MIHICTEPCTBO OXOPOHW 3[10POB’Al YKPAIHU
HAKA3

KuiB

11 BepecHs 2025 poky N2 1419

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
Jlep>KaBHUAM MiATIPUEMCTBOM «Jlep>KaBHUM €KCIIepTHUM 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. BHecTu 3MiHM [0 peecTpaliiHUX MaTepianiB Ha NikapcbKi 3acobu (MeanyHi
iMyHObGiosIOriYHi  npenapaTn), sKi  3apeecTpoBaHi KOMMETEHTHMMM  OpraHaMm
Cnonyyenux LratiB Amepukun, Llsenuapcbkoi KoHdbepepauii, fAnowii, ABscTpanii,
KaHagu, nikapcbki 3acobu, WO 3a LUEHTPasi30BaHOK NpPOLEAYypOd 3apeECTPOBaHi



KOMMETEHTHUM oOpraHoM €pponencbkoro Cow3y, Ta A0 J[lep)KaBHOro peecTpy
NiKapcbKMx 3acobiB 3riHO 3 1O4ATKOM.

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



Oopatok
[0 Haka3zy MiHicTepcTBa OXOpPOHM 3[0pOB’S
YKpaiHn «[po BHeCEHHS 3MiH 0 peecTpaLinHuX

MaTepianis NiKapCcbKNx 3acobis, aKi
3apEeeCTPoBaHi KOMMETEHTHUMU  OpraHamu
CnonyuyeHux Lrtatie Amepuku, LLsenuapcbkoi
KoHdenepauji, SAnowii, AscTpanii, KaHaan,

€sponericbkoro Corosy»
Bia 11 BepecHs 2025 poky N2 1419

ITEPEJIIK
JNIKAPCbKUX 3ACOBIB (MEOUYHUX IMYHOBIOJIOTIYHUX MPEMAPATIB), IKI 3APEECTPOBAHI KOMMETEHTHUMU
OPrAHAMM CMOJTYYEHUX LUTATIB AMEPUKU, LLUBEMLLAPCbKOT KOH®EOEPALLIT, ANOHIT, ABCTPANII, KAHAOW,
JIKAPCbKUX 3ACOBIB, LLIO 3A LLIEHTPAJTI30BAHOIO NMPOLEAYPOIO 3APEECTPOBAHI KOMMETEHTHUAM OPFAHOM
EBPONMENCBKOIO COO3Y, LOAO AKX BYJIN BHECEHI 3MIHU 00 PEECTPALIMHUX MATEPIANIB, AKI BHOCATbLCA A0

NEPXXABHOI'O PEECTPY JIKAPCbKUX 3ACObIB

Ne Hassa dopma sunycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 (nikapcbka ¢popma, Bionycky peecmpayjitiHo2o
3acoby ynakoskKa) nocsioYyeHHs1
BOHCIPI PO34mnH ANS iH'EKLR, HosaprTic LLsenuapis BVMPOGHMLTBO LLsenuapis/ Type IA, A.6 - Administrative 3a peyenmom UA/19004/01/01
20 mr/0,4 mr; no 0,4 OBepci3 CTEPUTbHUX HimeuunHa/ change - Change in ATC
MJ/1 PO3UMHY Y IHBECTMEHTC Al NiKapcbKnx 3acoobis - Icnanis Code/ATC Vet Code - To change
nonepegHL0 acentuyHe the ATC Code of ofatumumab
HanoBHEHOMY LUMPWLj; BUrOTOBJIEHHS; from LO4AA52 to LO4AG12. 3MiHu
no 1 nonepeaHbO nepBuHHE BHECEHO B iHCTPYKL;to ANns
HanoBHEHOMY LUNPUL nakyBaHHS; MeJMNYHOro 3aCTOCyBaHHS

y noTky-6nicTepi; no 1

a6o no 3 NoTku-
6nicTepy B KapPTOHHIN
Kopoo6Li

KOHTPO/1b AKOCTI-
XiMiYHWIA/i3nUHNIA,
6ionorivyHni,
MiKpo6ionoriyHuii -
He CTepubHUiA,
MiKpo6ionoriyHuii -
CTEPUIIBHWIA;
BTOPWHHE
nakyBaHHS;
cTepunisauis -
inbTpavis;
36epiraHHsa Ta/abo
PO3MOBCIOKEHHS:
HosapTic ®apma
LLTelin AT,

nikapcbKoro 3acoby y po3gin
«®apmakoTepaneBTUyHa rpyna.
Kog ATX».

[itoua pepakuis:
dapmakoTepaneBTMyHa rpyna.
AHTVMHeoNnNacTUYHi Ta
iMyHOMOZy/Ttotoui 3aco6u.
IMyHocynpecaHTu. CenekTuBHi
iMyHOCynpecaHTu.

