JlomaTox

no Hakazy MIiHICTepCTBa OXOPOHH 3IOPOB’S
VYxpainu «IIpo BHECEHHS 3MiH 10 peecTpamiiHuX
Marepiaiis JKApCHKUX 3aco0iB, AKi
3apeecTpoBaHi  KOMIIETEHTHUMHU  OpraHaMH
Cnonyyenux lllratiB Amepuky, llIBeinapcpkoi
Kondenepauii, Anonii, Ascrpamii, Kanamgm,
€pporeiicekoro Coro3y»

Bix 11 BepecHs 2025 poxy Ne 1419

HEPEJIIK
JIIKAPCBKHUX 3ACOBIB MEANYHUX IMYHOBIOJIOTTYHUX ITPEITAPATIB), AKI 3BAPEECTPOBAHI

KOMINETEHTHAMHU OPTAHAMH CIIOJIYUEHUX IITATIB AMEPUKH, IIBEHUIIAPCHKOI KOH®EIEPAIIII,
SAMOHII, ABCTPAJIIT, KAHAJIM, JIIKAPCHLKUX 3ACOBIB, 1110 3A HIEHTPAJI30BAHOIO IMPOLIEAYPOIO
3APECCTPOBAHI KOMIIETEHTHUM OPTAHOM €BPONENCHLKOT'O COIO3Y, I[0JI0 AKUX BYJIU BHECEHI
3MIHM IO PECCTPAIIMHUX MATEPIAJIB, IKI BHOCATHCS 10 JEPKABHOT'O PECCTPY JIIKAPCHLKUX

3ACOBIB

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauyitina npoyedypa Ymoesu Homep
n/ JNiKapcbKo20 (nikapcbka ¢ghopma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
1. BOHCIPI PO34MH AN iH'eKLN, Hosaprtic LLisenuapi BMPOGHWLTBO CTEPUITBHUX LLisenuapis/ Type IA, A.6 - Administrative change - 3a UA/19004/01/01

20 mr/0,4 mr; no 0,4 Ogepci3 E nikapcbkux 3acobiB - acenTuyHe Himeuumna/ Change in ATC Code/ATC Vet Code - To peuenmom

MIT PO3YUHY Y IHBeCTMEHTC BWUIOTOBIIEHHS; NEPBUHHE Icnanis change the ATC Code of ofatumumab from

nornepegHL0 Al naKkyBaHHS; KOHTPOIb SKOCTi- LO4AA52 to LO4AG12. 3MiHN BHECEHO B

HanoBHEHOMY XiMiYHWIA/Di3nyHUIA, BionorivyHui, IHCTPYKLUiO AN MeAMYHOro 3aCTOCyBaHHS

wnpuui; no 1 MiKpOBionoriyHuii - He nikapcbKkoro 3acoby y posgain

nornepegHL0 CTEepPUIbHUN, MiKpOBIONOrYHWI - «®dapmakoTepanesTuyHa rpyna. Kog ATX».

HanoBHEHOMY CTEpPUnbHWUIA; BTOPUHHE [itova pepakuis:

Lnpuui y nNoTKy-
6nictepi; no 1 abo
no 3 notku-6nictepu
B KAPTOHHI KopoobLi

nakyBaHHS; cTepunisadis -
dinbTpauis; 3bepiraHHs Ta/abo
PO3MNOBCIOMKEHHS:
HoBapTic ®apma LUtenH AT,
LLIseniuapis;
KOHTPOMb SIKOCTi - GionoriYHuiA:
Hoeaptic ®apma Arl, LLiseruapis;
BMNYCK cepii:
HoapTic ®apma M'M6X,
HimeuuuHa;
BUNYCK cepii:
HoapTic ®apmacbtotuka C.A.,
IcnaHis

dapmakoTepaneBTMYHa rpyna.

AHTMHEONNaCTUYHI Ta iIMyHOMOZYmoo4i 3acobu.

IMyHocynpecaHTn. CenekTuBHi
iMyHOCynpecaHTw.
Kop ATX LO4AA52.
[MponoHoBaHa pepakuis:
dapmakoTepaneBTU4Ha rpyna.

