MIHICTEPCTBO OXOPOHW 3[10POB’Al YKPAIHU
HAKA3

KuiB

07 moTtoro 2025 poky N2 217

IIpo BHeceHHAA 3MiH /I0 PpeeCcTpPaljiiHMX MarTepiajiB JIKapCbKHX 3aco0iB, fAKi
3apeecTpoBaHi KoMmmeTeHTHUMH opraHaMu CnonydyeHux IIlTtatiB Amepukwu,
IIBeiinjapcbkoi Kondenepanii, fAmnonii, ABcrpanii, Kanagu, €BpomneiicbKoro
Coro3y

BignoBigHo pmo crarti 9 3akoHy Ykpainu «[Ipo JsikapceKi 3acobu»,
nyHkTy 33 IlopsinKy [ep’kaBHOI peectpauii (repepeectpaliii) JikapchbKux 3aco0iB,
3aTBep/KeHOro MocTaHoBor Kabinety MiHicTpiB Ykpainu Big 26 TpaBHs 2005 poky
Ne 376 (B pepaxiiii mocrtanoBu Kabinety MinicTpiB Ykpainu Bim 26 kBitHs 2024 p.
Ne 529), abzaiy ABafisATb CbOMOTO TANMYHKTY 12 miyHKTY 4 [lonoskeHHsS Mpo
MiHicTepcTBO OXOpPOHH 37I0pOB’Sl YKpaiHH, 3aTBep/pKeHOro IT0CTaHOBOO KabiHeTy
MinictpiB Ykpainu Big 25 6epe3nst 2015 poky Ne 267 (B pegakiiii moctaHoBu KabiHeTy
MinicTpiB Ykpainu Bif 24 ciuns 2020 poky Ne 90), nynkry 12 po3sginy III Topsaky
PO3TJIsSIly peecTpalliiHiX MaTepialiB Ha JiKapChbKi 3aco0U, 1110 TI0/Ial0ThCS Ha JiepyKaBHY
peecTpallito (MepepeecTpallifo), Ta mMaTepiasiB MPO BHECEHHSI 3MiH [0 peecTpaljiiHUX
MaTepiasiiB TPOTATOM [Iii peecTparjiiHoOro IOCBiJUeHHs Ha JIiKapChKi 3acobw, sKi
3apeecTpoBaHi  KomrieTeHTHUMH  opraHamMu  CrionyueHux  IlltatiB  Amepuky,
[IIBeitiapcbkoi Kondezepariii, Smnonii, ABctpanii, Kanaau, nikapcbkux 3aco06iB, 1110 3a
LeHTPa/1i30BaHOI0 TpoLelyporo 3apeeCcTpoBaHi KOMIIETEHTHUM OpraHom
€sponericbkoro Coro3y, 3aTBEPAKEHOrO0 Haka3oM MiHicTepcTBa OXOPOHM 3/I0POB'A
Ykpainu Big 17 mucronaga 2016 poky Ne 1245, 3apeectpoBaHoro B MiHicTepcTBi
roctullii Ykpainu 14 rpygas 2016 poky 3a Ne 1619/29749, Ha mifcTaBl CKIafeHUX
[ep>kaBHUM TTiAPUEMCTBOM «/]ep>KaBHUU eKCIepTHUM LieHTp MiHicTepcTBa OXOpPOHU
3[0pOB’s1 YKpaiHW» BUCHOBKIB TPO pe3yJ/bTaTH PO3IJISAAy MaTepiaiiB IPpO BHECEHHS
3MiH [I0 peeCcTpaliiiHUX MarepialiB JIiKapCbKUX 3acobiB, $SIKi 3apeecTpoBaHi
KOMITETEHTHMM OpraHOM Ta 3aCTOCOBYETbCS Ha TEPUTOPIi L€l KpaiHU ud JepKaB —
ysieHiB €BponenceKoro Corosy,

HAKA3YIO:

1. BHecTM 3MiHM [0 peecTpauinHMX MaTepianiB Ta [lep)XXaBHOro pPeeCTpy
NiIKapCcbKMX 3aco6iB  YKpaiHM Ha nikapcbki 3acobu (MeauyHi  iMyHOGioNOoriyHi
npenapatn), fAKi 3apeecTpoBaHi KOMMETEeHTHMMKU opraHamu CnoaydyeHmx LUTaTiB
Amepuku, Leenuapcbkoi KoHdepepauii, Anowii, AscTtpanii, KaHagu, niKapcbKux



3aco0iB, WO 3a LUEHTPaNi30BaHOK MpPOLEAYypol 3apPEeECTPOBAHI KOMMNETEHTHUM
opraHom €sponeicbkoro Co3y, 3rigHo 3 404aTKOM.

2. ®apmMaueBTM4HOMY  ynpaBaiHHO (OnekcaHapy T[piueHKy) 3a6es3neynTu
ONPWIOAHEHHS UbOro Hakaly Ha odiuimHoMy BebcanTti MiHICTEpCTBA OXOPOHU

3/0poB’sa YKpaiHu.

3. KOHTpoab 33 BMKOHAHHAM LIbOro Hakasy MOKJ1aCTM Ha 3acTynHMKa MiHicTpa
Enema ApamaHoBa.

MiHicTp BikTop JIALLKO



Jopatok
[0 Haka3sy MiHictepcTBa OXOpPOHM 3[0pPOB’S
YKpaiHu «lpo BHeCEHHS 3MiH A0 peecTpaLinHNX

MaTepianis NiKapCbKNX 3acobis, AKi
3apEECTPOBAHI  KOMMETEHTHUMWU  OpraHamm
CrnonyuyeHux LlrtaTtie AMepuku, LlBenuapcsKoi
KoHobepnepauji, SAnowii, AscTpanii, KaHaam,

€eponericbkoro Cotosy»
Big 07 notoro 2025 poky N2 217

ITEPEJIIK
JNIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOTIYHUX MPEMAPATIB), LLOAO AKUX BYJIN BHECEHI 3MIHU 10
PEECTPALLIMHUX MATEPIAJIB, AKI BHOCATLCA 1O AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOEBIB YKPAIHU, AKI
3APEECTPOBAHI KOMMETEHTHUMW OPITAHAMM CMNOJTYYEHUX LUTATIB AMEPUKMU, LLUBEMLAPCHKOI KOH®ELEPALLI,
AMOHII, ABCTPAJIT, KAHALW, NIKAPCbKUX 3ACOBIB, LLIO 3A LEEHTPAJTI30BAHOIO NPOLIEAYPOIO 3APEECTPOBAHI
KOMMETEHTHUM OPIAHOM €BPOMENCbKOrO COO3Y

Ne Ha3ssa sikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, BionyckKy peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
ANbBYPEKC® pO34uH ANs iHgy3il, ucn LLiBefiuapis BMPOGHMLITBO Lseiiuapis/ 3MiHn | Ta Il Trny,A. 7. 1A 3a UA/18876/01/01
20 % no 50 mn abo BepiHr Al Hepo3dgacoBaHOl CLWA/ AscTpanis Deletion of the site CSL Behring peyenmom

100 mn y chnakoHi; no npoaykuii, nepBMHHe AG, Untermattweg 8, 3027 Bern

1 dhnakoHy B KapTOHHIiA
Kopobui

nakyBaHHS, KOHTPO/b
SAKOCTI, BUMYCK cepil:
LICN BepiHr AT,
LLiBeiuapis

BTOPVHHE MaKyBaHHSI:
LICN BepiHr AT,
Lseiiyapis

BUPOGHMLITBO 3@ MOBHUM
LMKNOM:
LICN Bepinr /1.1.C.,
CLA

BMPOOHULITBO 38 MOBHUM
LMKIOM:
LIC/1 BepiHr (ABcTpanis)
MNTi T4, AscTpanis

as this site has been closed on
28.12.2023
BunyueHHsi Bupo6Huka LIC/
BepiHr Al', YHTepmarTser 8, bepH,
3027, wo BianoBigaB 3a NepBuUHHe
nakyBaHHs (MapkyBaHHS),
BTOPWHHE MakKyBaHHA. TepMiH
BBEJeHHS 3MiH NPOTArom 6
MicALIB MiCNsA 3aTBEPAKEHHS




Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1

BAKCHbIOBAHC CycneHsis Ans iH'ekuii, Mepk LLiBeiuapis TecTyBaHHS CLWA/ B.l.e.5.c, IB To implement 3a UA/20539/01/01
BAKUVHA no 0,5 mn (1 gosa); no Wapn i cTabinbHoCTI Higepnangu/ changes foreseen in the approved peuyenmom
NMHEBMOKOKOBA 0,5 mn cycneHsii y [oym nNiKapcbKoro 3acoby Ipnangis/ change management protocol
MONICAXAPUOHA nonepeaHbO IAEA (uinicHicTb 3aKkpuUTTS Himeuunna/ (EMEA/H/C/005477/11/0020) of the
KOH''OFOBAHA (15- HanoBHEHOMY LUNPULL v6X KOHTeliHepy): EypocpiHc ITania pneumococcal polysaccharide

BAJNNIEHTHA,
AICOPBEOBAHA)

(ckno Tuny 1) 3
obmexyBayem xony
MopLUHSA
(6e3natekcHwit
6pom6yTMNOBNIA
Kay4yK) Ta KOBNaykom
(6esnatekcHwit
cTupon-6yTagieHoBuiA
abo 6e3naTeKcHuii
i3onpeH-
6pom6yTMNOBNYIA
Kayuyk). Mo 1
nonepeaHbL0
HarnoBHEHOMY LINpuLy
3 1 OKpeMOLo rosiKoto
abo no 1 nonepeAHbLO
HarnoBHEHOMY LINpuLy
3 2 oKpeMumMmu
ronkamu, a6o no 10
nonepeAHbLO
HaMoOBHEHVX LUMPULIB 3
20 okpemMumm ronikamu
B KapTOHHIi Kopo6Lyi
pas3om 3 iHCTpYKLIE
4Nsi MenYHOro
3acTocyBaHHs. LWnpuy,
3 rofikoto(amu)
3anakoBaHo Yy /I0TOK

NankacTep Jlabopatopi3
IHK., CLUA; Bunyck
nikapcbKoro 3acoby Ta
TeCcTyBaHHS
cTabinbHOCTI (BifCOTOK
ancopb6uii): EypociHc
MPOKCI Na6opatopi3
B.B., HinepnaHnaw;

BToprHHE NakyBaHHs Ta

MapKyBaHHS LUMNPWLiB;
BUMYCK rOTOBOr0
niKkapcbKoro 3acoby:
Mepk Wapn i Joym B.B.,
HigepnaHgu;
TecTyBaHHA Ta BUMYCK
af’toBaHTy asllOMiHi0
dhocdaty (xXimiuHe);
BUMYCK /TiKapCbKOro
3acoby Ta TeCTyBaHHs
cTabinbHOCTI (XiMiYHe):
MCJ, IHTepHeLHN
M6X/MC/L IpnaHgais
(BpiHHi), IpnaHgis;
HanoBHeHHA
niKapcbKoro 3acoby Ta
iHCMEeKTyBaHHS;
BUPOBHMLTBO,
TECTyBaHHS Ta BUNYCK
af’toBaHTy aslloMiHito
hocchaty
(mikpobionoriuHe);
BUMYCK /TiKapPCbKOro
3acoby Ta TeCTyBaHHs
CTabifIbHOCTI
(mikpobionoriuHe);
BUMYCK /1iKapCbKOro
3acoby:

MCA IHTepHewHn
MEX/MCL, IpnaHgis
(Kapnoy), Ipnangisi;
TecTyBaHHs

conjugate vaccine (15 valent,
adsorbed), to extend the storage
period for serotypes 1, 4, 6A, 7F,
9V, 18C, 19A, 19F, 22F and 23F
from 5 years to 6 years and for
serotypes 5 and 6B from 4 years
to 6 years.




Ne
n/n

Hasga slikapcbKo20
3acoby

dopma sUMyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

cTabinbHOCTI
nikapcbKkoro 3acoby
(iHiuitoroua Ta
nigTpyMytoya cuna):
HysicaH TM6X,
HimeuunHa,
HanoBHeHHsA
nikapcbKoro 3acoby Ta
iHCNeKTyBaHHS; BUNYCK
nikapcbKoro 3acoby Ta
TecTyBaHHSA
CTabiNIbHOCTI (XiMiuHe,
MikpobionoriyHe Ta
LiNiCcHICTb 3aKpuTTA
KOHTelHepy): MaTeoH
ITania C.n.A., ITanis

BAPIrATE®®

Kancynm m'ski no 100
Mmr, no 10 kancyn
M'SIKUX B a/IlOMiHIEBOMY
6nicTepi, no 6 abo 12
6nicTepiB y KAPTOHHIl
KopoobUi

Bepinrep
IHrenbxai
M
IHTepHeLw
HN TM6X

HimeuunHa

BMPOBHUK, L0
BignoBifae 3a BUNyCK
cepii:
BepiHrep IHrenbxaiim
dapma 'm6X i Ko. KI,
HimeuunHa
AnbTepHaTUBHUIA
BMPOBHUK Kancyn bulk
(He po3dhacoBaHoi
NpoAyKLUii) Ta KOHTPO/b
AKOCTI NTiKapCbKOro
3acoby:
KaTtaneHTt ®paHce
BeHaiim, ®paHuis
BMPOGHMLITBO, yNakoBka
Ta KOHTPO/Ib AKOCTI
Kancyn in bulk
(Hepo3dacoBaHoi
npoAyKuii nikapcbkoro
3acoby):
KataneHTt HimeuunHa
E6epb6ax MvbX,
HimeyunHa
nepeuHHe (6nictepn) Ta
BTOPWHHE MakKyBaHHSA
(kopo6KKM), MapKyBaHHs
(nepBuHHOrO T&
BTOPWHHOTO NaKyBaHHS)
Ta KOHTPO/Ib AKOCTI
nikapcbKoro 3acoby:
BepiHrep IHrenbxainm

HimeuunHa

Type IB B.ll.b.l.e - Replacement or
addition of a manufacturing site for
the FP - Site where any
manufacturing operation(s) take
place, except batch-release, batch
control, primary and secondary
packaging, for non-sterile
medicinal products - To add
Catalent France Beinheim, 74 Rue
Principale, Beinheim 67930,
France as an alternative site
responsible for manufacturing the
finished product.
JopasaHHA KatasieHT ®paHce
Benaiim, ®paHuis B SKOCTi
a/lbTEPHATUBHOIO BUPOBHMKaA
kancyn bulk (He po3dacoBaHol
npoaykuiv).

Type IA B.ll.b.2.a - Change to
importer, batch release
arrangements and quality control
testing of the FP -
Replacement/addition of a site
where batch control/testing takes
place - To add Catalent France
Beinheim, 74 Rue Principale,
Beinheim 67930, France as an
alternative site responsible for
batch control/testing of the finished
product.

JofaBaHHA KataneHT ®paHce

3a
peyenmom

UA/16651/01/01




Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1

dapma M'm6X i Ko. KI,
Himeyunna
anbTepHaTMBHa
nab6oparopia ans
NpPOBeEHHA KOHTPOSI0
AKOCTI (32 BUK/TIIOUYEHHAM
Mikpob6ionoriyHoi
4YnNCTOTH):

AeHg Em WTABTECT
Na6op typ AHaniTuk
YHA
CrabinitatcnpydyHr
'mM6X, HimeuyunHa
anbTepHaTUBHI
na6oparopii gns
NPOBefEHHS KOHTPOO
AKOCTi 3& NOKa3HNKOM
Mikpo6ionoriyHa
yucroTa:

CI'C IHcTuTyT dpeseHiyc
'mM6X, HimeuunHa
Na6op NC CE eHg Ko.
Kr, HimeuwunHa

BeHaliim, ®paHLis B AKOCTI
a/lbTEPHATUBHOIO BUPOOHYKA 3
(OYHKLE KOHTPOSIb AKOCTI
nikapcbkoro 3acoby.

Type IA B.ll.b.3.a - Change in the
manufacturing process of the
finished or intermediate product -
Minor change in the manufacturing
process - Minor changes in the
manufacturing process of the
finished to change the temperature
range of the gelatin mixing (step 1
of gel mass preparation) at
Catalent Beinheim from 60 to 70°C
to 65 to 70°C.

Type IB B.ll.b.3.a - Change in the
manufacturing process of the
finished or intermediate product -
Minor change in the manufacturing
process - Minor changes in the
manufacturing process of the
finished to delete the cascade
washer (step 2) at Catalent France
Beinheim (Beinheim, France).
Type IA B.ll.b.3.a - Change in the
manufacturing process of the
finished or intermediate product -
Minor change in the manufacturing
process - Minor changes in the
manufacturing process of the
finished to implement some
changes in the encapsulation
process at Catalent France
Beinheim (Beinheim, France).
Type IA B.ll.d.l.d - Change in the
specification parameters and/or
limits of the finished product -
Deletion of a non-significant
specification parameter - To delete
the non-significant parameter
Residual solvents from the
specifications of the finished
product manufactured at Catalent
France Beinheim (Beinheim,
France).

BunyueHHs i3 cnevyudikauii
NiKapCbKOro 3acoby nokasHuka




Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1

«Residual solvents» ans Hosoi
AinbHuui Catalent Beinheim. B
pesynbTaTi BignoBiAHOT 3MiHW,
OHOB/IEHO po3gin 3.2.P.5.1
Mopyns 3 peecTpauiiiHOro AOCbe
Ta AK HacnigokK cneyudikauio B
MeTogax KOHTPOSI0 AKOCTI
nikapcbKoro 3acoby, a came
BHECEHHS NMPUMITKV A0 MoKasHuKa
«Residual solvents» (3.2.P.5.1)/
3a/IMLIKOBWIA PO3UYMHHVK ETaHoN
(MK$1) i3 3a3Ha4YeHHAM TOro, Lo
BMNPOGYBaHHA 3a faHum
MOKa3HUKOM MPOBOAATL nLLE A/1A
nikapcbKoro 3acoby, sKuii
BUIOTOBJIEHWIA Ha BXe
3aTBepMxeHil ginbHuui Catalent
DE (Eberbach). 3aTBepgxeHuii
BMPOGHMK NPOAOBXYE
BUKOPVCTOBYBATN €TaHO/ B
npoueci BUPOBHMLTBA MiKapCbKoro
3acoby.

Type IA B.1.b.3.z - Change in the
manufacturing process of the
finished or intermediate product -
Other variation - To change
packaging material from bag to
laminated aluminum foil bag.
Type IA B.1.b.3.z - Change in the
manufacturing process of the
finished or intermediate product -
Other variation - To change the
shipping of the PE bag from
cardboard board to shipping box.
Type IB B.ll.b.3.a - Change in the
manufacturing process of the
finished or intermediate product -
Minor change in the manufacturing
process - Minor changes in the
manufacturing process of the
finished product to replace the ink
imprinting by UV laser marking.
3MiHa 30BHILLHLOr0 BUINSAY
BiAbUTKa/MapKyBaHHs Ha
Kancynax, B pesynbTaTi 3aMiHu
BiOUTKA YOPHWUIOM Ha Kancynax
Ha Y®-nasepHe MapKyBaHHS.




Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1

BignosigHa 3MiHa BnMBae Ha
po3ginn Cknag, Cneundikauis
(NokKasHWK SKOCTi «30BHILLHil
BUrNsA4 (onuc)») Ta Metoau
KOHTPO/O (MOKa3HWK SKOCTI
«30BHILLHINA BUrAAL, (ONKC)»)
MeTopiB KOHTPOHO AKOCTI
nikapcbKoro 3acooby.
3MiHV BHECEHO B KOpOTKy
XapaKTepuUCTUKY J1iKapCbKOro
3acoby Ao posginis 3. «Jlikapcbka
hopma» Ta 6.1 «lonoMixHi
PEYOBUHM», & TAKOX B IHCTPYKL,iHO
AN MeANYHOro 3acTOCYBaHHs
nikapcbKoro 3acoby [0 po3Ainis
«Cknag» 1a «OCHOBHI (hi3nko-
XiMiYHi BNacTMBOCTI» 3
BigNoBiAHMMU 3MiHaMK y M. 3.
«Mepenik 4ONOMIXHUX PEYOBUH»
TEKCTY MapKyBaHHA BTOPUHHOT
yNakoBKM (BUyYEHHS YOpHMNa
YOPHOrO KO/IbOPY A/19 MapKyBaHHS
i3 mepeniky fONOMiXHVX PEYOBUH
rn3a).