Kog ATX LO4AAS2.
MponoHoBaHa pefakuis:
dapmakoTepanesTuyHa rpyna.
AHTUHEONNacTUYHI Ta
iMyHOMOZYNtoKo4i 3ac06u.
IMyHocynpecaHTh. MOHOK/OHa/TbHI




4

Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy peecmpayiliHo2o
3acoby ynakoskKa) nocsioYyeHHs1
LLiBeiiuapis; aHTuTina. Odpatymymas.
KOHTPO/Ib AKOCTI - Ko ATX LO4A G12.
6i0NOrIYHMIA: BBefeHHS 3MiH - NpoTsArom 6
Hosaprtic ®apma Al’, MiCAILiB MiCNs 3aTBEPKEHHS.
LBeliuapis; Type Il, C.1.4 - Change(s) in the
BMNYCK cepil: SPC, Labelling or PL due to new
HosapTic ®apma quality, preclinical, clinical or
v6X, HimeuunHa, pharmacovigilance data -
BMNYCK cepil: Update of sections 4.4 and 4.8 of
Hosapric the SmPC in order to amend an
PapmacbioTuka existing warning on injection-
C.A., IcnaHis related reactions and to add
'Hypersensitivity reactions' to the
list of adverse drug reactions
(ADRs) with frequency not known.
3MiHM BHECEHO B IHCTPYKLit0 AN
Me[MYHOro 3aCTOCyBaHHS
niKapcbKoro 3acoby y po3giimv
«Oc06NMBOCTI 3aCTOCYBaHHS»,
«[M06iYHI peakuji». BBeAeHHS 3MiH
- MpPOTArom 6 micAuiB nicns
3aTBEPAKEHHS.
BAKCHBLIOBAHC | cycneHsis gns Mepk Wapn i LBeliuapis TecTyBaHHsA CLIA/ B.ll.g.2, Il 3a UA/20539/01/01
BAKLUVHA iH'ekuii, no 0,5 mn (1 Joym IAEA cTabinbHoCTI Higepnavgu/ To introduce a post-approval peyenmom
MHEBMOKOKOB | pgo3a); no 0,5 mn M6X niKkapcbKoro 3acoby IpnaHgis/ change management protocol
A cycneHsii y (uinicHicTb 3akpuTTS ITania/ (PACMP) to introduce alternatives
MONICAXAPUAH | nonepefHbo KOHTelHepy): HimeuunHa and/or replacements for primary
A HarnoBHEHOMY LUNPpUL EypochiHC packaging components:
KOH''OFOBAHA (ckno Tuny 1) 3 NaxkacTep - Glass Vial and Rubber Stopper
(15-BANIEHTHA, obmexyBayem xoay Na6opartopis IHK., for Vial Presentation and/or
AACOPBOBAHA) | nopLuHs CLWA,; Bunyck - Glass Barrel with Tip Cap and

(6e3natekcHuii
6pombyTMIoBNKiA
Kay4yk) Ta KoBna4kom
(6e3natekcHuii
cTupon-6yTtagieHoBuiA
abo 6e3naTeKcHuii
i3onpeH-
6pombyTHIoBNKiA
Kayuyk). Mo 1
nonepeaHLo
HanoBHEHOMY LUMPULLY
3 1 OKpeMOto rosiKoto
abo no 1 nonepeAHLO
HanoBHEHOMY LUMPULLY
3 2 oKpemMumMmu
ronkamu, a6o no 10

nikapcbkoro 3acoby
Ta TeCTyBaHHsA
cTabinibHOCTI
(BipgcoTok
apcopbuii):
EypodhiHc MPOKCI
Nab6opaTtopi3 b.B.,
HigepnaHgu;
BTopuHHe
nakyBaHHSA Ta
MapKyBaHHs
LUMPWLIB; BAMYCK
roTOBOroO
nikapcbKoro 3acoby:
Mepk Wapn i Joym
b.B., HinepnaHnaw;

Plunger Stopper for Pre-filled
Syringe (PFS) Presentation.




Ne Hassa Popma BUMYCKY 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy peecmpayiliHo2o
3acoby ynakoskKa) nocsioYyeHHs1
nonepeaHLo TecTyBaHHA Ta

HanNoOBHEHMX LUMPULB
3 20 okpemMumm
rosikaMu B KapTOHHiIl
KopobLi pa3om 3
IHCTpYKLieto ans
MeANYHOro
3acTocyBaHHA. Lnpuy,
3 ronikoto(amm)
3arnakoBaHo Y /I0TOK.

