a.3.a type IA - Change in
batch size (including batch
size ranges) of AS or
intermediate - Up to 10-fold
increase compared to the
originally approved batch size.
To increase the batch size
range of the intermediate
hydroxymethyltriazolinone
(HMT), used in the
manufacturing process of the
active substance doravirine,

manufactured at F.I.S.,




20

Ne
n/n

Hasga snikapcbko20
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

Montecchio Maggiore, Italy,
from 81 - 162 Kg to 81 - 232
Kg (step 3).

B.l.a.3.a type IA - Change in
batch size (including batch
size ranges) of AS or
intermediate - Up to 10-fold
increase compared to the
originally approved batch size.
To increase the batch size
range of the intermediate
pyridine, used in the
manufacturing process of the
active substance doravirine,
manufactured at F.I.S.,
Termoli, Italy, from 95 - 209
Kg to 95 - 235 Kg (step 1 & 2).

16.

IBPAHC®

TabneTkn, BKPUTI
N/iBKOBOK 0GO/IOHKOLO,
no 75 mr: no 7 TabneTok
y 6nicTepi; no 3
6nicTepun y KapTOHHiIl
Kopoo6Li

Mdpaiizep
Eiau. Ci. Ni.
KopnopeiiLw,
CWA

CLWA

BUPOBHMLTBO,
TECTyBaHHs1, NEPBUHHE
nakyBaHHs!, BTOPUHHE

nakyBaHHs1, BUMYCK cepii:

Mdpaiizep
MeHtochekuypuHr
Loiiuneng M6 X

HimeuunHa

A.6., IA - Administrative
change - Change in ATC
Code/ATC Vet Code - Update
of palbociclib ATC code based
on the last revised
classification of the
Cyclindependent kinase (CDK)
inhibitors made by the WHO.
3MiHN BHECEHO B IHCTPYKL,iIO
[ONs MeAnYHOro 3acTocyBaHHS
nikapcbkoro 3acoby Ao
po3ginis
«®dapmakoTepaneBTuyHa
rpyna». BBegeHHs 3MiH
npoTtArom 9-Tn MicauiB nicns
3aTBepXeHHs. Marketing
authorisation holder submitted
to the European Medicines
Agency, a periodic safety
update report (PSUR). On the
basis of the PRAC
recommendation and the
PRAC assessment report,
recommends by consensus
the variation: Update of
sections 4.4 and 4.8 of the
SmPC to include a
warning/precaution regarding

3a
peyenmom

UA/18795/01/01
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Ne

o Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs

venous thromboembolism and
add the adverse reactions
palmar-plantar
erythrodysaesthesia syndrome
and venous thromboembolism
with a frequency common.
3MiHM BHECEHO B iHCTPYKLi10
ONs MeAnYHOro 3acTocyBaHHS
nikapcbkoro 3acoby [0
po3giny «®apmakonorivHi
B/1ACTMBOCTI»; B po3finax
«Cnocib 3acTocyBaHHA Ta
[031» Ta «o6iuHi peakuii»
3MiHEHO NvLwe Hymepadito
Tabnuub, BiANOBIAHO A0
OHOBJ1EHb, BHECEHWX B PO3iNi
«®apmaKonoriyHi
B/1aCTMBOCTI».
BBefeHHs 3MiH NpoTArom 9-tn
MiCALIB MIiCNSA 3aTBEPLKEHHS.
C.1.4., Il - Change(s) in the
SPC, Labelling or PL due to
new quality, preclinical, clinical
or pharmacovigilance data -
Update of section 5.1 of the
SmPC in order to update
efficacy and safety information
based on final OS results from
study A5481008 (PALOMA-2,
“A Randomized, Multicenter,
Double-blind Phase 3 Study of
PD-0332991 (Oral CDK 4/6
Inhibitor) Plus Letrozole
Versus Placebo Plus Letrozole
for the Treatment of
Postmenopausal Women with
ER (+), HER2 (-) Breast
Cancer Who Have Not
Received Any Prior Systemic
Anti-Cancer Treatment For
Advanced Disease”) to fulfil
REC 2.

In addition, the MAH took the
opportunity to align Annex I
with the current QRD
template.
3MiHN BHECEHO B iHCTPYKL,it0
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs

[N MeAnYHOro 3acTocyBaHHsA
niKkapcbKoro 3acoby Ao
po3ginis «OcobnmBoCTi

3acTocyBaHHs» Ta «lMo6iyHi
peakLuii».

BBefeHHA 3MiH NpoTArom 9-tn
MiCSILiB NicNs 3aTBEPAKEHHS.
C.l1.4., Il - Change(s) in the
SPC, Labelling or PL due to
new quality, preclinical, clinical
or pharmacovigilance data -
Update of section 5.3 of the
SmPC in order to update the
primary target organ findings
and development toxicity
wording.

[aHa 3miHa nepefbavae
BHECEHHS 3MiH [0
opuriHaNIbHOI KOPOTKOT
xapaktepuctukn EU-SmPC B
po3gini 5.3 Preclinical safety
data, iHhopmaLis 3 siKoro He
BifjobpakeHa B iHCTPYKLi 415
MeAMYHOro 3acToCyBaHHA
NiKapcbKoro 3acooby.
BBefeHHs 3MiH NpoTarom 9-tu
MiCAILiB MicNs 3aTBEPKEHHS.
C.1.13., Il - Other variations not
specifically covered elsewhere
in this Annex which involve the
submission of studies to the
competent authority -
Submission of an updated
RMP version 1.9 in order to
remove the Important Potential
Risk Hyperglycaemia based
on the study results from
A5481027, a PAM adopted at
the initial MA; this is a
multicentre, randomized,
double-blind, phase 3 study of
palbociclib plus letrozole
versus placebo plus letrozole
for the treatment of previously
untreated Asian
postmenopausal women with
ER-positive, HER2-negative
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs

advanced breast cancer to
evaluate the effect of
palbociclib on hyperglycaemia
- Category 3 Study.

Mpw npoueaypi BHECEHHS 3MiH
3a No.
EMEA/H/C/003853/11/0037 no
EMA 6yno HagaHo IMYP Bepcii
1.8 Ta foonpayboBaHy BepCito
1.9 (dbiHaIbHO 3aTBEPOKEHY).
O6wuasi Bepcii Mnany
ynpas/iHHA pu3nKamu
npuBefeHo B HafaHnXx
mMarepianax [OCbeE.
OHoBneHHA go MYP onncaHo
B pe3tome, npmBefeHoMy
HIKYe.
O6rpyHTyBaHHS A/15 MoAaHHSA
oHoBneHoro MYP, Bepcis 1.9:
BuaaneHHA BaxXInBux
iAeHTUdIKOBaHNX pPU3NKiB
(mienocynpecisi [HeliTponeHisi,
aHeMis,
TpombGoLuToneHia] Ta
13/1/MHEBMOHIT) | BXXNMBUX
NOTEHUIAHNX PU3NKiB
(NonoBXeHHs
iHTepBany QT, rineprnikemisi)
Ta BiACyTHbOI iHdopmaLii
(naujieHTy Yonosivoi cTarTi) 3
yCix
BIANOBIAHMX PO34iNiB
Pe3stome 3HauHKX 3MiH B MYP:
* YacTtuHa |: be3 pegarysaHb
* YactuHa Il Mopgynb Sl: bes
peparysaHb
* YacTtuHa Il Mogynb Sli: bes
peparyBaHHb
* YactuHa I, mogynb Sl
BunpasneHHsa tabnuub
ekcnoswuyii CT (BunpaBneHHs:
naujieHTm, ki
oTpumyBasin nnauebo 3
pocnimpkeHHs A5481023, 6ynun
HenpasW/IbHO BK/HOYEHI B YCi
pesynbTatu,

a ans A5481027 16paHc
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs

nawieHTn 6y NoMUIKOBO
BMK/TIOYEHI 3 BOX Tabnuupb
[03YBaHHSA.)
* YacTtuHa Il Mogynb SIV: bes
peparysaHb
« YactuHa Il Mogynb SV: bes
peparysaHb
* YactuHa Il Mogynb SVII:
BupaneHHs suie3asHaveHnx
PU3KKIB i BigCYTHLOI
iHchopmawi 3
YCiX BignoBigHWUX po3ginis i
KOpUryBaHHs Tabnuup LWoao
3actocoBHux CT pusukis (guB.
BUMpPAaB/IEHHS, BK/lOYEHe B
YacTtuny Il Mogyns Slil Buwe)
* YactuHa Il Mogynb SVIII:
BupaneHHs suie3asHaveHnx
pU3MKIB Ta BiACYTHLOI
iHchopmauii
¢ YacTtuHa lll: gocnigpkeHHs
A5481027 BuaasneHo.

* YactuHa V: BuganeHHs
BuLLe3a3HaYeHNX PU3KKIB i
BiACYTHbLOI iHdhopmaLii 3 ycix
BiANOBIAHMX
po3ainis.

* YacTtuHa VI: BugasneHHs
BULLEe3a3HAYEHNX PU3NKIB i
BiCYTHbOI iHhopmaLii 3 ycix
BiANOBIAHMX po3ainis
» OHOBNEHHA Joaatkis 7,8

O6rpyHTyBaHHS A/15 MoAaHHSA
oHoBneHoro MYP, Bepcis 1.8:
lMponoHoBaHo BMAa/IUTH
Ba&X/IMBWI NOTEHUAHUIA py3nK
rinepraikemii Ha OCHOBI
pesynbTaTiB
pocnimkeHHsa 3 A5481027.
Pestome 3HauHKX 3MiH B MYP:
* YactuHa |: be3 peparysaHb
* YactuHa Il Mogynb Sl: bes
peparysaHb
* YactuHa Il Mogynb SlI:
He3HauHi npasKu
* YacTtuHa Il Mogynb Slil:

OHOB/IEHO TabuLi ekcnouwii
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

CT, wo6 Brountn A5481027.
* YactuHa Il Mogynb SIV:
[00aHO AaHi AOCNILKEHHS

A5481027
* YactuHa Il Mogynb SV:
OHOB/IEHO NOCTMapPKETUHIOBUI
eKcnosunuiio.
* YactuHa Il Mogynb SVII:
OHoBneHa iHhopmalis npo
NOCTMapKETVHIOBUI PU3NIK.

* YactuHa Il Mogynb SVIII:
3anponoHoBaHo BUAAIEHHS
BaXK/IMBOrO NOTEHL,iHOrO
py3nKy
«[inepraikemisi»

* YacTtuHa lll: BnganeHo
pocnimpkeHHa A5481027.

* YactuHa V: 3anponoHoBaHo
BUAA/IEHHSI BXX/IMBOTO
MOTEHLiiHOTO PU3NKY
«[inepraikemisi».

* YacTtuHa VI: BuganeHo
B&X/IMBWI NOTEHLNHUIA PU3NK
Finoknikemito.

« OHOoBNEHHSA Joaatkis
2,3,7,8.

UA/18795/01/02

17.

IBPAHC®

TabneTku, BKPUTI
NAiBKOBOK 0B0I0HKOIO,
no 100 mr: no 7
Tabnetok y 6nictepi; no
3 6nicTepn y KapTOHHIl
Kopoobui

Mdpaiizep
Eiu. Ci. Ni.
Kopnopeiiwy,
CLWA

CLWA

BMPOGHMLTBO,
TECTYBaHHSI, NepPBUHHE
nakyBaHHsl, BTOPVYHHE

nakyBaHHs1, BUMNYCK cepii:

Mdpaiizep
MeHtodheKIypUHT
Lonunena MmoX

HimeuunHa

A.6., IA - Administrative
change - Change in ATC
Code/ATC Vet Code - Update
of palbociclib ATC code based
on the last revised
classification of the
Cyclindependent kinase (CDK)
inhibitors made by the WHO.
3MiHM BHECEHO B iHCTPYKL,it0
NS MeanyHOro 3acTocyBaHHS
nikapcbkoro 3acoby Ao
posginis
«®dapmakoTepaneBTUyHa
rpyna». BeefeHHs 3MiH
NpoTSArom 9-Tu MicAyiB nicas
3aTBepxeHHs. Marketing
authorisation holder submitted
to the European Medicines
Agency, a periodic safety
update report (PSUR). On the
basis of the PRAC

3a
peuyenmom
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs

recommendation and the
PRAC assessment report,
recommends by consensus
the variation: Update of
sections 4.4 and 4.8 of the
SmPC to include a
warning/precaution regarding
venous thromboembolism and
add the adverse reactions
palmar-plantar
erythrodysaesthesia syndrome
and venous thromboembolism
with a frequency common.
3MiHN BHECEHO B IHCTPYKL,it0
AN MeAnYHOro 3acToCyBaHHA
niKkapcbKoro 3acoby Ao
po3giny «®apmMakosiorivHi
B/1ACTUBOCTI»; B PO3Ainax
«Cnoci6 3acTocyBaHHs Ta
[031» Ta «[MobiuHi peakwii»
3MiHEHO NinLLe HyMepaL,ito
Tabnuub, BiANOBIAHO A0
OHOBJ/1EHb, BHECEHUX B PO3Aini
«®apMakoorivHi
BNaCTMBOCTI».
BBefeHHs 3MiH NpoTarom 9-tu
MiCAILiB MicNs 3aTBEPKEHHS.
C.L4., Il - Change(s) in the
SPC, Labelling or PL due to
new quality, preclinical, clinical
or pharmacovigilance data -
Update of section 5.1 of the
SmPC in order to update
efficacy and safety information
based on final OS results from
study A5481008 (PALOMA-2,
“A Randomized, Multicenter,
Double-blind Phase 3 Study of
PD-0332991 (Oral CDK 4/6
Inhibitor) Plus Letrozole
Versus Placebo Plus Letrozole
for the Treatment of
Postmenopausal Women with
ER (+), HER2 (-) Breast
Cancer Who Have Not
Received Any Prior Systemic
Anti-Cancer Treatment For
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs

Advanced Disease”) to fulfil
REC 2.

In addition, the MAH took the
opportunity to align Annex I
with the current QRD
template.
3MiHM BHECEHO B iHCTPYKLi10
ONs MeAnYHOro 3acTocyBaHHS
nikapcbkoro 3acoby [0
po3ginis «Ocob6anBOCTi
3acTocyBaHHs» Ta «[106iYHI
peakuii».

BBefeHHs 3MiH NpoTArom 9-tn
MiCALIB MiCNSA 3aTBEPLKEHHS.
C.1.4., Il - Change(s) in the
SPC, Labelling or PL due to
new quality, preclinical, clinical
or pharmacovigilance data -
Update of section 5.3 of the
SmPC in order to update the
primary target organ findings
and development toxicity
wording.

[JaHna 3viHa nepepbavae
BHECEHHS 3MiH 10
opuriHanbHOT KOPOTKOT
xapakrepucTtnkn EU-SmPC B
po3zini 5.3 Preclinical safety
data, iHhopmavis 3 siKoro He
BijobpakeHa B iHCTPYKLii 4N
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby.
BBefeHHA 3MiH NpoTArom 9-tn
MiCSILiB MicNs 3aTBEPAKEHHS.
C.1.13,, Il - Other variations not
specifically covered elsewhere
in this Annex which involve the
submission of studies to the
competent authority -
Submission of an updated
RMP version 1.9 in order to
remove the Important Potential
Risk Hyperglycaemia based
on the study results from
A5481027, a PAM adopted at
the initial MA; this is a
multicentre, randomized,
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs

double-blind, phase 3 study of
palbociclib plus letrozole
versus placebo plus letrozole
for the treatment of previously
untreated Asian
postmenopausal women with
ER-positive, HER2-negative
advanced breast cancer to
evaluate the effect of
palbociclib on hyperglycaemia
- Category 3 Study.