IHCTPYKUiS ANS MeguyHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby

KopoTka xapaktepucTuka
nikapcbkoro 3acoby
Type 1B B.1.b.5.z - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Other variation -
To replace the Viscosity and
homogeneity of black ink, printing
pressure IPC with Quality of
marking with the acceptance
criteria Legibility and
completeness of marking.
Type IAin B.ll.a.1.a - Change or
addition of imprints, bossing or
other markings including
replacement, or addition of inks
used for product marking -
Changes in imprints, bossing or
other markings - To replace the
appearance of the marking from




Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
"imprinted in black" to "marked in
dark grey".
The MAH took opportunity to
introduce editorial changes in
sections 3.2.P.1, 3.2.P.3.3,
3.2.P.3.4,
3.2.P.5,3.2.P.5.1and 3.2.P.7.
BAPrATE®® kancynm m'siki no 150 Bepinrep HimeuunHa BMPOBHUK, L0 HimeuunHa Type IB B.ll.b.l.e - Replacement or 3a UA/16651/01/02
Mr; no 10 kancyn IHrenbxai BignoBifae 3a BUNyCK addition of a manufacturing site for peuyenmom
M'SIKMX B 2JTIOMIHIEBOMY M cepii: the FP - Site where any
6nicTepi, no 6 IHTepHeLw BepiHrep IHrenbxaim manufacturing operation(s) take
6nicTepiB y KAPTOHHIl HN TM6X dapma 'm6X i Ko. KI, place, except batch-release, batch

Kopobu,i

HimeuunHa
AnbTepHaTUBHUIA
BMPOBHUK Kancyn bulk
(He po3dhacoBaHoi
NpOAyKLUii) Ta KOHTPO/b
AKOCTI NTiKapCbKOro
3acoby:
KaTtaneHTt ®paHce
BeHaiim, ®paHuis
BMPOGHMLITBO, yNakoBka
Ta KOHTPO/Ib AKOCTI
Kancyn in bulk
(Hepo3dacoBaHoi
npoAyKuii nikapcbkoro
3acoby):
KataneHTt HimeuunHa
E6epb6ax MvbX,
HimeyunHa
nepeuHHe (6nictepn) Ta
BTOPWHHE MakKyBaHHSA
(kopo6KKM), MapKyBaHHs
(nepBuHHOrO T&
BTOPWHHOTO NaKyBaHHS)
Ta KOHTPO/Ib AKOCTI
nikapcbKoro 3acoby:
BepiHrep IHrenbxaiim
dapma 'm6X i Ko. KI,
HimeuunHa
aflbTepHaTMBHa
na6oparopis Ans
NPOBEeAEHHS KOHTPOSIO
AKOCTi (32 BUK/TIOYEHHSAM
MiKpOGionoriyHoi
4YNCcTOTH):

A eHg Em WUTABTECT

control, primary and secondary
packaging, for non-sterile
medicinal products - To add
Catalent France Beinheim, 74 Rue
Principale, Beinheim 67930,
France as an alternative site
responsible for manufacturing the
finished product.
JopasaHHA KatasieHT ®paHce
Benaiim, ®paHuis B SKoCTi
a/lbTEPHATUBHOIO BUPOBHMKaA
kancyn bulk (He posdacosaHoi
npoaykuiv).

Type IA B.ll.b.2.a - Change to
importer, batch release
arrangements and quality control
testing of the FP -
Replacement/addition of a site
where batch control/testing takes
place - To add Catalent France
Beinheim, 74 Rue Principale,
Beinheim 67930, France as an
alternative site responsible for
batch control/testing of the finished
product.

JopasaHHA KatauieHT dpaHce
BeHaiim, ®paHLis B SKOCTi
anbTepHaTUBHOIO BUPOGHMKA 3
(PYHKLEIO KOHTPOSIb SKOCTI
NiKapcbKoro 3acoby.

Type IA B.ll.b.3.a - Change in the
manufacturing process of the
finished or intermediate product -
Minor change in the manufacturing
process - Minor changes in the
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1

Na6op typ AHaniTuk
yHA
Crab6initatcnpydyHr
'mM6X, HimeuunHa
anbTepHaTUBHI
na6opartopii gns
NpOBeEHHS KOHTPOSIO
AKOCTi 3& NOKa3HNKOM
Mikpo6ionoriyHa
yucroTa:

CI'C IHcTuTyT dpeseHiyc
'mM6X, HimeuunHa
Na6op NC CE eHg Ko.
Kr, HimeuwunHa

manufacturing process of the
finished to change the temperature
range of the gelatin mixing (step 1
of gel mass preparation) at
Catalent Beinheim from 60 to 70°C
to 65 to 70°C.

Type IB B.ll.b.3.a - Change in the
manufacturing process of the
finished or intermediate product -
Minor change in the manufacturing
process - Minor changes in the
manufacturing process of the
finished to delete the cascade
washer (step 2) at Catalent France
Beinheim (Beinheim, France).
Type IA B.ll.b.3.a - Change in the
manufacturing process of the
finished or intermediate product -
Minor change in the manufacturing
process - Minor changes in the
manufacturing process of the
finished to implement some
changes in the encapsulation
process at Catalent France
Beinheim (Beinheim, France).
Type IA B.ll.d.l.d - Change in the
specification parameters and/or
limits of the finished product -
Deletion of a non-significant
specification parameter - To delete
the non-significant parameter
Residual solvents from the
specifications of the finished
product manufactured at Catalent
France Beinheim (Beinheim,
France).

BunyueHHs i3 cnevyudikauii
NiKapCcbKoro 3acoby nokasHvka
«Residual solvents» ans Hosoi
AinbHuui Catalent Beinheim. B
pe3ynbTaTi BignoBigHOI 3MiHU,
OHOBNEHO po3ain 3.2.P.5.1
Mogayns 3 peecTpauiiHoro focke
Ta fiK Hacnigok cneumdikadiio B
MeTofax KOHTPO/IO AKOCTI
nikapcbKoro 3acoby, a came
BHECEHHS MPUMITKV A0 MOKa3H/Ka
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1

«Residual solvents» (3.2.P.5.1)/
3a/IMLIKOBWIA PO3UYMHHVK ETaHoN
(MK$1) i3 3a3Ha4YeHHAM TOro, Lo
BMNPOGYBaHHA 3a faHum
NOKa3HUKOM NMPOBOAATL nLLe A/1A
nikapcbKoro 3acoby, sKuii
BUrOTOBJIEHWIA Ha BXe
3aTBepaxeHil ginbHuui Catalent
DE (Eberbach). 3aTBepgxeHuii
BMPOGHMK NPOAOBXYE
BUKOPVCTOBYBATN €TaHO/ B
npoueci BUPOBHMLTBA MiKapCbKoro
3acoby.

Type IA B.1.b.3.z - Change in the
manufacturing process of the
finished or intermediate product -
Other variation - To change
packaging material from bag to
laminated aluminum foil bag.
Type IA B.1.b.3.z - Change in the
manufacturing process of the
finished or intermediate product -
Other variation - To change the
shipping of the PE bag from
cardboard board to shipping box.
Type IB B.ll.b.3.a - Change in the
manufacturing process of the
finished or intermediate product -
Minor change in the manufacturing
process - Minor changes in the
manufacturing process of the
finished product to replace the ink
imprinting by UV laser marking.
3MiHa 30BHILLHLOr0 BUINSAY
BigbuTKa/MapKyBaHHs Ha
Kancynax, B pesynbTaTi 3aMiHu
BiOUTKA YOPHWUIOM Ha Kancynax
Ha Y®-nasepHe MapKyBaHHS.
BignosigHa 3miHa BnavBae Ha
po3ginun Cknag, Cneumdikais
(Noka3HWK SKOCTi «30BHILLHIi
BUrNsAg (onuc)») Ta Metogu
KOHTPOO (MOKa3HWK AKOCTI
«30BHILWHIN BUrAA (onuc)»)
MeToziB KOHTPOJItO AKOCTI
nikapcbKoro 3acooby.
3MiHV BHeceHo B KopoTky
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Ne
n/n

Hasga slikapcbKo20
3acoby

dopma sUMyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

XapaKTepuUCTUKY /liKapCbKOro
3acoby Ao posginis 3. «Jlikapcbka
hopma» Ta 6.1 «lonoMixHi
PEYOBUHM», & TAKOX B IHCTPYKL,iHO
AN MeANYHOro 3acTOCYBaHHs
nikapcbKoro 3acoby 0 po3Ainis
«Cknag» 1a «OCHOBHI (hi3nKo-
XiMiYHi BNacTMBOCTI» 3
BiANoBiAHMMU 3MiHaMK y M. 3.
«Mepenik 4ONOMIXHUX PEYOBUH»
TEKCTY MapKyBaHHA BTOPUHHOT
yNakoBKM (BUyYEHHS YOpHMNa
YOPHOrO KO/IbOPY A/19 MapKyBaHHS
i3 mepeniky fONOMiIXHVX PEeYOBUH
rn3a).

IHCTPYKUiS ANS MeguyHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby

KopoTka xapaktepucTuka
nikapcbkoro 3acoby
Type 1B B.1.b.5.z - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Other variation -
To replace the Viscosity and
homogeneity of black ink, printing
pressure IPC with Quality of
marking with the acceptance
criteria Legibility and
completeness of marking.
Type IAin B.ll.a.1.a - Change or
addition of imprints, bossing or
other markings including
replacement, or addition of inks
used for product marking -
Changes in imprints, bossing or
other markings - To replace the
appearance of the marking from
"imprinted in black" to "marked in
dark grey".

The MAH took opportunity to
introduce editorial changes in
sections 3.2.P.1, 3.2.P.3.3,
3.2.P.3.4,
3.2.P.5,3.2.P.5.1and 3.2.P.7.

BAPIrATE®®

Kancynm m'ski no 100
Mr, no 10 kancyn

Bepinrep
IHrenbxaw

HimeuunHa

BMPOBHMK, LLO
BiANOBIAaE 3a BMMyCK

HimeuunHa

C.1.4, type Il - Change(s) in the
SPC, Labelling or PL due to new

3a
peyermom

UA/16651/01/01
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
M'SKMX B 2JTIOMIHIEBOMY M cepii: bepiHrep quality, preclinical, clinical or
6nicTepi, no 6 abo 12 IHTepHeLw IHrenbxaim ®apma pharmacovigilance data.
6nicTepiB y KAPTOHHIl HN TMBEX v6X i Ko. KT, Update of sections 4.4 and 4.8 of
KOpOoo6Li HimeuumnHa,; the SmPC in order to add
BMPOGHMLITBO, yNakoBKa “posterior reversible
Ta KOHTPOSb AKOCTI encephalopathy syndrome
kancyn in bulk (PRES) to the list of adverse drug
(Hepo3dhacoBaHoi reactions (ADRs) with frequency
NpoAayKLUiT NnikapcbKoro “Not known" based on
3acoby): KataneHt postmarketing data and literature.
HimeuunHa E6epbax 3MiHU [0 HACTYMHUX PO34iniB
v6X, HimeuunHa,; IHCTPYKUIT o8 MeguyHoro
nepsuHHe (bnictepn) Ta 3acTocyBaHHs: «Oco6/IMBOCTI
BTOPUHHE MaKyBaHHS 3acTocyBaHHsA», «I0oGiyHi
(kopo6kKM), MapKyBaHHs peaxuii».
(nepBuHHOrO Ta 3MiHU [0 HACTYMNHUX PO34iniB
BTOPVHHOTO NaKyBaHHS) KOPOTKOI XapaKTepucThkm
Ta KOHTPOSb AKOCTI nikapcbKoro 3acoby: po3gin «4.5
niKapcbKoro 3acooby: Oco6MnBi 3acTepeXeHHs Ta
BepiHrep IHrenbxaiim 3anobixHi 3axoau npu
dapma 'm6X i Ko. KT, 3acToCyBaHHiI», 4.9 Mo6iyHi
HimeuumnHa,; peaxuii».
aslbTepHaTMBHa
nab6oparopis ons
NPOBeLEHHS KOHTPOO
AKOCTI (32 BUK/TIOYEHHSM
MiKpOG6ionoriyHoi
yucToTn): A eHg Em
LUTABTECT Na6op dyp
AHaNITUK yHA,
CrabinitarcnpydyHr
Mm6X, HimevunHa;
anbTepHaTUBHI
na6opartopii gns
NpPOBeEHHA KOHTPOSI0
AKOCTi 32 NOKa3HNKOM
MiKpobionoriyHa
yuctota: CIrC IHCTuTyT
®peseHiyc MvbX,
HimeyunHa; Nlabop /1IC
CE eHg Ko. KT,
HimeyunHa
BAPFrATE®® Kancynm m'ski no 150 Bepinrep HimeuunHa BMPOBHUK, LU0 C.1.4, type Il - Change(s) in the 3a UA/16651/01/02
mr; no 10 kancyn IHrenbxai BiANOBIAaE 3a BMMyCK SPC, Labelling or PL due to new peyenmom
M'SKUX B a/IlOMiHIEBOMY M cepii: bBepiHrep quality, preclinical, clinical or
6nictepi, no 6 IHTepHeLw IHrenbxanm ®apma pharmacovigilance data.
6nicTepiB Yy KAPTOHHIN HN TM6X, 'm6X i Ko. KT,

Update of sections 4.4 and 4.8 of
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
KOpOoo6Li HimeuunH HimeuumnHa,; the SmPC in order to add
a BMPOGHMLITBO, yNakoBKa “posterior reversible
Ta KOHTPOSb AKOCTI encephalopathy syndrome
kancyn in bulk (PRES) to the list of adverse drug
(Hepo3dhacoBaHoi reactions (ADRs) with frequency
NpoAayKLUiT NnikapcbKoro “Not known" based on
3acoby): KataneHt postmarketing data and literature.
HimeuunHa E6epbax 3MiHU [0 HACTYMHUX PO34iniB
Mm6X, HimeuunHa,; IHCTPYKUIT o8 MeguyHoro
nepsuHHe (bnictepn) Ta 3acTocyBaHHs: «Oco6/IMBOCTI
BTOPUHHE MaKyBaHHS 3acTocyBaHHsA», «I0oGiyHi
(kopo6kKM), MapKyBaHHs peaxuii».
(nepBuHHOrO Ta 3MiHU [0 HACTYMNHUX PO34iniB
BTOPWHHOTO NMaKyBaHHS) KOPOTKOI XapaKTepucThkm
Ta KOHTPOSb AKOCTI nikapcbKoro 3acoby: po3gin «4.5
niKapcbKoro 3acooby: Oco6m1Bi 3acCTepeXeHHs Ta
BepiHrep IHrenbxaim 3anobixHi 3axoamn npu
dapma 'm6X i Ko. KT, 3acTOoCyBaHHiI», 4.9 Mo6iyHi
HimeuumnHa,; peaxuii».
aflbTepHaTMBHa
nab6oparopis ons
NPOBefEHHS KOHTPOO
AKOCTI (32 BUK/TIOYEHHAM
MiKpO6ionoriyHoi
yucToTn): A eHg Em
LWUTABTECT Na6op dyp
AHaNITUK yHA,
Crab6initatcnpycdyHr
Mm6X, HimevunHa;
anbTepHaTUBHI
na6opartopii gns
NpPOBeEHHA KOHTPOSI0
AKOCTi 32 NOKa3HNKOM
MiKpobionoriyHa
yuctota: CrC IHCTuTyT
®peseHiyc MvbX,
HimeyunHa; Nlabop J1IC
CE eHg Ko. KT,
HimeyunHa
BIBYNTA™ Kpanni o4Hi, PO34uH, TOB YkpaiHa Brpo6HMUTBO CrnonyyeHi 3MiHn | TURY: 3MiHK Wwoao 3a UA/18307/01/01
0,024 %; no5mny «BAYLU nikapcbKoro 3acooby, LTatn Amepurkn 6e3nekn/edeKTMBHOCTI Ta peyenmom
nAawWwLi 3 XEJIC» nakyBaHHs, thapmakoHarnsgy. BeegeHHs a6o
KpanenbHuuero, no 1 MapKyBaHHS, 3MiHU [0 y3arasIbHEHNX AaHuX Npo

nAswWwui 3
KpanenbHuueto y
KapTOHHI kopobuj; no
2,5 My naswuyi 3

MixonepawjinHuii
KOHTPO/b, @aHaNITUYHUIA,
MiKpOGionoriYHuiA
KOHTPO/Ib NiKApCbKOro

cuctemy chapmakoHarnagy
(BBEAEHHS y3ara/ibHEHMX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT 0cobHU,
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PapmacbioTrka, C.A.,
Icnanis; BuNyckK cepii,
BTOPWHHE MaKyBaHHS:
Jlek PapmacbioTuKanc
40.4a., CnoeeHis;
BMPOOHULITBO
CTepuIbHOro
nikapcbKoro 3acoby -
rOTYETbCS aCENTUYHO;
nepBUHHE NaKyBaHHS;
KOHTPO/Tb AKOCTI -
XiMiYHWIA/i3NUHNIA,
KOHTPO/Ib SKOCTI -
MiKpoGionoriYHuii - He
CTEpUNbHICTb; KOHTPO/b
AKOCTI -
MiKpOGIiON0riYHMIA -

drug reactions (ADRs) with
frequency «uncommon, following
the recommendation by PRAC in
the outcome for the signal
assessment of Scleritis. The
Package Leaflet is updated
accordingly. 3MiH1 BHECEHO B
IHCTpYKLj0 ANns MeanyHOro
3acTOCyBaHHS Nikapcbkoro 3acoby
y po3ain «Mo6ivHi peakuii» 3
fofasBaHHAM «Ckieputy, B TOMy
yucni enickneputy» Ao neperniky
noGiYHNX peakL;iit i3 KaTeropieto
4acToTu «HeyacTo». BeefeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPOXKEHHS.

Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
KpanensHuueto, no 1 3ac06y Ta eKCLMMIiEHTIB, BiNOBIaANbHOI 3a 3iICHEHHS
NASALWLI 3 [OCNIHKEHHS dhapmakoHarnsgy; KOHTakTHOI
KpanenbHuuero y cTabinbHOCTI. ocobu 3 chapmakoHarnsgy
KapTOHHI KOpo6Li BignosiganbHuii 3a 3asBHUKA 419 3AiICHEHHS
BMnyck cepii N13: bayw thapmakoHarnagy B YkpaiHi, SKLi0
eHg llom6 BOHa BifJMiHHa Bif, YyNOBHOBaXXeHOT
IHKopnopeliTen, ocobu, BifnoBigaIbHOI 3a
CronyyeHi Wratn 3piicHeHHs hapmakoHarnsgy
Amepuku; (BKKOHAKOYM KOHTaKTHI AaHi)
AnbTepHaTVBHa Ta/abo 3MiHW y PO3MILLEHHI
AiNbHULSA, Ha Kl macTep-aiina cuctemm
npoBOAUTLCA thapmakoHarnagy)(B.1.8. (a),lAHn),
aHaNITUYHWIA, 3MiHa ynoBHOBaXkeHOT ocobun
MiKpOG6iooriyHuiA 3as1BHMKA, BignoBigasibHOI 3a
KOHTpO/b Ta dhapmakoHarnsg,.
[OCNIIKEHHSA [itoya pepakuis: bapmiHa MNaHHa
cTabinbHocTi: Bayw eHg, OnekcaHgpiBHa.
Jlom6 IHKopnopeiiTes, MponoHoBaHa pefakLis:
CrionyyeHi Wratn MpokoneHko IpuHa MukonaisHa.
Awmepuku; CTtepunizauis 3MiHa KOHTaKTHUX AaHnX
KOMMOHEHTIB yNakoBKM: YNOBHOBaXXEHOi 0CO6M 3asBHMKA,
Icomegikc OnepeiiLunHs, BiANOBIAa/ILHOI 3a
IHK., Cnonyueni WTatn hapmakoHarnsg,.
AmepuKn
8. BI3KbIO PO3YMH ANS iH'EKLN, HosaprTic LLisefuapis BUMYCK Cepiii: AJTKOH- C.l.z. Il - Changes 3a UA/18277/01/01
120 mr/mn; no 1 Osepci3 KyBpbop, benbris; (Safety/Efficacy) of Human and peyenmom
(hNakoHy B KOMM/EKTi 3 | |HBeCTMeH BUMNYCK cepiii: HoBapTic Veterinary Medicinal Products —
rOJIKOK TC Al, dapma M'v6X, Other variation — Update of section
hiNbTpyBasIbHOK B LLiseiiuapi HimeuyumnHa; B1nyck 4.8 of the SmPC in order to add
KOpoOLi 3 KapTOHY A cepiii: HoBapric «Scleritis» to the list of adverse
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Ne

Hassa nlikapcbKo20

dopma sUMyCKy

3asaBHUK

Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
CTEPUIIbHICTb; BTOPUHHE
nakysaHHs: HosapTic
dapwma LUTeitH AT,

LLiBeliuapis; KOHTPONb

AKOCTI - 6i0NOriYHNIA:

Hosaprtic ®apma Al’,

LLiBeliLapis

FAPOACUN® 9 CycneHsis ons iH'ekuii, Mepk LLiBefiuapis 06'eHaHHSA TOTOBOrO CLWA/ C.l.z, type IAin - Changes 3a UA/20128/01/01
BAKUVHA NPOTU no 0,5 mn (1 gosa); no Wapn i npoaykty (MoBTOpHE Higepnangu/ (Safety/Efficacy) of Human and peuyenmom
BIPYCY NAMNINTOMUA 0,5 mn cycneHsii y [oym cycneHayBaHHs Ta Ipnangis/ Veterinary Medicinal Products -
NHOANHN 9- nonepeaHbO I0EA 06'eAHaHHS KiHLLEBOro IcnaHis Other variation
BAJIEHTHA HanoBHEHOMY LUNPULL v6X CchOopMy/IbOBAHOTO To update section 4.8 of the
(PEKOMBIHAHTHA, (ckno) 3 obmexyBavem 6as1Ky, OTPYMaHOro 3 SmPC and section 4 of the PL to
AACOPBOBAHA) XOA4y MOpPLUHSA AinbHuui BecT MoiAHT), implement the signal

(cunikoHizoBaHwit
6pom6byTHNOBUIA
enacTtomep i3
nokpuTTam FluroTec)
Ta KOBMaYKoOM
(cMHTETMYHa i3onpeH-
6pombyTurnoBa CyMmiLl).
Mo 1 nonepegHbLO
HarnoBHEHOMY LINpuLy
3 2 rofikamu a6o no 10
nonepeaHL0
HaMoBHEHVX LUMPULIB 3
2 ronkamu ans
KOXHOrO Wwnpuua B
KapTOHHI Kopoo6Li 3
IHCTpyKLUieo ans
MeLNYHOro
3aCTOCYyBaHHSA

HaMoBHEHHS LNPULiB
(nepBuHHE NakyBaHHs),
TeCcTyBaHHSA Npy BUMYCKy
4N wnpuuis,
HanoBHEHWUX Ha Ai/TbHUL
BakcTtep (nuwe
©HA0TOKCUHM Ta
CTEPUNBHICTD):
Bakctep
dapmacbioTikan
ContowHc JINC, CLA;
TeCcTyBaHHSA Npy BUMYCKy
4N wnpuuis,
HanoBHEHWUX Ha fi/TbHUL
Kapnoy, TectyBaHHsA npu
BBE3€eHHI (4N5 Wwnpuuis,
OTPUMAHVX 3 AibHUL
BecT MOoIHT Ta AinbHuLi
BakcTep)?, MapKkyBaHHs
Ta BTOPVHHE NakKyBaHHS,
cepTudikauis Ta BUNycK
cepi:

# TecTyBaHHsA npu
BBE3€eHHI BK/lloYae
npoBeAEeHHS BCiX TeCTiB
npu BUNYCKy cepii
KiHLIeBOro NpoayKTy
Mepk Wapn i Joym B.B.,
Higepnangu;
BMPOGHMLTBO:
dhopmynauis,
HanoBHEHHS Ta
NepBUHHE NMakKyBaHHS

recommendations on 'Human
papillomavirus 9-valent vaccine
(recombinant, adsorbed); human
papillomavirus vaccine [types 6,
11, 16, 18] (recombinant,
adsorbed) - Granuloma (EPITT no
20046)' adopted at the 11 July
2024 PRAC meeting.
Furthermore, the Marketing
Authorisation Holder has taken the
opportunity to update the local
representative details for
Luxembourg, Denmark, Greece,
Poland and Italy.
3MiHU BHECEHO [0 po3giny
"Mo6iyHI peakuii" IHCTPYKUiT ANns
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby Ta KopoTkoi
XapakTepucTuky Nikapcbkoro
3acoby.
TepMmiH BBEZLlEHHS 3MiH - NPOTArOM
6 MicALiB Nicna 3aTBEPAXKEHHS.
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Ne
n/n

Hasga slikapcbKo20
3acoby

dopma sUMyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

LUNPULB, TECTYBaHHSA
npu Bunycky (KiHLeBoro
cdhopMyIbOBaHOTO
6asiKy Ta LWnpuuis,
HaMoOBHEHMX Ha AiNbHUL
BecT lMoIiHT Ta Ha
AinbHULUi BakcTep),
TecTyBaHHSA
cTabiNbHOCTI:
Mepk Wapn i Aoym JI1C,
CLA;
BUPOGHULTBO:
hopmynauis,
HanoBHEHHA Ta
nepBUHHE MakKyBaHHS
LUNPULB, TECTYBaAHHSA
npv BUMYCKy
(kiHueBorocopmyLOB
aHoro 6asiky Ta
LUNPWLB, HAMOBHEHNX
Ha finbHuLi Kapnoy),
TecTyBaHHS
CTabiNbHOCTI:
MC/J, IHTepHeLHN
M6X/MC/L IpnaHgis
(Kapnoy), Ipnangis;
MapKyBaHHS Ta
BTOPVHHE MaKyBaHHSI:
Posi ®apma IHgacTpian
Cepsicec, C.A., IcnaHis

10.

FAPSACUN® 9
BAKLMHA NPOTU
BIPYCY MAMISIOMU
NIOAVIHM 9-
BAJIEHTHA
(PEKOMBIHAHTHA,
AICOPEOBAHA)

CycneHsis Ans iH'ekuin,
no 0,5 mn (1 go3a); no
0,5 mn cycneHsii y
nonepeaHbLO
HarnoBHEHOMY LLNPUL
(ckno) 3 obmexyBayem
X0y NOpLUHSA
(cunikoHizoBaHwit
6pomMOYyTMNOBNYIA
enactomep i3
nokputTam FluroTec)
Ta KOBNaykoM
(cvMHTETMYHa i3onpeH-

6pombyTunioBa Cymil).

Mo 1 nonepenHLO
HarnoBHEHOMY LUMPULYY
3 2 ronkamm a6o no 10

Mepk
LWapn i
Joym
IAEA
M6X

LLisefuapis

06'eHaHHSA rOTOBOro
npoAaykTy (NOBTOPHE
CycneHayBaHHS Ta
06'e/HaHHA KiHLLEBOro
chopMy/IbOBAHOTO
6asky, OTpUMaHoro 3
LinbHUuUi Bect MonHT),
HarMoBHEHHS LNPWLiB
(NepBUHHE NakyBaHHS),
TECTyBaHHS Npy BUMYCKy
ANA wnpuuis,
HanoBHEHWX Ha AiNbHUL
BakcTep (nvwe
©HA0TOKCUHM Ta
CTEepPW/IbHICTB):
Bakctep
dapmacbioTikan

CLWA/
Higepnangn/
Ipnangis/
IcnaHis

B.l.a.1.f), IB - To add Eurofins
BioPharma Product Testing
Munich GmbH, Robert-Koch-
Strasse 3a, Planegg, Bavaria
82152, Germany as an alternative
site responsible for quality control
testing (Microbiological (sterility)
Testing of the MBAP active
substance (HPV Types 6, 11, 16,
and 18)).

B.l.e.5.c), IB - To implement
changes foreseen in the approved
change management protocol of
the active substance to add the
site Boehringer Ingelheim RCV
GmbH & Co. KG, Dr.-Boehringer-
Gasse 5-11, Meidling, Vienna

3a peuenmom

UA/20128/01/01
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
nonepegHL0 ContowHc N1N1C, CLUA,; 1121, Austria as alternative

HaMoBHEHVX LUMPULIB 3
2 ronkamu ans
KOXHOTO Wnpuua B
KapTOHHI kopobu,j 3
IHCTpYKLUieo ans
MeLUYHOro
3aCTOCYyBaHHSA

TeCTyBaHHSA Npy BUMYCKy
0N wnpuuis,
HanoOBHEHWUX Ha [i/TbHUL
Kapnoy, TectyBaHHs npu
BBE3€eHHI (4N5 Wwnpuuis,
OTPUMaHVX 3 AiTbHUL
BecT MoIHT Ta AinbHuLi
BakcTep)?, MapKkyBaHHs
Ta BTOPVMHHE NaKyBaHHS,
cepTudikauis Ta BUNyck
cepi:
#TecTyBaHHs nNpu
BBE3€eHHI BK/llOYae
npoBeeHHS BCiX TecTiB
npu BUNYCKy cepii
KIHLLeBOro NpoayKTy
Mepk Wapn i oym B.B.,
Higepnangu;
BMPOGHMLTBO:
hopmynauis,
HanoBHEHHA Ta
NepBUHHE NMakKyBaHHS
LUMPWLIB, TECTYBaHHSA
npu Bunycky (KiHLeBsoro
chopmy/IbOBAHOTO
6anky Ta wnpuuis,
HanoOBHEHWUX Ha [i/TbHUL
BecT lMolHT Ta Ha
ninbHUUi Bakctep),
TecTyBaHHS
cTabinbHocTi: Mepk
LWapn i Aoym NIC,
CLLA;
BMPOGHMLTBO:
hopmynauis,
HanoBHEHHA Ta
NepBUHHE NMakKyBaHHS
LUMPWLIB, TECTYBaHHSA
npu Bunycky (KiHLeBsoro
chopmy/IbOBAHOTO
6anky Ta wnpuuis,
HanoOBHEHWUX Ha [i/TbHUL
Kapnoy), TecTyBaHHs
cTabifnbHOCTI:

MCA IHTepHeLwHn
M6X/MCJ, IpnaHgis

manufacturing (purification of HPV
Cell Slurry Types 6, 11, 16, and 18
into final drug substance (DS)
Monovalent Bulk Adsorbed
Product (MBAP)), in-process
testing and release testing site of
the active substance.
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
(Kapnoy), Ipnangisi;
MapKyBaHHS Ta
BTOPWHHE MaKyBaHHS:
Posi ®apma IHgacTpian
Cepsicec, C.A., IcnaHis
11. AENCTPIFO TabneTku, BKPUTI Mepk LLiBeiiuapis NPOMiXHWIA NPOAYKT Moptyranis/ 3minn | Ta Il Tuny: Type ll, C.1.4 - 3a UA/19937/01/01
NAiBKOBOIO Wapn i nopasipuHy, Bucywenuii | Itanis/ Ipnavgis/ | Change(s) in the SPC, Labelling or peyenmom
ob6onoHkoto, no 100 Joym PO3NUIEHHSAM: Benvka PL due to new quality, preclinical,
Mmr/300 mr/245 wmr, 30 I1OEA BUpO6HUMUTBO/aHaniTuuH | Bputanis/ CLUA/ clinical or pharmacovigilance -
TabneToK, BKpUTMX v6X, € TecTyBaHHs: HigepnaHgm Update of sections 4.4 and 4.8 of
MN/1iBKOBOK 060/TIOHKOIO LLiseiiuapi XoBioH ®apmaCeHcis the SmPC in order to add a new
y nnsawui, 1 nnswka B A C.A., Moptyranis; warning on Severe cutaneous

KapTOHHIli Kopoobui

MPOMiXHWI MPOAYKT
[0paBipuHy, BUCYLLEHNT
PO3NWAEHHSM:
BMPOGHMLTBO/aHANITUYH
€ TeCTyBaHHS:
®.1.C. - dabbpika
ITanbsHa CiHTeTiui
C.n.A., Itanis;
Mikpo6iosioriyHe
TeCTyBaHHs SKOCTi:
EypodpiHc Biochapma
MpoaakT TecTiHr
Ipnangia N1a, lpnaxgis;
TecTyBaHHSA
cTabifbHOCTI:
OpraHoH ®apma
(Benvka BputaHis)
NimiTen, Benvka
BpuTaHis;

Mepk Wapn i Joym JIIC,
CLUA;
BMPOGHULITBO (POSIMKOBE
YLLiSIbHEHHS,
3MillyBaHHsA/3MalLlyBaHH
S rpaHyn AopasipuHy Ta
namiByanHy/TeHodhoBipy
An3onpokecuny
dymapaTty, TUCHEHHS,
MOKPUTTS NNIBKOBOO
060/10HKO10),
aHaniT4yHe TecTyBaHHSA
npv BUNYCKY:

MCJ, IHTepHeLwwHn MTM6X,
Ipnangis;
NepBUHHE Ta BTOPUHHE

adverse reactions (SCARs) and to
add "toxic epidermal necrolysis
(TEN)" to the list of adverse drug
reactions (ADRs) with frequency

not known, based on clinical trials,

literature and post-marketing
safety data. The Package Leaflet
is updated accordingly.

In addition, the MAH took the
opportunity to update the list of
local representatives in the
Package Leaflet, to bring the Pl in
line with the latest QRD template
version 10.4. and to implement
editorial changes to the SmPC.
3MiHN BHECEHO B IHCTPYKLi0 Ans
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby fo po3ainis
«OCc06/MBOCTI 3aCTOCYBaHHSA» Ta
«[Mo6iYHi peakwji» a TakoX 3MiHN
BHeceHo B KopoTky
XapaKkTepuUCTUKY JlikapCbKOro
3acoby Ao posgainis «Ocobnusi
3acTepexeHHs Ta 3anobixHi
3axo4y Npu 3aCTOCYBaHHI» Ta
«MobiyHi peakuii». BBeaeHHS 3MiH
NpOTArom 6-Tu MicauiB nicas
3aTBEPLKEHHS.
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
nakyBaHHS1, BUMYCK
cepii:
Mepk Wapn i oym B.B.,
Higepnangm
12. EHBAPCYC Tabnetkn K'esi ABCTpIs BTOPUHHE NaKyBaHHs, ABcTpisi/ 3miHu 3 gkocTi. B.11.d.2.a, (type 1A) 3a peyenmom UA/16205/01/01
NPOJIOHIOBaHoI Aji, No dapmac'o MapKyBaHHS: ITania/ - Change in test procedure for the
0,75 mr, no 10 Tiken3 .. dapma M'méX, Himeuunna/ finished product — Minor changes
TabneTok y 6nictepi, M6X ABCTPisi; BUMYCK Cepii: YropwuHa to an approved test procedure -

no 3 6nictepn pasom i3
BOJIOrONOrAHa4YeMm y
nakeTi 3 a/IlOMiHieBOI
honbru 3
MapKyBaHHSAM
iHO3eMHOI0 MOBOIO; MO
1, 2 abo 3 naketn y
KapTOHHI Kopoo6Lii 3
MapKyBaHHSAM
IHO3EeMHOI MOBOIO 3i
CTIKEPOM YKPaiHCbKO
MOBOIO

K'esi dapmac'toTikens
'M6X, ABCTpISt;
BTOPWHHE MakKyBaHHS,
MapKyBaHHS, BUNYyCK
cepii: K'esi
dapmaueytuui C.n.A.,
ITanis;
KOHTPO/b AKOCTI:
HysicaH TM6X,
HimeyunHa; KOHTpoONb
AKOCTi BUXIAHOT
CUPOBWHYM Ta

BUPOGHULITBO, KOHTPO/Ib

AKOCTI, BUMYCK cepii
nikapcbKoro 3acoby:
PotteHzopd ®apma
m6X, HimeuunHa;
nepBUHHE NakKyBaHHS,
BTOPWHHE MaKyBaHHS,
MapKyBaHHS:
PoTtTengopd dapma
mM6X, HimeuuunHa,;
BTOPVHHE MaKyBaHHS,
MapKyBaHHS:
TOB «®apma NMak
XyHrapi», YropwuHa

Change in HPLC test procedure
for Identification, Assay of
tacrolimus, Degradation product,
Uniformity of dosage units and
Content of BHT to update the USP
tailing factor acceptance criteria
from 0.8-1.5 to 0.8-1.8 to comply
with those reported updated
Ph.Eur. monograph 2.2.46.
3MmiHu 3 skocTi. B.11.d.2.d, (type IB)
- Change in test procedure for the
finished product — Other changes
to a test procedure (including
replacement or addition) —
Changes in HPLC test procedure
for Identification, Assay of
tacrolimus, Degradation products,
Uniformity of dosage units and
content of BHT:

- to prepare the sample solution
directly from the drug product
tablets extracted, after 120
minutes stirring, in diluent without
preventive grinding, and
subsampling of the resulting
powder (the stirring time of the
powder was also lower: 30
minutes) with variability reduction
in the active substance assay
results;

- to prepare a simple standard
solution in diluent containing both
the active substance and the
antioxidant instead of two
separates reference solutions (in
acetonitrile and diluent,
respectively), with precisions
enhancement in the antioxidant
evaluation.
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
13. EHBAPCYC TabneTtku K'esi ABCTpist BTOPUHHE MakyBaHHA, ABcTpisi/ 3MmiHn 3 skocTi. B.11.d.2.a, (type 1A) 3a peyenmom UA/16205/01/02
MPOJIOHIrOBaHoI Aji, No dapmac'io MapKyBaHHs: ITanis/ - Change in test procedure for the
1 mr, no 10 TabneTtok y Tikens 1. dapma MM6X, HimeuuunHa/ finished product — Minor changes
6nictepi, no 3 6X ABCTpIst; BUNYyCK cepil: YropwuHa to an approved test procedure -
6nicTepy pa3om i3 K'esi dapmac'ioTikens Change in HPLC test procedure
BOJ1OronorimHavYemM y 'M6X, ABCTpist; for Identification, Assay of
nakeTi 3 a/IlOMiHIEBOT BTOPVHHE NaKyBaHHS, tacrolimus, Degradation product,
chonbru 3 MapKyBaHHs, BUMYCK Uniformity of dosage units and
MapKyBaHHAM cepii: K'esi Content of BHT to update the USP
IHO3EeMHOK0 MOBOIO; NO dapmaueytuyi C.n.A., tailing factor acceptance criteria
1, 2 abo 3 naketn y ITanis; from 0.8-1.5 to 0.8-1.8 to comply
KapTOHHIA Kopoo6Li 3 KOHTPO/b AKOCTI: with those reported updated
MapKyBaHHAM HysicaH MM6X, Ph.Eur. monograph 2.2.46.
iHO3EMHOI0 MOBOHO 3i HiMeuumnHa; KOHTpOsTb 3miHu 3 sxocTi. B.11.d.2.d, (type I1B)
CTiKEPOM YKpaiHCbKOO AKOCTi BUXIQHOT - Change in test procedure for the
MOBOIO CUPOBUHY Ta finished product — Other changes
BMPOGHMLTBO, KOHTPOJb to a test procedure (including
AKOCTI, BUNYCK cepil replacement or addition) —
nikapcbKoro 3acoby: Changes in HPLC test procedure
PoTtTeHgopd dapma for Identification, Assay of
Mm6X, HimeuunHa,; tacrolimus, Degradation products,
NepBrHHE NakKyBaHHS, Uniformity of dosage units and
BTOPMHHE MakyBaHHA, content of BHT:
MapKyBaHHS: - to prepare the sample solution
PotteHgopd ®apma directly from the drug product
Mv6X, HimeuunHa; tablets extracted, after 120
BTOPVHHE NakKyBaHHS, minutes stirring, in diluent without
MapKyBaHHSA: preventive grinding, and
TOB «®apma MNak subsampling of the resulting
XyHrapi», YropLwuHa powder (the stirring time of the
powder was also lower: 30
minutes) with variability reduction
in the active substance assay
results;
- to prepare a simple standard
solution in diluent containing both
the active substance and the
antioxidant instead of two
separates reference solutions (in
acetonitrile and diluent,
respectively), with precisions
enhancement in the antioxidant
evaluation.
14. EHBAPCYC Tabnetkn K'esi ABCTpIs BTOPUHHE NaKyBaHHs, ABcTpisi/ 3miHu 3 gkocTi. B.11.d.2.a, (type 1A) 3a peyenmom UA/16205/01/03
NPOJIOHIOBaHoI Aji, No dapmac'to MapKyBaHHS: ITania/ - Change in test procedure for the
4 wmr, no 10 TabneTok y Tiken3 .. dapma M'méX, Himeuunna/ finished product — Minor changes
6nictepi, no 3 meX ABCTpisi; BUNyCK cepii: YropwumHa to an approved test procedure -
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Ne Ha3ssa slikapcbko20 ®dopma sunycKy 3asasHuUK Kpaina Bupo6HuK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, Bionycky peecmpayitiHo2o
ynakoska) nocsio4YeHHs1
6nictepy pasom i3 K'esi dapmac'toTikens Change in HPLC test procedure
BOJIOrONOrvHa4YeMm y m6X, ABCTpis; for Identification, Assay of
nakeTi 3 a/IlOMiHIEBOT BTOPVHHE NakKyBaHHS, tacrolimus, Degradation product,
dhonbru 3 MapKyBaHHS, BUNYCK Uniformity of dosage units and
MapKyBaHHSIM cepii: K'esi Content of BHT to update the USP
IHO3eMHO MOBOIO; MO $apmaueytuui C.n.A., tailing factor acceptance criteria
1,2 abo 3 naketny ITanis; from 0.8-1.5 to 0.8-1.8 to comply
KapTOHHI Kopoo6Li 3 KOHTPO/b AKOCTI: with those reported updated
MapKyBaHHAM HysicaH 'mM6X, Ph.Eur. monograph 2.2.46.
iHO3EMHOI0 MOBOIO 3i HimMeuumnHa; KOHTposb 3miHn 3 sKocTi. B.11.d.2.d, (type I1B)
CTiKEpPOM YKPaiHCbKO SAKOCTi BUXIAHOT - Change in test procedure for the
MOBOIO CUPOBUHY Ta finished product — Other changes
BUPOBHULTBO, KOHTPO/Tb to a test procedure (including
AKOCTI, BUMYCK cepil replacement or addition) —
niKkapcbKoro 3acoby: Changes in HPLC test procedure
PotteHgopd ®apma for Identification, Assay of
v6X, HimeuunHa; tacrolimus, Degradation products,
nepBuHHE NakyBaHHS, Uniformity of dosage units and
BTOPWHHE NakyBaHHS, content of BHT:
MapKyBaHHs: - to prepare the sample solution
PotteHzopdh ®apma directly from the drug product
vM6X, HimeuuunHa; tablets extracted, after 120
BTOPUHHE NaKyBaHHs, minutes stirring, in diluent without
MapKyBaHHS: preventive grinding, and
TOB «®apma Mak subsampling of the resulting
XyHrapi», YropwuHa powder (the stirring time of the
powder was also lower: 30
minutes) with variability reduction
in the active substance assay
results;
- to prepare a simple standard
solution in diluent containing both
the active substance and the
antioxidant instead of two
separates reference solutions (in
acetonitrile and diluent,
respectively), with precisions
enhancement in the antioxidant
evaluation.