BUMYCK aj, toBaHTy
aIoMiHI0 dhocchaty
(ximiuHe); Bunyck
nikapcbkoro 3acoby
Ta TeCTyBaHHS
cTabinbHoCcTi
(ximiuHe): MCL,
IHTEepHeLLHN
M6X/MCA IpnaHgis
(BpiHHi), IpnaHgis;
HanoBHeHHA
nikapcbKkoro 3acoby
Ta iHCMEeKTYBaHHS;
BUPOBHMLTBO,
TecTyBaHHs Ta
BUMYCK aj, toBaHTy
aIoMiHI0 dhocchaty
(mikpobionoriuHe);
BUMYCK NTiKAPCbKOro
3acoby Ta
TeCTyBaHHs
cTabinbHOCTI
(mikpobionoriyxe);
BWMYCK NiKapCbKoro
3acoby:

MC/ IHTepHeLwHN
M6X/MCA IpnaHgis
(Kapnoy), Ipnangisi;
TecTtyBaHHsA
cTabinbHoCcTi
nikapcbkoro 3acoby
(iHiuitoroua Ta
nigTpuMytoda cuna):
HysicaH Mm6X,
HimeuumnHa;
HanoBHeHHsA
nikapcbkoro 3acoby
Ta iIHCNeKTYBaHHS;
BWMYCK NiKapCbKoro
3acoby Ta
TeCTyBaHHs
cTabinbHoCcTi
(ximiuHe,
MikpoGionoriyHe Ta
LiNiCHICTb 3aKpuTTA
KOHTelHepy):
MarteoH ITanis
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy peecmpayiliHo2o
3acoby ynakoskKa) nocsioYyeHHs1
C.n.A., ltanis
FAPAACUN® 9 cycneHsia ans Mepk Wapn i LBeliuapis 06'eiHaHHA CLIA/ B.l.b.2.d, Il To introduce a 3a UA/20128/01/01
BAKLUVHA iH'ekuii, no 0,5 mn (1 Joym IAEA roTOBOrO NPOAYKTY IpnaHgis/ protocol for the qualification of peyenmom
MPOTU BIPYCY nosa); no 0,5 mn M6X (noBTOpHE IcnaHis/ primary reference standards. The
NAMNIIOMUN cycnexsii y cycneHAyBaHHA Ta HigepnaHgn new HPV Type 58 primary
N aAnHN 9- nonepegHbL0 06'egHaHHsA reference standard qualified in
BANEHTHA HarnoBHEHOMY LUNpUL KiHLLeBOro accordance with the protocol will
(PEKOMBIHAHTH | (ckno) 3 o6mexyBayem CchOopMy/IbOBAHOTO be implemented after approval.

A!
AICOPEOBAHA)

X0fy NOPLUHSA
(cunikoHizoBaHwit
6poOMBYTMNOBWIA
enacTtomep i3
nokputTsM FluroTec)
Ta KOBMaykoM
(cvHTETMYHa i30npeH-
6pombyTunosa
cymiw). Mo 1
nonepeaHL0
HanoBHEHOMY LUMPULLY
3 2 rofikamut a6o no 10
nonepeaHL0
HanoBHEHUX LUNPULiB
3 2 ronkamu gns
KOXHOrO Lwnpuua B
KapTOHHI kopobui 3
IHCTpYKLieo Ans
MeAnYHOro
3aCTOCyBaHHSA

6aKy, OTpYMaHoro
3 AinbHWLi BecT
MOWAHT), HANOBHEHHSI
LwnpuuiB (NepBrHHe
nakyBaHHs),
TECTyBaHHs npu
BUMYCKY ANS
Lnpu1uyis,
HanoBHEHMX Ha
nOinbHuUi Bakctep
(NVwe eHAOTOKCUHN
Ta CTePUIbHICTb):
Bakctep
dapmacbioTikan
ContowHce JINC,
CLA; TecTyBaHHA
npv BUNYycCKy ons
Lnpu1uis,
HarnoBHEHMX Ha
ginbHuui Kapnoy,
TECTyBaHHs npu
BBE3€EHHI (41
Lnpu1uyis,
OTpYMaHuX 3
OinbHuui Bect
MoWAHT Ta [inbHUL
BakcTep)?,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHS,
cepTtudikauis Ta
BUNYCK cepil:
& TecmyBsaHHs npu
BBE3eHHI BK/II0YaE
rposedeHHs BCIX
mecmis npu
BUMycKy cepil
KiHYeB020
MpooyKkmy

B.l.b.2.e, IB Consequential
changes to the description of the
existing registered protocol for the
qualification of new working
reference standards.
TepMmiH BBE[lEHHS 3MiH - BEpeceHb
2026 poky.
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