Mpu npoueaypi BHECEHHA 3MiH
3a No.
EMEA/H/C/003853/11/0037 no
EMA 6yno HagaHo MNYP Bepcii
1.8 Ta foonpalboBaHy Bepcito
1.9 (chinanbHO 3aTBEPAXEHY).
O6wuasi Bepcii MnaHy
ynpasiHHA pu3nKamm
npuBeaeHo B HaAaHnXx
MaTepianax 4OCbeE.
OHoBneHHsa o MNYP onucaHo
B pesiome, npmBegeHoMy
HIKYe.
O6r'pyHTYyBaHHA AN NOAaHHSA
oHoBrieHoro MYP, Bepcisa 1.9:
BupaneHHs Baxxnneux
iAeHTHdiKOBaHUX pU3NKiB
(mienocynpecis [HeiTponeHis,
aHemis,
TpombouuToneHis] Ta
I13/1/MHEBMOHIT) | BaXKTMBUX
NOTEHUIAHNX PU3NKIB
(nonoBXeHHs
iHTepBany QT, rinepraikemisi)
Ta BiACYTHbOI iHhopmauii
(naujieHTn Yonosivoi cTaTi) 3
yCix
BiANOBIAHMX po3AiniB
Pestome 3HauHKX 3MiH B MYP:
* YactuHa |: be3 peparysaHb
* YactuHa Il Mogynb Sl: bes
peparysaHb
* YactuHa Il Mogynb Sli: bes
peparysaHHb
* YacTtuHa Il, mogyns Sl
BunpasneHHsa Tabavub
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs

ekcnosuuii CT (BunpasiieHHs:
naujieHTu, sk

oTpumyBasn nnaue6o 3

pocnimpkeHHs A5481023, 6ynu
HenpasW/IbHO BK/OYEHI B YCi
pesynbTatu,

a ana A5481027 16paHc
nawjieHTn 6ysim NOMUIKOBO
BUK/IIOYEHI 3 BOX TabuLp

[03YBaHHS.)
* YactuHa Il Mopynb SIV: be3
peparysaHb
* YacTtuHa Il Mogynb SV: bes
peparysaHb
* YactuHa Il Mogynb SVII:
BupaneHHs suie3asHavyeHnx
PY3UKIB i BIACYTHLOI
iHdbopmauii 3
YCiX BignoBigHMX po3zinis i
KOpUryBaHHs Tabnmub LWoa0
3acTtocoBHux CT pu3sukis (OuB.
BUMPaB/IEHHS, BK/OYEHE B
YacTury || Moayns Sl Bue)
* YactuHa Il Mogynb SVIII:
BupaneHHs suie3asHavyeHnx
pV3KKiB Ta BiACYTHLOI
iHbopmauit
« YactuHa lll: gocnimkeHHs
A5481027 BupasieHo.

e YacTtnHa V: BuganeHHs
BULLE3a3HAYEHNX PUBKKIB i
BiACYTHbOI iHGhopMaLii 3 ycix
Bi4NOBIAHNX
po3ainis.

* YactuHa VI: BuganeHHs
BuLLe3a3HaYeHNX PU3KKIB i
BIACYTHbLOI iHhopmaLii 3 ycix
BIANOBIAHMX PO34iNiB
« OHOBNEHHA goaatkis 7,8
O6r'pyHTYyBaHHA AN NOAaHHSA
oHoBrieHoro MYP, Bepcis 1.8:

MponoHoBaHo BUAAINTK
BaX/IMBWI NOTEHUNHUIA pU3NK
rinepraikemii Ha OCHOBI
pesynbTaTis
pocnimpkeHHs 3 A5481027.
Pe3tome 3Ha4HKX 3MiH B MYP:
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Homep

Ne
n/n

Hasga snikapcbko20
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

peecmpayiliHo2o
nocsBi0O4YeHHs

* YacTtuHa |: be3 pegarysaHb

* YactuHa Il Mopgyne Sl: be3
peparysaHb
* YacTtuHa Il Mogynb SlI:
He3HauHi npasku
* YactuHa Il Mopgynb SllI:
OHOB/EHO Tabnuui ekcnosuuii
CT, wo6 Bkaountn A5481027.
* YactuHa Il Mogynb SIV:
[0faHo AaHi [oCNiMKEHHS
A5481027
* YactuHa Il Mogynb SV:
OHOB/IEHO NOCTMapPKETUHIOBUIA
ekcnosuuito.
* YactuHa Il Mogynb SVII:
OHoBneHa iHhopmaLis npo
NOCTMapKETUHTOBUI PU3MK.
* YactuHa Il Mogynb SVIII:
3anponoHoBaHo BUAAIEHHS
BaXX/IMBOrO NOTEHLiAHOrO
pu3nKy
«[inepraikemisi»
* YactuHa lll: BuganeHo
pocnigkeHHa A5481027.
* YacTtuHa V: 3anponoHosaHo
BWAA/IEHHS BXX/IMBOTO
NOTEHLAHOTO PU3NKY
«[ineprnikemisi».
* YactuHa VI: BugasneHo
Ba&X/IMBWI NOTEHUAHUIA pr3nK
Finoknikemito.
* OHOBNeHHA [logatkis
2,3,7.8.

UA/18795/01/03

18.

IBPAHC®

TabneTku, BKPUTI
NAIBKOBOK 060I0HKOLO,
no 125 mr: no 7
Tabnetok y 6nictepi; no
3 6nicTepn y KapTOHHIN
KopooLi

Mdpaiizep
Eity. Ci. Ni.
Kopnopeii,
CLWA

CLWA

BMPOGHULITBO,
TeCTyBaHHsI, NepBuHHE
nakyBaHHs1, BTOPMHHE

nakyBaHHs, BUNYyCK cepil:

Mdpaiizep
MeHtodhek4ypuHr
Joiiuneng M6X

HimeuunHa

A.6., IA - Administrative
change - Change in ATC
Code/ATC Vet Code - Update
of palbociclib ATC code based
on the last revised
classification of the
Cyclindependent kinase (CDK)
inhibitors made by the WHO.
3MiHV BHECEHO B iHCTPYKL,i10
ANA MeAnYHOro 3acTocyBaHHs
niKkapcbKoro 3acoby o
po3ginis
«®dapmakoTepanesTuyHa

rpyna». BBeeHHs 3MiH

3a
peyenmom
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs

nNpoTArom 9-Tu MicauiB nicns
3aTBepAXeHHs. Marketing
authorisation holder submitted
to the European Medicines
Agency, a periodic safety
update report (PSUR). On the
basis of the PRAC
recommendation and the
PRAC assessment report,
recommends by consensus
the variation: Update of
sections 4.4 and 4.8 of the
SmPC to include a
warning/precaution regarding
venous thromboembolism and
add the adverse reactions
palmar-plantar
erythrodysaesthesia syndrome
and venous thromboembolism
with a frequency common.
3MiHV BHECEHO B iHCTPYKL,i10
[N MeAnYHOro 3acTocyBaHHsA
niKkapcbKoro 3acoby Ao
po3giny «®apmMakosnorivHi
B/TACTUBOCTI»; B pO3finax
«Cnoci6 3acTocyBaHHA Ta
£[031» Ta «obiuHI peakuii»
3MIHEHO NiULLEe HYMepaL,ito
Tabnmup, BigNOBIAHO A0
OHOBJ1EHb, BHECEHWX B PO3/iNi
«®apMaKoorivHi
BNacTMBOCTI».
BBefeHHA 3MiH NpoTArom 9-tn
MiCSILiB MicNs 3aTBEPAKEHHS.
C.l.4., Il - Change(s) in the
SPC, Labelling or PL due to
new quality, preclinical, clinical
or pharmacovigilance data -
Update of section 5.1 of the
SmPC in order to update
efficacy and safety information
based on final OS results from
study A5481008 (PALOMA-2,
“A Randomized, Multicenter,
Double-blind Phase 3 Study of
PD-0332991 (Oral CDK 4/6
Inhibitor) Plus Letrozole
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs

Versus Placebo Plus Letrozole
for the Treatment of
Postmenopausal Women with
ER (+), HER2 (-) Breast
Cancer Who Have Not
Received Any Prior Systemic
Anti-Cancer Treatment For
Advanced Disease”) to fulfil
REC 2.

In addition, the MAH took the
opportunity to align Annex I
with the current QRD
template.
3MiHN BHECEHO B IHCTPYKL,it0
AN MeAnYHOro 3acToCyBaHHA
niKkapcbKoro 3acoby Ao
po3ginis «Ocob6mBOCTi
3acTocyBaHHs» Ta «lMo6iyHi
peakuii».

BBefeHHs 3MiH NpoTarom 9-tu
MiCAILiB MicNs 3aTBEPIKEHHS.
C.L4., Il - Change(s) in the
SPC, Labelling or PL due to
new quality, preclinical, clinical
or pharmacovigilance data -
Update of section 5.3 of the
SmPC in order to update the
primary target organ findings
and development toxicity
wording.

[aHa 3miHa nepep6avae
BHECEHHS 3MiH 0
OopuriHaIbHOI KOPOTKOT
xapakrepuctukn EU-SmPC B
po3gini 5.3 Preclinical safety
data, iHdhopmauis 3 siKoro He
Bigo6paxeHa B iHCTPYKLiT AN
Me[MYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby.
BBefeHHs 3MiH NpoTArom 9-tn
MiCALIB MiCNSA 3aTBEPLKEHHS.
C.1.13., Il - Other variations not
specifically covered elsewhere
in this Annex which involve the
submission of studies to the
competent authority -
Submission of an updated
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs

RMP version 1.9 in order to
remove the Important Potential
Risk Hyperglycaemia based
on the study results from
A5481027, a PAM adopted at
the initial MA; this is a
multicentre, randomized,
double-blind, phase 3 study of
palbociclib plus letrozole
versus placebo plus letrozole
for the treatment of previously
untreated Asian
postmenopausal women with
ER-positive, HER2-negative
advanced breast cancer to
evaluate the effect of
palbociclib on hyperglycaemia
- Category 3 Study.

Mpu npoueaypi BHECEHHS 3MiH
3a No.
EMEA/H/C/003853/11/0037 no
EMA 6yno HagaHo MYP Bepcii
1.8 Ta goonpalboBaHy BepCito
1.9 (dhiHasIbHO 3aTBEPOXKEHY).
O6uagi Bepcii MNnaHy
yNpaBiHHA pu3nKamm
npuBeAeHo B HafaHnx
MaTepianax 4OCbeE.
OHoBneHHs go MNMyP onvcaHo
B pestome, NpvBefeHoMy
HuXYe.
O6r'pyHTYyBaHHA 415 NOAAHHSA
oHoBneHoro MYP, Bepcisa 1.9:
BuaaneHHs BaxnnBux
iAeHTIKOBaHUX pU3NKiB
(mienocynpecisi [HeiiTponeHis,
aHemis,
TpombouuToneHia] Ta
13/1/MHEBMOHIT) | BXXNIMBUX
NOTEHUIAHNX pU3UKiB
(NoOoBXEHHS
iHTepBasny QT, rineprnikemisi)
Ta BIACYTHbLOI iHhopmavii
(nauieHTn yonosivoi cTaTi) 3
yCix
BiANoBIAHMX po3ainis
Pe3tome 3Ha4HKX 3MiH B MYP:
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs

* YacTtuHa |: be3 pegarysaHb
* YactuHa Il Mopgyne Sl: be3
peparysaHb
* YacTtuHa Il Mogynb Sli: bes
peparyBaHHb
* YactuHa I, mogynb Sl
BunpasneHHsa tabnuub
ekcnoswuyii CT (BunpaBneHHs:
naujieHTm, ki
oTpuMyBasin nnauebo 3
pocnimpkeHHs A5481023, 6ynu
HenpasW/IbHO BK/HOYEHI B YCi
pesynbTatu,

a ans A5481027 I6paHc
nauieHTn 6ynv NoOMMIKOBO
BUK/IOYEHI 3 ABOX Tabnmupb
[03YBaHHS.)

* YactuHa Il Mopynb SIV: be3
peparysaHb
* YactuHa |l Mogynb SV: bes
peparysaHb
* YacTtuHa Il Mogynb SVII:
BupaneHHs Bule3asHaveHnx
PU3KKIB i BigCYTHLOI
iHbopmauii 3
yCiX BignoBiAHNX po3Ainis i
KOpUryBaHHs Tabnmub LLoA0
3acTtocoBHux CT pu3sukis (auB.
BMMpPaB/IEHHS, BK/OYEHE B
YacTtury Il Mogyns Slil Buwe)
* YacTtuHa Il Mogynb SVIII:
BupaneHHs Bue3asHaveHnx
pU3MKIB Ta BifCYTHLOT
iHcbopmauit
* YactuHa lll: gocnimkeHHs
A5481027 BuaaneHo.

* YacTuHa V: BuganeHHs
BULLEe3a3HAYEHNX PU3NKIB i
BiCYTHbOI iHhopmaLii 3 ycix
BifNoOBigHNX
po3ginis.

* YacTtuHa VI: BuganeHHs
BULLE3a3HAYEHNX PUBKKIB i
BiACYTHbOI iHGhopMaLlii 3 ycix
BiANOBIAHMX po3AiniB
« OHOBNEHHS foaatkis 7,8
OOI'pyHTYBaHHA ANs1 NOAAaHHS
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PeecmpayjitiHa npoyedypa

Ymosu

Homep

Ne
n/n

Hasga snikapcbko20
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Bionycky

peecmpayiliHo2o
nocsBi0O4YeHHs

oHoBneHoro MYP, Bepcis 1.8:

Bunyck cepii [/13 Ta

ABcTpisi/

Ba&X/IMBWI NOTEHUAHUIA pr3nK

lMponoHoBaHo BMAIUTH

rinepraikemii Ha OCHOBI
pesynbTaTiB
pocnimkeHHsa 3 A5481027.
Pestome 3HauHKX 3miH B MNYP:
* YactuHa |: be3 peparysaHb
* YactuHa Il Mogynb Sl: bes
peparysaHb
* YactuHa Il Mogynb SlI:
He3HauHi npasKu
* YacTtuHa Il Mogynb Slil:
OHOB/IEHO Tab/ML ekcno3nLi
CT, wo6 Bxknountn A5481027.
* YacTtuHa Il Mogynb SIV:
[0faHo JaHi [OoCAiMKEHHS
A5481027
* YacTtuHa Il Mogynb SV:
OHOBJ/IEHO NOCTMAaPKETUHrOBUIA
eKcno3unu,ito.
* YacTtuHa Il Mogynb SVII:
OHoBreHa iHhopmaLlis npo
NOCTMapKETVHIOBUIA PU3NIK.
* YacTtuHa Il Mogynb SVIII:
3anponoHoBaHo BUaIEHHSA
BaXK/IMBOTO NOTEHLiHOrO
pu3nKy
«[inepraikemisi»
* YactuHa lll: BuganeHo
pocnimkeHHa A5481027.
* YactuHa V: 3anponoHoBaHo
BUAATEHHS BaXK/IMBOTO
NOTEHLIAHOTO PU3NKY
«linepraikemis».
* YacTtuHa VI: BugasneHo
BaX/IMBWI NOTEHUNHUIA pU3NK
Finoknikemito.
« OHOBNEHHA JoaaTtkis
2,3,7,8.
B.lIl.1 a)-2. 1A

3a

UA/16963/01/01

19.