AHTMHEONNaCTUYHI Ta iIMyHOMOZYIo4i 3acobu.

IMyHocynpecaHTu. MOHOKNOHanNbHI aHTUTINa.
Odpatymymab.
Kon ATX LO4A G12.
BBegeHHs 3MiH - npoTarom 6 micsauis nicns
3aTBEPOKEHHS.
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OKPEMOIO rOMKoH
abo no 1
nonepeaHL0
HanoBHEHOMY
wnpuudy 3 2
OKpPeMVMU rofnikamu,
abo no 10
nonepeaHL0
HanoBHEHUX
wnpuuis 3 20
OKpPeMVMU rofnikamu
B KApPTOHHIl kopobui

antomiHito pocdary
(mikpobionoriuHe); BUMYyCK
nikapcbkoro 3acoby Ta
TeCTyBaHHs1 cTabinbHOCTI
(mikpobionoriuHe); BUMYyCK
nikapcbkoro 3acoby:
MC[ IHTepHewHn TME6X/MC
Ipnangis (Kapnoy), Ipnanais;
TecTtyBaHHs cTabinbHoCTI
nikapcbkoro 3acoby (iHiuitoo4a Ta
niaTpumytoya cuna):
HysicaH TM6X, HimeuuunHa;

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Type I, C.1.4 - Change(s) in the SPC,
Labelling or PL due to new quality,
preclinical, clinical or pharmacovigilance
data - Update of sections 4.4 and 4.8 of the
SmPC in order to amend an existing warning on
injection-related reactions and to add
'Hypersensitivity reactions' to the list of adverse
drug reactions (ADRs) with frequency not
known.
3MiHV BHECEHO B iHCTPYKLiO 4111 MEAUYHOMO
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
«OcobnmBocTi 3acTocyBaHHsA», «Mo6iYHi
peakuii». BBegeHHs 3MiH - npoTarom 6 micauis
nicns 3aTBepAXKEHHS.
2. BAKCHbLIOBA cycneHsis gns Mepk Wapni | LWeeiyapi TecTyBaHHs cTabinNbHOCTI CLUA/ B.ll.g.2, Il 3a UA/20539/01/01
HC BAKUUHA iH'ekuin, no 0,5 mn Ooym IOEA A nikapcbkoro 3acoby (LinicHicTb Hinepnanawn To introduce a post-approval change peuenmom
NMHEBMOKOKO | (1 gosa); no 0,5 mn m6X 3aKpUTTA KOHTenHepy): EypodiHc / management protocol (PACMP) to introduce
BA cycneHsii y JlaHkacTep labopatopis IHk., Ipnangis/ alternatives and/or replacements for primary
MONICAXAPU nornepegHbLo CLUA; Bunyck nikapcbkoro 3acoby ITanis/ packaging components:
OHA HanoBHEeHOMY Ta TeCcTyBaHHS CTabinNbHOCTI HimeyunHa - Glass Vial and Rubber Stopper for Vial
KOH''OFOBAH | wnpwui (ckno Tuny (BiacoTok agcopbuii): EypodiHc Presentation and/or
A (15- 1) 3 obmexyBadem MPOKCI JlabopaTopis b.B., - Glass Barrel with Tip Cap and Plunger Stopper
BAJIEHTHA, X0y NOpLUHSA HinepnaHaw; BTropuHHe for Pre-filled Syringe (PFS) Presentation.
AINCOPBOBAH | (6esnatekcHui nakyBaHHsi Ta MapKyBaHHsI
A) H6pombyTurnoBun LUNPWLiB; BMMYCK rOTOBOrO
Kay4yk) Ta nikapcekoro 3acoby: Mepk LWapn i
KOBMA4KkoM Hoywm B.B., HinepnaHau;
(6esnatekcHun TecTyBaHHA Ta BUMYCK af’toBaHTy
cTupon- antomMinito docdaty (ximivHe);
6yTapieHoBuin abo BUWMYCK NikapcbKkoro 3acoby Ta
6esnarekcHun TecTyBaHHs cTabinbHoCTi
isonpex- (ximivyHe): MC[I IHTepHeLwHN
H6pombyTunoBui M6X/MCL IpnaHgis (BpiHHi),
Kayuyk). Mo 1 Ipnanais; HanoBHeHHs
nonepeaHeo nikapcbkoro 3acoby Ta
HanoBHEHOMY iHCNeKTyBaHHS; BUPOBHULITBO,
wnpuuy 3 1 TECTYBaHHs Ta BUNYCK af'loBaHTy
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
pa3oM 3 iHCTPYKLi€to HanoBHeHHs nikapcbkoro 3acoby
AnNs MeAUYHOro Ta iHCMEeKTYBaHHS; BUMYCK
3aCcTOCyBaHHS. nikapcbkoro 3acoby Ta
LWnpuu 3 TecTyBaHHs cTabinbHoCTi (XiMiyHe,
ronkoto(amm) MikpobionoriyHe Ta LinicHiCTb
3arnakoBaHoO Y TOTOK. 3aKpUTTS KOHTeNHepy): MNaTeoH
ITanisa C.n.A., Itanis
3. FAPOACUN® 9 | cycneHsia ans Mepk Wapni | Lsenuapi 06'eiHaHHs1 rOTOBOrO NPOAYKTY CLIA/ B.l.b.2.d, Il To introduce a protocol for the 3a UA/20128/01/01
BAKLIMHA iH'ekuin, no 0,5 mn Ooym IEA A (noBTOpPHE CycneHayBaHHs Ta Ipnangis/ qualification of primary reference standards. The | peuenmom
NMPOTU (1 gosa); no 0,5 mn m6X 06'eqHaHHs KiHLEBOro Icnanis/ new HPV Type 58 primary reference standard
BIPYCY cycrneHsii y cdopmynboBaHoro banky, Hinepnanau qualified in accordance with the protocol will be
NAMNJIOMU nonepegHbo OTpUMaHoOro 3 ginbHuui Bect implemented after approval.
NIOAUHMN 9- HarnoBHEeHOMY [MOWHT), HAaNOBHEHHS LLNPULLIB B.l.b.2.e, IB Consequential changes to the
BAJIEHTHA wnpuui (ckro) 3 (nepBWHHE NakyBaHHS), description of the existing registered protocol for