Mepk Wapn i Joym
B.B., HigepnaHngw;
BUPOBHMLTBO:
hopmynauis,
HanoBHEHHA Ta
nepBUHHE
nakyBaHHS LUNpULiB,
TECTyBaHHs npu
BUMYCKY (KiHLLeBOro
cchopMyIbOBaHOro
6as1Ky Ta wnpuuis,
HarnoBHEHNX Ha
OinbHuui Bect
MoMHT Ta Ha
pinbHULi Bakctep),
TeCTyBaHHs
cTabinbHocTi: Mepk
LWapn i Joym NN1C,
CLUA;
BMPOGHULITBO:
hopmynsauis,
HanoBHEHHS Ta
nepBuHHE
nakyBaHHS LUNPULB,
TeCTyBaHHS Npun
BUNyCKy (KiHLEeBOro
cchopMysIbOBaHOr0
6asky Ta wnpuuis,
HanoBHEHMX Ha
AinbHuui Kapnoy),
TeCTyBaHHs
cTabinbHOCTI:
MC/ IHTepHeLwHN
M6X/MCA IpnaHgis
(Kapnoy), Ipnangisi;
MapKyBaHHS Ta
BTOpPUHHE
nakyBaHHS:
Posi ®apma
IHoacTpian
Cepsicec, C.A.,
Icnanis

EHBAPCYC

TabneTtku
NPOSIOHroBaHoI Aii, No
0,75 mr, no 10
Tabnetok y 6nictepi,
no 3 6nictepn pasom

K'esi
dapmac'ioTikens
m6X

ABCTpist

BTOPWHHE
nakyBaHHs,
MapKyBaHHS:
1. dapma N'M6X,
ABCTpIsi; BUMYCK

ABcTpisi/
ITanis/
HimeuunHa/
YropLmHa

B.ll.b.3, type IA - Change in the
manufacturing process of the
finished product, including an

intermediate used in the
manufacture of the finished

3a
peyenmom

UA/16205/01/01
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy peecmpayiliHo2o
3acoby ynakoskKa) nocsioYyeHHs1
i3 BOsIOronormHayemM cepi: product
y NakeTi 3 aslloMiHieBOT K'esi a) Minor change in the

donbrn 3
MapKyBaHHAM
iHO3eMHO MOBOIO; MO
1, 2 abo 3 naketny
KapTOHHiI kopobui 3
MapKyBaHHAM
iHO3EMHOI0 MOBOIO 3i
CTIKEPOM YKPaiHCbKOIO
MOBOIO

dapmac'tioTikens
M6X, ABCTpis;
BTOPUHHE
nakyBaHHs,
MapKyBaHHs1, BUMYyCK
cepii: K'esi
dapmaueyTumyi
C.n.A., ltanis;
KOHTPO/b SKOCTI:
HysicaH Mv6X,
HimeuuunHa;
KOHTPO/Ib AKOCTI
BUXiAHOT CUPOBWHN
Ta BUPOGHMLTBO,
KOHTPO/b SKOCTI,
BMNyCK cepii
nikapcbKoro 3acoby:
PotteHzopd ®apma
Mv6X, HimeuuunHa;
nepBuUHHE
nakyBaHHS,
BTOPUHHE
nakyBaHHs,
MapKyBaHHs:
PotteHgopd ®apma
M6X, HimeuuunHa;
BTOPUHHE
nakyBaHHs,
MapKyBaHHs:
TOB «®apma lMak
XyHrapi», YropwuHa

manufacturing process
- Minor change in the
manufacturing process of the
finished product to introduce the
premix (Macrogol 6000,

Poloxamer, Tartaric Acid) into the

melting tank in two steps rather

than one.

B.ll.b.4, type IB - Change in the

batch size (including batch size
ranges) of the finished product

a) Up to 10-fold compared to the
originally approved batch size

- To increase the amount of
granule product (Tacrolimus) from
the current batch size to a new
theoretical total of 35.03 kg (scale
125 %)

B.ll.b.4, type IB - Change in the

batch size (including batch size
ranges) of the finished product

a) Up to 10-fold compared to the
originally approved batch size

- To increase the amount of
granule product (Placebo) from the
current batch size to a new
theoretical total of 35.03 kg (scale
125 %)

B.ll.b.3, type IB - Change in the
manufacturing process of the
finished product, including an

intermediate used in the
manufacture of the finished
product

z) Change in the holding time of

an intermediate
- Change in the holding time of the
granules intermediate (Verum and

Placebo) from 30 to 60 days, at a

temperature
of 2-8 °C before mixing.

B.IL.b.3, type IA - Change in the
manufacturing process of the
finished product, including an

intermediate used in the
manufacture of the finished




9

Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy peecmpayiliHo2o
3acoby ynakoskKa) nocsioYyeHHs1
product
a) Minor change in the
manufacturing process
- Minor change in the
manufacturing process of the
finished product to discharge the
granules by vacuum feeder
instead of by gravity.
EHBAPCYC Tabnetkn K'esi ABcTpist BTOPUHHE AscTpisi/ B.Il.b.3, type IA - Change in the 3a UA/16205/01/02
NPOSIOHroBaHoI Aii, No $apmac'toTikens nakyBaHHs, ITania/ manufacturing process of the peuyenmom
1 mr, no 10 TabneTok y 6X MapKyBaHHS: Himeuunna/ finished product, including an
6nicTepi, no 3 .. dapma M'm6X, YropwuHa intermediate used in the