IMYHAT

NOPOLUOK Ta PO3YNHHUK

NS PO3UMHY ANns
iH ekwiii no 250/190

Bakctep Al

MO, 1 chnakoH 3

NOPOLLKOM Y KOMMNEKTI Brpo6HULTBO, NepBrHHE 006-Rev
3 1 donakoHOM nakyBaHHs /13, BTOPUHHe 09)
pO34MHHKKa (Boga Ansi nakyesaHHs /13 Ta A.7.1A

ABCTpIst

po3umHHuKa: Takega
MaHyekuypiHr ABCTpIs
Al', ABCTpiSi;

HimeuunHa

The scope of this change is to
update the CEP for Heparin
Sodium (No. R1-CEP 2002-

peyenmom
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

iH'ekyjin) no 5 mn Ta
Habopom Ans
PO3YMHEHHS | BBEA,EHHSA
y KOpoo6uj

PO3YMHHYKA, KOHTPOMb
saKocTi [N13: Takega
MaHydekuypiHr ABCTpIs
ATl', ABCTpisi; KOHTpO/b
saKocTi [N13: Takega
MaHydekuypiHr ABCTpIs
Al', ABCTpisi;
Brpo6HMLTBO, NepBrHHE
nakyBaHHS Ta KOHTPO/1b
AKOCTI PO3YMHHUKA:
3irdpig XamenbH M6X,
HimeuyunHa

The scope of this change is to
delete the alternate Los
Angeles site for the
manufacturing and in process
testing of Cryoprecipitate and
references of Los Angeles
Building 5 throughout the
documents.

Please note that the
manufacturing will remain at
the already authorized Takeda
Rieti site, and the deletion is
not due to any critical
deficiencies concerning
manufacturing.

With this grouped procedure,
the MAH proposes some
minor editorial changes in the
course of the removal of
the LA site, addressed as
“overall improvements” within
the present proposed table:
-In3.2.5.2.2 The
manufacturing steps of the
drug substance is displayed
now as a detailed Flowsheet
instead of the previous
text/tables
- 3.2.5.2.3 Control of Materials
was separated in two sections:
3.2.S.2.3 Control of Materials -
Raw
Material and 3.2.S.2.3 Control
of Materials — Plasma
- With the removal of LA site,
the Process Validation and/or
Evaluation steps within
3.2.5.2.5 were
restructured by including each
step under each site for an
improved readability.

20.

IMYHAT

MOPOLLIOK Ta PO3UYNHHUK
[ONS PO34nHY Ans

iH ekyin no 500/375
MO, 1 dpnakoH 3
MOPOLLKOM Y KOMMJIEKTi
3 1 donakoHOM

Bakctep Al

ABCTpiIs

Bunyck cepii ['N13 Ta
po3unHHKKa: Takega
MaHydhekuypiHr ABCTpis
Al', ABCTpisi;
Brpo6HMLTBO, NepBrHHE
nakyBaHHs /13, BTOPUHHe

AscTpis/
HimeuunHa

B.lIl.1 a)-2. IA
The scope of this change is to
update the CEP for Heparin
Sodium (No. R1-CEP 2002-
006-Rev
09)

3a
peuyenmom

UA/16964/01/01
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

po3unHHKKa (Boga ans
iH'ekyjiin) no 5 mn Ta
Habopom Anis
PO3UMHEHHS | BBEA,EHHS
y Kopo6Li

nakysaHHsa 113 Ta
PO3UYMHHYMKA, KOHTPO/b
akocTi [N13: Takepa
MaHydekuypiHr ABCTpis
ATl", ABCTpIsi; KOHTpOsb
akocTi [N13: Takepa
MaHydekuypiHr ABCTpis
Al', ABCTpiSi;
Bnpo6HMLTBO, NepBrHHE
naKkyBaHHS Ta KOHTPO/1b
AKOCTI PO3YMHHUKA:
3irdpig XamenbH M6X,
HimeyunHa

AT.IA
The scope of this change is to
delete the alternate Los
Angeles site for the
manufacturing and in process
testing of Cryoprecipitate and
references of Los Angeles
Building 5 throughout the
documents.

Please note that the
manufacturing will remain at
the already authorized Takeda
Rieti site, and the deletion is
not due to any critical
deficiencies concerning
manufacturing.

With this grouped procedure,
the MAH proposes some
minor editorial changes in the
course of the removal of
the LA site, addressed as
“overall improvements” within
the present proposed table:
-In3.2.5.2.2 The
manufacturing steps of the
drug substance is displayed
now as a detailed Flowsheet
instead of the previous
text/tables
- 3.2.5.2.3 Control of Materials
was separated in two sections:
3.2.5.2.3 Control of Materials -
Raw
Material and 3.2.S.2.3 Control
of Materials — Plasma
- With the removal of LA site,
the Process Validation and/or
Evaluation steps within
3.2.5.2.5 were
restructured by including each
step under each site for an
improved readability.

21.

IMYHAT

MOPOLLIOK Ta PO3UYNHHUK
NS Po3ynHy Ans

iH ekuili no 1000/750
MO, 1 dpnakoH 3
MOPOLUKOM Y KOMMJIEKTI

Bakctep Al

AscTpis

Bunyck cepii M3 Ta
po3unHHuKa: Takega
MaHydekuypiHr ABCTpis
Al, ABCTpis;
Bnpo6HWLTBO, NEpBUHHE

AscTpis/
HimeuunHa

B.lll.1 a)-2. IA
The scope of this change is to
update the CEP for Heparin
Sodium (No. R1-CEP 2002-
006-Rev

3a
peyenmom

UA/16964/01/02
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
3 1 donakoHOM nakyBaHHs /13, BTOpUHHe 09)
po3uMHHKKa (Boga Ans nakyesaHHsa 113 Ta A7.1A
iH'ekyjin) no 10 mn Ta PO3UYMHHMKA, KOHTPO/Tb The scope of this change is to
Habopom ans aKocTi [N13: Takepa delete the alternate Los
PO3YMHEHHS | BBEAEHHS MaHydhekuypiHr ABCTpIs Angeles site for the
y KOpoo6Lji ATl', ABCTpisi; KOHTpOsb manufacturing and in process
aKocTi [N13: Takepa testing of Cryoprecipitate and
MaHydhekuypiHr ABCTpIs references of Los Angeles
Al', ABCTpisi; Building 5 throughout the
Bupo6HMLTBO, NEPBUHHE documents.
nakyBaHHS Ta KOHTPO/ib Please note that the
AKOCTI PO3YMHHUKA: manufacturing will remain at
3ircopig XamensH MvbX, the already authorized Takeda
HimeuunHa Rieti site, and the deletion is
not due to any critical
deficiencies concerning
manufacturing.
With this grouped procedure,
the MAH proposes some
minor editorial changes in the
course of the removal of
the LA site, addressed as
“overall improvements” within
the present proposed table:
-In 3.2.5.2.2 The
manufacturing steps of the
drug substance is displayed
now as a detailed Flowsheet
instead of the previous
text/tables
- 3.2.5.2.3 Control of Materials
was separated in two sections:
3.2.5.2.3 Control of Materials -
Raw
Material and 3.2.S.2.3 Control
of Materials — Plasma
- With the removal of LA site,
the Process Validation and/or
Evaluation steps within
3.2.5.2.5 were
restructured by including each
step under each site for an
improved readability.
22. KAPBEAMNON Tabnetku no 12,5 mr; no TOB Ykpaina BUPOGHMLTBO HimeuunHa BHECEHHS 3MiH 40 3a peyenmom UA/17223/01/01
CAHAO3® 10 Tabnetok y 6nicTepi, "CaHpo3 Hepo3dhacoBaHOl peecTpauiiHnx Matepianis:
no 3 6nictepu B YkpaiHa" NpoAyKLii, neperHHe Ta

KapPTOHHIN nayuj

BTOPWHHE NMaKyBaHHA,

3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTVBHOCTI Ta
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Ymosu

Homep

Ne
n/n

Hasga snikapcbko20
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsBi0O4YeHHs

thapmakoHarnsigy. BeeaeHHs

TeCcTyBaHHS, 03BN Ha
BMNyck cepii: Cantotac
dapma 'm6X, HimeuunHa;
nepBUHHE Ta BTOPUHHE
nakyBaHHs:
Knoke ®epnekyHrc-
Cepsic, HiveuunHa

ab60 3MiHN [0 y3arasibHeHNX
[JaHux npo cuctemy
thapmakoHarnsgy (BBe4eHHs
y3arasibHeHVX gaHnx npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXEHOT 0co6U,
BiANOBIAaNbHOI 3a 3i/iCHEHHSA
thapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHVKa AN 34iiCHEHHSA
hapmakoHarnsagy B YkpaiHi,
SKLLO BOHa BigMiHHA Bif
YMOBHOBaXXEHOI 0Cco6u,
BiANOBiAA/IbHOI 32 3AiCHEHHS
hapmakoHarnagy (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3mMiHn y
pO3MilLeHHI MacTep-ghaiina
cuctemu chapmakoHarnagy) -
3assa Ha 3miHn N3 (MIBMM)
(3rigHoO Haka3y MO3 Big,
17.11.2016 Ne 1245).
3MiHa yNnoBHOBaXXEHOT 0co6M
3asBHMKa, BiANOBIga/IbHOI 3a
hapmakoHarnsag. ditoua
pepakuis: Juergen Maares /
HOpreH Maapec.
MponoHoBaHa pefakuis:
TaHacoBsa 3opsiHa
MwukonaiBHa. 3miHa
KOHTaKTHUX AaHnX
yMOBHOBaXeHOT 0cobum
3asBHMKa, BiANOBIga/IbHOI 3a
hapmakoHarnsag.

3a peyenmom

UA/17223/01/02

23.

KAPBEAWNON
CAHAO3®

TabneTku no 25 Mr; no
10 Tabnetok y 6nicTepi,
no 3 6nictepu B
KapTOHHIN navuj

TOB
"CaHpo3
YkpaiHa"

YkpaiHa

BUPOGHMLTBO
Hepo3dhacoBaHOl
NpoAyKLii, neperHHe Ta
BTOPVHHE NakKyBaHHS,
TeCcTyBaHHs, [03BiN Ha
BMNyck cepii: Cantotac
dapma M'm6X, HimeuyunHa,;
nepBrHHE Ta BTOPUHHE
nakyBaHHs:
Knoke ®epnekyHrc-
Cepsic, HimeuunHa

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHnx Matepianis:
3MiHu | TURY - 3MiHK WoAao

6e3nekn/edhekTBHOCTI Ta
chapmakoHarnsgy. BeefeHHs
ab0 3MiHU [0 y3arasibHeHNX

[aHux npo cuctemy

thapmakoHarnagy (BBefeHHs
y3arasibHeHVX faHux npo
cuctemy hapmakoHarnisgy,
3MiHa YNOBHOBaX€EHOI 0co6H,
BiZJNOBIAANbHOI 3@ 3AiACHEHHS

hapMakoHarisgy; KOHTaKTHol
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

ocobu 3 hapmakoHarnsgy
3asBHVKa AN 34iiCHEHHSA
hapmakoHarnsgy B YkpaiHi,
SKLLO BOHa BigMiHHA Bif
YMOBHOBaXXEHOI 0Co6u,
BiANOBIAA/IbHOT 32 3AiCHEHHS
hapmakoHarnagy (Bkitovaioun
KOHTaKTHI AaHi) Ta/abo 3mMiHn y
pO3MilLeHHI MacTep-ghaiina
cuctemn chapmakoHarnagy) -
3assa Ha 3miHn N3 (MIBMM)
(3rigHo Haka3y MO3 Big,
17.11.2016 Ne 1245).
3MiHa yNnoBHOBaXXeHOT 0cobK
3asBHMKa, BiANOBiga/IbHOI 3a
hapmakoHarnsag. ditoua
pepakuis: Juergen Maares /
HOpreH Maapec.
MponoHoBaHa pefakuis:
TaHacoBa 3opsiHa
MwukonaiBHa. 3miHa
KOHTaKTHUX AaHnX
yMOBHOBaXeHOT 0cobum
3asBHMKa, BiANOBIga/IbHOI 3a
hapmakoHarnsag.

24.

KEHIPEKCAN

MOPOLLIOK A/1A
KOHLeHTpaty An1s
PO3UMHY A5 iH'eKLil /
iHdpysiiA, 50 mr; 10
hNakoHiB 3 NOPOLLKOM Y
ch/1aKoHi B KapTOHHii
KOpo6Li 3 MapKyBaHHAM
iTanilicbkoto, HiMeLbKO
Ta aHrnilicbko MoBamMu
3i CTikepom
YKpPaiHCbKOI MOBOKO

K'esi
dapmac'toTik
en3 M'v6X

ABCTpIst

BMPOGHWLTBO, KOHTPO/b
SIKOCTi Ta NEPBUHHE
nakyBaHHS:
MateoH Itania C.n.A.,
ITanis
BTOPUHHE NaKyBaHHS:
K'esi ®apmaueyTtuui
C.n.A., ltania
BUMNYCK cepil:
Liachapm Mm6X & Ko. KT,
HimeyunHa

ITanis/
HimeuunHa

C.1.13, Il - Other variations not
specifically covered elsewhere
in this Annex which involve the
submission of studies to the
competent authority:
Submission of final study
report from study
ARCANGELO (itAlian
pRospective study on
CANGrELOI), listed as a
category 3 study in the RMP.
This is a multicentre
observational, prospective
cohort study including patients
with acute coronary
syndromes undergoing
percutaneous coronary
intervention who receive
cangrelor i.v. transitioning to
either clopidogrel, prasugrel or
ticagrelor per os. The primary
objective is to assess the

3a
peyenmom

UA/17224/01/01
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
safety of cangrelor in a real-
world setting, when
administered in patients with
acute coronary syndromes
undergoing percutaneous
coronary intervention (PClI).
The safety of cangrelor is
based on the incidence of any
haemorrhage at 30 days post-
PCI.
The RMP version 5.1 has also
been submitted.
25. KICKANI TabneTku, BKPUTI HosaprTic LBeliLapis BMPOBHMLTBO, YacTKOBUIA CnoseHis/ BHECEHHS 3MiH 10 3a peyenmom UA/18157/01/01
NNiBKOBOK 060/I0HKOIO, dapma Al KOHTPO/b SIKOCTI, PymyHis/ peecTpauiiHMx MaTepianis:
no 200 wmr, no 21 nepBrHHE Ta BTOPUHHE Cinranyp/ B.Il.b.2.c.I type IAin — Change
Tabnetui y 6nictepi, no nakyBaHHs, BUNYyCK cepil: Himeuunna/ to importer, batch release
3 6nicTepn y KapTOHHIl HosapTic LLIBeliyapis arrangements and quality
Kopoo6Li; no 21 TabneTui dapmacbloTukan control testing of the FP -
y 6nicTepi, no 3 MaHyhakTypinr JI1C, Replacement or addition of a
6nicTepn y KapTOHHIN CnoBeHis; manufacturer responsible for

KOpoo6Li, N0 3 KOPO6KM Y
KapTOHHiiA KOpooLi

4aCTKOBWI KOHTPO/Tb
AKOCTI, BUNYCK cepil:
Jlek dapmacboTHKanc
4.4., CnoseHis;
KOHTPO/b SIKOCTI:
CaHpos C.P.J1., PymyHis;
BMPOGHMWLTBO:
Hosaprtic CiHranyp
dapmacbtoTikan
MeHbloghekyepiHr Mre.
Nrp., Civranyp;
4aCTKOBWI KOHTPO/Tb
AKOCTi, NEPBUHHE Ta
BTOPWHHE MaKyBaHHS:
HoBapTic ®apma
MpogakwH M6X,
HimeuumnHa,;
4aCTKOBWI KOHTPO/Tb
AKOCTi, NEPBUHHE Ta
BTOPWHHE MaKyBaHHS:
HosapTic ®apma LUTelH
Ar, LLiseliuapis;
4aCTKOBWI KOHTPOSb:
dapmaHanitika CA,
LLiBeiiuapis;
BUMNYCK cepil:
HoBaprtic ®apma 'm6X,

importation and/or batch
release — Not including batch
control/testing
To add Novartis
Pharmaceutical Manufacturing
LLC (Verovskova Ulica 57,
1000 Ljubljana, Slovenia) as
an alternative site responsible
for batch release of the
finished product. BBegeHHs
3MiH NPOTAroM 6-Tu MicsiLiB
nicns 3aTBepAKeHHs.
A.5.b type IA — Administrative
change - Change in the name
and/or address of a
manufacturer/importer of the
finished product, including
quality control sites (excluding
manufacturer for batch
release)

To change the name and
update the address of the site
responsible for manufacturing,
quality control testing (except

microbiological testing),
primary and secondary
packaging of the finished
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

HimeuyunHa

product from Lek
Pharmaceuticals d.d.
(Verovskova Ulica 57, 1526
Ljubljana, Slovenia) to
Novartis Pharmaceutical
Manufacturing LLC
(Verovskova ulica 57, 1000
Ljubljana, Slovenia). There is
no change in the location of
the site.
Additionally, the address of the
Lek Pharmaceuticals d.d.
(Verovskova Ulica 57, 1526
Ljubljana, Slovenia) site
remains as a site responsible
for quality control testing
(microbiological testing) of the
finished product. BBegeHHs
3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepAKEHHS.