15. EHBAPCYC Tabnetkn K'esi ABCTpis BTOPVHHE NakKyBaHHS, AscTpis/ ITanis/ 3Mminu | TURY - 3MiHK Wwoao 3a UA/16205/01/01
NPOJIOHIrOBaHoi Aji, No dapmac'io MapkyBaHHs: /1. Himeuunna/ 6e3nekn/edeKTMBHOCTI Ta peyenmom
0,75 mr, no 10 Tikens dapma N'vb6X, ABCTpIs; YropwuHa hapmakoHarnsgy (iHwi 3miHn)

TabneTok y 6nictepi, M6X BUMNYCK cepii: K'e3i 3MiHU BHECEHO B TEKCT

no 3 6nicTepu pasom i3
BOJIOronoriMHayYem y
nakeTi 3 a/IlOMiHIEBOI
dosbrv 3

dapmac'toTikens Mm6X,
ABCTpIs; BTOPUHHE
nakyBaHHS,
MapKyBaHHSi, BUMYCK

MapKyBaHHS1 yakoBOK JTiKapCbKoro
3acoby, a came: y n.3. "MEPEJIK
AOMNOMDKHUX PEYOBUH"
BTOPWHHOT YNakoBKK A04aHO
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
MapKyBaHHAM cepii: K'esi iHbopMmavito " Ans getanbHol
iHO3EMHOI0 MOBOLO; NO dapmaueytuui C.n.A., iHchopmawii auB. IHCTPYKUil0 Ans
1, 2 abo 3 naketn y ITanis; KOHTPO/b AKOCTI: Me[MYHOro 3acTocyBaHHsA
KapTOHHI Kopobui 3 HysicaH MM6X, nikapcbKoro 3acoby" BUNYyYEHO 3
MapKyBaHHAM HiMeuumnHa; KOHTpOsTb n. 17. "IHWE" norotun
IHO3EeMHOI MOBOIO 3i AKOCTi BUXIQHOT npeAcTaBHMKa 3asiBHUKA.
CTiKEpPOM YKPaiHCbKOO CUPOBUHN Ta
MOBOIO BUPOBHMLITBO, KOHTPO/Tb
AKOCTI, BUNYCK cepil
nikapcbKoro 3acoby:
PoTtTeHgopd dapma
M6X, HimeuunHa,;
nepBrHHE NakKyBaHHS,
BTOPWHHE MaKyBaHHS,
MapKyBaHHS:
PotteHgopd ®apma
Mm6X, HimevunHa;
BTOPWHHE MakKyBaHHS,
MapKyBaHHsA: TOB
«®apma Mak XyHrapi»,
YropuimHa
16. EHBAPCYC Tabnetkn K'esi ABCTpis BTOPVHHE NakKyBaHHS, AscTpis/ ITanis/ 3MmiHu | TURYy - 3MiHKn Wwoao 3a UA/16205/01/02
NPOJIOHIrOBaHoi Aji, No dapmac'io MapkyBaHHs: /1. Himeuunna/ 6e3nekn/edeKTMBHOCTI Ta peyenmom
1 wr, no 10 TabneTtok y Tikens dapma N'vb6X, ABCTPIs; YropwuHa hapmakoHarnsagy (iHwi 3miHn)
M6X BUMNYCK cepii: K'e3i 3MiHU BHECEHO B TEKCT

6nictepi, no 3
6nicTepy pasom i3
BOJIOrONoriMHayem y
nakeTi 3 a/IlOMiHIEBOI
chonbru 3
MapKyBaHHSAM
iHO3EMHOI0 MOBOIO; NO
1, 2 abo 3 naketn y
KapTOHHiI kopobuj 3
MapKyBaHHSIM
iHO3EMHOI0 MOBOHO 3i
CTiKEPOM YKPaiHCbKOO
MOBOIO

dapmac'toTikens Mm6X,
ABCTpIsi; BTOPUHHE
nakyBaHHS,
MapKyBaHHS, BUNYyCK
cepii: K'esi
dapmaueytuui C.n.A,,

ITanis; KOHTPONb SKOCTI:

HysicaH 'mM6X,
HiMmeuumnHa; KOHTpOsb
SAKOCTi BUXigHOT
CMPOBUHM Ta

BMPOGHWLTBO, KOHTPO/b

AKOCTI, BUMYCK cepil
niKkapcbKoro 3acoby:
PotteHgopc ®apma
rv6X, HimevunHa;
nepBUHHE NaKyBaHHS,
BTOPWHHE MaKyBaHHS,
MapKyBaHHS:
PotteHzopd ®apma
m6X, HimeuunHa;
BTOPWHHE MaKyBaHHS,

MapKyBaHHS YNakoBOK NiKapCbkoro
3acoby, a came: y n.3. "MEPEJIK
OOMOMBDKHNX PEYOBUH"
BTOPVHHOI YNakoBKW f04aHO
iHCchopMmauito " Ans aeTanbHol
iHchopmawvii AnB. IHCTPYKUilO ANns
MeJMNYHOro 3aCTOCyBaHHSA
NiKapcbKoro 3acoby" BUIy4eHo 3
n. 17. "IHWE" norotun
npefcTaBHMKa 3asBHUKA.
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KpanenbHuueto, no 1
nAswWwLi 3
KpanenbHuLero y
KapTOHHI Kopo6Lyi

nakyBaHHS, KOHTPO/b
cepii, BUNYCK cepil:
Ap. F'epxapg MaHH
XeMm.-chapMm. ®abpuk
'm6X, HimeyunHa;
OiNbHULSA, Ha SKilA
npoBOANTbLCA
cTepunisauis:
BEB®
CrepuniseiiliHcepsic
'm6X, HimeyunHa;
igeHTMdikauis HaTpito

3MiHW [0 y3araslbHEHUX AaHuX Npo
cuctemy thapmakoHarnsgy
(BBEfEHHSA Y3arasibHEHUX JaHNX
npo cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXKeHOI 0cobw,
BiANOBiAa/bHOI 3a 3AiACHEHHS
thapMakoHarnsay; KOHTaKTHOl
ocobu 3 chapmakoHarnsgy
3asBHUKa 419 3AiCHEHHS
thapmakoHarnsgy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBaXEHOI

0ocobw, BignoBigasbHOI 3a

Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
MapKyBaHHsA: TOB
«®apma Mak XyHrapi»,
YropuimHa
17. EHBAPCYC Tabnetkn K'esi ABCTpis BTOPUHHE NakyBaHHS, AscTpis/ ITanis/ 3MiHu | TUny - 3miHKn Wwoao 3a UA/16205/01/03
NPOJIOHIrOBaHoi Aji, No dapmac'io MapkyBaHHs: /1. Himeuunna/ 6e3nekn/edeKTMBHOCTI Ta peyenmom
4 mr, no 10 Tabnetok y Tikens dapma N'vb6X, ABCTPIs; YropwuHa hapmakoHarnsagy (iHwi 3miHn)
6nicTepi, no 3 M6X BUMNYCK cepii: K'e3i 3MiHU BHECEHO B TEKCT
6nicTepy pasom i3 dapmac'toTikens Mm6X, MapKyBaHHS! yMakoBOK JTiKapCbKoro
BOJIOrONOr/ivHa4yem y ABCTpIsi; BTOPUHHE 3acoby, a came: y n.3. "MEPEJIK
nakeTi 3 a/IlOMiHIEBOI nakyBaHHs, AOMNOMPKHUX PEHOBUH"
donbru 3 MapKyBaHHS, BUNYCK BTOPVHHOI yNakoBKkW AOAaHO
MapKyBaHHAM cepii: K'esi iHhopMmavito " Ans aeTanbHol
iHO3EMHOI0 MOBOIO; NO dapmaueytuui C.n.A,, iHchopmawvii AnB. IHCTPYKUilO ANns
1, 2 abo 3 naketn y ITania; KOHTPO/b AKOCTI: MeAMYHOro 3acTOCYBaHHSA
KapTOHHiI kopobuj 3 HysicaH 'mM6X, NiKapcbKoro 3acoby" BUIy4eHo 3
MapKyBaHHAM HimeuumnHa; KOHTposb n. 17. "IHWE" norotun
iHO3EeMHOK MOBOHO 3i SAKOCTi BUXigHOT npefcTaBHMKa 3asBHUKA.
CTIKEPOM YKPaiHCbKOIO CMPOBVHY Ta
MOBO BMPOBHULTBO, KOHTPO/Tb
AKOCTI, BUMYCK cepil
niKkapcbKoro 3acoby:
PotteHgopd ®apma
rv6X, HimevunHa;
nepBUHHE NaKyBaHHS,
BTOPUHHE NakyBaHHs,
MapKyBaHHS:
PotteHzopd ®apma
m6X, HimeuunHa;
BTOPWHHE MaKyBaHHS,
MapkyBaHHA: TOB
«®apma Mak XyHrapi»,
YropuwmHa
18. €ENNOKC Kpanni O4Hi, pO34uH, TOB YkpaiHa BMPOBOHULITBO HimeuunHa 3MiHY | TUNY - 3MiHK Woa0 3a UA/18429/01/01
0,9 mr/Mnmo 5mny «BAYLLU nikapcbKoro 3acooby, 6e3nekn/edeKTMBHOCTI Ta peyenmom
nAAWLi 3 XEJIC» NnepBUHHE Ta BTOPUHHE chapmakoHarnsgy. BeegeHHsa abo
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
CynbiTy Ta KiflbkicHe 3AiliCHeHHs hapMakoHarnaay
BM3HAYEHHS: (BK/THOYAKOYUM KOHTaKTHI AaHi)
'BA ®dapma N'vbX, Ta/abo 3MiHW Y PO3MiLLEeHHi
HimeuunHa macTep-calina cucremm
hapmakoHarnsgy) (3rigHo Hakasy
MO3 Big 17.11.2016 Ne 1245)
3MiHa ynoBHOBaXkeHOT ocobun
3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnsag. ditoya pegakuis:
BapwmiHa MaHHa OnekcaHgpiBHa.
MponoHoBaHa pefakuis:
IpokoneHko IpvHa MukonaisHa.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBiganbHOI 3a
dhapmakoHarnng.
19. IBPAHC® TabneTkn, BKpUTI Mcpaiizep CLWA BMPOGHMLTBO, HimeuunHa 1. C.l.z - Changes 3a UA/18795/01/01
NAiBKOBOIO Eidu. Ci. TeCTyBaHHs, NepBUHHE (Safety/Efficacy) of Human and peuyenmom
060/10HKO10, NO 75 Mr, Mi. nakyBaHHs, BTOPUHHe Veterinary Medicinal Products -
no 7 TabneTtok y Kopnopeii nakyBaHHs, BUMYyCK Other variation - To update section
6nictepi; no 3 LUH cepi: 4.8 of the SmPC and section 4 of
6nicTepu y KapTOHHIN Mdpaiizep the PL to implement the PRAC
KOpoo6Li MeHtochekuypuHr recommendation on '‘Abemaciclib;

[Loiunenn Tm6X

palbociclib; ribociclib — Erythema
multiforme' (EPITT no 19973),
adopted at the 4-7 March 2024
PRAC meeting.
3MiHM BHECEHO A0 po3ainy
«Mob6iuHi peakyii» IHCTPyKUii ANs
MeJUYHOr0 3aCTOCYBaHHS.

2. The CHMP, having considered
in accordance with Article 28 of
Regulation (EC) No 726/2004 the
PSUR on the basis of the PRAC
recommendation and the PRAC
assessment report as appended
recommends by consensus the
variation to the terms of the
marketing authorisation(s) for the
above-mentioned medicinal
product(s), concerning the
following change(s): Update of
section 4.5 and 4.8 of the SmPC
to add an interaction regarding
palbociclib and statins; and add
the adverse reaction blood
creatinine increased with a
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
frequency common. The Package
leaflet is updated accordingly.
3MiHV BHECEHO [0 po3finis
«B3aemogis 3 iHWKMK
nikapcbkMmM 3acobamm Ta iHLWi
BMAM B3aEMOZI» Ta «[o6iyHi
peakuii» iHCTpyKLji Ans
MEMYHOI0 3aCTOCYBaHHS.
20. IBPAHC® TabneTku, BKPUTI Mcpaiizep CLWA BUPOBHMLTBO, HimeuunHa 1. C.l.z - Changes 3a UA/18795/01/02
NAiBKOBOIO Eiu. Ci. TeCTyBaHHs1, NepBUHHE (Safety/Efficacy) of Human and peyenmom
060n10HkKot0, No 100 wmr, Mi. naKyBaHHsl, BTOPUHHE Veterinary Medicinal Products -
no 7 TabneTok y Kopnopeii nakyBaHHs, BUMYCK Other variation - To update section
6nictepi; no 3 LUH cepi: 4.8 of the SmPC and section 4 of
6nicTepy y KapTOHHIl Mdpaiizep the PL to implement the PRAC
KopooLi MeHtodekuypuHr recommendation on 'Abemaciclib;

[onuneng MmoX

palbociclib; ribociclib — Erythema
multiforme' (EPITT no 19973),
adopted at the 4-7 March 2024
PRAC meeting.
3MiHU BHECEHO [0 po3giny
«Mo6iuHi peakyii» IHCTpyKUii ans
MeJMNYHOro 3aCTOCYBaHHS.

2. The CHMP, having considered
in accordance with Article 28 of
Regulation (EC) No 726/2004 the
PSUR on the basis of the PRAC
recommendation and the PRAC
assessment report as appended
recommends by consensus the
variation to the terms of the
marketing authorisation(s) for the
above-mentioned medicinal
product(s), concerning the
following change(s): Update of
section 4.5 and 4.8 of the SmPC
to add an interaction regarding
palbociclib and statins; and add
the adverse reaction blood
creatinine increased with a
frequency common. The Package
leaflet is updated accordingly.
3MiHV BHECEHO [0 pOo3finis
«B3aemogis 3 iHWKMK
nikapcbkMmM 3acobamm Ta iHLWi
BMAM B3aeMOZI» Ta «[o6GiyHi
peakuii» iHCTpyKLji Ans
MeAMNYHOI0 3aCTOCYBaHHS.
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Ne
n/n

Hasga slikapcbKo20
3acoby

dopma sUMyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

21.

IBPAHC®

TabneTku, BKPUTI
M/1iBKOBOIO
060/10HKO10, N0 125 wr,
no 7 TabneTok y
6nicTepi; no 3
6nicTepy y KapTOHHil
KopoobLi

Mcpaiizep
Eiiu. Ci.
Mi.
Kopnopeii
LUH

CLWA

BMPOGHULITBO,
TeCcTyBaHHS, NepBUHHE
nakyBaHHs1, BTOPUHHE

nakyBaHHS1, BUMYCK
cepii:
Mdpaiizep
MeHtocbekuypuHr
[oiiuneng MrweX

HimeuunHa

1. C.l.z - Changes
(Safety/Efficacy) of Human and
Veterinary Medicinal Products -

Other variation - To update section
4.8 of the SmPC and section 4 of
the PL to implement the PRAC
recommendation on 'Abemaciclib;
palbociclib; ribociclib — Erythema
multiforme' (EPITT no 19973),
adopted at the 4-7 March 2024
PRAC meeting.
3MiHV BHECEHO [0 po3ainy
«[M06IYHI peakuii» IHCTPYKUiT ANns
MeJMNYHOr0 3aCTOCYBaHHS.

2. The CHMP, having considered
in accordance with Article 28 of
Regulation (EC) No 726/2004 the
PSUR on the basis of the PRAC
recommendation and the PRAC
assessment report as appended
recommends by consensus the
variation to the terms of the
marketing authorisation(s) for the
above-mentioned medicinal
product(s), concerning the
following change(s): Update of
section 4.5 and 4.8 of the SmPC
to add an interaction regarding
palbociclib and statins; and add
the adverse reaction blood
creatinine increased with a
frequency common. The Package
leaflet is updated accordingly.
3MiHV1 BHECEHO A0 po3ainis
«B3aemogisi 3 iHWnMKn
nikapcbkvMu 3acobamu Ta iHLWi
BMAN B3aEMOZI» Ta «MMo6GiyHi
peakuii» iHCTpyKLUji Ans
MeMYHOI0 3aCTOCYBaHHS.

3a
peyerimom

UA/18795/01/03

22.