(PEKOMBIHAH
THA,
AOCOPBOBAH
A)

obmexyBavem xony
MOPLUHS
(cunikoHioBaHMn
GpombyTrnoBmin
ernacTtomep i3
NOKPUTTSAM
FluroTec) Ta
KOBMa4KoMm
(cuHTETMYHA
izonpeH-
H6pombyTunosa
cymiw). Mo 1
nonepeaHL0
HarMoBHEHOMY
Lnpuuy 3 2 rornkamu
abo no 10
nonepeaHLo
HamnoBHEHMUX
wnpuuis 3 2
ronkamu ans
KOXXHOTO Lunpuvua B
KapTOHHIN kopobui 3
iHCTpyKUieto Ans
Meau4Horo
3acTocyBaHHS

TecTyBaHHS NPy BUMYCKy Ans
LINPULIB, HANOBHEHUX Ha OiNbHULL
BakcTep (nvwe eHOoTOKCMHM Ta
CTEPUIbHICTb):

Bakctep ®apmachbtoTikan
ContowHc JC, CLWA; TectyBaHHA
npy BUMYCKY ANS WNPULIB,
HaMoBHEHMX Ha AinbHuui Kapnoy,
TECTyBaHHS NMpv BBE3EHHI (Ans
LINPULIB, OTPUMaHMKX 3 AinbHULI
Bect MoiHT Ta ainbHuui
Bakctep)?, mapkyBaHHA Ta
BTOPVHHE NakKyBaHHS,
cepTudikaLis Ta BUNYyCK cepii:

@ TecmygaHHs1 Ipu 88€3€HHI
8KJ/IHOYaE MposedeHHsI 8Cix mecmig
rpu 8uUrycKy cepii KiHyego20
npodykmy
Mepk LWapn i Joym B.B.,
Hinepnanaw;
BMPOGHMLTBO: hopmynsvis,
HanoBHEHHSs Ta NepBUHHE
nakyBaHHS LUNPULiB, TECTYBaHHS
npu BUMYycKy (KiHLEeBOro
ccopmMynboBaHoro 6anky Ta
LINpULIB, HANOBHEHUX Ha OinNbHULL
BecT lMNoiHT Ta Ha AinbHULj
BakcTep), TecTyBaHHsi
ctabinbHocTi: Mepk Wapn i Joym
JINC, CWA;
BUPOGHMLUTBO: hopMynsiLis,
HanoBHEHHSs! Ta NepBUHHE
nakyBaHHS LUNPULIB, TECTYBaHHA
npu BUMYycKy (KiHLEeBOro
cdopMynboBaHoro 6anky Ta

the qualification of new working reference
standards.
TepmiH BBEAEHHS 3MiH - BepeceHb 2026 poky.
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anoMmiHieBol onbrn
3 MapKyBaHHAM
iHO3eMHOI0 MOBOID;
no 1, 2 abo 3 naketun
Y KapTOHHI kopobui
3 MapKyBaHHAM
iHO3€MHOI MOBOIO 3i
cTikepom
YKPaiHCbKOK MOBOIO

dapmaueytuui C.n.A., Itanis;
KOHTPOIb SKOCTI:
HysicaH TM6X, HimeuunHa;
KOHTPOSb SKOCTi BUXIQHOT
CUPOBUHM Ta BUPOOHMLTBO,
KOHTPOMb SKOCTIi, BUMYCK cepil
nikapcbkoro 3acoby: PotteHgopd
®apma 'M6X, HimeuumHa;
nepBrYHHE NaKyBaHHs, BTOPUHHE
nakyBaHHs1, MapKyBaHHS:
PotteHpopd Papma MvbX,
HimeuuuHa;
BTOPWHHE NaKyBaHHs,
MapKyBaHHS:
TOB «®apma Mak XyHrapi»,
YropwuHa

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.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

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
LINpULIB, HANOBHEHUX Ha OiNbHULL
Kapnoy), TectyBaHHA
cTabinbHoCTi:
MCA IHTepHewHn TM6X/MC[
Ipnangis (Kapnoy), Ipnanais;
MapKyBaHHS Ta BTOPUHHE
nakyBaHHsi:
Pogi ®apma IHaacTpian Cepsicec,
C.A,, Icnanis

4. EHBAPCYC Tabnetku K'esi ABcTpis BTOPWHHE NaKyBaHHS, AscTpis/ B.ll.b.3, type IA - Change in the manufacturing 3a UA/16205/01/01

NPOJIOHrOBaHOI Aii, dapmac'ioTik MapKyBaHHS: ITanis/ process of the finished product, including an peuenmom

no 0,75 mr, no 10 en3 M'v6X [".J1. dapma N'M6X, ABCTpisi; HimevuunHa/ intermediate used in the manufacture of the

Tabnetok y 6nictepi, BUMNYCK Cepil: YropwuHa finished product

no 3 Gnictepu K'esi ®apmac'totikens Mo6X, a) Minor change in the manufacturing process

pasom i3 ABCTpIS; - Minor change in the manufacturing process of

BOIOronorfnMHa4em BTOPWHHE NaKyBaHHS, the finished product to introduce the premix

y nakeTi 3 MapKyBaHHs, Bunyck cepii: K'esi (Macrogol 6000, Poloxamer, Tartaric Acid) into
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
the finished product to discharge the granules by
vacuum feeder instead of by gravity.

5. EHBAPCYC Tabnetku K'esi ABcTpis BTOPWHHE NaKyBaHHS, AscTpis/ B.ll.b.3, type IA - Change in the manufacturing 3a UA/16205/01/02
NPOSOHroBaHoi Aii, dapmac'toTik MapKyBaHHS: ITanis/ process of the finished product, including an peuenmom
no 1 mr, no 10 en3 M'meX I".J1. ®apma M'mM6X, ABCTpist; Himeuunna/ intermediate used in the manufacture of the
TabneTok y bnictepi, BWMNYCK cepil: YropuuHa finished product
no 3 Gnictepu K'esi ®apmac'toTikena Mo6X, a) Minor change in the manufacturing process
pasom i3 ABcTpis; - Minor change in the manufacturing process of
BOIOronorfnMHa4em BTOPWHHE NaKyBaHHS, the finished product to introduce the premix
y nakerTi 3 MapKyBaHHs, BUNyck cepii: K'esi (Macrogol 6000, Poloxamer, Tartaric Acid) into
anoMmiHieBol onbrn dapmaueytuui C.n.A., Itanis; the melting tank in two steps rather than one.