6nicTepy pasom i3
BOJIOrONOr/IMHa4YeM y
nakeTi 3 aslloMiHieBOT
hosnbrn 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO; MO
1, 2 abo 3 naketn y
KapTOHHI Kopobui 3
MapKyBaHHAM
iHO3EeMHOI MOBOIO 3i
CTiKEpPOM YKPaiHCbKO0
MOBOIO

ABCTpIst; BUNYCK
cepii:

K'esi
dapmac'tioTikens
'M6X, ABCTpISt;

BTOPUHHE
nakyBaHHS,
MapKyBaHHS, BUMYCK
cepii: K'esi
bapmaueyTuui
C.n.A., ltanis;
KOHTPO/b SIKOCTI:
HysicaH MmM6X,
HimeuumnHa,;
KOHTPO/Tb AKOCTI
BUXIAHOT CUPOBUHM
Ta BUPOGHMLTBO,
KOHTPO/b SIKOCTI,
BUNYyCK cepil
nikapcbKoro 3acoby:
PoTtTeHgopd dapma
M6X, HimeuuunHa,;
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
MapKyBaHHS:
PotteHzopdh ®apma
m6X, HimeuunHa;
BTOPUHHE
nakyBaHHS,
MapKyBaHHs:
TOB «®apma lMak
XyHrapi», YropLuHa

manufacture of the finished
product
a) Minor change in the
manufacturing process
- Minor change in the
manufacturing process of the
finished product to introduce the
premix (Macrogol 6000,

Poloxamer, Tartaric Acid) into the

melting tank in two steps rather

than one.

B.ll.b.4, type IB - Change in the

batch size (including batch size
ranges) of the finished product

a) Up to 10-fold compared to the
originally approved batch size

- To increase the amount of
granule product (Tacrolimus) from
the current batch size to a new
theoretical total of 35.03 kg (scale
125 %)

B.ll.b.4, type IB - Change in the

batch size (including batch size
ranges) of the finished product

a) Up to 10-fold compared to the
originally approved batch size

- To increase the amount of
granule product (Placebo) from the
current batch size to a new
theoretical total of 35.03 kg (scale
125 %)

B.Il.b.3, type IB - Change in the
manufacturing process of the
finished product, including an

intermediate used in the
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

manufacture of the finished
product
z) Change in the holding time of
an intermediate
- Change in the holding time of the
granules intermediate (Verum and
Placebo) from 30 to 60 days, at a
temperature
of 2-8 °C before mixing.
B.ll.b.3, type IA - Change in the
manufacturing process of the
finished product, including an
intermediate used in the
manufacture of the finished
product
a) Minor change in the
manufacturing process
- Minor change in the
manufacturing process of the
finished product to discharge the
granules by vacuum feeder
instead of by gravity.

EHBAPCYC

Tabnetkun
NpOJIOHroBaHoI Aii, no
4 mr, no 10 TabneTok y
6nictepi, no 3
6nicTepy pa3om i3
BOJIOTOMOrIHAYEM Y
nakeTi 3 asIloMiHiEBOT
donbrm 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO; M0
1, 2 abo 3 naketTn y
KapTOHHI kopobui 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO 3i
CTiKEPOM YKpaiHCbKOIO
MOBOI

K'esi
dapmac'ioTikens
6X

ABCTpist

BTOPUHHE
nakyBaHHs,
MapKyBaHHS:
.. dapma M'moéX,
ABCTpISi; BUMYCK
cepi:

K'esi
dapmac'toTikens
M6X, ABCTpis;

BTOPUHHE
nakyBaHHs,
MapKyBaHHS, BUNYCcK
cepii: K'esi
dapmaueyTui
C.n.A, ltanis;
KOHTPONb AKOCTI:
HysicaH Mm6X,
HimeuumnHa,
KOHTPO/Ib AKOCTI
BVXiZHOI CPOBWHU
Ta BUPOBGHULITBO,
KOHTPO/b SKOCTI,
BUMYCK cepil
nikapcbKoro 3acoby:
PotteHgopd Papma

AscTpis/
ITania/
Himeuunna/
YropumHa

B.ll.b.3, type IA - Change in the
manufacturing process of the
finished product, including an

intermediate used in the
manufacture of the finished
product
a) Minor change in the
manufacturing process
- Minor change in the
manufacturing process of the
finished product to introduce the
premix (Macrogol 6000,

Poloxamer, Tartaric Acid) into the

melting tank in two steps rather

than one.