KEHIPEKCAN

MOPOLLIOK AN
KOHUEeHTpaTty ans
PO3UNHY NS iH'EKLiA /
iHdpysin, 50 mr; 10
(h/1aKOHIB 3 MOPOLLKOM
y th/1aKoHi B KAPTOHHIi
Kopobui 3
MapKyBaHHSAM

K'esi
dapmac'io
Tikens
m6X

ABCTpis

BMPOGHWLTBO, KOHTPO/b
SKOCTi Ta NEPBUHHE
nakyBaHHS:
MarteoH Itania C.n.A.,
ITanis;
BTOPUHHE NaKyBaHHs:
K'esi ®apmaueyTtuui
C.n.A,, Itanis;

ITania/
HimeuunHa

B.l.a.1.z IB -To update the
restricted part of the ASMF
(EMEA/ASMF/01042) for
Kengrexal to add Kingchem
(Liaoning) Life Science Co., Ltd., 6
Anren Road, Fuxin Fluorochemical
Industrial Pai-k, Yimatu, Fuxin,
Liaoning, P.R. China. 123119, as

3a peyenmom

UA/17224/01/01
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
iTanincbkoto, BUMNYCK Cepil: an alternative manufacturer of the
HiMeLbKOo Ta [Oiadapm M'm6X & Ko. starting material Tetraisopropyl
aHrniicbKko MoBamMu K, HimewunHa Clodronate, used in the
3i cTikepom manufacturing process of the
YKPaiHCbKOK MOBOIO active substance, Cangrelor
Tetrasodium.
23. NEHANIAOMIA KPKA | kancynu TBepgi no 2,5 KPKA, CnoseHis BMPOGHULITBO, NEPBMHHA Xopsaris/ 3MiHn | TURY: 3MiHK Wwoao 3a peyenmom UA/19062/01/01

Mr; o 7 Kkancyn a.4., Hoso Ta BTOPVIHHA YMakKoBKa, CnoBeHis/ 6e3nekn/edeKTMBHOCTI Ta
TBEpPAUX y 6AicTepi, no MecTo KOHTPONb Ta BUMYCK HimeuunHa hapMakoHarnsgy. 3miHun y

3 6nicTepun y KopobL,i

cepii: KPKA-©OAPMA
[.0.0., XopBaTis;
KOHTPONb Ta BUMYCK
cepii: KPKA, a.4., Hoso
mecTo, CroBeHis;
BTOPWHHA ynakoBKa:
KPKA, a.4., HoBo mecTo,
CnoBeHis;
Mikpo6iosioriuHe
BMNpPo6yBaHHSA (y
BMNaAKy KOHTPOSto cepii
TAL dapma 'M6X):
Na6op IC CE & Ko. KT,
HimeuunHa;
BTOPWHHA yNnakoBkKa,
BWMNYCK Cepil:

TAL d®apma M'M6X,
HimeuumnHa,
KOHTPO/b cepii (i3nuHi
Ta XiMiyHi meTogm
KOHTpono): TAL ®apma
'M6X, HimeuunHa

KOPOTKili XapakTepucTuuj
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMYHOIO 3aCTOCYBaHHS
reHepuYHUX/ribpuaHMX/6ionoaioHN
X nikapcbkux 3acobis nicns
BHECEHHS Ti€i caMoi 3MiHM Ha
pechepeHTHMIT MpenaparT (3MiHa He
noTpebye Hafi@aHHS XOAHUX HOBUX
[opartkoBux gaHux) - To update
section 4.4 of the SmPC and
Annex Il D tools/ documents
included in the Educational
Healthcare Professional Kit to
align the Pl and RMP with parent
product Revlimid. BBegeHHS 3MiH
npoTArom 6-Tu MicauiB nicns
3aTBEpPKEHHSA. 3MiHu | Tuny:
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHum y
KOPOTKili XapakTepucTuuj
nNikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMYHOIO 3aCTOCYBaHHS
reHepuYHUX/ribpuaHMX/6ionoaieHN
X nikapcbkux 3acobis nicns
BHECEHHS Ti€i caMoi 3MiHM Ha
pechepeHTHMIT MpenaparT (3MiHa He
noTpebye Hafi@aHHS XXOAHUX HOBUX
[opartkoBux gaHvx) - To update
section 4.8 of the SmPC in Table 3
(patients with myelodysplastic
syndromes) the adverse drug
reaction anaemia was added
(SOC Blood and Lymphatic
System Disorders; Frequency:
very common) to align the PI with
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Ne

Hassa nlikapcbKo20

dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
parent product Revlimid. The MAH
took the opportunity to apply some
editorial amendments in the EN as
well as PT, LV, IT, DE, SL, SK,
FR, SV, DA, NO, HU and RO
annexes. BBegeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPAKEHHS.
24. NEHANIAOMIA KPKA | kancynu TBepAi no 5 KPKA, CnoseHis BUPOBHULTBO, NEPBUHHA Xopsarisi/ 3MiHu | TUNY: 3MiHK Woao 3a peyenmom UA/19062/01/02
MTr; MO 7 Kancyn 4.4a., Hoso Ta BTOPVHHA yNnakoBKa, CnoseHis/ 6e3nekn/edeKTMBHOCTI Ta
TBepaux y 6nictepi, no MecTo KOHTPO/b Ta BUMYCK HimeuunHa thapmakoHarnagy. 3mMiHu y

3 6nicTepun y kopobLi

cepii: KPKA-©APMA
4.0.0., Xopsaris;
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4., HoBo
mecTo, C/oBeHis;
BTOPWHHA ynakoBKa:
KPKA, a.4a., HoBo mecTo,
CnoBeHis;
MikpobiosoriyHe
BUNPOGYBaHHSA (y
BMNaAKy KOHTPOIO cepii
TAL dapma 'm6X):
Nab6op /IC CE & Ko. KT,
HimeuunHa,;
BTOPWHHA ynaKoBKa,
BUNYCK cepil:

TAL dapma M'vM6X,
HimeuunHa;
KOHTPO/Ib cepii (i3nyHi
Ta XimiyHi meToau
KoHTposto): TAL, ®apma
M6X, HimeuunHa

KOPOTKili XapakTepucTuLi
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPyKUiT ans
MeAMYHOro 3acTOCYBaHHSA
reHepuyHUX/riopuaHNX/6ionoaieHN
X nikapcbkux 3acobiB micns
BHECEHHS Tiel caMoi 3MiHW Ha
pedepeHTHUI npenapart (3miHa He
noTpebye HaflaHHS XOAHUX HOBUX
nofaTkoBux gaHux) - To update
section 4.4 of the SmPC and
Annex Il D tools/ documents
included in the Educational
Healthcare Professional Kit to
align the Pl and RMP with parent
product Revlimid. BBefieHHs 3MiH
npoTArom 6-Tn MicauiB nicns
3aTBepMKEHHA. 3MiHK | Tuny:
3MiHV Wwoao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKili XapakTepucTuLi
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHSs Ta iHCTPyKUiT ans
MeAMYHOro 3acTOCYBaHHSA
reHepuyHUX/riopuaHNX/6ionoai6HN
X nikapcbkux 3acobiB micns
BHECEHHS Tiel caMoi 3MiHW Ha
pedepeHTHUI npenapart (3miHa He
notpebye HaflaHHS XXOAHUX HOBUX
[ofaTkoBux gaHux) - To update
section 4.8 of the SmPC in Table 3
(patients with myelodysplastic
syndromes) the adverse drug
reaction anaemia was added
(SOC Blood and Lymphatic
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Ne
n/n

Hasga slikapcbKo20
3acoby

dopma sUMyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

System Disorders; Frequency:
very common) to align the Pl with
parent product Revlimid. The MAH
took the opportunity to apply some
editorial amendments in the EN as

well as PT, LV, IT, DE, SL, SK,

FR, SV, DA, NO, HU and RO

annexes. BeefieHHs 3MiH
NpOTArom 6-Tu MicAliB nicas
3aTBEPAKEHHS.

25.

NEHANIAOMIA KPKA

Kancynwv TBepgi no 7,5
Mr; Mo 7 Karcyn
TBEPAMX y BnicTepi, no
3 6nictepn y Kopobui

KPKA,
An.4., Hoso
MecTo

CnoBeHis

BMPOGHWNLITBO, NEpBUHHA
Ta BTOPVHHA YNakoBKa,
KOHTPO/b Ta BUMYCK
cepii: KPKA-®APMA
[.0.0., Xopsaris;
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4., HoBo
mMecTo, CrnoBeHis;
BTOPUHHA yrnakoBKa:
KPKA, a.4., HoBo mecTo,
CnoBeHis;
MikpobiosoriyHe
BMMNPO6YBaHHSA (y
BMNafKy KOHTPOIO cepil
TAL dapma M'v6X):
Na6op N1C CE & Ko. KT,
HimeuuunHa;
BTOPUHHA YNaKoBKa,
BWMYCK Cepii:

TAL ®apma 'M6X,
HimeuunHa;
KOHTpPO/Ib cepii (hi3nyHi
Ta XiMiuHi meToam
KOHTpon0): TAL dapma
v6X, HimeuunHa

Xopsarisi/
CnoseHis/
HimeuunHa

3MiHn | TUnYy: 3miHK Wwoao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy. 3mMiHu y
KOPOTKili XapakTepucTuyj
niKapcbKoro 3acoby, TekcTi
MapKyBaHHA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHuX/riopuaHnx/éionoaioHn
X nikapcbkmx 3acobis nicns
BHECEHHS Ti€i caMoi 3MiHM Ha
pechepeHTHMIA NpenaparT (3MiHa He
noTpebye HafaHHS XOAHWUX HOBUX
[opartkoBux AaHvx) - To update
section 4.4 of the SmPC and
Annex Il D tools/ documents
included in the Educational
Healthcare Professional Kit to
align the Pl and RMP with parent
product Revlimid. BBegeHHS 3MiH
NpoTArom 6-Tv MicAliB nicas
3aTBepMKEHHS. 3MiHu | Tuny:
3MiHM Wwoao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy. 3mMiHn y
KOPOTKili XapakTepucTuyj
niKapcbKoro 3acoby, TekCTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHuX/riopuaHnx/éionoaioHn
X nikapcbknx 3acobis nicns
BHECEHHS Ti€i caMoi 3MiHM Ha
pechepeHTHMIA NpenapaT (3MiHa He
noTpebye HafaHHS XXOAHWUX HOBUX
[opartkoBux AaHvx) - To update
section 4.8 of the SmPC in Table 3
(patients with myelodysplastic
syndromes) the adverse drug

3a peuyenmom

UA/19062/01/03
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Ne
n/n

Hasga slikapcbKo20
3acoby

dopma sUMyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

reaction anaemia was added
(SOC Blood and Lymphatic
System Disorders; Frequency:
very common) to align the Pl with
parent product Revlimid. The MAH
took the opportunity to apply some
editorial amendments in the EN as
well as PT, LV, IT, DE, SL, SK,
FR, SV, DA, NO, HU and RO
annexes. BeefeHHs 3MiH
npoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.

26.

NEHANIAOMIA KPKA

kancynm Teepgi no 10
MTr; Mo 7 Kancyn
TBEpPAUX y 6AicTepi, no
3 6nictepn y Kopobui

KPKA,
A4.4a., Hoso
MecTo

CnoBeHis

BMPOGHULTBO, MEPBMHHA
Ta BTOPVHHA YNakoBKa,
KOHTPONb Ta BUMYCK
cepii: KPKA-©OAPMA
[.0.0., XopBaTis;
KOHTPONb Ta BUMYCK
cepii: KPKA, a.4., Hoso
mecTo, CroBeHis;
BTOPWHHA ynakoBKa:
KPKA, a.4., HoBo mecrTo,
CnoBeHis;
Mikpo6iosioriyHe
BMNpPoGyBaHHSA (y
BMMNaAKy KOHTPOsto cepii
TAL dapma M'M6X):
Na6op IC CE & Ko. KT,
HimeuunHa;
BTOPWHHA ynakoBkKa,
BWMNYCK Cepil:

TAL d®apma M'M6X,
HimeuumnHa,
KOHTPO/Ib cepii (i3nuHi
Ta XiMiuHi meTogm
KOHTpono): TAL ®apma
'M6X, HimeuunHa

Xopsaris/
CnoseHis/
HimeuunHa

3MiHu | TMNy: 3MiHN Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHum y
KOPOTKili XapakTepucTuyj
nNikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMYHOIO 3aCTOCYBaHHS
reHepuYHUX/ribpuaHMX/6ionoaieHN
X Nikapcbkux 3acobis nicns
BHECEHHS Ti€i caMoi 3MiHM Ha
pechepeHTHWIT MpenaparT (3MiHa He
noTpebye Hafi@aHHS XXOAHUX HOBUX
[opartkoBux gaHvx) - To update
section 4.4 of the SmPC and
Annex Il D tools/ documents
included in the Educational
Healthcare Professional Kit to
align the Pl and RMP with parent
product Revlimid. BBegeHHS 3MiH
npoTArom 6-Tu MicauiB nicns
3aTBEpPKEHHA. 3MiHu | Tuny:
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHum y
KOPOTKili XapakTepucTuuj
nNikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMYHOIO 3aCTOCYBaHHS
reHepuYHUX/TibpuaHMX/6ionoaioHN
X nikapcbkux 3acobis nicns
BHECEHHS Ti€i caMoi 3MiHM Ha
pechepeHTHWIT MpenaparT (3miHa He
noTpebye Hafi@aHHS XOAHUX HOBUX
[opartkoBux gaHux) - To update
section 4.8 of the SmPC in Table 3

3a peuenmom

UA/19062/01/04
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Ne
n/n

Hasga slikapcbKo20
3acoby

dopma sUMyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

(patients with myelodysplastic
syndromes) the adverse drug
reaction anaemia was added
(SOC Blood and Lymphatic
System Disorders; Frequency:
very common) to align the PI with
parent product Revlimid. The MAH
took the opportunity to apply some
editorial amendments in the EN as
well as PT, LV, IT, DE, SL, SK,
FR, SV, DA, NO, HU and RO
annexes. BBegeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPAKEHHS.

27.

NEHANIAOMIA KPKA

Kancynu Teepgi no 15
MTr; MO 7 Karcyn
TBepaAux y 6nictepi, no
3 6nicTepun y kopobLi

KPKA,
4.4a., Hoso
MecTo

CnoBeHis

BUMPOGHMLTBO, NEPBUHHA
Ta BTOPVIHHA YMakoBKa,
KOHTPO/b Ta BUMYCK
cepii: KPKA-OAPMA
4.0.0., Xopsaris;
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4., HoBo
mecTo, C/oBeHis;
BTOPWHHA ynakoBKa:
KPKA, a.4a., HoBo mecTo,
CnoBeHis;
MikpobiosoriyHe
BUNPOGYBaHHSA (y
BMNafKy KOHTPONHO cepii
TAL dapma M'v6X):
Nab6op /IC CE & Ko. KT,
HimeuunHa;
BTOPWHHA ynaKoBkKa,
BUNYCK cepil:

TAL dapma M'vM6X,
HimeuunHa;
KOHTPO/Ib cepii (i3nyHi
Ta XimiyHi meToau
KoHTponto): TAL ®apma
M6X, HimeuunHa

Xopsarisi/
CnoseHis/
HimeuunHa

3MiHu | TUNy: 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3mMiHu y
KOPOTKili XapakTepucTui
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPyKUiT ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHUX/riopuaHNX/6ionoai6HN
X nikapcbkux 3acobiB micns
BHECEHHS Tiel caMol 3MiHW Ha
pedepeHTHUI npenapart (3miHa He
noTpebye HaflaHHS XOAHUX HOBUX
nofaTkoBux gaHux) - To update
section 4.4 of the SmPC and
Annex Il D tools/ documents
included in the Educational
Healthcare Professional Kit to
align the Pl and RMP with parent
product Revlimid. BBefieHHs 3MiH
npoTArom 6-Tn MicauiB nicns
3aTBepMKeHHSA. 3MiHM | Tuny:
3MiHV Wwoao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKili XapakTepucTuLi
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPyKUiT ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHUX/riopuaHNX/6ionoai6HN
X nikapcbkux 3acobiB micns
BHECEHHS Tiel caMoi 3MiHM Ha
pedepeHTHUI npenapart (3miHa He
notpebye HaflaHHS XXOAHWUX HOBUX

3a peyenmom

UA/19062/01/05
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Ne
n/n

Hasga slikapcbKo20
3acoby

dopma sUMyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

[opartkoBux gaHux) - To update
section 4.8 of the SmPC in Table 3
(patients with myelodysplastic
syndromes) the adverse drug
reaction anaemia was added
(SOC Blood and Lymphatic
System Disorders; Frequency:
very common) to align the Pl with
parent product Revlimid. The MAH
took the opportunity to apply some
editorial amendments in the EN as
well as PT, LV, IT, DE, SL, SK,
FR, SV, DA, NO, HU and RO
annexes. BeefieHHs 3MiH
NpOTArom 6-Tu MicAliB nicas
3aTBEPAKEHHS.

28.

NEHANIAOMIA KPKA

Kancynwv Teepgi no 20
MTr; Mo 7 Karcyn
TBEPAMX y BnicTepi, no
3 6nictepn y Kopobui

KPKA,
An.4., Hoso
MecTo

CnoBeHis

BUPOGHMLITBO, NEpBUHHA
Ta BTOPVHHA YNakoBKa,
KOHTPO/b Ta BUMYCK
cepii: KPKA-®APMA
[.0.0., Xopsaris;
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4., HoBo
mMecTo, CrnoBeHis;
BTOPUHHA yrnakoBKa:
KPKA, a.4., HoBo mecTo,
CnoBeHis;
MikpobiosoriyHe
BMMNpPo6YBaHHSA (y
BMNafKy KOHTPOIO cepil
TAL dapma M'v6X):
Na6op N1C CE & Ko. KT,
HimeuuunHa;
BTOPUHHA YNaKoBKa,
BWMYCK Cepii:

TAL ®apma 'M6X,
HimeuunHa,;
KOHTpPO/Ib cepii (hi3nyHi
Ta XiMiYHi meToam
KOHTpono): TAL dapma
v6X, HimeuunHa

Xopsarisi/
CnoseHis/
HimeuunHa

3MiHn | TUnY: 3miHK Wwoao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnagy. 3mMiHu y
KOPOTKili XapakTepucTuyj
niKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHuX/riopuaHnx/éionoaioHn
X nikapcbknx 3acobis nicns
BHECEHHS Ti€i caMoi 3MiHV Ha
pechepeHTHMIA NpenaparT (3MiHa He
noTpebye HafaHHS XXOAHWUX HOBUX
[opartkoBux AaHvx) - To update
section 4.4 of the SmPC and
Annex Il D tools/ documents
included in the Educational
Healthcare Professional Kit to
align the Pl and RMP with parent
product Revlimid. BBegeHHS 3MiH
NpoTArom 6-Tv MicauiB nicas
3aTBepMKEHHS. 3MiHu | Tuny:
3MiHM Wwoao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy. 3mMiHn y
KOPOTKili XapakTepucTuyj
niKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHuX/riopuaHnx/éionoaioHn
X nikapcbkmx 3acobis nicns
BHECEHHS Ti€i caMoi 3MiHW Ha

3a peuyernmom

UA/19062/01/06
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Ne
n/n

Hasga slikapcbKo20
3acoby

dopma sUMyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

pechepeHTHWIH Npenapar (3mMiHa He
noTpebye HaflaHHS XXOAHNX HOBUX
nofaTkoBux gaHux) - To update
section 4.8 of the SmPC in Table 3
(patients with myelodysplastic
syndromes) the adverse drug
reaction anaemia was added
(SOC Blood and Lymphatic
System Disorders; Frequency:
very common) to align the Pl with
parent product Revlimid. The MAH
took the opportunity to apply some
editorial amendments in the EN as
well as PT, LV, IT, DE, SL, SK,
FR, SV, DA, NO, HU and RO
annexes. BeefeHHs 3MiH
npoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.

29.

NEHANIAOMIA KPKA

Kancynm Teepgi no 25
Mr; Mo 7 Kancyn
TBEpPAUX y 6AicTepi, no
3 6nictepn y Kopobui

KPKA,
A4.4a., Hoso
MecTo

CnoBeHis

BMPOGHULTBO, MEPBMHHA
Ta BTOPVHHA YNakoBKa,
KOHTPONb Ta BUMYCK
cepii: KPKA-©OAPMA
[.0.0., XopBaTis;
KOHTPONb Ta BUMYCK
cepii: KPKA, a.4., Hoso
mecTo, CroBeHis;
BTOPWHHA ynakoBKa:
KPKA, a.4., HoBo mecrTo,
CnoBeHis;
Mikpo6iosioriyHe
BMNpPoGyBaHHSA (y
BMNaAKy KOHTPOsto cepii
TAL dapma M'M6X):
Na6op IC CE & Ko. KT,
HimeuunHa;
BTOPWHHA ynakoBkKa,
BWMNYCK Cepil:

TAL d®apma M'M6X,
HimeuumnHa,
KOHTPO/Ib cepii (i3nuHi
Ta XiMiuHi meToam
KOHTpono): TAL ®apma
'M6X, HimeuunHa

Xopsaris/
CnoseHis/
HimeuunHa

3MiHuM | TMNy: 3MiHN Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHum y
KOPOTKili XapakTepucTuuj
nNikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMYHOIO 3aCTOCYBaHHS
reHepuYHUX/ribpuaHMX/6ionoaieHN
X nikapcbkux 3acobis nicns
BHECEHHS Ti€i caMoi 3MiHM Ha
pechepeHTHMIT MpenaparT (3MiHa He
noTpebye Hafi@aHHS XXOAHUX HOBUX
[opaTtkoBux gaHux) - To update
section 4.4 of the SmPC and
Annex Il D tools/ documents
included in the Educational
Healthcare Professional Kit to
align the Pl and RMP with parent
product Revlimid. BBegeHHS 3MiH
npoTArom 6-Tu MicauiB nicns
3aTBEPKEHHA. 3MiHu | Tuny:
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHum y
KOPOTKili XapakTepucTuuj
nNikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMYHOIO 3aCTOCYBaHHS
reHepnyHux/ribpuaHnx/éionodioHn

3a peuenmom

UA/19062/01/07
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Ne
n/n

Hasga slikapcbKo20
3acoby

dopma sUMyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

X nikapcbknx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHM Ha
pechepeHTHMIA NpenaparT (3MiHa He
noTpebye HaflaHHS XXOAHUX HOBUX
[opaTtkoBux AaHuvx) - To update
section 4.8 of the SmPC in Table 3
(patients with myelodysplastic
syndromes) the adverse drug
reaction anaemia was added
(SOC Blood and Lymphatic
System Disorders; Frequency:
very common) to align the PI with
parent product Revlimid. The MAH
took the opportunity to apply some
editorial amendments in the EN as
well as PT, LV, IT, DE, SL, SK,
FR, SV, DA, NO, HU and RO
annexes. BBegeHHs 3MiH
npoTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS.