3 MapKyBaHHSAM KOHTPOIb SKOCTI: B.ll.b.4, type IB - Change in the batch size
iHO3eMHOI0 MOBOIO; HysicaH TM6X, HimeuunHa; (including batch size ranges) of the finished
no 1, 2 abo 3 naketn KOHTPOSb SKOCTi BUXIQHOT product
Y KapTOHHI kopobui CVPOBVHW Ta BUPOBHMLITBO, a) Up to 10-fold compared to the originally
3 MapKyBaHHSM KOHTPOSb AKOCTI, BUMYCK cepii approved batch size
iHO3€MHOI MOBOIO 3i nikapcbkoro 3acoby: PotteHgopd - To increase the amount of granule product
cTikepom ®apma 'mbX, Himewunna; (Tacrolimus) from the current batch size to a
YKPaiHCbKOK MOBOHO nepBrYHHE NaKyBaHHS, BTOPUHHE new theoretical total of 35.03 kg (scale 125 %)
nakyBaHHS, MapKyBaHHS: B.ll.b.4, type IB - Change in the batch size
Pottengopd ®apma M'mbX, (including batch size ranges) of the finished
Hime4vuuHa; product
BTOPWHHE MaKyBaHHS, a) Up to 10-fold compared to the originally
MapKyBaHHS: approved batch size
TOB «®apma Mak XyHrapi», - To increase the amount of granule product
YropuuHa (Placebo) from the current batch size to a new
theoretical total of 35.03 kg (scale 125 %)

B.lIL.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.lIL.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.

6. EHBAPCYC TabneTtku K'esi ABcTpis BTOPWHHE MaKyBaHHS, ABcTpisi/ B.ll.b.3, type IA - Change in the manufacturing 3a UA/16205/01/03
NPONOHroBaHoi Aii, dapmac'ioTik MapKyBaHHS: ITanis/ process of the finished product, including an peuenmom
no 4 mr, no 10 en3 'mbX I".N. dapma 'm6X, ABCTpisi; HimeuumnHa/ intermediate used in the manufacture of the
TabneTtok y bnictepi, BUNYCK cepii: YropuuHa finished product
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nnsawui, no 1
NNSAWUi Y KAPTOHHIN
KopoOGLi

nakyBaHHs!, KOHTPOIb SIKOCTI
nakyBanbHUX MaTepianis,
MapKyBaHHs1, 36epiraHHs,
OncTpubyuis nikapcbkoro 3acoby:
Anotekc Picepu MNpaviseT JlimiTea,
IHais;
BUPOOHMLTBO, KOHTPOJSb AKOCTI,
BMNYCK cepii Nikapcbkoro 3acoby:
AnoTekc IHk., KaHaga; KOHTponb

6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy
(iHLWi 3MiHK) - OHOBNEHHSI TEKCTY MapKyBaHHS!
ynakoBKM fikapcbKkoro 3acoby, a came:
BUIyYeHHS iHopMaLlii, 3a3Ha4YeHOi POCINCHKOK
MOBOIO, Ta BHECEHHS peAaKLUinHUX NpaBoK B
nepBuHHY (MYHKTK 1, 6) Ta BTOPUHHY (MyHKTY 1,
16, 17) ynakoBku. BBeaeHHs 3MiH MpoTArom 6-tu
MicsLiB Nicnsi 3aTBEPOXKEHHS.