B.ll.b.4, type IB - Change in the

batch size (including batch size
ranges) of the finished product

a) Up to 10-fold compared to the
originally approved batch size

- To increase the amount of
granule product (Tacrolimus) from
the current batch size to a new
theoretical total of 35.03 kg (scale
125 %)

3a
peyerimom

UA/16205/01/03
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy peecmpayiliHo2o
3acoby ynakoskKa) nocsioYyeHHs1
M6X, HimeuuunHa; B.ll.b.4, type IB - Change in the
nepBuHHE batch size (including batch size
nakyBaHHs1, ranges) of the finished product
BTOPVHHE a) Up to 10-fold compared to the
nakyBaHHs, originally approved batch size
MapKyBaHHS: - To increase the amount of
PotteHgopdh ®apma granule product (Placebo) from the
vM6X, HimeuuunHa; current batch size to a new
BTOPVIHHE theoretical total of 35.03 kg (scale
nakyBaHHs, 125 %)
MapKyBaHHS: B.lL.b.3, type IB - Change in the
TOB «®apma lMak manufacturing process of the
XyHrapi», YropLuHa finished product, including an
intermediate used in the
manufacture of the finished
product
z) Change in the holding time of
an intermediate
- Change in the holding time of the
granules intermediate (Verum and
Placebo) from 30 to 60 days, at a
temperature
of 2-8 °C before mixing.
B.ll.b.3, type IA - Change in the
manufacturing process of the
finished product, including an
intermediate used in the
manufacture of the finished
product
a) Minor change in the
manufacturing process
- Minor change in the
manufacturing process of the
finished product to discharge the
granules by vacuum feeder
instead of by gravity.
KABEPNAT® Tabnetku no 0,5 wr, AT "dapmak” YkpaiHa BUPOBHULTBO, IHais/ BHECEHHS 3MiH [JO peecTpaviinHmx 3a UA/19113/01/01
no 8 tabneTok y KOHTPONb AKOCTI, KaHnaga marepianis: 3miHu | Tuny - 3miHn peyenmom
naawui, no 1 naswuyjiy LOCAIIKEHHSI

KapTOHHI KopooLli

cTabinbHoCTI, thapmakoHarnagy (iHwi 3miHn) -
nakyBaHHs, OHOBJ/IEHHSI TEKCTY MapKyBaHHS
KOHTPO/Ib SKOCTI yMakoBKM NikapcbKoro 3acoby, a
nakyBaJsibHUX came: BUNy4YeHHs iHhopmadi,
marepianis, 3a3HayeHoi pociiicbkolo MOBOIO, Ta
MapKyBaHHS, BHECEHHS pefaKLiiHVX NpaBokK B
36epiraHHs, nepBuHHY (NyHKTK 1, 6) Ta
AvcTpnbyuis BTOPUHHY (NyHKTK 1, 16, 17)

oo 6e3nekn/etpekTNBHOCTI Ta
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

nikapcbKoro 3acoby:
AnoTekc Picepu
MpaviseT NimiTep,
IHAis;
BMPOGHULITBO,
KOHTPO/b SKOCTI,
BMNYyCK cepii
nikapcbKoro 3acoby:
AnoTekc IHK.,
KaHaga; KoHTposib
AKOCTI, BUNYCK cepil
niKapcbKoro 3acooby:
AnoTekc IHK.,
KaHapa; imnoprT,
MapKyBaHHs1,
36epiraHHsa Ta
AncTpnbyuis
niKapcbKoro 3acooby:
AnoTekc IHK.,
KaHapa; nakysaHHs
niKapcbKoro 3acooby:
MKI ®apma
Cepsices KaHaga,
IHK., KaHaga

ynakoBkn. BBefeHHs 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPKEHHS.

NAM3ELE

MOPOLLOK A/151 PO34KHY
Ans iHdysiid, 10 Mr; no
10 mr y chnakoHi 3
MapKyBaHHAM
aHrNiicbkoro MOBOIO;
no 1 conakoHy B
KapTOHHI kopobui 3
MapKyBaHHAM
HiMeLbKOK MOBOIO 3i
CTVKEepOM
YKpaiHCbKOK MOBOO

K'esi
dapmac'ioTikens
m6X

ABCTpist

BUPOGHMLTBO
niKkapcbKoro 3acooby,
BUMPOOYBaHHSA Mpu
BUMYCKY,
BMNpPOOYyBaHHA Ha
CTabiNbHICTb,
nepBuHHE
nakyBaHHS:
MateoH Itanisa
C.n.A, ltanis;
BMNPOBYBaHHA Npu
BUMYCKY, BUMYCK
cepii, BTOPUHHE
nakyBaHHS,
36epiraHHA Ta
OucTpumoyuis:
K'esi PapmaveyTuui
C.n.A,, Itanis;
BUMPOBYBaHHA Mpu
BUMYCKY: nuie
HeBUAUMI YacTKu:
KoHthapma ®paHuis
- Fombypr, ®paHujis;