30.

NOTEN

Kpanni o4Hi, cycneHsis,
0,5%/0,3%, no 5 mny
nAswuyi 3
KpanenbHuueto, no 1
nAswWwLi 3
KpanenbHuLero y
KapTOHHI Kopo6Lyi

TOB
«BAYL
XEJIC»

YKpaiHa

Bupo6bHuuTBO
NiKapcbKoro 3acooby,
nakyBaHHs,
MapKyBaHHS,
MixonepavujinHuia
KOHTPO/Ib, @HAJTITUYHWNA,
MiKpo6ionoriYHuiA
KOHTPO/Ib J1iKapCbKOro
3ac00y Ta eKCLMMIiEHTIB,
LOCNIMKEHHSA
cTabinbHOCTI.
BignosigansHuii 3a
Bunyck cepii /13: bayw
eHg Jlom6
IHKOpropeliTes,
CnonyuyeHi Wrtatn
Amepuiku;
AnbTepHaTuBHa
[iNbHULS, Ha Kl
NpoBOAATLCA
aHaNNiTUYHWA,
MiKpOG6ionoriYHuiA
KOHTpO/b Ta
LOCAiMKEHHS
cTabinbHocTi: bayw el
Jlom6 IHKopnopeiTep,
CnonyuyeHi WTtatn

Cnony4eHi
Ltatn Amepukn

3MiHu | TUNY: 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy dapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0cobw,
BiANOBiAa/IbHOI 32 3AiACHEHHS
hapMakoHarnsay; KOHTaKTHOl
ocobu 3 chapmakoHarnsgy
3as1BHVKA 419 34iiCHEHHS
thapMakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBaXEHOI
ocobu, BignoBigasbHOI 3a
3pificHeHHs1 hapmakoHarnsay
(BK/THOYAKOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-haiina cuctemm
thapmakoHarnagy)(B.1.8. (a),|AHM),
3mMiHa ynoBHOBaXkeHOT 0cobum
3asBHYVKa, BigNoBigasibHOI 3a
hapmakoHarnng,.

[itoua pepakuis: bapmiHa NaHHa
OnekcaHgpiBHa.
MponoHoBaHa pepakuis:
IpokorneHko IpnHa MukosiaiBHa.

3a
peyenmom

UA/18426/01/01
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
Amepukn; CTepunizanis 3MiHa KOHTaKTHUX SaHnX
KOMMOHEHTIB yNakoBKW: YNOBHOBaXXEHOI 0COOM 3asBHUKA,
Icomegikc OnepeiiLLmnH3, BignoBiganbHOI 3a
IHK., CnonyueHi LWtatn hapMakoHarnag,
Amepukn
31. HIMEHPUKC® MOPOLLOK Ta PO3YMHHIK | MOANIEP CLWA hopMyBaHHS, Benbris B.l.a.4.c, IA To delete the in- 3a UA/16901/01/01
ANS po34nHy Ans EAY.CLMI HarnoBHEHHS, process test, «Effectiveness of peyenmom
iH'ekuin, 1 po3ay . niodpinizayisi, KOHTPOb detoxification» on Guinea pigs,
dhnakoHi; no 1 KOPMNOP SAKOCTI, performed on Tetanus Toxoid
(h1aKkoHy 3 MOPOLLKOM EVLWH nakyBaHHs/MapKyBaHHS, active substance intermediate
(1 po3a) B kOMNIeKTi 3 BUMYCK Cepil roToBOro manufactured at Pfizer, Sanford,
po34nHHMKOM (0,5 M) nNpoAayKTy; hopMyBaHHS USA.
y nonepegHb0 Ta HanoBHEHHS, B.l.b.1.f, Il To widen the pH
HarmoBHEHOMY LLNPUL nakyBaHHsA/MapKyBaHHS, stability acceptance criteria for
Ta ABOMAa rosikamm KOHTPO/b AKOCTi, BUMYCK Tetanus Toxoid active substance
3anakoByloTb y 6ricTep cepii PO34MHHMKA: intermediate from 6.8 - 7.6 t0 6.5 -
Ta BK1ajaloTb Yy Mdpaiizep 7.6. The lower release acceptance
KapTOHHY KOPO6KY; Nno MeHtodekUypuHr criterion for pH has also been
1 chnakoHy 3 Benbria HB, benbris; updated from 6.8 to 6.9.
nopotukom (1 gosa) B chopmyBaHHs Ta In addition, the opportunity is
KOMMNIeKTi 3 HanoBHEHHS taken to update the stability data
po34nHHMKOM (0,5 mn) PO3YMHHKKA, of the registered ongoing stability
y nonepegHb0 MapKyBaHHS, KOHTPO/Tb studies for TT batches
HanoBHEHOMY LUNPULL SAKOCTI PO3YMHHUKA: manufactured at Pfizer Sanford.
6e3 ronkm KataneHT Benbmpxiym
3anaxkoBylTb Y CA, benbris;
6nictep; 10 6nicTepis hopMyBaHHS BaKLUHM,
BK/1aZal0Th Y KAPTOHHY HanoBHEHHS (h/1aKOHiIB,
KOpPO6KY niodpinizayisi, KOHTPO/b
AKOCTI:
"nakcoCmiTKnsiiH
Bionogpxikanc CA,
Benbris; KOHTpoNb
AKOCTI PO3YMHHMKA 3a
NOKa3HUKOM
"CTepunbHicTb": CI'C
J1a6 CimoH CA, benbrisi
32. HIMEHPUKC® MOPOLLIOK Ta PO3YMHHNK | MDANIEP CLWA hopMyBaHHS, Benbris C.1.4, type Il - Change(s) in the 3a peyernmom UA/16901/01/01
ONsi pO34nHy ANns EVY.CLMI HanoBHEHHS, SPC, Labelling or PL due to new
iH'ekuin, 1 gosay . niodpinizavisi, KOHTPONb quality, preclinical, clinical or
hnakoHi; no 1 KOPMNOP SAKOCTI, pharmacovigilance data.
(h1aKkoHy 3 NOPOLLUKOM EVILUH nakyBaHHs/MapKyBaHHS, Update of section 5.1 of the SmPC

(1 po3a) B kOMNekTi 3
po34nHHMKOM (0,5 M)
y nonepeaHLo
HarmoBHEHOMY LLNPUL
Ta ABOMA roskamm

BUMYCK Cepii roToBOro
NPOAYKTY; hOpMyBaHHA
Ta HanoBHEHHS,
nakyBaHHsA/MapKyBaHHS,
KOHTPO/1b SIKOCTI, BUNYCK

in order to update immunogenicity
response information based on
results from Study C0921062 and
following
EMEA/H/C/002226/P46/057
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1

3anakoByloTb y 61icTep
Ta BKI1agawTb y
KapTOHHY KOPOOKy; Mo
1 chnakoHy 3
nopowukom (1 gosa) B
KOMMNIEKTi 3
po3unHHMKOM (0,5 mn)
y nonepegHb0
HanoBHEHOMY LLUNPUL
6e3 ronku
3anakoByoTb Y
6nictep; 10 6nicTepiB
BK/1aJal0Tb Y KAPTOHHY
KOpPO6KyY

cepii po34nHHYIKa:
Mdpaiizep
MeHtodhekuypuHr
Benbris HB, Benbris;
chopmyBaHHs Ta
HanoBHEHHS
PO3YMHHYIKA,
MapKyBaHHS, KOHTPO/1b
AKOCTi PO3YMHHMKA:
KaTtaneHT Benbmpxiym
CA, bBenbris;
chopMyBaHHS BaKLHW,
HanoBHEHHS (h/1aKOHIB,
niodpinizayisi, KOHTPOb
AKOCTI:
nakcoCmiTKNAiiH
Bionogpxikanc CA,
Benbris; KOHTponb
AKOCTI PO3YMHHMKA 3a
NOKa3HUKOM
"CTepunbHicTb": CI'C
Nab6 CimoH CA, Benbrisa

procedure. Study C0921062 is a
Phase 3b, open-label, with a
single-arm design study, to
evaluate the 58 Opinion of the
committee for medicinal products
for human use on a type Il
variation to the terms of the
marketing authorisation
EMA/CHMP/308139/2024 Page
2/4 safety and immunogenicity of a
single dose of Nimenrix in infants
at 3 months of age, followed by a
booster dose at 12 months of age.
In addition, the MAH took the
opportunity to implement editorial
changes in the SmPC.
3MiHu B po3aini «IMyHOMOriYHI i
6i0/10ri4Hi BNAcTUBOCTI» IHCTPYKUi
AN MeAUYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acooby.
TepMiH BBEAEHHS 3MiH — NPOTATOM
6 micauis nicns 3aTBepKeHHs.
C.1.3.b, type Il - Change(s) in the
SPC, Labelling or PL intended to
implement the outcome of a
procedure concerning PSUR or
PASS or the outcome of the
assessment done under A 45/46 -
Change(s) with new additional
data submitted by the MAH.
Update of section 4.8 of the SmPC
in order to add ‘hypersensitivity’
and ‘Anaphylaxis’ to the list of
adverse drug reactions (ADRs)
with frequency ‘uncommon’ and
‘not known’ respectively, following
PRAC's recommendation for
procedure
EMEA/H/002226/PAM/LEG/058.
The Package Leaflet is updated
accordingly. In addition, the MAH
took the opportunity to introduce
minor editorial changes to the PI.
3MmiHu B po3gini «MobiyHi peakwyjii»
IHCTpYKLUiT ANna MeanyHoro
3aCTOCYBaHHSA NiKapCbKoro
3aco6by.
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
TepmiH BBEAEHHSA 3MiH — NPOTArom
6 MicALiB Nic/a 3aTBEPAKEHHS.
33. OHIBANA® KOHLeHTpaT ans ne PpaHuin BiANOBiAabHMI 3a cuaA/ C.1.6.a, Il - Change(s) to 3a UA/18775/01/01
NErMNbOBAHUI avcnepcii ans iHdysiid, [JIABOPATY KOHTPO/1b BUXigHNX Himeuunna/ therapeutic indication(s) - Addition peyenmom
NINOCOMA/bHUIA 4,3 mr/mm; no 10 mny  |AP CEPB'E marepianis Ta ®paHuia/ of a new therapeutic indication or
dhnakoHi; no 1 Hepo3ghacoBaHOro HigepnaHnaun modification of an approved one:
hnakoHy B KOpo6Lii 3 NPOAYKTY: Extension of indication to include

KapTOHY 3
MapKyBaHHSAM
YKPaiHCLKOK MOBOIO;
no 10 mn y chnakoHi 3
MapKyBaHHSAM
iHO3eMHOI0 MOBOIO; MO
1 conakoHy B
cTaHAapTHoO-
€KCMOPTHI ynakosLi 3
MapKyBaHHSAM
iHO3eMHOI0 MOBOIO, fKa
MICTUTBCS Y KApTOHHI
Kopobui 3
MapKyBaHHSAM
YKPaiHCLKOK MOBOIO;
no 10 mn y chnakoHi 3
MapKyBaHHSAM
iHO3eMHOI0 MOBOIO; MO
1 donakoHy y KapTOHHil
Kopobu,i 3
MapKyBaHHSIM
iHO3eMHOI0 MOBOIO 3i
CTIKEPOM YKPaiHCbKOO
MOBOIO

ABicTa ®apma
ConowuHe, CLUA,;
BiANOBIAa/IbHUI 3a
YKYMOPKy Ta Bi3yasibHUiA
KOHTPONb:
ADXUHOMOTO AnTea,
IHK., CLUA;
BiANOBiAaIbHMI 3a
KOHTPO/b
Hepo3acosBaHoro
NPOAYKTY:
AccowwmeinTtc o Kein
Kog, CLIA;
BiANOBiAabHMI 3a
MapKyBaHHs Ta
BTOPWHHE MaKyBaHHS:
Bakctep OHkoNnoaxi
m6X, HimeuunHa;
BiANOBiAa/IbHWIA 32
KOHTPO/b BUXIZHUX
marepianis:
BocTtoH
Ananitukan,CLUA,
BiANOBIAa/IbHUN 3a
KOHTPO/b AKOCTI
roTOBOrO /liKapCbKOro
3acoby: eHAO0TOKCWH,
CTEpPUsbHICTb, TBEPAi
4acTku:
EcxEc IHCTUTYT
®peseHiyc Mm6X,
HimeuumnHa,
BiANOBIAa/IbHWI 3a
KOHTPO/b AKOCTI
roTOBOrO /liKapCbKOro
3acoby: KisibkicHe
BU3HAYEHHS,
iAeHTudiKaLis, AOMILLKK,
hi3nKO-XiMiuHi
MOKA3HUKN:

first-line treatment of adult patients
with metastatic adenocarcinoma of
the pancreas for Onivyde in
combination with oxaliplatin, 5
fluorouracil (5 FU) and leucovorin
(LV) based on final results from
phase 3 study NAPOLI 3 (D-US-
60010-001); this is an
interventional study with a primary
objective to evaluate the efficacy
of the regimen of irinotecan
liposome injection + oxaliplatin +
5-fluorouracil (5-FU)/leucovorin
(LV) versus nab-paclitaxel +
gemcitabine in improving overall
survival (OS) in subjects who have
not previously received
chemotherapy for metastatic
adenocarcinoma of the pancreas;
As a consequence, sections 4.1,
42,4.4,48,51,5.2 and 6.6 of
the SmPC are updated. The
Package Leaflet is updated in
accordance.
JlofaeTbca HoBe TepaneBTUUHe
nokasaHHS Ta OHOBJIIOIOTHLCS
HacTynHi po3ginu IHCTpykuii gns
MeAMYHOro 3acTOCYBaHHSA
NiKapcbKoro 3acoby:
«®apMaKoorivyHi BNaCTUBOCTI»,
«MokazaHHA», «OCco6IMBOCTI
3acToCyBaHHs», «Cnoci6
3aCTOCyBaHHSA Ta A03u» Ta
«MobGiyHI peakwjii».
BBefeHHs1 3MiH NpoTAroM 6-u
MICALIB MiCNSA 3aTBEPLKEHHS.
The updated RMP version 5.0 is
also submitted.
B pamkax BHECEHHS 3MiHW 6yu
OHOB/EHI HACTYMHI po3ginu MYyP:
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1

EcxEc IHCTUTYT
®peseHiyc Mm6X,
HimeuunHa,
BiANOBIgaNbHWIA 32
BMPOGHMLITBO Ta
KOHTPO/b
Hepo3acoBaHoro
NPOAYKTY, KOHTPO/Ib
BUXIOHWX MaTepianis:
InceH BiocaiiHe, IHK.,
CLA;
BiANOBiAAIbHMI 3a
BMPOGHULITBO Ta
KOHTPO/b
Hepo3dacoBaHoro
NPOAYKTY, KOHTPO/Ib
BMXigHVX MaTepianis; 3a
YKYMOpKy Ta BisyaslbHui
KOHTPO/Ib; 38 KOHTPO/1b
AKOCTi FOTOBOrO
niKkapcbKoro 3acoby:
KiflbKicCHe BU3HAYEHHS,
iaeHTudiKauis, 4OMILLKY,
Pi3nKO-XiMiYHi
NMOKa3HUKK; 32 KOHTPO/Ib
AKOCTi FOTOBOrO
niKkapcbKoro 3acoby:
€HA0TOKCUH,
CTEpPUsIbHICTb, TBEPAi
4acTKK; 3a MapKyBaHHs
Ta BTOPWMHHE NaKyBaHHS:

InceH ®apma bioTek,
PpaHLis;
BiANOBiAa/IbHWIA 32
KOHTPO/Tb BUXiAHMX
marepianis Ta
Hepo3acosBaHoro
NPOAYKTY:
Ksoniti Kemikan
Na6opaTtopis, CLUA;
BiANOBiAaIbHMI 3a
MapKyBaHHS, BTOPUHHE
nakyBaHHS Ta BUNYyCK
cepii rotoBoro
nikapcbKoro 3acoby:
JlabopaTtopii CepB'e

YacTuHa |. 3aranbHa iHdopmadis,
YacTuHa Il. Crneuudpikauis 3
6e3nekun, Mogyne Cl.
Enigemionoris nokasaHb fo
3acTocyBaHHs Ta Uinbosa(i)
nonynsuis(), Mogyne CIr.
Ekcnosunuia nauieHTis, 3a1yyeHnx
[0 KNiHIYHNX BUNPOGYBaHb,
Mogynb CIV. MNonynsauii, aki He
BMBYA/INCH Nif, Yac KNiHIYHNX
BunpobyBaHb, Mogynb CV.
MicnapeecTtpauiiiHnii gocsiga,
Mogaynb CVII. |geHTudikoBaHi Ta
noTeHLUiliHi pu3nkn. YacTtuHa V.
3axoau 3 MiHimizaLii pusunkis,
YacTtuHa VI. Pe3tome nnaHy
ynpasniHHA pu3vkamm, YactuHa
VII. Jopatku.

Takox, po3ginu Mogyne ClI.
[JokniHiyHa yacTuHa cneumdikau,ii
3 6e3nekun Ta Mogyns C VIII.
Pestome npobnem 6e3neku
3a3Ha/IM pefakuiiHuX NPaBoK.
Kpim Toro, BHacnifok BignoBigHNx
OHOB/NEHb, 3MiHUAKCS Bepcis MYP,
Jara nignvicaxHs, gata
3aKiH4YEHHS 360py AaHuX,
06rpyHTyBaHHS ANs NOAAHHSA
oHoBneHoro MYP, Pe3iome
3HAYHUX 3MiH y ubomy MYP,
iHchopmaLis LWoA0 YNOBHOBaXEHOI
0Cco6M 3as1BHMKA, BignoBigabHOT
3a (papmakoHarnsg, 3micT Ta
nepenik CKOpoYeHb.