26.

NAHCYP®® 15 Mr/6,14
Mmr

TabneTku, BKPUTI
NAIBKOBOK 0B0I0HKOIO,
no 15 mr/6,14 mr, no 10
TabneTtok y 6nictepi; no
2 abo 6 6nictepiB y
KOpo6Li 3 KApTOHY

Ne
Na6opatyap
CepB'e

PpaHuin

BiANOBIgabHUIA 32
BUPOGHWLTBO, KOHTPO b
SIKOCTi Ta BUMYCK cepii
npogykuii in bulk:
Taiixo ®apmacbtoTikan
Ko., NT4., AnoHis;
BiANOBIAaIbHUIA 32
KOHTPO/b SIKOCTI,
NepBUHHE Ta BTOPUHHE
nakyBaHHs i BUNyck cepii
roTOBOrO iKapCbKOro
3acoby:
Na6opaTtopii Ceps'e
IHpacTpi, PpaHuis;
BiANOBiAa/IbHWIA 32
KOHTPO/b SIKOCTI,
nepBUHHE Ta BTOPUHHE
nakyBaHHs i BUNyck cepii
roTOBOrO /1iKapCbKOro
3acoby:

Ceps'e (Ipnangis)
IHpacTpic Nlta, Ipnangis

HanoHis/
PaHuis/
Ipnangis

BHECEHHS 3MiH 10
peecTpavuiiHux maTepianis:
C.I.6.a, Type Il: Change(s) to
therapeutic indication(s) —
Addition of a new therapeutic
indication or modification of an
approved one.
Extention of indication to
include treatment of patients
with refractory metastatic
colorectal cancer, for
LONSUREF in combination with
bevacizumab based on results
from study SUNLIGHT (CL3-
95005-007); This is an open-
label, randomized, phase Il
study comparing
trifluridine/tipiracil in
combination with bevacizumab
to trifluridine/tipiracil
monotherapy in patients with
refractory metastatic colorectal
cancer. As a consequence,
sections 4.1, 4.2, 4.4, 4.8 and
5.1 of the SmPC. The package
leafleat is updated in
accordance. The updated

3a peyenmom

UA/16712/01/02
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

RMP version 10 has also been
submitted. In addition, the
MAH took the opportunity to
update section 4.6 of the
SmPC and the Package
leafleat accordingly.
3asBHVK NPUBOAUTL PO3Lin
IHCTPYKLiT AN1a MeguyHoro
3acTOCyBaHHSA NikapcbKoro
3acoby B YkpaiHi, a came:
«®dapmakognHamika»,
«[lMokazaHHs», «Oco6NMBOCTI
3aCTOCYBaHHS»,
«3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaato», «Cnocié
3aCTOCyBaHHS Ta 403U»,
«[MoGiuHI peakuii» y
BiANOBIAHICTb 4O OHOBMEHOT
KopoTkoi xapakTepucTunku
npenapary.

TepMiH BBEAEHHS 3MiH -
npTarom 6-Tu micauis nicns
3aTBEPAKEHHS.

27.

NAHCYP®® 20 Mr/s,19
Mmr

TabneTku, BKPUTI
NAIBKOBOK 060I0HKOLO,
no 20 mr/8,19 mr, no 10
Tabnetok y 6nictepi; no
2 abo 6 6nicTepiB y
KOpOOGLii 3 KapTOHY

Ne
Jlabopatyap
CepB'e

PpaHLin

BiNOBIAabHUIA 3a
BUPOBHWLITBO, KOHTPO/b
AKOCTi Ta BUMYCK cepil
npogykuii in bulk:
Talixo ®apmacbloTikan
Ko., NT4., AnoHis;
BiNOBIAabHUIA 3a
KOHTPO/b SIKOCTI,
nepBUHHE Ta BTOPUHHE
nakyBaHHs i BUNyck cepii
rOTOBOIO J1iKapCbKOro
3acoby:
Nab6opaTtopii Ceps'e
IHgacTpi, ®paHuis;
BiANOBIgabHUIA 32
KOHTPO/b AKOCTI,
NepBUHHE Ta BTOPUHHE
nakyBaHHs i BUNyck cepii
rOTOBOrO NiKapCbKOro
3acoby:

Ceps'e (IpnaHgis)
InpgacTpic N14, Ipnaxgis

HAanoHis/
daHuis/
Ipnangis

BHECEHHS 3MiH [10
peecTpavuinHnX MaTepiasis:
C.l.6.a, Type Il: Change(s) to

therapeutic indication(s) —
Addition of a new therapeutic
indication or modification of an
approved one.
Extention of indication to
include treatment of patients
with refractory metastatic
colorectal cancer, for
LONSUREF in combination with
bevacizumab based on results
from study SUNLIGHT (CL3-
95005-007); This is an open-
label, randomized, phase IlI
study comparing
trifluridine/tipiracil in
combination with bevacizumab
to trifluridine/tipiracil
monotherapy in patients with
refractory metastatic colorectal
cancer. As a consequence,

3a peyenmom

UA/16712/01/01
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

sections 4.1, 4.2, 4.4, 4.8 and
5.1 of the SmPC. The package
leafleat is updated in
accordance. The updated
RMP version 10 has also been
submitted. In addition, the
MAH took the opportunity to
update section 4.6 of the
SmPC and the Package
leafleat accordingly.
3asABHUK NPUBOAUTL PO3AiNn
IHCTPYKLii ANA MeguyHoro
3acToCyBaHHS Nikapcbkoro
3acoby B YkpaiHi, a came:
«dapmaxkoguHamika»,
«MokazaHHsA», «OCOB6IMBOCTI
3aCTOCYBaHHS»,
«3acTocyBaHHSA y nepiof
BariTHOCTi abo rogyBaHHs
rpyaato», «Cnocié
3aCTOCyBaHHA Ta [031»,
«Mob6iyHi peakuii» y
BiANOBIAHICTb 4O OHOBMEHOI
KopoTKoi xapakTepucTunkm
npenapary.
TepMmiH BBEEHHS 3MiH -
npTArom 6-Tm MicALiB nicns
3aTBEPAKEHHS.

28.

NEHANIAOMIA KPKA

Kancynu Teepgi no 2,5
Mr; MO 7 Kancyn
TBEpPAMX Yy 6nicTepi, no
3 6nicTepun y Kopobu,i

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

BUPOBHWLITBO, NEpBUHHA
Ta BTOPVHHA yMnakoBKa,
KOHTPO/Ib Ta BUMYCK Cepii:
KPKA-®APMA p.0.0.,
Xopsarisi;
KOHTPO/Ib Ta BUMYCK Cepii:
KPKA, a.4., Hoso mecTo,
CnoBeHis; BTOPUHHA
ynakoska: KPKA, a.4.,
HoBo mecTo, CnoseHis;
MikpobiosnoriyHe
BMNpOo6YBaHHA (y BUNaaKy
KOHTposto cepii TAL,
dapma 'm6X): Nlabop N1C
CE & Ko. KI', HimeyuunHa;
BTOPUHHA YMaKoBKa,
BUNYCK cepil:

TAL ®apma M'M6X,
HimeyumnHa;

Xopsarisi/
CnoseHis/
HimeuunHa

C.l.2.a IB - To update section
5.1 of the SmPC on 5-year
Overall Survival data following
assessment of the same
change for the reference
product (Revlimid,
EMEA/H/C/000717/1/0124,
09/02/2023).
BBefieHHs 3MiH NpoTArom 6-Tu
MiCSILiB MiCNsi 3aTBEPAKEHHS.
C.l.2.a IB - to update section
4.2 of the SmPC on the
dosage for patient with
impaired renal function
(severe renal impairment and
stage and end stage renal
disease) for the follicular
lymphoma (FL) indication
based on additional PK

3a peyenmom

UA/19062/01/01
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
KOHTPO/b cepii (i3nyHi analysis; and the existing
Ta XimiyHi meToau warning in section 4.4 of the
KOHTPO/10): SmPC to highlight that male
TAL ®apma 'M6X, patients should not donate
HimeyunHa semen or sperm during
treatment and for at least
seven days after the end of
treatment following
assessment of the same
change for the reference
product (Revlimid,
EMEA/H/C/000717/11/0122,
15/09/2022). The Package
Leaflet has been updated
accordingly.
BBefeHHs 3MiH NpoTArom 6-Tn
MiCALIB MiC/s 3aTBEPKEHHS.
29. NEHANIAOMIA KPKA Kancynu Teepai no 5 mr; KPKA, a.4., CnoseHisa BMPOGHULTBO, NEPBMHHA Xopsarisi/ C.l.2.a IB - To update section 3a peyernmom UA/19062/01/02
no 7 Kancyn Teepamx y HoBo mecTO Ta BTOPVHHA ynakoBska, CnoseHis/ 5.1 of the SmPC on 5-year
6nictepi, no 3 6nictepn KOHTPO/Ib Ta BUMYCK Cepii: HimeuunHa Overall Survival data following

y KOpoo6Li

KPKA-®APMA g.0.0.,
Xopsaris;
KOHTPO/Ib Ta BUMYCK Cepii:
KPKA, a.4., Hoso mecTo,
CnoBeHis; BTOPUHHA
ynakoBka: KPKA, a.4.,
HoBo mecTo, CnoBeHis;
MikpobiosnoriyHe
BMNPOOGYBaHHs (y BUNagKy
KOHTposto cepii TAL,
dapma 'm6X): Nlabop /1IC
CE & Ko. KI', HimeyuunHa;
BTOPVHHA yNnakoBkKa,
BUMNYCK cepil:

TAL ®apma 'm6X,
HimeuuunHa;
KOHTPO/b cepii (hi3nyHi
Ta XiMiyHi meToam
KOHTPO/10):

TAL ®apma 'm6X,
HimeuyunHa

assessment of the same
change for the reference
product (Revlimid,
EMEA/H/C/000717/1/0124,
09/02/2023).
BBefeHHs 3MiH NpoTArom 6-tu
MiCAILiB MicNs 3aTBEPKEHHS.
C.l.2.a IB - to update section
4.2 of the SmPC on the
dosage for patient with
impaired renal function
(severe renal impairment and
stage and end stage renal
disease) for the follicular
lymphoma (FL) indication
based on additional PK
analysis; and the existing
warning in section 4.4 of the
SmPC to highlight that male
patients should not donate
semen or sperm during
treatment and for at least
seven days after the end of
treatment following
assessment of the same
change for the reference
product (Revlimid,
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
EMEA/H/C/000717/11/0122,
15/09/2022). The Package
Leaflet has been updated
accordingly.
BBefeHHs 3MiH NpoTArom 6-t
MiCALB MiCNA 3aTBEPMKEHHS.
30. NEHANIAOMIA KPKA Kancynu Teepgi no 7,5 KPKA, a.4., CnoseHis BMPOGHULITBO, NEPBUHHA XopsarTisi/ C.l.2.a IB - To update section 3a peyenmom UA/19062/01/03
Mr; 0 7 Kancyn HoBo mecTo Ta BTOPVMHHA ynakoBKa, CnoseHis/ 5.1 of the SmPC on 5-year
TBEpAMX Y 6nicTepi, no KOHTPO/Ib Ta BUMYCK cepii: HimeyunHa Overall Survival data following
3 6nicTepun y Kopobui KPKA-®APMA ga.0.0., assessment of the same
Xopgarisi; change for the reference
KOHTPO/Ib Ta BUMYCK cepii: product (Revlimid,
KPKA, g.4., HoBo mecTo, EMEA/H/C/000717/1/0124,
CnoBeHis; BTOPUHHA 09/02/2023).
ynakoska: KPKA, a.a4., BBefeHHA 3MiH NpoTArom 6-Tn
Hoso mecTo, CnoseHis; MiCALIB MICNA 3aTBEPLYKEHHS.
Mikpo6iosioriyHe C.l.2.a IB - to update section
BMNpOGYBaHHSA (y BUNaaKy 4.2 of the SmPC on the
KoHTponto cepii TAL dosage for patient with
dapma M'm6X): flabop /1IC impaired renal function
CE & Ko. KI', HimevunHa; (severe renal impairment and
BTOPUHHA YNaKoBKa, stage and end stage renal
BUNYCK cepil: disease) for the follicular
TAL ®apma M'M6X, lymphoma (FL) indication
HimeuumnHa,; based on additional PK
KOHTPO/Ib cepii (Qi3nyHi analysis; and the existing
Ta XiMiuHi meToam warning in section 4.4 of the
KOHTPO/10): SmPC to highlight that male
TAL ®apma 'm6X, patients should not donate
HimeyunHa semen or sperm during
treatment and for at least
seven days after the end of
treatment following
assessment of the same
change for the reference
product (Revlimid,
EMEA/H/C/000717/11/0122,
15/09/2022). The Package
Leaflet has been updated
accordingly.
BBefieHHs1 3MiH NpoTArom 6-tv
MiCALB MiCNA 3aTBEPAKEHHS.
31. NEHANIAOMIA KPKA Kancynu Teepgi no 10 KPKA, a.4., CnoseHis BMPOGHULTBO, NEPBUHHA XopsarTisi/ C.l.2.a IB - To update section 3a peyenmom UA/19062/01/04
Mr; MO 7 Kancyn HoBso mecTo Ta BTOPUHHA ynakoBKa, CnoBeHis/ 5.1 of the SmPC on 5-year
TBEpPAMX Y 6nicTepi, no KOHTPO/Ib Ta BUMYCK cepii: HimeyunHa Overall Survival data following
3 6nicTepun y Kopobui KPKA-®APMA g.0.0., assessment of the same
XopBarisi; change for the reference
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3 6nicTepun y Kopobu,i

KPKA-®APMA p.0.0.,
Xopsarisi;
KOHTPO/Ib Ta BUMYCK Cepii:
KPKA, a.4., HosBo mecTo,
CnoBeHis; BTOPUHHA
ynakoska: KPKA, a.4.,
HoBo mecTo, CnoseHis;
MikpobiosnoriyHe
BMNpOo6YBaHHA (y BUNaaKy
KOHTposto cepii TAL,
dapma 'm6X): Nlabop N1C
CE & Ko. KI', HimeyuunHa;

BTOPWMHHA YrNMaKoBKa,

Overall Survival data following
assessment of the same
change for the reference

product (Revlimid,
EMEA/H/C/000717/1/0124,
09/02/2023).