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
no 3 Gnictepu K'esi dapmac'ioTikens MvbX, a) Minor change in the manufacturing process
pasom i3 ABcTpis; - Minor change in the manufacturing process of
BOJSIOronorfnHayem BTOPVHHE NaKyBaHHS, the finished product to introduce the premix
y nakeTi 3 MapKyBaHHs, Bunyck cepii: K'esi (Macrogol 6000, Poloxamer, Tartaric Acid) into
antoMiHieBoi ponbrn Papmaueytuui C.n.A., ITanis; the melting tank in two steps rather than one.
3 MapKyBaHHAM KOHTPOSb AKOCTi: B.ll.b.4, type IB - Change in the batch size
iHO3eMHOI0 MOBOID; Hysican MM6X, HimeuuunHa; (including batch size ranges) of the finished
no 1, 2 abo 3 naketn KOHTPOIb SKOCTi BUXiAHOI product
Y KapTOHHI Kopobui CUPOBMHM Ta BUPOOHMLTBO, a) Up to 10-fold compared to the originally
3 MapKyBaHHAM KOHTPOJb SIKOCTi, BUNYCK cepii approved batch size
iHO3eMHOI0 MOBOIO 3i nikapcbkoro 3acoby: PotteHgopd - To increase the amount of granule product
CTikepoM dapma 'M6X, HimeuumHa; (Tacrolimus) from the current batch size to a
YKPaiHCbKOK MOBOHO nepBrYHHE NaKyBaHHS, BTOPUHHE new theoretical total of 35.03 kg (scale 125 %)
nakyBaHHs, MapKyBaHHS: B.ll.b.4, type IB - Change in the batch size
PotteHgopd Papma M'vbX, (including batch size ranges) of the finished
Hime4vuuHa; product
BTOPWHHE NaKyBaHHS, a) Up to 10-fold compared to the originally
MapKyBaHHS: approved batch size
TOB «®apma lNak XyHrapi», - To increase the amount of granule product
YropwuHa (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.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.
7. KABEPNAT® Tabnetku no 0,5 wr, AT YkpaiHa BMPOBOHMLITBO, KOHTPOMb AKOCTI, IHgis/ BHECEHHS 3MiH [10 peecTpaLiliHix MaTepianis: 3a UA/19113/01/01
no 8 tabnetok y "®papmak” JocCnigKeHHa cTabinbHOCTI, KaHaga 3MmiHu | TUNY - 3miHKn Wwopo peuenmom
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
SIKOCTIi, BUNYCK cepii NikapCbKoro
3acoby: Anotekc IHk., KaHaga;
iMnopT, MapKyBaHHs1, 36epiraHHs
Ta AncTpubyLis nikapcbKoro
3acoby:
AnoTtekc IHK., KaHaaa; nakyBaHHS
nikapcbkoro 3acoby:
[KI ®apma Cepsices KaHaga, IHk.,
KaHaga
8. NAM3EQE NOPOLLIOK ANA K'esi ABcTpis BMPOBHMLTBO NikapCcbkoro 3acoby, ITanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/18519/01/01
pOo34nHy AnA dapmac'ioTik BMNPOBYyBaHHS MpY BUMYCKY, PpaHuis Type Il - B.2.b.3.b — Change in the peuenmom
iHdy3in, 10 Mr; no en3 M'v6X BUNPOoOYyBaHHSA Ha CTabiNbHICTb, manufacturing process of the finished or
10 mr y conakoHi 3 nepBUHHE NaKyBaHHS: intermediate product- Substantial changes to a
MapKyBaHHAM MateoH Itanis C.n.A,, ITanis; manufacturing process that may have a
aHIMiNCbKO MOBOID; BUNPOOYBaHHS NpY BUMYCKY, significant impact on the quality, safety and
no 1 cnakoHy B BWMNYCK Cepii, BTOPUHHE efficacy of the medicinal product: substantial
KapTOHHIN kopobu,i 3 nakyBaHHs, 36epiraHHs Ta changes to the manufacturing process of the
MapKyBaHHAM ancTpubyuis: finished product — thawing and pooling steps,
HiMeLIbKOK MOBOHO 3i K'esi ®apmaueytuui C.n.A., ITanis; change of equipment for pressure measurement,
CTUKEPOM BMNPOOYyBaHHSA MpW BUMYCKY: nuie change in peristaltic filtration speed — to enable a
YKpalHCbKOO MOBOIO HeBunammi Yactkun: KoHdpapma batch size increase for velmanase alfa finished
®paHuis - FTombypr, ®paHuis; product.
JTAJN-TecT, HeBMANMI YacTku: Type IB - B.ll.b.4.z — Change in the batch size
€BpodiHc bionab Cpn, ITanis (including batch size ranges) of the finished
product — Other variation: to increase the batch
size range of the finished product of velmanase
alfa manufactured at Patheon Ferentino from
11.6-19.2 Kg to 11.6-38.4 Kg.
9. MIUJTPIHOHY PO34MH OIS iH'EKLN, TOB "0O2 YkpaiHa LaHbayH Heto Tanm Kutan 3MiHu 3 AkocTi, 1B 3a UA/20794/01/01
NAKTAT 1 mr/mn, 10 mr/10 DAPMA" dapmacetotikan Ko., JlTa. 3MiHa TepMiHy NpMaaTHOCTI FOTOBOrO peuenmom
Mn y donakoHi, no 10 nikapcbKkoro 3acoby 3 2 pokiB Ha 4 poku
criakoHiB B
KapTOHHIl kopobui
10. | CAMBACTATWU | Tabnetku, BKpUTI TOB «TeBa YkpaiHa AT ®PapmaueBTnyHUIA 3aBog Tesa YropuuHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/17477/01/01
H-TEBA NniBKOBOKO YkpaiHa» 3MinHn | Tuny - 3MiHK Wwopo peuenmom
o6ornoHkot, no 20 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
mr, no 10 TabneTok (iHWi 3MiHM) - 3miHKn B.(x), IA. OHOBNEHHS TeKCTy
y 6nicTepi; no 3 abo MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKoBOK
no 10 GnictepiB y nikapcbkoro 3acoby. BBegeHHst 3MiH NpoTArom
KapPTOHHIl Kopobui 6-TW MicsLiB 3 faTW 3aTBEPOKEHHS.
11. | CAMBACTATWU | Tabnetku, BKpUTI TOB «TeBa YkpaiHa AT dapmaueBTnyHUIA 3aBog TeBa YropuimHa BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3a UA/17477/01/02
H-TEBA NNiBKOBOK YkpaiHa» 3MmiHu | TUNY - 3miHK Wwopo peuenmom