C.1.4, Il - Change(s) in the SPC,
Labelling or PL due to new quality,
preclinical, clinical or
pharmacovigilance data:
Update of section 4.8 of the SmPC
in order to add “Interstitial lung
disease (including pneumonitis)” to
the list of adverse drug reactions
(ADRs) with frequency
"Uncommon” based on clinical
study data, post-marketing data
and literature. The Package
Leaflet is updated accordingly.
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
IHpacTpi, PpaHuis; AK HacNiAOK OHOBMIOETLCA PO3AiN
BiANOBiAa/IbHWIA 32 IHCTpYKLUii AN MeguyHoro
MapKyBaHHS Ta 3acTocyBaHHS Nikapcbkoro 3acoby
BTOPVHHE NaKyBaHHSA: "Mo6iuHI peaku,ii" HOBOK NOBIYHOK
[lepe NoxicTik, DpaHuis; peakuieto iHTepcTuLiasibHe
BiNOBIgaNbHWIA 3a 3aXBOPIOBAHHSA lereHb
KOHTPO/b BUXigHNX (BK/THOYAKOYN MHEBMOHIT).
marepianis: BBefeHHs1 3MiH NpoTArom 6-u
MPOKCI Na6opatopis MicsILiB nicns 3aTBePKEHHS.
BB CiHeHcic Naiic
CaliHcic BB,
HigepnaHaw,;
BiANOBIfaNbHWIA 32
KOHTPO/Tb BUXIAHWX
mMartepianis:
KAl KOHTPO/Ib,
®paHuia
34. MAKCNoOBIJ, TabneTkn, BKPUTI Mdparizep CLWA mabsiemku HimeuunHa/ C.L4, Il - Change(s) in the SPC, 3a peyenmom UA/20163/01/01
MN/1iBKOBOIO Eiy.Ci.Mi. Hipmampensip: Ipnangis/ Labelling or PL due to new quality,
060/10HKO10, M0 150 Mr Kopnopeii BUPOGHMLTBO, NEPBUHHE ITania/ preclinical, clinical or
Ta TabneTku, BKpUTI LUH nakyBaHHs!, BTOPUHHE CLA/ pharmacovigilance data:
MN/1iBKOBOIO nakyBaHHs, IHpis/ Update of section 5.1 of the SmPC
060/10HKO10, N0 100 wr, penis/TecTyBaHHsA ManbTa in order to update the numerical

no 4 TabneTkun, BKPUTI
MN/1iBKOBOIO
060/10HKO10, M0 150 Mr
Tano 2 tabnetku,
BKpPUTI NNiBKOBOIO
060/10HKO10, N0 100 Mr
y 6nictepi, no 5
6nicTepiB y KAPTOHHIN
Kopoou,i

KOHTPOIO SIKOCTi cepil,
MapKyBaHHS, BUNYCK
cepii, cTabiNbHICTb:

Mdpaiizep
MeHtochekuypuHr
[Loiunena MrmoéxX,

HimeuunHa;
BUPOBHMLITBO, NEPBUHHE
nakyBaHHs1, BTOPUHHE
nakyBaHHS,
peni3/TecTyBaHHs

KOHTPOJIO SIKOCTI cepil,
MapKyBaHHS1, BUNYCK
cepil, CTabiNbHICTb:
Mdpaiizep IpnaHgis

dapmacbioTikans,
IpnaHgjs;
BMPOGHMLITBO, NEPBUHHE
nakyBaHHs1, BTOPUHHE
nakyBaHHs,
BUMYCK/TECTYBaHHSA

KOHTPOIO SIKOCTi cepil,

MapKyBaHHS, BUNYCK

value of the median IC50 against
the Omicron sub-variants.
TepMiH BBEEHHS 3MiH - NPOTArOM
6-TV MicALiB NiCNSA 3aTBEPAKEHHS.
C.1.4, Il - Change(s) in the SPC,
Labelling or PL due to new quality,
preclinical, clinical or
pharmacovigilance data:
Update of section 4.6 of the SmPC
in order to clarify that there is
limited human data on the use of
Paxlovid during pregnancy.
TepMmiH BBEL,EHHS 3MiH - NPOTArOM
6-TV MicSLiB NiCNSA 3aTBEPKEHHS.
C.L4, Il - Change(s) in the SPC,
Labelling or PL due to new quality,
preclinical, clinical or
pharmacovigilance data:
Update of section 4.4 of the SmPC
in order to add information on
severe, life-threatening, and fatal
drug reactions associated with
DDls.
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1

cepii, cTabiNbHICTb:
Mdpaiizep ITanis C.p.n.,
ITanis;
TeCTyBaHHS
CTabiNbHOCTI:
Mdpaiizep IHk., CLUA;

mabsiemKu pumoHasip:

BMPOGHMLTBO in bulk,
TEeCTYBaHHS i BUMYCK in
bulk:

XeTepo Nla6ce Nimites,
IHais;
npeMikc puToHaBipy:
XeTtepo [Aparc Nimitea,
IHais;
nepBUHHE NaKyBaHHS,
BTOPWHHE MaKyBaHHS,
MapKyBaHHS,
BWMNYCK/TECTYBaHHSA
KOHTPOJIO AKOCTI,
BUNYCK cepil,
CTabiNbHICTb:
Mdpaiizep
MeHtodhekuypuHr
[Joiiunens MveX,
HimeyumnHa;
nepBUHHE NaKyBaHHS,
BTOPVHHE MaKyBaHHS,
MapKyBaHHS,
BUMYCK/TECTYBaHHSA
KOHTPOIO SIKOCTI,
BWMNYCK Cepil,
CTabiNIbHICTb:
Mdcpaiizep Itania C.p.n.,
ITanis;
nepBUHHE NaKyBaHHS,
BTOPVHHE MaKyBaHHS,
MapKyBaHHS, BUNYCK
cepi:
Mdcpaiizep IpnaHgisa
dapmacbloTikans,
IpnaHgis;
TecTyBaHHS i BUMycCK in
bulk:
dapmagokc Xenckeap
n1a., ManbTa;
TECTyBaHHs i

TepMmiH BBELlEHHS 3MiH - NPOTAroM
6-TV MicSLiB NiCNSA 3aTBEPAKEHHS.
C.L4, Il - Change(s) in the SPC,
Labelling or PL due to new quality,
preclinical, clinical or
pharmacovigilance data:
Update of sections 4.3 and 4.5 of
the SmPC in order to include more
detailed information for the drug-
drug interactions (DDIs) related to
venetoclax, apixaban, saxagliptin
and cariprazine and to remove the
reference to the dabigatran SmPC
in the dabigatran DDI clinical
comments. In addition, the
interaction information related to
enzalutamide, lercanidipine,
bosentan and efavirenz and other
HMG Co-A reductase inhibitors is
also updated.

TepMiH BBEAEHHS 3MiH - NPOTANOM
6-TW MicsALiB NiCNSA 3aTBEPAYKEHHS.
C.1.4, Il - Change(s) in the SPC,
Labelling or PL due to new quality,
preclinical, clinical or
pharmacovigilance data:
Update of section 5.2 of the SmPC
in order to include additional
information related to the
rosuvastatin DDI, based on the
final results from study C4671052;
this is a phase 1, randomized,
fixed sequence, multiple dose,
open-label study to estimate the
effect of nirmatrelvir/ritonavir on
rosuvastatin pharmacokinetics in
healthy adult participants.

As a consequence, the SmPC is
updated, and the Product leaflet is
also updated accordingly.
Moreover, the MAH took the
opportunity to make some minor
editorial changes (section 4.4 of
the SmPC).

TepMiH BBEAEHHS 3MiH - NPOTANOM
6-TW MicALiB NiCNSA 3aTBEPAYKEHHS.
A.5.a, lIAin - Administrative
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Ne
n/n

Hasga slikapcbKo20
3acoby

dopma sUMyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

CTabiNbHICTb:
Mdpaizep IHk., CLUA

change - Change in the name
and/or address of a
manufacturer/importer responsible
for batch release:

To update the address of the site
responsible for manufacturing of
the Nirmatrelvir tablets and
primary packaging, secondary
packaging, batch control/testing of
both Ritonavir and Nirmatrelvir
tablets, as well as batch release of
the co-packaged finished product,
Pfizer Manufacturing Deutschland
GmbH, from Betriebsstatte
Freiburg, Mooswaldallee 1, 79090
Freiburg, Germany to
Mooswaldallee 1, 79108 Freiburg
Im Breisgau, Germany. The
physical location and
manufacturing activities remain
unchanged. In addition, the
marketing authorisation holder
took the opportunity to include
minor editorial changes in module
3.2.P.3.1.

TepMmiH BBEZLEHHS 3MiH - NPOTArOM
6-T1 MicsALIB NicNsA 3aTBEPKEHHS.

35.

MIPENTPO

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 100 wmr,
30 TabneTok, BKPUTUX
NNiBKOBOK 060/I0HKOH0
y nnawi; no 1 naswui
B KapTOHHIi Kopo6Lyi

Mepk
Wapn i
Joym
IAEA
rm6X,
LLiseiiuapi
o

LLisefuapis

MPOMiXHWI MPOAYKT
[0paBipuHy, BUCYLLEHNT
PO3NWNEHHSM:
BMPOGHMLTBO/aHATITUYH
e TeCTyBaHHS:
XosioH ®apmaCeHcist
C.A., MopTtyranis
NMPOMiXXHWIA MPOAYKT
[0paBipuHy, BUCYLLEHWIA
PO3NUNEHHSIM:
BMPOGHMLTBO/aHANITUYH
€ TeCTyBaHHS:
®.I.C. - dabbpika
ITanbana CiHTeTivi
C.n.A, lrtania
MikpobiosnoriyHe
TeCTyBaHHS AKOCTI:
EypodiHc Biochapma
MpopgakT TecTiHr
Ipnangis flivites,

MopTyranis/
ITanis/ Ipnaxgis/
Benuka
Bputanis/ CLUA/
HigepnaHvgn

3minu | Ta ll Trny:

Type Il, C.1.4 - Change(s) in the
SPC, Labelling or PL due to new
quality, preclinical, clinical or
pharmacovigilance - Update of
sections 4.4 and 4.8 of the SmPC
in order to add a new warning on
Severe cutaneous adverse
reactions (SCARs) and to add
"toxic epidermal necrolysis (TEN)"
to the list of adverse drug
reactions (ADRs) with frequency
not known, based on clinical trials,
literature and post-marketing
safety data. The Package Leaflet
is updated accordingly.

In addition, the MAH took the
opportunity to update the list of
local representatives in the
Package Leaflet, to bring the Pl in

3a
peyermom

UA/19910/01/01
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
IpnaHgis line with the latest QRD template
TecTyBaHHs version 10.4. and to implement
cTabinbHoCTI: editorial changes to the SmPC.
OpraHoH ®apma 3MiHN BHECEHO B IHCTPYKLit0 Ans
(Benvka BputaHis) MeZMNYHOro 3aCTOCYBaHHS
NimiTen, Benvika nikapcbKoro 3acoby 0 po3Ainis
BpuTtaHis «Oco6MBOCTI 3aCTOCYBaHHS» Ta
Mepk Wapn i Joym JIIC, «[Mo6iYHI peakwji» a TakoX 3MiHN
CLA BHeceHOo B KopoTky
BMPOGHULITBO (POSIMKOBE XapaKTepuUCTUKY J1iKapCbKOro
YLLiSTIbHEHHS, 3acoby Ao posginis «Ocobnusi
3MillyBaHHsA/3MalLyBaHH 3acTepexeHHs Ta 3anobixHi
A TPaHyn, TUCHEHHS, 3ax0A4M Npu 3aCTOCyBaHHI» Ta
NOKPUTTS M/TIBKOBOIO «Mob6iyHI peakwjii».
060/10HKO10), BBefeHHst 3MiH NpoTAroM 6-Tu
aHaniT4yHe TecTyBaHHSA MiCALIB MiCNA 3aTBEPLYKEHHS.
npw BUNYCKY:
MCJ, IHTepHeLwwHN TM6X,
IpnaHgis
NepBUHHE Ta BTOPUHHE
nakyBaHHs1, BUMYCK
cepii:
Mepk Wapn i Joym B.B.,
Higepnanamn
36. nMc- TabneTku, BKpUTI dapmacai Kanaga BTOPUHHE NaKyBaHHS: Nuteal Kanaga AkicTb, 1B 3a UA/20635/01/01
AEPEPACIPOKC MN/1iBKOBOK 060/TIOHKOIO HC [HK. JInToBCbKO-HOPBE3bKEe Line extension for 90 mg, 180 mg peyenmom
(TUN BKEI) no 90 mr, no 30 3AT Hopdayewm, Jlutsa & 360 mg by adding a new
TabneToK, BKpUTMX packaging format of 30's HDPE
MN/1iBKOBOK 06O/TIOHKOIO BMPOBHUK bottle.
y thnakoHax; no 10 Hepo3dgacoBaHOl
TabneToK, BKpUTMX NpoAyKLii, KOHTPO/Tb
NNiBKOBOK 060/10HKOIO AKOCTi, NepPBUHHE Ta
y 6nictepi; no 3 BTOPVHHE NaKyBaHHS:
6nictepu y Kopobui dapmacaiHc IHk.,
KaHaga
BUPOBHUK,
BiANOBiAa/IbHWIA 32
BUNYCK cepii, KOHTPO/1b
AKOCTI, NEPBUNHHE Ta
BTOPWHHE MaKyBaHHS,
36epiraHHs,
avcTpubyuito:
dapmacaiiHc IHk.,
KaHaga
37. nMc- TabneTku, BKpUTI dapmacai Kanaga BTOPUHHE NaKyBaHHS: NutBal Kanaga AkicTb, 1B 3a UA/20635/01/02
AE®EPACIPOKC MN/1iBKOBOK 060/TI0HKOO HC IHK. JINTOBCbLKO-HOPBE3bKE Line extension for 90 mg, 180 mg peyenmom
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
(TUN BKEN) no 180 wmr, no 30 3AT Hopdhauewm, Jiutsa & 360 mg by adding a new
Tabs1eToK, BKPUTMX packaging format of 30's HDPE
NNiBKOBOK 060/I0HKO0 BMPOBHUK bottle.
y chnakoHax; no 10 Hepo3dghacoBaHOl
TabneToK, BKPUTUX NPOAYKL,ii, KOHTPO/b
MN/1iBKOBOKO 060JI0HKOIO AKOCTI, NepBUNHHE Ta
y 6nicTepi; no 3 BTOPUHHE NaKyBaHHS:
6nicTepu y kopobuji dapmacaiiHc IHk.,
KaHapa
BMPOGHUK,
BiANOBiAAIbHMI 3a
BWMNYCK Cepii, KOHTPOsIb
AKOCTi, NEPBUHHE Ta
BTOPVHHE MaKyBaHHS,
36epiraHHs,
avcTpubyuito:
dapmacaiiHc IHk.,
KaHaga
38. nMcC- TabneTkn, BKpUTI dapmacaii Kanaga BTOPUHHE NaKyBaHHs: Nuteal KaHaga AkicTb, 1B 3a UA/20635/01/03
AE®EPACIPOKC NAiBKOBOK 060/I0HKO0 HC IHK. JINTOBCbLKO-HOPBE3bKe Line extension for 90 mg, 180 mg peuyenmom
(TUN BKEIA) no 360 mr, no 30 3AT Hopdpauewm, Jiutsa & 360 mg by adding a new
Tabs1eToK, BKPUTUX packaging format of 30's HDPE
NAiBKOBOK 060/I0HKOO BUPOBHUK bottle.
y chnakoHax; no 10 Hepo3dghacoBaHOl
TabneToK, BKPUTUX NpoAYKLii, KOHTPO/b
M/1iBKOBOKO 060JIOHKOIO AKOCTI, NepBUNHHE Ta
y 6nicTepi; no 3 BTOPUHHE NaKyBaHHS:
6nicTepu y kopobui dapmacaiiHc IHk.,
KaHapa
BMPOGHUK,
BiANOBiAaIbHMI 3a
BWMYCK Cepii, KOHTPO/Tb
AKOCTi, NepBUHHE Ta
BTOPWHHE MaKyBaHHS,
36epiraHHs,
ancTpubyuito:
dapmacaiiHc IHk.,
KaHaga
39. CIBIHKBO TabneTku, BKpUTI Mcpaiizep CLWA Mdpaiizep HimeuunHa B.11.f.1.b.1 IB - Stability of FP - 3a UA/19698/01/01
nAiBKOBOIO Eity.Ci.Mi. MeHtodekuypuHr Extension of the shelf life of the peyenmom
060/10HKO10, M0 50 Mmr; Kopnopei [oiiuneng MrweX finished product - As packaged for
no 7 Tabnerok, LUH sale (supported by real time data),

BKPUTUX MNIBKOBOIO
060/10HKOI, Y
6nictepi, no 4

To extend the shelf-life of the
finished product as packaged for
sale from 3 to 4 years when stored
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n/n

Hasga slikapcbKo20
3acoby

dopma sUMyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

6nicTepy y KapTOHHiIl
KOpoo6Li

at “This medicinal product does
not require any special storage
conditions.”
3MiHN BHECEHO [0 IHCTPYKLUIT Ans
MeAMYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby [0 po3ainy
«TepMiH NPUAATHOCTI».
3MiHM BHeceHo go MeTtopis
KOHTPOJIH0 SIKOCTi Y po34in «TepMmiH
npuaaTHOCTI».
BeefieHHs 3MiH npoTarom 9-Tn
MicsILiB Micns 3aTBepPKEHHS.
C.l.z IB - Changes
(Safety/Efficacy) of Human and
Veterinary Medicinal Products -
Other variation, To update section
4.8 of the SmPC to correct two
transcriptional errors:
- In the "Infections" subsection:
change from 2.46 to 2.48.

- In the "Lymphopenia" subsection:
change from 0 to 0.05.
3MiHN BHECEHO [0 IHCTPYKUIii Ans
MeAMYHOro 3acTOCyBaHHSA
NiKapcbKoro 3acoby A0 po3ainy
«Mob6iyHI peakwji».
BBeneHHst 3MiH NpoTAroMm 9-tu
MiCALIB MiCNS 3aTBEPLKEHHS.

40.

CIBIHKBO

TabneTkn, BKpUTI
NAiBKOBOIO
060/10HKO10, No 100 wmr;
no 7 Tabnerok,
BKPUTVX MNIBKOBOIO
060/10HKOI0, Y
6nicTepi, no 4 abo no
13 6nicTepiB y
KapTOHHI Kopo6Lyi

Mdpaiizep

Eiiy.Ci.Mi.

Kopnopeii
LUH

CLWA

Mdpaiizep
MeHtodekUypuHr
[onuneng MmoX

HimeuunHa

B.Il.f.1.b.1 IB - Stability of FP -
Extension of the shelf life of the
finished product - As packaged for
sale (supported by real time data),
To extend the shelf-life of the
finished product as packaged for
sale from 3 to 4 years when stored
at “This medicinal product does
not require any special storage
conditions.”
3MiHV BHECEHO A0 IHCTPYKLUIT Ansa
MeAMYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3ainy
«TepMiH NpuaaTHOCTI».
3MiHn BHeceHo o MeTogis
KOHTPOJII0 AIKOCTI Y po34in «TepMiH
NPUAATHOCTI».
BBefeHHs 3MiH npoTarom 9-tu
MicsILiB Mmicnsi 3aTBepPAKEHHS.

3a
peyenmom

UA/19698/01/02
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Ne
n/n

Hasga slikapcbKo20
3acoby

dopma sUMyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

C.l.z IB - Changes
(Safety/Efficacy) of Human and
Veterinary Medicinal Products -

Other variation, To update section
4.8 of the SmPC to correct two
transcriptional errors:

- In the "Infections" subsection:
change from 2.46 to 2.48.

- In the "Lymphopenia" subsection:
change from 0 to 0.05.
3MiHN BHECEHO [0 IHCTPYKUIii Ans
MeAMYHOro 3acTOCyBaHHSA
nNiKapcbKoro 3acoby A0 po3ainy
«Mob6iyHI peakwji».
BBeneHHst 3MiH NpoTAroMm 9-tu
MiCALIB MiCNs 3aTBEPLKEHHS.

41.

CIBIHKBO

TabneTkn, BKpUTI
NAiBKOBOIO
060/10HKO10, No 200 wmr;
no 7 Tabnerok,
BKPUTYWX MNIBKOBOIO
060/10HKOI0, Y
6nicTepi, no 4 abo no
13 6nicTepiB y
KapTOHHI Kopo6Lyi

Mcpaiizep

Eiiy.Ci.Mi.

Kopnopeii
LUH

CLWA

Mdpaiizep
MeHtodekUypuHr
[onuneng MmoX

HimeuunHa

B.Il.f.1.b.1 IB - Stability of FP -
Extension of the shelf life of the
finished product - As packaged for
sale (supported by real time data),
To extend the shelf-life of the
finished product as packaged for
sale from 3 to 4 years when stored
at “This medicinal product does
not require any special storage
conditions.”
3MiHV BHECEHO [0 IHCTPYKLUIT Ansa
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3ainy
«TepMiH NpuaaTHOCTI».
3MiHu BHeceHo o MeTogis
KOHTPOJII0 AIKOCTI Y po34in «TepMiH
NPUAATHOCTI».
BBefeHHs 3MiH npoTarom 9-tu
MiCALIB MiC/sA 3aTBEPIKEHHS.
C.l.z IB - Changes
(Safety/Efficacy) of Human and
Veterinary Medicinal Products -
Other variation, To update section
4.8 of the SmPC to correct two
transcriptional errors:

- In the "Infections" subsection:
change from 2.46 to 2.48.

- In the "Lymphopenia" subsection:
change from 0 to 0.05.
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOr0 3acTOCYBaHHS

3a
peyenmom

UA/19698/01/03
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
nNiKapcbKoro 3acoby A0 po3ainy
«Mob6iyHI peakwji».
BBefeHHst 3MiH NpoTaroMm 9-tu
MiCALIB MiCNs 3aTBEPLKEHHS.
42. CIBPABA PO3YMH ANS iH'EKLi, HoBaprTic LLiBefiuapis | BMPOOHULTBO, NEPBUHHE ABcTpisi/ B.l.a.1.z - Change in the 3a UA/19037/01/01
284 mr/1,5 mn; no 1,5 OBepci3 nakyBaHHs1, BTOPUHHE HimeuuunHa/ manufacturer of AS or of a starting peuyenmom
MJ1 PO3YUHY Y IHBECTMEH nakyBaHHs, KOHTPO/1b ITanis/®paHuis/ material/reagent/intermediate for
nonepeaHbO TC Al AKOCTi (4acTKOBUNA), Icnanis/ AS - Other variation, type — IB
HanoBHEHOMY LUNPULL; BUMNYCK cepiii: HoBapTic CnoseHis/ To add ST Pharm Co. Ltd.,
no 1 nonepeaHLo PapmacboTukan Lsenuapis Banwol site, 171 Haean-ro,

HarnoBHEHOMY LINpULYy
B KapTOHHIi KopooLyi

MaHydhakTypiHr M'm6X,
ABCTpisi; BUNYCK Cepiii:
CaHpo3 'mM6X, ABCTpis;
BWMNYCK cepiii: HoBapTic
dapma M'M6X,
HimeuumnHa;
BMPOGHMLTBO
CTepuIbHOro
nNiKapcbKoro 3acoby -
acenTuyHa MigroToska
Crepwunisauis -
inbTpavis, KOHTPOsIb
AKOCTI (Pi3nKO-XiMiYHMIA,
6i0NOriYHNNA,
MiKpo6ionoriyHuii -
CTEPUNIBHICTD),
nepBUHHE NaKyBaHHA:
KopaeH ®apma C.n.A,
Nigpo3ain UP3, ITanis;
BTOPWHHE MaKyBaHHS:
KopgeH ®apma C.n.A.,
ITanis; BTOpUHHE
nakyBaHHs: ®apmnor
dapma JlogKuUcTiK
rv6X, HimevunHa;
BTOPWHHE MaKyBaHHS:
[Jencbapm XioHiHr CAC,
®paHLis; BTOPVHHE
nakyBaHHs: IMikiHr
dapma C.A., IcnaHis;
BTOPWHHE MaKyBaHHS:
HOMC Xenckep ITanis
C.P.N., ITanis; kKOHTpO/b
akocTi (cpisnko-
XiMiuHuWiA): Yenab C.p.n.,
ITanis; KOHTPONb AKOCTI

(4acTkoBuin): HoBapTic

Danwon-gu, Ansan-si 15610,
Gyeonggi-do, Republic of Korea
as an alternative site responsible

for manufacture and quality control
testing of the active substance
inclisiran sodium. This site is not
part of the same pharmaceutical
group as the currently approved
manufacturer(s).