BBefieHHs 3MiH NpoTArom 6-Tu

MiCSILiB MiCNsi 3aTBEPAKEHHS.

C.l.2.a IB - to update section
4.2 of the SmPC on the
dosage for patient with
impaired renal function

(severe renal impairment and

stage and end stage renal

Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
KOHTPO/b Ta BUMYCK cepii: product (Revlimid,
KPKA, g.4., HoBo mecTo, EMEA/H/C/000717/1/0124,
CroBeHis; BTOPUHHA 09/02/2023).
ynakoska: KPKA, a.4., BBefeHHs 3MiH NpoTArom 6-Tn
Hoso mecTo, CnoBeHis; MiCALIB MiCNSA 3aTBEPLKEHHS.
MikpobiosnoriuHe C.l.2.a IB - to update section
BMNPO6YBaHHs (y BUNagky 4.2 of the SmPC on the
KOHTposto cepii TAL, dosage for patient with
dapma 'm6X): Nlabop N1C impaired renal function
CE & Ko. KI', HimeuunHa; (severe renal impairment and
BTOPUHHA YNaKoBKa, stage and end stage renal
BUNYCK cepil: disease) for the follicular
TAL ®apma 'M6X, lymphoma (FL) indication
HimeuumnHa; based on additional PK
KOHTPO/b cepii (Qi3nyHi analysis; and the existing
Ta XiMiuHi meToam warning in section 4.4 of the
KOHTPO/H0): SmPC to highlight that male
TAL ®apma 'M6X, patients should not donate
HimeyunHa semen or sperm during
treatment and for at least
seven days after the end of
treatment following
assessment of the same
change for the reference
product (Revlimid,
EMEA/H/C/000717/11/0122,
15/09/2022). The Package
Leaflet has been updated
accordingly.
BBefeHHA 3MiH NpoTArom 6-tn
MiCsILiB NicNs 3aTBEPAKEHHS.
32. NEHANIAOMIA KPKA Kancynu Teepgi no 15 KPKA, a.4a., CnoBeHis BUPOOHMLTBO, NEPBUHHA Xopsarisi/ C.l.2.a IB - To update section 3a peyenmom UA/19062/01/05
Mr; MO 7 Kancyn HoBso mecTo Ta BTOPVHHA ynakoBka, CnoseHis/ 5.1 of the SmPC on 5-year
TBEPAMX Y BnicTepi, No KOHTPO/Ib Ta BUMYCK Cepii: HimeuunHa
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
BUNYCK cepil: disease) for the follicular
TAL ®apma M'vM6X, lymphoma (FL) indication
HimeuuunHa; based on additional PK
KOHTPO/b cepii ((i3nyHi analysis; and the existing
Ta XimiyHi meToau warning in section 4.4 of the
KOHTPO/10): SmPC to highlight that male
TAL ®apma 'm6X, patients should not donate
HimeyunHa semen or sperm during
treatment and for at least
seven days after the end of
treatment following
assessment of the same
change for the reference
product (Revlimid,
EMEA/H/C/000717/11/0122,
15/09/2022). The Package
Leaflet has been updated
accordingly.
BBefeHHs 3MiH NpoTArom 6-Tn
MiCALIB MiCNs 3aTBEPKEHHS.
33. NEHANIAOMIA KPKA Kancynu teepai no 20 KPKA, a.4., CnoseHisa BMPOGHULTBO, NEPBMHHA Xopsarisi/ C.l.2.a IB - To update section 3a peyernmom UA/19062/01/06
Mr; NO 7 Kancyn HoBso mecTo Ta BTOPVHHA ynakoBka, CnoseHis/ 5.1 of the SmPC on 5-year
TBEpPAMX Yy bnicTepi, No KOHTPO/Ib Ta BUMYCK Cepii: HimeuunHa Overall Survival data following

3 6nicTepu y Kopoo6Li

KPKA-®APMA g.0.0.,
Xopsaris;

KOHTPO/Ib Ta BUMYCK Cepii:

KPKA, a.4., Hoso mecTo,
CnoBeHis; BTOPUHHA
ynakoBka: KPKA, a.4.,
HoBo mecTo, CnoBeHis;
MikpobiosnoriyHe

BMNPOOYBaHHs (y BUNagKy

KOHTposto cepii TAL,

®apma 'm6X): NTabop N1C
CE & Ko. KI', HimeuunHa;

BTOPWHHA yNakKoBKa,
BUMNYCK cepil:

TAL ®apma 'm6X,
HimeuuunHa;
KOHTPO/b cepii (hi3nyHi
Ta XiMiyHi meToam
KOHTPO/10):

TAL ®apma M'M6X,
HimeuyunHa

assessment of the same
change for the reference
product (Revlimid,
EMEA/H/C/000717/1/0124,
09/02/2023).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCAILiB MicNs 3aTBEPKEHHS.
C.l.2.a IB - to update section
4.2 of the SmPC on the
dosage for patient with
impaired renal function
(severe renal impairment and
stage and end stage renal
disease) for the follicular
lymphoma (FL) indication
based on additional PK
analysis; and the existing
warning in section 4.4 of the
SmPC to highlight that male
patients should not donate
semen or sperm during
treatment and for at least
seven days after the end of
treatment following
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peyerimom

Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
assessment of the same
change for the reference
product (Revlimid,
EMEA/H/C/000717/11/0122,
15/09/2022). The Package
Leaflet has been updated
accordingly.
BBefeHHs 3MiH NpoTArom 6-tu
MiCALB MiCNA 3aTBEPMKEHHS.
34. NEHANIAOMIA KPKA Kancynu Teepgi no 25 KPKA, a.4., CnoseHis BMPOGHULITBO, NEPBUHHA XopsarTisi/ C.l.2.a IB - To update section 3a peyenmom UA/19062/01/07
Mr; M0 7 Kancyn HoBo mecTo Ta BTOPVMHHA ynakoBKa, CnoseHis/ 5.1 of the SmPC on 5-year
TBEpAMX Y 6nicTepi, no KOHTPO/Ib Ta BUMYCK cepii: HimeyunHa Overall Survival data following
3 6nicTepun y Kopobui KPKA-®APMA g.0.0., assessment of the same
Xopgarisi; change for the reference
KOHTPO/Ib Ta BUMYCK cepii: product (Revlimid,
KPKA, g.4., Hoso mecTo, EMEA/H/C/000717/1/0124,
CoBeHis; BTOPUHHA 09/02/2023).
ynakoska: KPKA, a.4., BBefeHHS 3MiH NpoTArom 6-Tn
Hoso mecTo, CnoseHis; MiCALIB MICNA 3aTBEPLYKEHHS.
Mikpo6iosioriyHe C.l.2.a IB - to update section
BMNpOGYBaHHSA (y BUNaaKy 4.2 of the SmPC on the
KoHTponto cepii TAL dosage for patient with
dapma M'm6X): flabop /1IC impaired renal function
CE & Ko. KI', HimeyunHa; (severe renal impairment and
BTOPUHHA YNaKoBKa, stage and end stage renal
BUNYCK cepil: disease) for the follicular
TAL ®apma M'M6X, lymphoma (FL) indication
HimeuumnHa,; based on additional PK
KOHTPO/Ib cepii (Qi3nyHi analysis; and the existing
Ta XiMiuHi meToam warning in section 4.4 of the
KOHTPO/I10): SmPC to highlight that male
TAL ®apma 'm6X, patients should not donate
HimeyunHa semen or sperm during
treatment and for at least
seven days after the end of
treatment following
assessment of the same
change for the reference
product (Revlimid,
EMEA/H/C/000717/11/0122,
15/09/2022). The Package
Leaflet has been updated
accordingly.
BBefeHHs1 3MiH NpoTsArom 6-tu
MiCsLLiB MiC/A 3aTBEPAKEHHS.
35. MET®OPMIH-TEBA TabneTku, BKPUTI TOB «TeBa YkpaiHa BMPOOHULITBO 3a MOBHUM Yecbka BunpasneHHsa opdorpadivHmx 3a UA/18723/01/01
NAIBKOBOK 060I0HKOMO, YkpaiHa» LMKIOM: Pecny6nika/ NMOMWIIOK B iHCTPYKLi A1
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
no 500 mr, no 15 TeBa Yex IHaacTpi3 c.p.o., IHais/ Me[MYHOro 3acTocyBaHHs, a
Tabnetok y 6nictepi, no Yecbka Pecnybnika; YropuwHa came HanvcaHHsi BENIMKNX Ta

2 abo no 4 6nictepn y
KopoobLi

BUPOGHMLITBO 3@ MOBHUM
LMKNIOM:
Mikpo /la6c Nimites,
IHAjs;
nepBuHHa Ta BTOPYHHA
ynakoBKa, KOHTPO/Ib
AKOCTI, 4,03Bi/1 Ha BUNYCK
cepii:
AT dapmaueBTUYHUIA
3aBof TeBsa, YropLwuHa

MasieHbKux bykB Ta
3a3Ha4YeHHs Po3ainoBux
3HaKiB:

[Oitova pepakuis

Cnoci6 3acTocyBaHHs Ta [03W.

<>
KombiHoBaHa Tepanisi cymicHO
3 iHCyniHOM
[Nns focArHeHHs KpalLuoro
KOHTPOJO PIBHSA LYKPY Y KPOBI
MeTGOPMIH Ta IHCYNIH MOXHa
3aCTOCOBYBATH Y BUTNAAI
KoM6iHOoBaHOI Tepanii.
[opaTtkoBo A0 MeTopMmiHy (i3
[OTPUMaHHS 1ioro 403u)
MOXHa 3aCTOCOBYBaTH
BEUIPHIO A03Y iHCY/iHY
(ranpwvknag, iHcyniH
cepefHbOl TPMBaUIOCTi Aji) y
pasi HeOCTaTHLOrO KOHTPOSIO
PiBHS LlyKPY Y KPOBI.
<>
MavjieHTV 3 NopyLLUEHHAM
OYHKL,iT HUPOK
Mpwn nomipHOMY NOpPYLUEHHI
oYHKLT HUPOK (KNipeHc
KpeaTuHiHy 30-59 mn/xs,
pLLUK® 30 59 mn/xB/1,73 M2)
MeTOPMIH MOXHa
3acTocoByBaTW MLLE 3a
BiZJICYTHOCTI iHLUMX (hakTopiB,
AKi NiABULLYIOTb PU3NK
BMHVKHEHHS Nnakrarauvgosy, a
TaKoX i3 ypaxyBaHHAM Takoro
KOPUryBaHHA [03U: NiKyBaHHSA
cnig po3snoumHatun 3 500 mr
a6o 850 Mr meThopMiHy Ha
[o6y; MakcMmManbHa fo6osa
[o3a ctaHoBuTb 1000 mr,
po3nogineHa Ha 2 npuitomu.
— KNipeHc KpeaTuHiHy 45-59
mn/xs, pLUK® 45-59
MN/XB/1,73 M2: HUPKOBY
dYHKLO (KNipeHC KpeaTuHiHy,

pLUK®) HeobxigHO perynsipHo
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
nepe.ipATH (KOXHi 3-6

MicAUiB).
— KNipeHc KpeaTtuHiHy 30-44
mn/xs, pLLUK® 30-44
MN/xB/1,73 M2: HUPKOBY
dOYHKL0 (KNipEHC KpeaTuHiHy,
pLLIK®) HeobxiaHO perynsipHo
nepesipsATH, LLOHaNMeHLe
KOXHi 3 MicAau,.
FAKLLO KNIpEeHC KpeaTuHiHy
Hxye 30 mn/xB, pLLUK® Hmkue
30 mn/xB/1,73 M2, NikyBaHHsA
MEeT(OPMIHOM Clif, HerainHo
nNpUANHUTK (QVB. PO3AINu
«MpoTunokasaHHA»,
«OcobnmBoCTi
3aCTOCYBaHHSA»).

BUpPOBHMKN.
Tesa Yex IHgacTpi3 c.p.o.
Mikpo Jla6bc Nimiteq
AT dapmaLeBTNYHUI 3aBOS,
TeBa

MponoHoBaHa peaakuis
Cnocib 3acTocyBaHHS Ta J03M.
<>
Komb6iHoBaHa Tepanisi CymicHO
3 iHCyniHOM
[nsa pocArHeHHs Kpaworo
KOHTPOJIO PIBHSA LKPY Y KPOBI
MeTOPMIH Ta iHCY/TiH MOXHa
3acTOCOBYBaTW y BUMNAL)
KOMGiHOBaHOI Tepanii.
[opaTtkoBo A0 MeTdhopmiHy (i3
[OTPUMaHHSAM 1i0ro 4o3u)
MOXHa 3aCTOCOBYBaTK
BEUipHIO A03Y IHCYNiHY
(Hanpuknag, iHcyniH
cepefHbOl TpMBas1oCTi 4ji) y
pasi HejoCTaTHLOrO KOHTPOJ0
PiBHSA LYKPY Y KPOBI.
<>
MauieHTV 3 NoOpyLLEHHAM
QOYHKLT HUPOK
Mpun nomipHOMY NOpPYLUEHHI

YHKLiT HUPOK (KnipeHc
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

KpeaTtuHiHy 30-59 mn/xs,
pLUK® 30 59 mn/xe/1,73 mM2)
MeTtOpPMiH MOXHa
3aCTOCOBYBATH SINLLE 38
BiICYTHOCTI iHLIMX hakTopiB,
AKI NiABULLYIOTb PU3NK
BUHVKHEHHS Nnakrarauuaosy, a
TakoX i3 ypaxyBaHHSIM Takoro
KOPUTyBaHHs [03U: JliKyBaHHA
cnig po3snoymHatu 3 500 mr
a60 850 Mr meThopMiHy Ha
[00y; MakcumanbHa gobosa
[o3a ctaHoBuTb 1000 mr,
posnogineHa Ha 2 npuiiomu.
— KnipeHc kpeaTuHiHy 45-59
mn/xs, pLUK® 45-59
MN/xB/1,73 M2: HUPKOBY
dOYHKL0 (KNipEHC KpeaTuHiHy,
pLLIK®) HeobxiaHO perynsipHo
nepesipATH (KOXHi 3-6
MicsuiB).

— KnipeHc kpeaTtuHiHy 30-44
mn/xs, pLUK® 30-44
MN/XB/1,73 M2: HUPKOBY
GYHKLO (KNipeHC KpeaTuHiHy,
pLLUK®) HeobxigHO perynspHo
nepesipsATH, WOHaNMeHLIe
KOXHi 3 micsui.

FAKLO KNIpEeHC KpeaTuHIHY
Huxye 30 mn/xB, pLLUK® HmKue
30 mn/xs/1,73 M2, nikyBaHHSA
MeTOPMIHOM Clif, HeranHo
NPUNUHATY (OMB. PO34inu
«MpoTunokasaHHA»,
«OcobnmBoCTi
3aCTOCyBaHHSA»).

Brpo6HYKK.
TeBa Yex IHgacTpi3 c.p.o.
Mikpo Nla6c Jimites.
AT dapmauleBTUYHNI 3aBO4
TeBa.

36.