ITania/
®paHuisa

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis:
Type Il - B.2.b.3.b — Change in
the manufacturing process of the
finished or intermediate product-
Substantial changes to a
manufacturing process that may
have a significant impact on the
quality, safety and efficacy of the
medicinal product: substantial
changes to the manufacturing
process of the finished product —
thawing and pooling steps, change
of equipment for pressure
measurement, change in
peristaltic filtration speed — to
enable a batch size increase for
velmanase alfa finished product.
Type IB - B.ll.b.4.z - Change in
the batch size (including batch
size ranges) of the finished
product — Other variation: to
increase the batch size range of

3a
peyenmom

UA/18519/01/01
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy peecmpayiliHo2o
3acoby ynakoskKa) nocsioYyeHHs1
NAJ-TecT, HeBUANMI the finished product of velmanase
yacTku: €BpOiHC alfa manufactured at Patheon
Bionab6 Cpn, ITania Ferentino from 11.6-19.2 Kg to
11.6-38.4 Kg.
9. MITIPIHOHY PO34KH ANns iH'exuin, 1 TOB "02 YkpaiHa LWaHbayH Hbto Taiim KnTaii 3MiHM 3 AkocTi, IB 3a UA/20794/01/01
NAKTAT mr/mn, 10 mr/10 mny PAPMA" dapmacsbtoTikan Ko., 3MiHa TepMiHy NpMAaTHOCTI peyenmom
chnakoHi, no 10 nra. roToBOro Nikapcbkoro 3acoby 3 2
(h/1aKOHIB B KAPTOHHIl poKiB Ha 4 poku
Kopo6Ui
10. CUMBACTATUH- | TabneTku, BKpUTI TOB «TeBa YkpaiHa AT YropwumHa BHECEHHS 3MiH [JO peecTpaLiinHmx 3a UA/17477/01/01
TEBA nAiBKOBOIO YkpaiHa» dapmaueBTUYHNI marepianis: 3miHu | Tuny - 3miHn peyenmom
060/10HKO10, No 20 wmr, 3aBog, TeBa oo 6e3nekn/edpeKkTBHOCTI Ta
no 10 Tabnetok y hapmakoHarnagy (iHwi 3miHu) -
6nicTepi; no 3 abo no 3MiHn B.(X), IA. OHOBNEHHSA TEKCTY
10 6nicTepiB y MapKyBaHHS1 NEPBUHHOI Ta
KapTOHHI Kopo6Lyi BTOPVHHOT YNaKOBOK /iKapCbKOro
3acoby. BBefeHHs 3MiH NpoTsArom
6-Tn micsuiB 3 Aatu
3aTBEPKEHHS.
11. CUMBACTATUH- | TabneTku, BKpUTI TOB «TeBa YKpaiHa AT YropLmHa BHECEHHS 3MiH 40 peecTpaliiHnX 3a UA/17477/01/02
TEBA NNiBKOBOKO YkpaiHa» dapmaleBTUYHNI mMartepianis: 3miHu | TUNY - 3MiHK peyenmom
060/10HKO10, N0 40 wmr, 3aBog, Tesa wopo 6e3nekv/edpekTMBHOCTI Ta
no 10 TabneTtok y thapmakoHarnagy (iHwi 3MiHu) -
6nicTepi; no 3 abo no 3MiHu B.(X), |A. OHOB/IEHHSA TEKCTY
10 6nicTepiB y MapKyBaHHs NepBUHHOT Ta
KapTOHHI Kopo6Lyi BTOPWHHOT YNakoBOK MiKapCbKoro
3acoby. BBeieHHA 3MiH NpoTArom
6-Tn micsuiB 3 gatu
3aTBEPKEHHS.
12. CUMBACTATWUH- | Tabnetku, BKpUTI TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH [JO peecTpaLinHmx 3a UA/17477/01/03
TEBA nniBKOBOO YkpaiHa» dapmMaveBTUHHUIA marepianis: 3miHu | Tuny - 3miHK peyenmom
060/10HKO10, Mo 80 wmr, 3aBofg TeBa wozo 6e3nekn/edhekTMBHOCTI Ta
no 10 TabneTtok y thapmakoHarnagy (iHwi 3miHu) -
6nicTepi; no 3 3MiHn B.(X), IA. OHOBNEHHA TEKCTY
6/1icTepun y KapTOHHIN MapKyBaHHsi NEPBMHHOI Ta
Kopo6Li BTOPWHHOT YNakoBOK /iKapCbKoro
3aco6y. BBefieHHsA 3MiH NpOTArom
6-Tn micsAuiB 3 gatn
3aTBEPAKEHHS.
13. TIBCOBO TabneTku, BKpUTI ne ®paHuis BignoBiganbHuii 3a Benuka BHECEHHS 3MiH 10 peecTpaLiiHnx 3a UA/20476/01/01
nAiBKOBOIO NNABEOPATYAP nepBuHHE Ta Bputanis/ marepianis: B.ll.b.3.z, IB - peyenmom
060/10HKO10, 250 Mmr; CEPB'E€ BTOPVHHE PpaHuia/ Change in the manufacturing
no 60 TabneTok y nakyBaHHs: Kanapa/ process of the finished product,
naawui, no 1 naswuyi 8 Anmak dapma CnonyyeHi including an intermediate used in
KOpoO6Li 3 KApTOHY Cepsicis JlimiTes, LWratn the manufacture of the finished
Benuka bpuTaHis; AmMepuKn product. Change in the holding