B.l.a.1.z - Change in the
manufacturer of AS or of a starting
material/reagent/intermediate for
AS - Other variation, type — IB
To add ST Pharm Co. Ltd., 231,
Hyeomnyeok-ro, Siheung-si,
Gyeonggi-do Republic of Korea as
an alternative site responsible for
manufacturer of the starting
material phosphoramidites used in
the synthesis of the active
substance inclisiran sodium. This
site is not part of the same
pharmaceutical group as the
currently approved
manufacturer(s).

B.l.a.1.z - Change in the
manufacturer of AS or of a starting
material/reagent/intermediate for
AS — Other variation, type — IB
To add Shanghai Hongene
Bioengineering Co, Ltd., No. 88
Chu Hua Branch Road Fengxian
District 201417, Shanghai, China
as an alternative site responsible
for manufacturer of the starting
material phosphoramidites used in
the synthesis of the active
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acenTtmnyHa ﬂi,qFOTOBKa

Other variation — Tightening of

Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
dapmacboTukan substance inclisiran sodium. This
MaHydhakTypiHr JI/1C, site is not part of the same
CnoBEHisi; KOHTPO/1b pharmaceutical group as the
SIKOCTi (YacTkoBuit): Jlek currently approved
dapmacbloTVKasc 4.4., manufacturer(s).
CNoBEHisi; KOHTPO/1b B.l.a.1.z - Change in the
AKOCTI manufacturer of AS or of a starting
(4acTkoBwif):HoBapTic material/reagent/intermediate for
$apmacbloTukan AS — Other variation, type — IB
MaHydakTypiHr JINC, To add Herbert Brown
C/0BeHisi; KOHTPO/Tb Pharmaceutical and Research
SIKOCTi (YacTKoBUiA): Laboratories, W-256-A/ 257-A /
HoBapTic ®apma LUTeiH 258-A, M.1.D.C., Phase I, Shivaji
Al TekHikan Udyog Nagar, Dombivli (East) -
OnepeiiwH3 LBeii, 421 204, District Thane,
LTeiiH Ctepaiins, Maharashtra India as an
LLIBefiLapisi; KOHTPOsIb alternative site responsible for
AKOCTI manufacturer of the starting
(vacTkoBwuiA):HoBapTic material 2’-OMe A PS used in the
dapmacboTrKan synthesis of the active substance
MaHydaktypiHr M'm6X, inclisiran sodium. This site is not
ABCTpist part of the same pharmaceutical
group as the currently approved
manufacturer(s).
The MAH took opportunity to
introduce editorial changes in
sections 3.2.5.2.2, 3.2.5.2.3,
3.2.8.2.4,3.2.5.3.1,3.2.5.3.2,
3.25.4.2,328.7.1,3.2S.7.
TepMiH BBEAEHHS 3MiH NPOTAromM 6
MicsLIB MiCNsA 3aTBEPAKEHHS
43. CIBPABA PO3YMH ANS iH'EKLi, HoBaprTic LLiBefiuapis | BMPOOHULTBO, NEPBUHHE ABcTpisi/ Type IA, B.l.b.1.b - Change in the 3a UA/19037/01/01
284 mr/1,5 mn; no 1,5 OBepci3 nakyBaHHs1, BTOPUHHE HimeuuunHa/ specification parameters and/or peuyenmom
M1 PO3UNHY Y IHBECTMEH nakyBaHHS, KOHTPO/1b ITanis/ ®panuis/ limits of an AS, starting
nonepeaHbO TC Al AKOCTi (4acTKOBUNA), CnoseHis/LLBei material/intermediate/reagent -
HanoBHEHOMY LUNPULL; BUMNYCK cepiii: HoBapTic uapi Tightening of specification limits -
no 1 nonepeaHLo PapmacboTukan To update ‘Appearance’
HarnoBHEHOMY LLMPULYY MaHydhakTypiHr M'm6X, specification of the active
B KapTOHHIi KopooLyi ABCTpisi; BUNYCK Cepiii: substance inclisiran sodium i.e. to
CaHpo3 M'm6X, AscTpis; change ‘white to pale yellow
BWMNYCK cepiii: HoBapTic powder’ to ‘white to pale yellow
dapma M'M6X, lyophilized solid’.
HimeuunHa,; Type IB, B.l.b.1.z - Change in the
BMPOGHMLTBO specification parameters and/or
CTepW/IbHOIo limits of an AS, starting
nNikapcbKoro 3acoby - material/intermediate/reagent -
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
Crepwunizauis - specification limits for the active

hinbTpavis, KOHTPOsb
AKOCTi ((Pi3nKo-XiMiYHMIA,
6ioNOrivyHNIA,
MiKpo6ionoriyHuii -
CTEepPU/IbHICTD),
nepBUHHE NaKyBaHHS:
KopaeH ®apma C.n.A,
Migpo3ain UP3, ITanis;
BTOPVHHE MaKyBaHHSI:
KopaeH ®apma C.n.A.,
ITanis; BTOpUHHE
nakyBaHHs: ®apmior
dapma JlomxucTik
M6X, HimeuuunHa,;
BTOPWHHE MaKyBaHHSI:
Oencapm XioHiHr CAC,
®paHLis; BTOPUHHE
nakyBaHHs: MikiHr
dapma C.A., IcnaHis;
BTOPWHHE MaKyBaHHS:
HOMC Xenckep Itanis
C.P./1., ITanis; kKOHTpoONb
AKOCTI (chi3uko-
XiMiyHwui1): Yenab C.p.n.,
ITanis; KOHTPONb AKOCTI
(4acTkoBuiA): HoBapTic
PapmacbioTuKan
MaHydhakTypiHr JI/1C,
CrOBeHisi; KOHTPO/1b
AKOCTI (YacTkoBwit): Jlek
dapmMacbloTUKasIC 4.4,
CrOBeHisi; KOHTPO/Ib
AKOCTI
(4acTkoBwif):HoBapTic
PapmacbioTuKan
MaHydhakTypiHr JIN1C,
CroBeHisi; KOHTPO/1b
SIKOCTi (YacTKoBWiA):
HoBaprTic ®apma LUTeliH
Al TekHikan
OnepeiiwH3 LBeii,
LTeliH Ctepaliins,
LLIBefiLapisi; KOHTPOsIb
AKOCTI
(4acTkoBwuiA):HoBapTic

PapmacbloTrKan

substance in accordance with
guality recommendation 3 (Letter
of Recommendation, 14-Oct-
2020).

Type 1B, B.l.b.1.z - Change in the
specification parameters and/or
limits of an AS, starting
material/intermediate/reagent -
Other variation — Tightening of
specification limits for the single
strand intermediates in
accordance with quality
recommendation 2 (Letter of
Recommendation, 14-Oct-2020).
Type IB, B.1.b.1.z - Change in the
specification parameters and/or
limits of an AS, starting
material/intermediate/reagent -
Other variation — Tightening of
specification limits for the
phosphoramidite starting materials
in accordance with quality
recommendation 1 (Letter of
Recommendation, 14-Oct-2020).
Furthermore, the MAH has taken
the opportunity to introduce
editorial changes in sections
3.25.23,3.25.24,3.25.4.1 and
3.2.5.45.
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
MaHydakTypiHr F'm6X,
ABCTpist
44, COJIKBA PO3UUH NS iH EKLN, TOB YkpaiHa CaHodpi-ABeHTiC HimeyunHa B.l.b.2.e, type — IB 3a UA/16775/01/01
100 Og./mn+33 "CaHodi- [oiiunang MrweX Change in test procedure for AS or peyenmom
Mkr/mn; Ne3 a6o Ne5: ABeHTIC starting
no 3 My KapTpuaxi, YkpaiHa" material/reagent/intermediate-
BMOHTOBaHOMY B Other changes to a test procedure
0HOpPAa30BY LUNPUL- (including replacement or addition)
pyuKy; no 3 abo no 5 for the AS or a starting
LUNPUL-PYYOK B material/intermediate
KapTOHHI kopobu,. To replace the HPLC test
[onkn B ynakoBky He procedure with an alternative
BK/IIOYEHI HPLC (3 DR) test procedure for
the identification and assay of
insulin glargine and the
determination of related proteins in
insulin glargine active substance
at release and during stability
monitoring. In addition, the
Applicant has taken an opportunity
to implement editorial changes.
TepmiH BBEAEHHS 3MiH - KBITEHb
2025 poky
45, COJIKBA PO3YUNH NSt iH EKLN, TOB YkpaiHa CaHodpi-ABeHTiC HimeuunHa B.l.b.2.e, type — IB 3a UA/16774/01/01
100 Og./mn+50 "CaHoi- [oiiunang MrmeX Change in test procedure for AS or peyenmom
Mkr/mn; Ne3 a6o Ne5: ABeHTIC starting
no 3 My kapTpuaxi, YkpaiHa" material/reagent/intermediate-
BMOHTOBaHOMY B Other changes to a test procedure
0HOPAa30BY LUMPULL- (including replacement or addition)
pyuKy; no 3 abo no 5 for the AS or a starting
LUNPUL-PYYOK B material/intermediate
KapTOHHI kopobu,. To replace the HPLC test
[onkn B ynakoBky He procedure with an alternative
BK/IIOYEHI HPLC (3 DR) test procedure for
the identification and assay of
insulin glargine and the
determination of related proteins in
insulin glargine active substance
at release and during stability
monitoring. In addition, the
Applicant has taken an opportunity
to implement editorial changes.
TepmiH BBEAEHHS 3MiH - KBITEHb
2025 poky
46. CTPENCINIC® NbOASAHUKM No 8,75 wmr, PekkiTT Benuka PekkiTT BeHkizep Benuka 3MiHuM | TMNY: 3MiHK 3 AKOCTI. 6e3 peyenma UA/18831/01/01
IHTEHCWB BE3 no 8 NbOASHNKIB Y BeHkizep BpwuTaHis Xenckep IHTEpHELHN BpuTaHis CepTudoikaT BignosigHocTi/l'E-
LLYKPY 31 CMAKOM 6nicTepi, no 2 abo 3 Xenckep Nimiten cepTudikaT BiZNOBIAHOCTI
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1
ANENbLCUHA 6nicTepy y KApPTOHHiIlA IHTepHeLw €Bponeiicbkili
Kopob6ui; no 12 HA NimiTeq thapmakonei/MmoHorpadii.

NbOASAHUKIB Yy 6nicTepi,
no 2 6nictepny
KapTOHHI Kopo6Lyi

MopaHHA HOBOro abo OHOB/IEHOrO
cepTudikata BignosigHoCTi abo
BW/TyYEHHS cepTudikara
BiANOBIAHOCTI EBpoNechkili
thapmakonei: gns Ad®l; ana
BVXiAHOTO
mMartepiany/peareHTy/nPoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUpOGHMLTBI ADI; aAns
[O0NOMDKHOT PeYOBUHU
(cepTudpikat BigNoBigHOCTI
€Bponeiicbkin hapmakonei) -
HoBuii cepTudpikar Bif Bxe
3aTBEPAKEHOro BUPOGHYMKA, 3MiHa
CTOCYETbCS HOBOTO cepTudikarty
CEP Big BXxe 3aTBEpAXeHoro
BMPOGHMKA Ait040i peYOBUHU
chnypbinpodreH, BUpo6HMLTBA Sun
Pharmaceutical Industries Ltd.,
IHAis (npouec 2) (RO-CEP 2021-
039-Rev 01). 3miHu | TURY: 3MiHK
3 AkocTi. CepTudikar
BiagnosigHocTi/lE-cepTudpikar
BiANOBIAHOCTI €BpONeNchbkili
thapmakonei/moHorpadii.
MogaHHsA HOBOro abo OHOBIEHOTO
cepTudikaTa BignosigHoOCTI abo
BWU/TyYEHHS cepTudikaTa
BifNOBigHOCTI €BpOnelickkili
thapmakonei: ans Adl; ans
BUXiAHOTO
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA
y BUPOGHULTBI ADI; Ans
[ONOMDKHOT PEYOBUHM
(cepTudpikaT BigNoBigHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNeHWiA cepTudikar Big yxe
3aTBEPXEHOro BUPOOHWMKa, 3MiHa
CTOCY€ETbCS OHOB/IEHOTO
ceptudcpikaty CEP Big BXe
3aTBEPAKEHOI0 BUPOBHMKA fitoHOoT
peyoBuHM chnypbinpodpeH,
BMpO6HULTBa Sun Pharmaceutical
Industries Ltd., IHgjs (npouec 1)
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1

(3aTBepmxeHa Bepcis: R1-CEP
2003-154-Rev 05, HoBa Bepcis:
R1-CEP 2003-154-Rev 06). 3miHn
| TMny: 3miHn 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudpikar
BiANOBIAHOCTI EBpoNechkili
thapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOBJ/IEHOIO
cepTudikaTa BignosigHocTi abo
BU/TyYEHHS cepTudikarta
BiANOBIAHOCTI €BpONeNchbkili
thapmakonei: gns A®l; ans
BUXiAHOrO
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA
y BUpOGHMLTBI ADI; aAns
[OMOMDKHOT PEYOBUHM
(cepTuchikat BignoBigHOCTI
€Bponelicbkiii hapmakoner) -
OHoBeHWit cepTuddikaT Big yxe
3aTBepAKEHOro BUPOOHUKa, 3MiHa
CTOCYETLCSA OHOB/IEHOMO
ceptudpikaty CEP Big BXe
3aTBEPAKEHOrO BUPOBGHUKA AitoHOoT
peyosuHM thnypbinpodpeH,
BMPO6HMLTBA Aesica
Pharmaceuticals Limited, IHgjs
(3aTBepmxeHa Bepcis: R1-CEP
2003-270-Rev 00, HoBa Bepcis:
R1-CEP 2003-270-Rev 01). 3miHn
| TMny: 3miHn 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudpikar
BiANOBIAHOCTI EBpoNechkili
thapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOBJ/IEHOIO
cepTudikaTa BignosigHocTi abo
BU/TyYEHHS cepTudikarta
BiANOBIAHOCTI €BpONenchbkili
thapmakonei: gns A®l; ans
BUXiAHOrO
marepiany/peareHTy/npomMikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA
y BUpOGHMLTBI ADI; aAna
[OMOMDKHOT PEYOBUHN
(cepTuchikat BignoBigHOCTI
€sponelicbkiii hapmakonei) -
OHoB/eHWIT cepTudpikar Big yxe
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Ne HasBsa snikapcbko2o dopma sUMyCKy 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
ynakoska) nocsi04YeHHs1

3aTBEPAKEHOro BUPOOGHYMKA, 3MiHa
CTOCY€ETbCS OHOB/IEHOIO
ceptudpikaty CEP Big BxXe
3aTBEPAKEHOr0 BUPOOHMKA fitouoi
peyoBuHM thnypbinpodpeH,
BUpOGHMLITBA Aesica
Pharmaceuticals Limited, IHais
(HoBa Bepcisi: R1-CEP 2003-270-
Rev 02). 3miHu | Trny: 3miHu 3
akocTi. CepTucpikar
BignosigHocTi/lE-cepTudpikar
BiANOBIAHOCTI EBpoNechkili
thapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOBJ/IEHOIO
cepTudikaTa BignosigHocTi abo
BU/TyYEHHS cepTudikara
BiANOBIAHOCTI €BpONenchbkili
thapmakonei: gns A®l; ans
BUXiAHOrO
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA
y BUpoGHMLTBI ADI; aAns
[OMOMDKHOT PEYOBUHN
(cepTuchikat BignoBigHOCTI
€sponelicbkiii hapmakonei) -
OHoBeHWit cepTuddikaT Big yxe
3aTBepAKEHOro BUPOOHUKa, 3MiHa
CTOCYETbLCS OHOBJIEHOIO
ceptudpikaty CEP Big BXe
3aTBEPAKEHOrO BUPOBGHUKA AitoHOoT
peyosuHM thnypbinpodpeH,
BMpO6HMLTBA Pharmaron
Manufacturing Services (UK) Ltd.,
Benuka BpuTaHis (3miHa
nonepegHbOI Ha3By Aesica
Pharmaceuticals Limited, IHais)
(HoBa Bepcis: R1-CEP 2003-270-
Rev 03). 3miHu | Tvny: 3miHn 3
AaKocTi. CepTudikar
BianosigHocTi/lE-cepTudpikar
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii.
MogaHHsA HOBOro abo OHOBEHOTO
cepTudikaTa BignosigHOCTI abo
BWU/TyYEHHS cepTudikaTa
BifNOBigHOCTI €BpOnelickkilt
hapmakonei: gns A®l; ans
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Ne
n/n

Hasga slikapcbKo20
3acoby

dopma sUMyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

BUXiAHOrO

marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA
y BUpOGHMLTBI ADI; aAns
[OMOMDKHOT PEYOBUHN
(cepTuchikat BignoBigHOCTI
€sponelicbkiii hapmakonei) -
OHoBeHWit cepTuddikaT Big yxe
3aTBEpAKEHOro BUPOOHUKa, 3MiHa
CTOCYETbLCS OHOBJIEHOIO
ceptudpikaty CEP Big BXe
3aTBEPAKEHOrO BUPOGHMKA AitoHOoT
peyosuHM thnypbinpodpeH,
BMpOG6HMLTBA Pharmaron
Manufacturing Services (UK) Ltd.,
Benuka BpuTaHis (HoBa Bepcis:
R1-CEP 2003-270-Rev 04).

UA/17425/01/01

47.

TOKAPBA

Tabnetky no 500 wmr,
no 24 Tabnetkn y
chnakoHi

M. BioTek
Nimiten

Benvka
BpuTanis

paHynec IHgjisa Mimites,

IHais

3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu)
3MiHN BHECEHO B TEKCT
MapKyBaHHA NMEPBUHHOT YNaKoBKMK,
a came: [0 NyHKTy 6. "IHLLIE"
[ofaHo iHdopmaLiito npo
HasBHICTb florotTuny 3asBHuKa,
TaKoX [ieTas1i30BaHO HasABHICTb
TEXHIYHOT iHGhopMaLii Ta BUTyYeHO
NIOroTUN KOMNaHii, fika 34iNCHI0E
MapKETUHT B YKpaiHi.

3a
peyenmom

3a

UA/17425/01/02

48.

TOKAPBA

Tabnetky no 750 wmr,
no 24 Tabnetkn y
oNakoHi

M. BioTek
Nimiten

Benvka
BpuTaHis

paHynec IHgjisa Mimiteq,

IHAis

3MiHu | TNy - 3MiHK Woa0
6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn)
3MiHW BHECEHO B TEKCT
MapKyBaHHA NepBUHHOT YNakoBKH,
a came: [0 nNyHKTy 6. "IHLIE"
[ofjaHo iHdhopmaLiito npo
HasABHICTb floroTuny 3asBHuKa,
TakoX AeTasizoBaHo HasABHICTb
TEeXHIYHOT iHGhopMaLii Ta BUTyYeHO
NOroTUN KOMNaHii, fika 34iMCHI0E

MapKEeTUHI B YKpaiHi.

peyenmom

B.o. HaYyanbHUKaA
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dapMaLeBTUYHOrO ynpas/liHHA Onekcangp NPILLEHKO
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