MET®OPMIH-TEBA

TabneTku, BKPUTI
NNiBKOBOK 060/TI0HKOIO,
no 850 wmr, no 15
Tabnetok y 6nictepi, no

2 abo no 6 6nictepis y

TOB «TeBa
YKkpaiHa»

Ykpaina

BMPOOHULITBO 3a MOBHUM
LMKIOM:
Tea Yex IHAacTpi3 c.p.o.,
Yecbka Pecnybnika;

BUPOGHMLITBO 3@ MOBHWM

Yecbka
Pecny6nika/
IHais/
YropLumHa

BunpasneHHsa opdorpadivHmx
NOMWJIOK B IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHs, a
came HamnmcaHHs Be/IMKUX Ta
MaslEHbKUX OYKB Ta

3a
peyenmom

UA/18723/01/02
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
KopoobLi LMKIOM: 3a3HaYeHHs Po34inoBux
Mikpo /la6c Nimites, 3HaKiB:
IHAjs; [Oitova pepakuis

nepBrHHa Ta BTOPUHHA
ynakoBKa, KOHTPO/Ib
AKOCTI, 4,03Bi/1 Ha BUNYCK
cepii:
AT dapmaueBTUYHUIA
3aBof TeBsa, YropLwuHa

Cnoci6 3acTocyBaHHs Ta [03W.

<>
KombiHoBaHa Tepanisi CymicHO
3 iHCyniHOM
[ns fOoCArHeHHs KpalLoro
KOHTPOJIO PIBHSA LYKPY Y KPOBI
MeTGOPMIH Ta IHCYNIH MOXHa
3aCTOCOBYBATH Y BUTNAAI
KoMGiHOBaHOI Tepanil.
[opaTtkoBo A0 MeTopmiHy (i3
[OTPUMaHHS 1ioro 403u)
MOXHa 3aCTOCOBYBaTH
BEUIPHIO A03Y iHCY/iHY
(ranpwvknag, iHcyniH
cepefHbOl TpMBaUIOCTi Aji) y
pasi He,OCTaTHLOrO KOHTPOSO
PiBHS LlyKPY Y KPOBi.
<>
MavjieHTV 3 NopyLLUEHHAM
OYHKL,iT HUPOK
Mpwn nomipHOMY NOpPYLUEHHI
doYHKLT HAPOK (KNipeHc
KpeaTuHiHy 30-59 mn/xs,
pLLUK® 30 59 mn/xB/1,73 M2)
MeTOPMIH MOXHa
3acTocoByBaTW MLLE 3a
BiZJICYTHOCTI iHLUMX (hakTopiB,
AKi NiABULLYIOTb PU3NK
BMHVKHEHHS Nnakrarauvaosy, a
TaKoX i3 ypaxyBaHHAM Takoro
KOPUryBaHHA [03U: NiKyBaHHSA
cnig po3noymHatun 3 500 mr
a6o 850 Mr meThopMiHy Ha
[o6y; MakcMmManbHa fo6osa
[o3a ctaHoBuTb 1000 mr,
po3nogineHa Ha 2 npuitomu.
— KNipeHc KpeaTuHiHy 45-59
mn/xs, pLUK® 45-59
MN/XB/1,73 M2: HUPKOBY
dYHKLO (KNipeHC KpeaTuHiHy,
pLLUK®) HeobxigHO perynspHo
nepe.ipATH (KOXHi 3-6
MmicsiLiB).
— KJipeHc KpeaTuHiHy 30-44
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
mn/xs, pLLUK® 30-44

MN/xB/1,73 M2: HUPKOBY
OYHKL0 (KNipEHC KpeaTuHiHy,
pLLIK®) HeobxiaHO perynsipHo

nepesipsATH, LLIOHaMeHLe
KOXHi 3 MicAau,.

FAKLLO KNIpEeHC KpeaTuHiHy

Hx4e 30 mn/xB, pLLUK® Hmkue

30 mn/xB/1,73 M2, NikyBaHHsA

MeTOPMiIHOM Clif, HerainHo

nNpUANHUTK (OVB. PO3AINu

«MpoTunokasaHHA»,
«OcobnmBocCTi
3aCTOCYBaHHSA»).

BUpPOBHMKN.
Tesa Yex IHgacTpi3 c.p.o.
Mikpo Jla6bc Nimiteq
AT dapmaLeBTNYHUI 3aBOS,
TeBa

MponoHoBaHa peaakuis
Cnocib 3acTocyBaHHs Ta J03M.
<>
Komb6iHoBaHa Tepanisi CymicHO
3 iHCyniHOM
[nsa pocArHeHHs Kpaworo
KOHTPOJIO PIBHSA LKPY Y KPOBI
MeTOPMIH Ta iHCY/TIH MOXHa
3acTOCOBYBaTW y BUMNAL)
KOMGiHOBaHOI Tepanii.
[opaTtkoBo f0 MeTdhopmiHy (i3
[OTPUMaHHSAM 1A0ro 40o3u)
MOXHa 3aCTOCOBYBaTK
BEUipHIO A03Y IHCYNiHY
(Hanpuknag, iHcyniH
cepefHbOl TpMBasiocCTi 4ji) y
pasi HejoCTaTHLOrO KOHTPOJ0
PiBHSA LYKPY Y KPOBI.
<>

MauieHTV 3 NopyLLEHHAM
QOYHKLT HUPOK

Mpun nomipHOMY NOpPYLUEHHI

hyHKLiT HUPOK (KNipeHc

KpeaTtuHiHy 30-59 mn/xs,

pLLUK® 30 59 mn/xB/1,73 mM2)

MeTdOpMiH MOXHa
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

3aCTOCOBYBATH SINLLE 38
BiICYTHOCTI iHLWIMX hakTopiB,
AKI NiABULLYIOTb PU3NK
BVMHWKHEHHS Nnakrarauuaosy, a
TakKoX i3 ypaxyBaHHsIM Takoro
KOPUTyBaHHs [03U: JliKyBaHHA
cnig po3snoymHatu 3 500 mr
a60 850 Mr meThopMiHy Ha
[00y; MakcumanbHa gobosa
[o03a ctaHoBuTb 1000 mr,
posnogineHa Ha 2 npuiiomu.
— KnipeHc kpeaTuHiHy 45-59
mn/xs, pLUK® 45-59
MN/xB/1,73 M2: HUPKOBY
dOYHKL0 (KNipeHC KpeaTuHiHy,
pLLIK®) HeobxiaHO perynsipHo
nepesipATY (KOXHi 3-6
MicsLiB).

— KnipeHc kpeaTtuHiHy 30-44
mn/xs, pLUK® 30-44
MN/XB/1,73 M2: HUPKOBY
dOYHKLO (KNipeHC KpeaTuHiHy,
pLLUK®) HeobxigHO perynspHo
nepesipsATH, WOHaNMeHLIe
KOXHi 3 micsLi.

FAKLO KNIpEeHC KpeaTuHIHY
Huxye 30 mn/xB, pLUK® HmKue
30 mn/xs/1,73 M2, nikyBaHHSA
MeTOPMIHOM Clif, HeranHo
NPUNUHATY (OMB. PO34inu
«MpoTunokasaHHA»,
«OcobnmBoCTi

3aCTOCyBaHHSA»).

Brpo6HYKK.
TeBa Yex IHgacTpi3 c.p.o.
Mikpo Nla6c JimiTes.
AT dapmaueBTUYHUI 3aBOS4,
TeBa.

37.

MET®OPMIH-TEBA

TabneTku, BKPUTI
NAIBKOBOK 060I0HKOLO,
no 1000 wmr, no 10
Tabnetok y 6nictepi, no
6 abo no 12 6nictepiB y
KopooLi

TOB «TeBa
YKpaiHa»

Ykpaina

BMPOOHULITBO 3a MOBHUM
LMKIOM:
Tea Yex IHAacTpi3 c.p.o.,
Yecbka Pecnybnika;
BUPOGHULITBO 3a NMOBHUM

Yecbka
Pecny6nika/
IHais/
YropLumHa

BunpasneHHsa opdorpadivHmx
NOMWJIOK B IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHs, a
came HamnmcaHHs Be/IMKUX Ta
MasieHbKUX OYKB Ta

LIMK/TOM: 3a3HayeHHs po3AinoBux
Mikpo Nla6c Nimites, 3HaKiB:
IHais; [itoya pegakuis

3a
peyenmom

UA/18723/01/03
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs

nepBrHHa Ta BTOPUHHA
ynakoBKa, KOHTPO/Ib
AKOCTI, 4,03Bi/1 HA BUNYCK
cepii:
AT dapmaueBTUYHUIA
3aBof TeBsa, YropLwuHa

<>
KombiHoBaHa Tepanisi CymicHO
3 iHCyniHOM
[Nnsa focArHeHHs KpalLoro
KOHTPOJIO PIBHSA LYKPY Y KPOBI
MeTGOPMIH Ta IHCYNIH MOXHa
3aCTOCOBYBATH Y BUTNAAI
KoMGiHOBaHOI Tepanil.
[opaTtkoBo A0 MeTopmiHy (i3
[OTPUMaHHS 1ioro 403u)
MOXHa 3aCTOCOBYBaTH
BEUIPHIO A03Y iHCY/iHY
(ranpwvknag, iHcyniH
cepefHbOl TPMBaUIOCTI Aji) y
pasi He,OCTaTHLOrO KOHTPOSO
PiBHS LlyKPY Y KPOBi.
<>
MavyjeHTV 3 NopyLUEHHAM
PYHKL,iT HUPOK
Mpwn nomipHOMY NOpYyLUEHHI
doYHKLT HUPOK (KNipeHT
KpeaTuHiHy 30-59 mn/xs,
pLLUK® 30 59 mn/xB/1,73 M2)
MeTOPMIH MOXHa
3acTocoByBaTW nLLe 3a
BiZJICYTHOCTI iHLUMX (hakTopiB,
AKi NiABULLYIOTb PU3NK
BMHVKHEHHS Nnakrarauvgosy, a
TaKoX i3 ypaxyBaHHAM Takoro
KOPUryBaHHA [03U: NiKyBaHHSA
cnig po3snoumHatun 3 500 mr
a6o 850 Mr meThopMiHy Ha
[o6y; MakcMmManbHa fo6osa
[o3a ctaHoBuTb 1000 mr,
po3nogineHa Ha 2 npuitomu.
— KNipeHc KpeaTuHiHy 45-59
mn/xs, pLUK® 45-59
MN/XB/1,73 M2: HUPKOBY
dOYHKLO (KNipeHC KpeaTuHiHy,
pLLUK®) HeobxigHO perynspHo
nepe.ipATH (KOXHi 3-6
MmicsiLiB).
— KlipeHc KpeaTuHiHy 30-44
mn/xs, pLUK® 30-44
MA/XB/1,73 M2: HUPKOBY

Cnoci6 3acTocyBaHHs Ta [03W.

yHKLiIO (KTipEHC KpeaTuHiHY,
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
pLLIK®) HeobxiaHO perynsipHO

nepesipsATH, LLIOHaMeHLe
KOXHi 3 MicAau,.

FAKLLO KNIPEHC KpeaTuHiHy

Hxye 30 mn/xB, pLLUK® Hmkue

30 mn/xB/1,73 M2, NikyBaHHsA

MeTOPMIHOM Clif, HerainHo

nNpUNNHUTK (OVB. PO3AINu

«MpoTunokasaHHA»,
«Oco61BoCTI
3aCTOCYBaHHSA»).

BUpPOBHMKN.
Tesa Yex IHgacTpi3 c.p.o.
Mikpo /la6c Nimiten
AT dapmaleBTNYHUI 3aBOS,
TeBa

MponoHoBaHa peaakuis
Cnocib 3acTocyBaHHs Ta J03M.
<>
Komb6iHoBaHa Tepanisi CymicHO
3 iHCyniHOM
[nsa pocArHeHHs Kpaworo
KOHTPOJIO PIBHSA LKPY Y KPOBI
MeTOPMIH Ta iHCY/TIH MOXHa
3acTOCOBYBaTW y BUMNAL)
KOMG6iHOBaHOI Tepanii.
[opaTtkoBo A0 MeTdhopmiHy (i3
[OTPUMaHHSAM 1A0ro 4o3u)
MOXHa 3aCTOCOBYBaTK
BEUipHIO A03Y IHCYNiHY
(Hanpuknag, iHcyniH
cepefHbOl TpMBasioCTi 4ji) y
pasi HejoCTaTHLOrO KOHTPOJ0
PiBHSA LYKPY Y KPOBI.
<>

MauieHTV 3 NopyLLEHHAM
QOYHKLT HUPOK
Mpun nomipHOMY NOpPYLUEHHI
hyHKLiT HUPOK (KNipeHc
KpeatuHiHy 30-59 mn/xs,
pLLUK® 30 59 mn/xB/1,73 mM2)
MeTgOpPMiH MOXHa
3aCTOCOBYBaTW MLUe 3a
BIACYTHOCTI iHLUMX (haKTopiB,

AKi NigBULLYIOTb PU3KK
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

BUHNKHEHHA Naktataunaosy, a

TakKoX i3 ypaxyBaHHsIM Takoro
KOPUTyBaHHs [03U: JliKyBaHHA
cnig po3snoymHatu 3 500 mr
a60 850 Mr meThopMiHy Ha
[00y; MakcumanbHa gobosa
[o03a ctaHoBuTb 1000 mr,
posnogineHa Ha 2 npuiiomu.
— KnipeHc kpeaTuHiHy 45-59
mn/xs, pLUK® 45-59
MN/xB/1,73 M2: HUPKOBY
dOYHKL0 (KNipEHC KpeaTuHiHy,
pLLIK®) HeobxiaHO perynsipHo
nepesipATY (KOXHi 3-6
MicsuiB).

— KnipeHc kpeaTtuHiHy 30-44
mn/xs, pLUK® 30-44
MN/XB/1,73 M2: HUPKOBY
doYHKLO (KNipeHC KpeaTuHiHy,
pLLUK®) HeobxigHO perynspHo
nepesipsATH, WOHaNMeHLIe
KOXHi 3 micsLi.

FAKLO KNIpEeHC KpeaTuHIHY
Huxye 30 mn/xB, pLLUK® HuKue
30 mn/xs/1,73 M2, nikyBaHHSA
MeTOPMiIHOM Clif, HeranHo
NPUNUHATY (OMB. PO34inu
«MpoTunokasaHHA»,
«OcobnmBoCTi
3aCTOCyBaHHSA»).

Brpo6HYKK.
TeBa Yex IHgacTpi3 c.p.o.
Mikpo Nla6c Mimites.
AT dapmaueBTUYHUI 3aBOS4
TeBa.

38.

HIKOPETTE® .
DPYKTOBO-M'ATHAN

cnpeii 4ns poToBOl
MOPOXHUHM,
[030BaHuii, 1 mMr/go3sa;
no 150 fo3 cnpeto y
MET- chakoHi EMHICTIO
15 mn. MET- dpnakoH 3
MeXaHiYHUM
po3Nu/OBaYeEM i
3axMCHMM KlanaHoMm
NOMILLYIOTb Y
naacTMKoBUiA PyT/sp i3

MakHin Ab

Lsewis

BVMPOGHMLTBO rOTOBOIO
NPoAyKTY (BK/IKOYaoun
KOMMN/eKTaLito, KOHTPO/Ib
AKOCTI, BUMNYCK cepil):
MakHin Ab

Lseuis

3minu | Ta ll Tuny, 3minm |
TMNy: AGMiHICTpaTMBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo
afpecu MicLs NPoBaKeHHs
LisiNIbHOCTI
BMpPOGHMKa/imnopTepa
roTOBOro Nikapcbkoro 3acoby,
BK/IKOYAKOUN AiNTbHUL BUMYCKY
cepii abo micue NnpoBefeHHS
KOHTPOJIIO AKOCTI. (fisANbHICTb,
3a 5Ky BignoBsigae

6e3
peyenma

UA/18446/01/01
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

noninponinexy. Mo 1
ab0 2 nnacTnKoBumX
thyTnsipu y
nAacTKoBOMy
KOHTYPHOMY KOHTeiHepi
i3 KQPTOHHOK OCHOBOIO

BMpOo6HUK/iMnopTep,

BK/IO4at0UM BUMYCK cepiid)(A.5.