BignosigansHuii 3a

(CLIAY/

time of an intermediate.
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy peecmpayiliHo2o
3acoby ynakoskKa) nocsioYyeHHs1
BMNYyCK cepii HimeyunHa/ Minor change in the manufacturing
roToBOro MopTyranis process to change the holding

niKapcbKoro 3acooby:
Na6opaTtopii Ceps'e
IHpacTpi, PpaHuis;
BignosigansHuii 3a
BMPOGHNLTBO
roToBOro
NiKapcbKoro 3acoby
in bulk.
BignosiganbHuii 3a
BMNPOGYBaHHS B
pamkax KOHTPOJI0
SAKOCTi FOTOBOrO
niKapcbKoro 3acooby:
MarteoH IHK.,
KaHaga;
BignosigansHuii 3a
BMNPO6YyBaHHA B
pamkax KOHTPO/o
AKOCTI 3a
NOKa3HUKOM
LOCAIMKEHHS
cTabinbHOCTI
TBEpLOAMCNEPCHOr0
NPOMiXHOro
npoaykTy
iBOCUAEHiby Ta
roToBOro
niKapcbKoro 3acooby:
M Aesenonmvexr,
N.N., CnonyyeHi
LTatn AMepuku
(CLUAY);
BignoBiganbHuii 3a
BUPOBHMLTBO
roTOBOrO
nikapcbkoro 3acoby
in bulk.
BignosiganbHuii 3a
BUNPO6YyBaHHA B
pamkax KOHTPOJI0
SIKOCTi FOTOBOrO
nikapcbKoro 3acoby:
PotteHgopd ®apma
M6X, HimeuuunHa;
BignoBiganbHuii 3a
BUPOBHMUTBO

time of ivosidenib solid dispersion
intermediate (SDI) at Hovione LLC
(New Jersey, USA) site from 12
months to 24 months.
B.l.b.1.d, IB - Change in the
specification parameters and/or
limits of an active substance,
starting
material/intermediate/reagent used
in the manufacturing process of
the active substance. Deletion of a
non-significant specification
parameter (e.g. deletion of an
obsolete parameter).

To delete the specification
parameters 'palladium, cadmium,
lead, arsenic, mercury, cobalt,
vanadium, nickel' from the
specifications elemental impurities
as per ICH Q3D Guideline for
Elemental impurities from the
specification of the active
substance ivosidenib.

A.7, 1A - Administrative changes.
Deletion of manufacturing sites for
an active substance, intermediate
or finished product, packaging site,
manufacturer responsible for batch
release, site where batch control
takes place, or supplier of a
starting material, reagent or
excipient (when mentioned in the
dossier).

To delete Solvias AG (Romerpark
2, 4303 Kaiseraugst, Switzerland)
as a site responsible for quality
control of active substance
ivosidenib.
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Ne Hassa Popma BUMYCKY 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy peecmpayiliHo2o
3acoby ynakoskKa) nocsioYyeHHs1
NPOMIXXHOro
NpoAykTy
NiKapcbKoro 3acoby
(TBEPAOAVCNEPCHWIA

NPOMDXHWI NPOAYKT
iBOCUEHIOY).
BignosiganbHuii 3a
BUNPo6YyBaHHA B
pamkax KOHTPO/0
SAKOCTi NPOMIXXHOr0o
npoAykTy
NiKapcbKoro 3acoby
(TBEPAOAMCNEPCHWIA
NPOMIXHWI NPOAYKT
iBOCUZEHIOY):
XosioH JI/1C,
CnonyudeHi Wrtatn
Amepukn (CLLA);
BignosiganbHuii 3a
BMPOGHULTBO
NPOMIXXHOro
NPoAyKTYy
nikapcbkoro 3acoby
(TBEPAOANCTIEPCHWIA
NPOMDKHWI NPOAYKT
iBOCHAEHIBY).
BignosigansHuii 3a
BMNPO6YyBaHHA B
pamkax KOHTPO/o
SKOCTi NPOMiXXHOrO
NPoAyKTy
nikapcbkoro 3acoby
(TBEPAOANCTIEPCHWIA
NPOMDKHWI NPOAYKT
iBOCHAEHIBY):
XoBioH
dapmacieHcia C.A.,
MopTyranis

B.o. HaYanbHUKA
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®dapMaueBTUYHOro ynpasJliHHA OnekcaHnap NPILLEHKO
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