(a),IAHM),
3MiHn o posginy 3.2.P.3.1.
Mopayns 3 peecTpauiiHoro
[OCbE, a came He3HauHi 3MiHN
afpecy BUpo6bHMKa roTOBOro
NiKkapcbKoro 3acoby (3MiHa
NnoLITOBOrO iHAeKcy). Mpu
LboMy, hakTMuHa agpeca
BMPOGHNYMX NOTYXKHOCTEW
3a/IMWAETLCA HE3MIHHO. FK
Hacnifok BHECEHO BiANOBIAHI
3MiHV A0 TEKCTY MapKyBaHHS
Ta IHCTPYKUii AN MeguyHoro
3aCTOCYBaHHS.

[itoua pepakuis:
Hopp6ponnatceH 2,
XenbciHréopr, 25109, Lseuis
Norrbroplatsen 2, Helsingborg,
25109, Sweden
MponoHoBaHa pefakuis:
Hopp6ponnartceH 2,
XenbciHréopr, 25442, Lsewis
Norrbroplatsen 2, Helsingborg,
25442, Sweden.
BBefeHHA 3MiH NpoTAroM 6-Tn
MiCSILiB NicNs 3aTBEPAKEHHS.

39.

HIMEHPUKC®

MOPOLLIOK Ta PO3UYNHHUK
ONs PO34MHY Ans
iH'ekujin, 1 po3ay
donakoHi; no 1 donakoHy
3 nopowkom (1 gosa) B
KOMMNAEKTi 3
po34yrHHMKOM (0,5 mn) y
nonepegHLO
HanoBHEHOMY LUMNPULL
Ta ABOMa rosikamm
3anakoBytoThb y 6riicTep
Ta BK1ajawTb Yy
KapTOHHY KOpo6Ky; no 1
h/1aKoHyY 3 MOPOLLKOM
(1 no3a) B KOMNAEKTI 3
po34yrHHMKOM (0,5 mn) y
nonepegHLO
HarnoBHEHOMY LUNPULL
6€3 ro/ik1 3anakoBylTb

MNOAN3EP
ENY.CLML.
KOPMOPEN
LLUH

CLWA

hopMyBaHHs,
HarnoBHEHHS,
niocpinizaLis, KOHTPONb
SKOCTI,
nakyBaHHs/MapKyBaHHS,
BWMNYCK Cepii roToBOro
npoaykTy; hopMyBaHHS
Ta HarMoBHEHHS,
nakyBaHHA/MapKyBaHHs,
KOHTPO/1b SKOCTi, BUMYCK
cepii pO34MHHMKA:
Mdpaiizep
MeHtodhekuypuHr Benbris
HB, benbris
hopmyBaHHs Ta
HanOBHEHHS PO3UYMHHMKA,
MapKyBaHHs1, KOHTPO/1b
AKOCTI PO3YMHHUKA:
KataneHT benbmkiym CA,

Benbris

B.l.a.1.f - Change in the
manufacturer of AS or of a
starting
material/reagent/intermediate
for AS — Changes to quality
control testing arrangements
for the AS - replacement or
addition of a site where batch
control/testing takes place
To add Charles River
Laboratories, Inc., 299
Ballardvale Street, Wilmington
MA, USA as contract testing
site responsible for the
absence of toxin testing at
release and during stability on
Tetanus Toxoid active
substance intermediate
manufactured at Wyeth

3a
peyenmom

UA/16901/01/01




60

Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
y 6nictep; 10 6nicTepis Benbris Pharmaceutical Division of
BKNafaloTb Y KAPTOHHY hopMyBaHHS BaKLUMHW, Wyeth Holdings LLC, Sanford,
KOpO6Ky HanoBHEHHS (h/1aKOHIB, USA.
niodpinizavis, KOHTPONb
AKOCTI:
nakcoCmiTKnsiiH
Bionogxikanc CA,
Benbris
KOHTPO/Tb AKOCTI
PO34MHHMKa 3a
MOKa3HNKOM
"CTepubHICTb":
CI'C a6 CimoH CA,
Benbris
40. NMAPCABIB® PO34UH ANS iH'EKL, 5 AMIKeH Higepnanau MapKyBaHHs, BTOPUHHE HigepnaHgn | Type IA B.ll.b.2.a. - Change to 3a UA/17068/01/01
mr/mn; no 0,5 mn (2,5 e€spona b.B. nakyBaHHs1, BUMNYCK cepii: / lpnaxgis/ importer, batch release peyernmom
Mr) y dp/1akoHi, no 6 AvkeH €spona b.B., CWA arrangements and quality
(h1aKOHIB Y KapTOHHIi HigepnaHnan control testing of the FP -
Kopo6ui; no 1 mn (5 mr) Replacement/addition of a site
y chrakoHi, no 6 KOHTPO/Ib SAKOCTi Npu where batch control/testing
(h/1aKOHIB Y KapTOHHIi BUNYCKY: takes place - To add PDD
Kopo6ui; no 2 mn (10 AMKeH TekHonoaxi Development, LP, 8551
Mr) y dp/1akoHi, no 6 (AvieneHg) AHnimiTep, Research Way, Suite 90
(h1aKOHIB Y KapTOHHIi Komnasi, IpnaHgis Middleton, Wi 53562, USA as
Kopo6bLi an alternative site responsible
BUPOOHMLTBO, NEPBUHHE for identification by
nakyBaHHs!, KOHTPO/1b electrospray ionization mass
AKOCTi Ta BUNPOOYBaHHSA spectrometry of the finished
CTabiNbHOCTI: product Parsabiv
MaTeoH MaHydekuypiHr (etelcalcetide) solution for
Cepsices En.En.Ci., CLLA injection (2.5, 5, and 10
mg/ml).
BMPOGHULITBO, NEPBUHHE JopnasaHHsa M4
nakyBaHHs, KOHTPO/1b [JesenonmeHT, J1.M., 8551
SIKOCTi Ta BUNPOOyBaHHS Pecepu Beit, CbioT 90
cTabinbHoCTI: MigntoH, Wi 53562, CLUA sk
AnvaxeH MaHydekuypiHr aNbTepHaTMBHOIO BUPOBHMKA,
Nitp, CLWWA Bi4MNoBiAa/IbHOIO 3a KOHTPO/1b
AKOCTI MPW BUNYCKY
KOHTPO/b SAKOCTi Npu (ipeHTHiKalis meTogoM Mac-
Bunycky (igeHTudikayis cnekTpomeTpii.
MeToA0M Mac-
cnekTpomeTpii):
nnA4 Aesenonmext, J1.110.,
CLWA
41. NI®ENTPO TabneTku, BKpUTI Mepk Wapn i LLiseiiuapis MPOMiXKHWI MPOAYKT MopTtyranis/ B.l.a.l.z type IB - Change in 3a UA/19910/01/01
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
NNiBKOBOK 060/TI0HKOHO, Ooym |IAEA [0paBipuHy, BUCYLUEHWT ITanis the manufacturer of AS or of a | peuyernmom
no 100 mr, 30 TabneTok, 6X PO3MUAEHHAM: /lpnangis/ starting
BKPUTUX N1IBKOBOK BMPOGHMLTBO/aHATITUYHE Benvka material/reagent/intermediate
06O0/I0HKOK Y MAALLIL; TeCTyBaHHS: BputaHis/C for AS - Other variation.
no 1 naswui B XosioH ®apmaCeHcis LA/ To add F.I.S. Fabbrica Italiana
KapTOHHI KopooLi C.A., Moptyranis Higepnanan Sintetici S.p.A., Viale Milano

MPOMiXHWI MPOAYKT
[0paBipuHy, BUCYLLEHWT
PO3MUIEHHSM:
BMPOBOHULITBO/aHa/TITUUHE
TecTyBaHHs:
®.1.C. - dabbpika
ITanbana CiHTteTivi C.n.A,,
ITanis

MikpobionoriyHe
TecTyBaHHS AKOCTi:
EypodiHc Bioghapma
MpogakT TecTiHr Ipnaxgis
NimiTen, Ipnaxgis

TeCTyBaHHs CTabiIbHOCTI:
OpraHoH ®apma (Benuka
BpuTaHis) Nimitea,
Benwuka BputaHis

Mepk Wapn i oym JI/1C,
CLIA

BUPOBHMLTBO (POSIMKOBE
YLWiNIbHEHHS,
3MilyBaHHA/3MaLLyBaHHSA
rpaHys, TUCHEHHS,
NOKPUTTS M/1IBKOBOKO
060/10HKOI0), aHaNITN4He
TeCcTyBaHHS Npy BUMYCKY:
MC/, IHTepHewwHn M'vbX,
IpnaHgis

nepBUHHE Ta BTOPVHHE

nakyBaHHs1, BUMYCK cepii:

Mepk Wapn i Joym B.B.,
HigepnaHgm

26, Montecchio Maggiore, VI
36075, ltaly, as an alternative
manufacturer (and packaging
site) of the active substance
doravirine and active
substance intermediate HMT.
The MAH took the opportunity
to update the process
description of step 5 in
3.2.S.2.2. Description of
Manufacturing Process and
Process Controls.

B.l.a.l.z type IB - Change in
the manufacturer of AS or of a
starting
material/reagent/intermediate
for AS - Other variation.

To add F.I.S. Fabbrica Italiana
Sintetici S.p.A., Via Massimo
D' Antona 13, Termoli 86039,
Italy, as an alternative
manufacturer (including
packaging) of intermediate
pyridone, used in the
synthesis of the active
substance doravirine. The
MAH took the opportunity to
delete the centrifugation in the
description of step 2 in
3.2.S.2.2. Description of
Manufacturing Process and
Process Controls.

B.l.a.l.f type IA - Change in the
manufacturer of AS or of a
starting
material/reagent/intermediate
for AS - Changes to quality
control testing arrangements
for the AS - replacement or
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs

addition of a site where batch
control/testing takes place.
To add F.I.S. Fabbrica Italiana
Sintetici S.p.A., Viale Milano
26, Montecchio Maggiore, VI
36075, Italy, as an alternative
site responsible for quality
control testing (stability and
release testing) of the active
substance doravirine and its
intermediate HMT.

B.l.a.L.f type IA - Change in the
manufacturer of AS or of a
starting
material/reagent/intermediate
for AS - Changes to quality
control testing arrangements
for the AS - replacement or
addition of a site where batch
control/testing takes place.
To add F.I.S. Fabbrica Italiana
Sintetici S.p.A., Via Massimo
D' Antona 13, Termoli 86039,
Italy, as an alternative site
responsible for quality control
testing (stability and release
testing) of the intermediate
pyridone used in the
manufacturing process of the
active substance.

B.l.a.3.a type IA - Change in
batch size (including batch
size ranges) of AS or
intermediate - Up to 10-fold
increase compared to the
originally approved batch size.
To increase the batch size
range of the intermediate
hydroxymethyltriazolinone
(HMT), used in the
manufacturing process of the
active substance doravirine,
manufactured at F.1.S.,
Montecchio Maggiore, Italy,
from 81 - 162 Kg to 81 - 232
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

Kg (step 3).

B.l.a.3.a type IA - Change in
batch size (including batch
size ranges) of AS or
intermediate - Up to 10-fold
increase compared to the
originally approved batch size.
To increase the batch size
range of the intermediate
pyridine, used in the
manufacturing process of the
active substance doravirine,
manufactured at F.I.S.,
Termoli, Italy, from 95 - 209
Kg to 95 - 235 Kg (step 1 & 2).

42.

CIANIIC®

TabneTtkn, BKPUTI
NNiBKOBOK 060/TOHKOIO,
no 20 wmr; no 1 TabneTui
y 6nicTepi, no 1
6nicTepy B KApTOHHii
Kopobui, no 2 TabneTkn
y 6nictepi, no 1, abo no
2, abo no 4 6nictepu B
KapTOHHiiA KOpooLi

Eni Ninni
HepepneHp,
B.B.

Higepnanan

BUPOBHMLTBO rOTOBOI
nikapcbkoi doopmu: inni
Aenb Kapi6e IHk., CLUA,
nepByHHa Ta BTOPUHHA

ynakoBka, [103Bi/1 Ha
Bunyck cepii: Ninni C.A.,

Icnanis

cuA/
Icnanis

3MiHM NonAraloTb B OHOBJ/IEHHI
po3ginis «OcobnMBoCTi
3acTocyBaHHs» Ta «[106iuHI
peakuii» IHCTPYKLUiT A5
Me[MYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3aco6y HOBO
iHhopmauieto 3 6esnekn Wwoa0
noBiAOM/IEHb MPO BMNAAKM
LleHTpasIbHOT CEPO3HOT
XopioopeTuHonaTii mig vac
3acTocyBaHHA Taganadiny, Ha
OCHOBI JaHUX NoJaHUX Yy
MepiognyHO OHOBIOBAHOMY
3BiTi 3 6e3nekn (PSUR) ans
Tapjanadiny B
€Bponelicbkomy CO3i, Lo
y3arasbHIOE AaHi npo
ehekTUBHICTb Ta 6e3neky
Taganadisy npoTsirom
3BiTHOrO nepiogy 16 XOBTHSA
2019 no 15 xoBTHA 2022.
BBefeHHs 3mMiH npoTsarom 6
MiCALB MiCNA 3aTBEPMKEHHS.

3a
peyenmom

UA/17354/01/01

43.

CIBPABA

PO3UMH ANA iH'EKLN,
284 mr/1,5 mn; no 1,5
M1 PO3YUHY Y
nonepeaHLo
HanoBHEHOMY LUNpULY;
no 1 nonepegHsLo
HanoBHEHOMY LINPULY B
KapPTOHHI KOpooLj

HosaprTic
OBepci3
IHBECTMEHTC
Al

LBeliuapis

BVMPOGHULITBO, NEPBUHHE
nakyBaHHs, BTOPUHHE
nakyBaHHS, KOHTPO b

AKOCTi (YacTKoBWiA),
BWMNYCK Cepiii:
CaHpo3 M'M6X, ABCTpis
BUMYCK Cepili:
HoBaprtic ®apma 'm6X,

AscTpis/
HimeuunHa/
ITania/
PpaHuis/
Icnanis/
CnoseHis/
LBeliuapis

B.Il.d.1.z, IB Change in the
specification parameters
and/or limits of the finished
product - Other variation:
To tighten the specification
limits of the finished product in
accordance with quality
recommendation 4 (Letter of

3a
peyerimom

UA/19037/01/01
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
HimeyunHa Recommendation, 14-Oct-
BMPOGHMLTBO 2020) for:

CTepUIbHOrO NiKapCbKOro
3acoby - acenTuyHa
nigrotoska Ctepunisauis -
inbTpaLis, KOHTPOsb
AKoCTi (hi3nKo-XiMiYHMIA,
6ionorivHni,
MiKpo6ionoriyHuii -
CTEepPW/bHICTb), NepBUHHE
nakyBaHHs):
KopaeH ®apma C.n.A,
Migpo3sgin UP3, ITanis
BTOPUHHE NakyBaHHs:
KopaeH ®apma C.n.A.,
ITanis
BTOPUHHE NakyBaHHs:
®apmnior Papma
Nopxuctik F'M6X,
HimeuunHa
BTOPWHHE MaKyBaHHS:
Oendhapm XioHiHr CAC,
®paHuisa
BTOPWHHE MaKyBaHHS:
Mikinr ®apma C.A.,
Icnanis
BTOPWHHE MaKyBaHHS:
HOIMC Xenckep ITanis
C.P.N., Itanis
KOHTPO/b AKOCTI (QPi3nko-
XiMiYHMIA):

Yenab C.p.n., Itanis
KOHTPO/Tb AKOCTI
(4acTKoBUIA):
ek dapmacbioTuKanc
A.4., BAPOBGHMYa AinbHULA
Menrew, CrnoseHis
KOHTPO/Ib AKOCTI
(4acTkoBwUiA):
ek dapmacbroTmKanc
A.4., CnoseHis
KOHTPO/Tb AKOCTI
(4acTkoBUIA):
HoBaprTic ®apma LUTeiH
Al TekHikan OnepeiiLH3
Lseiiy, LWTeiH
Crepaiins, LLseliuapis

- Purity, denaturing IPRP test
for the Total single strands
from NLT 82.0 % to NLT 84.0
%,

- Purity, denaturing IPRP test
for the Total impurities from
NMT 18.0 % to NMT 16.0 %.
BBefeHHs 3MiH NpoTArom 6-Tn
MiCALIB MiCNSA 3aTBEPLKEHHS.
B.Il.d.1.z, IB - Change in the
specification parameters
and/or limits of the finished
product - Other variation:
To add the test parameters
color and clarity of solution in
the specification of the finished
product according to Ph. Eur.
method and quality
recommendation 5 (Letter of
Recommendation, 14-Oct-
2020).

In addition, the Applicant has
taken the opportunity to
implement editorial changes in
Module 3.2.P.5.1.
BBefeHHs 3MiH NpoTArom 6-Tn
MiCALIB MiCNSA 3aTBEPLKEHHS.
3rigHo NucTa 3asBHMKa B
NOKa/TbHNX YKPATHCLKMX
LOKYMEHTaX, AaHi 3MiHu
BM/IMBaIOTb Ha cneuudikadito
MKA. Hagaetbes Tabnmug i3
3a3HaYeHHAM fjloyoi Ta
NPOMNOHOBAaHOT peaakLii
cneumaikaii MKA
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
KOHTPO/Ib SKOCTI
(4acTkoBUiA):
CaHpo3 M'M6X -
BetpibwretTte /
MaHyhekuepiHr Cant
AcenTikc dpar MNpogaxTt
WadpteHay / KyHanb
(AcenTikc AiMEc KyHanb),
ABCTpIs
44, COJIKBA PO3UMH ANA iH EKLN, TOB YkpaiHa CaHoi-ABeHTIC HimeuunHa C.1.4, Il - Change(s) in the 3a UA/16775/01/01
100 Opg./mn+33 mKr/m; "CaHodi- [oitunang MreX SPC, Labelling or PL due to peuyenmom
Ne3 a6o Ne5: no 3 mny ABeHTIC new quality, preclinical, clinical
KapTpuaxi, YkpaiHa" or pharmacovigilance data:
BMOHTOBaHOMY B Update of section 4.8 of the
0/lHOPa30BY LUNPULL- SmPC in order to cholelithiasis
pyuky; no 3 a6o no 5 and cholecystitis to the list of
LUNPVL-PYHOK B adverse drug reactions
KapTOHHI kopobuyj. (ADRs) with
[0nKn B ynakoBKy He frequency(uncommon). The
BKJ/THOYEHI Package Leaflet is updated
accordingly. In addition, the
MAH took the opportunity to
introduce minor editorial
changes to the PI.
BBefieHHs 3MiH NpoTArom 6-Tu
MiCSILiB Mic/si 3aTBEPAKEHHS.
45, COJNIKBA PO34UH ONS iH ek, TOB Ykpaina CaHodpi-ABeHTiC HimeyunHa C.L4, 1l - Change(s) in the 3a UA/16774/01/01
100 Opg,./mn+50 mkr/ms; "CaHodi- [oitunang TmeX SPC, Labelling or PL due to peuyenmom
Ne3 a6o Ne5: no 3 mny ABeHTIC new quality, preclinical, clinical
KapTpuaxi, YkpaiHa" or pharmacovigilance data:
BMOHTOBAHOMY B Update of section 4.8 of the
O0[HOPAa30BY LUNPULL- SmPC in order to cholelithiasis
pyuKy; no 3 abo no 5 and cholecystitis to the list of
LUNPUL-PYYOK B adverse drug reactions
KapTOHHI kopo6uy;. (ADRs) with
0Nk B yNnakoBKy He frequency(uncommon). The
BKJ/THOYEHI Package Leaflet is updated
accordingly. In addition, the
MAH took the opportunity to
introduce minor editorial
changes to the PI.
BBefeHHs 3MiH NpoTAroM 6-Tn
MiCALIB MiCNSA 3aTBEPLKEHHS.
46. ®PEBYKCOCTAT KPKA TabneTku, BKpUTI KPKA, ao.4., CnoBeHis BVMPOGHULITBO, MEPBUHHE CnoBeHis C.l.2.a IB - To update section 3a peyenmom UA/18195/01/02
NNiBKOBOK 060/10HKOI HoBo mecTO Ta BTOPUHHE NakKyBaHHS, 5.1 of the SmPC for

no 120 wmr; no 14
TabneTtok y brictepi; no

KOHTPO/b cepii (hi3nuHi
Ta XiMiyHi meToam

Febuxostat 120 mg by deleting
a sentence related to the
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
2 6nicTepu y KapTOHHii KOHTPOSI0, KOHTPO/Ib FAST study. The changes are
Kopoo6ui MiKpOGI0NOriYHOI YNCTOTH in line with the changes
cepii), BUNycK cepii: implemented for the reference
KPKA, a.4., HoBo mecTo, product Adenuric IB-69.
CnoBeHis Additionally, the MAH has
KOHTPO/b cepii ((i3nyHi taken the opportunity to make
Ta XiMiuHi meToam minor spelling corrections to
KOHTPO/H0): the Spanish PIl. BBegeHHs
KPKA, a.4., Hoso mecTo, 3MiH NPOTArom 6-Tu MicALiB
CnoBeHis nicns 3aTBepKEHHS.
KOHTPO/b cepii (hi3nuHi
Ta XiMiyHi meTogmn
KOHTPO/H0):
Kewmilicbki iHCTUTYT, LieHTp
3a Banigauicke
TEXHO/IO0ri€ iH aHaniTiko
(LUBTA), CnoseHis
KOHTPO/b cepii (Qi3nyHi
Ta XiMiuHi meToam
KOHTPO/H0):
HN30X (HauioHasbHi
nabopartopis 3a 34pas'e,
OKOJIE iH XpaHo),
CroseHis
KOHTPO/b cepii (i3nyHi
Ta XimiyHi meToau
KOHTPO/10):
Keminab a.0.0., CnoseHis
47. PEBYKCOCTAT KPKA TabneTtkn, BKPUTI KPKA, a.4a., CnoBeHis BUPOOHMLTBO, NEPBUHHE CnoBeHisi C.l.2.a - Change in the SPC, 3a UA/18195/01/01
NAiBKOBOK 000/I0HKOH HoBo mecTo Ta BTOPUHHE NakKyBaHHS, Labelling or PL of a peyenmom
no 80 mr; no 14

TabneTtok y 6nictepi; no
2 6nicTepun y KapTOHHii
Kopoo6ULi

KOHTPO/b cepii (hi3nyHi
Ta XiMiyHi meToam
KOHTPO/IH0, KOHTPO/b
MiKpOG6i0N0riYHOI YNCTOTH
cepii), BUNycK cepii:
KPKA, a.4., Hoso mecTo,
CnoseHis
KOHTPO/Ib cepii (Qi3nyHi
Ta XiMiuHi meToam
KOHTPO/10):

KPKA, a.4a., Hoso mecTo,
CnoBeHis
KOHTPO/b cepii (hi3nyHi
Ta XiMiyHi meToam
KOHTPO/10):
Kemilicbki iHCTUTYT, LIeHTp

3a Banigauincke

generic/hybrid/biosimilar
products following assessment
of the same change for the
reference product -
Implementation of change(s)
for which NO new additional
data is required to be
submitted by the MAH
Product information was
updated in the following
sections:

- section 4.4 and 4.5 of the
SmPC update in order to
amend an existing warning on
the drug-drug interaction
information with

mercaptopurine/azathioprine
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Ne Hasga snikapcbko20 ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
yrnakoska) nocsBi0O4YeHHs
TEXHO/IO0ri€ iH aHaniTiko based on final results from
(LUBTA), CnoseHis study FAI-01;
KOHTPO/b cepii (i3nyHi PIL is not affected.
Ta XiMiuHi meToam BBefeHHs 3MiH NpoTArom 6-1n
KOHTPO/H0): MiICALIB MiCNSA 3aTBEPKEHHS.
HN30X (HauioHasbHi C.l.2.a - Change in the SPC,
naboparopis 3a 34pas'e, Labelling or PL of a
OKOJSI€E iH XpaHo), generic/hybrid/biosimilar
CnoseHis products following assessment
KOHTPO/b cepii (i3nyHi of the same change for the
Ta XimiyHi meToau reference product -
KOHTPO/10): Implementation of change(s)
Keminab g.0.0., CnoseHis for which NO new additional
data is required to be
submitted by the MAH
Product information was
updated in the following
sections:
- sections 4.4, 4.8 and 5.1 of
the SmPC and Section 4 of
the PIL to include information
regarding cardiovascular
safety of febuxostat in patients
with chronic symptomatic
hyperuricaemia based on
results form FAST study.
BBefeHHA 3MiH NpoTAroM 6-Tn
MiCSILiB NicNs 3aTBEPAKEHHS.
48. PEBYKCOCTAT KPKA TabneTtkn, BKPUTI KPKA, a.4a., CnoBeHis BUPOOHMLTBO, NEPBUHHE CnoBeHisi C.l.2.a - Change in the SPC, |3a peyenmom UA/18195/01/02
NAiBKOBOK 000/I0HKOH HoBo mecTo Ta BTOPUHHE NakKyBaHHS, Labelling or PL of a

no 120 wmr; no 14
TabneTtok y 6nictepi; no
2 6nicTepun y KapTOHHii
Kopoo6ULi

KOHTPO/b cepii (hi3nyHi
Ta XiMiyHi meToam
KOHTPO/IH0, KOHTPO/b
MiKpOG6i0N0riYHOI YNCTOTH
cepii), BUNycK cepii:
KPKA, a.4., Hoso mecTo,
CnoseHis
KOHTPO/Ib cepii (Qi3nyHi
Ta XiMiuHi meToam
KOHTPO/10):

KPKA, a.4a., Hoso mecTo,
CnoBeHis
KOHTPO/b cepii (hi3nyHi
Ta XiMiyHi meToam
KOHTPO/10):
Kemilicbki iHCTUTYT, LIeHTp

3a Banigauincke

generic/hybrid/biosimilar
products following assessment
of the same change for the
reference product -
Implementation of change(s)
for which NO new additional
data is required to be
submitted by the MAH
Product information was
updated in the following
sections:

- section 4.4 and 4.5 of the
SmPC update in order to
amend an existing warning on
the drug-drug interaction
information with
mercaptopurine/azathioprine
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

TEXHO/IO0ri€ iH aHaniTiko
(LUBTA), CnoseHis
KOHTPO/b cepii (i3nyHi
Ta XiMiuHi meToam
KOHTPO/H0):
HN30X (HauioHasbHi
naboparopis 3a 34pas'e,
OKOJIE iH XpaHo),
CroseHis
KOHTPO/b cepii (i3nyHi
Ta XimiyHi meToau
KOHTPO/10):
Keminab g.0.0., CnoseHis

based on final results from
study FAI-01;

PIL is not affected.
BBefeHHs 3MiH NpoTArom 6-1n
MiICALIB MiCNSA 3aTBEPKEHHS.
C.l.2.a - Change in the SPC,

Labelling or PL of a

generic/hybrid/biosimilar
products following assessment
of the same change for the
reference product -
Implementation of change(s)
for which NO new additional
data is required to be
submitted by the MAH
Product information was
updated in the following
sections:

- sections 4.4, 4.8 and 5.1 of
the SmPC and Section 4 of
the PIL to include information
regarding cardiovascular
safety of febuxostat in patients
with chronic symptomatic
hyperuricaemia based on
results form FAST study.
BBefeHHA 3MiH NpoTAroM 6-Tn
MiCSILiB NicNs 3aTBEPAKEHHS.

3a

UA/17973/01/01

49,

XAWPIMO3 40

PO34MH ANs iH'ekuin, 40
mr/0,8 mn; no 0,8 mny
nonepeaHLo
HanoBHEHOMY LUNpULY;
no 1 a6o 2 nonepeaHL0
HaMoBHEHWX LUMPULIB Y
6nicTepax y KapTOHHIN
KopooLi

CaHpo3
6X

ABCTpIst

KOHTPO/b
(XIMiYHWIA/chi3NYHNMIA):
HosaprTic ®apma LTaiiH
Al, Weeliyapis
KOHTPO/Ib cepil
(6ionoriyHwni):
Hosaprtic ®apma Al
LBeiiLapis
KOHTpO/b cepii
(6ionoriyHuni):

Nek g.4., MNE
Brpo6HuLTBO MeHrely,
CnoseHis
NOBHUIA LWKN
BMPOGHULTBA:
CaHpo3 'mM6X -
Bupo6Huua ginbHuua
AcenTtuyHi Nikapcbki
3acob6u WadpteHay

LLIseliyapisi/
CnoseHis/
ABCTpist

Mig, yac npoBegeHHA
npoweaypu BHECEHHSA 3MiH
Tuny /1B, 3aTBEPAXKEHUX

Hakazom MO3 YkpaiHu
Ne1823 Big 07.10.2022 p. y

MKSA y Cneundikauii
NomMWKOBO By/10 BKasaHe
3HAYeHHS CUMIM KOB3aHHS i

3CyBY B MM/XB /15 MOKa3HMKa
«Cwuna 3cyBy» Ta «Cuna

KOB3aHHs» N4 fo3yBaHHA 20

mr/0,4 mn, a He 40 mr/0,8 M.

peyenmom
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Ne
n/n

Hasga snikapcbko20
3acoby

Popma sunycKy
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

(AcentunyHi N3LU), ABcTpis
KOHTPO/b cepii
(XIMIYHWIA/chi3NYHNMIA):
e€spodpiHc PACT 'mM6X,
Himeuunna
KOHTPO/Ib cepii
(MikpoGioNorivyHwmiA -
CTepW/IbHI MOKAa3HUKMK,
MiKpo6ionoriyHuii -
HeCcTepwW/ibHi NOKa3HUKM):
CaHpo3 'm6X -
Bupo6Huua ginbHuus
BioTexHonorivHi Jlikapcbki
Cy6cTaHuii Kynanb (BT
NCK), AscTpis
KOHTPO/Ib cepil
(6ionoriynunii):

CIr'C Ananitukc
LLiseiiuapisi AT,
Lseiiuapis

HauvanbHUK

dapmaneBTUYHOr0 yNpaB/IiHHSA

Tapac JIICKOBCBhKUI
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