o6ornoHkot, no 40
Mr, no 10 TabneTok
y 6nicTepi; no 3 abo
no 10 GnictepiB y
KapTOHHI kopobui

6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy
(iHWi 3MiHK) - 3miHK B.(x), |A. OHOBNEHHS TEKCTY
MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI YNakoBOK
nikapcbkoro 3acoby. BeegeHHs 3MiH NpoTsirom
6-TK MicaUiB 3 aTW 3aTBEPOKEHHS.




8

[IponoBxkeHHs gonaTka
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12. | CAMBACTATWU | Tabnetku, BKpUTI TOB «TeBa Ykpaina AT ®dapmaueBTnyHUiA 3aBog Tesa YropuuHa BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3a UA/17477/01/03
H-TEBA NniBKOBOKO YkpaiHa» 3MiHn | Tvny - 3MiHM Wwoao peuenmom
obonoHkoto, no 80 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
mr, no 10 TabneTok (iHWi 3MiHK) - 3miHn B.(x), IA. OHOBNEHHS TeKCTy
y 6nictepi; no 3 MapKyBaHHSI MEPBUHHOI Ta BTOPMHHOI YNakoBOK
Gnictepn y nikapcbkoro 3acoby. BeegeHHs 3MiH NpoTsirom
KapTOHHI kopobui 6-TK MicaUiB 3 aTW 3aTBEPOXKEHHS.
13. | TIBCOBO TabneTku, BKPUTI e ®paHuis BignosiganbHui 3a nepBuHHe Ta Benuka BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a UA/20476/01/01
NniBKOBOIO JIABOPATY BTOPWHHE MaKyBaHHS: BpuTaHis/ B.ll.b.3.z, IB - Change in the manufacturing peuenmom
obonoHkoto, 250 wmr; AP CEPB'E€ Anmak ®apma Cepsicis JlimiTes, ®paHuis/ process of the finished product, including an
no 60 Tabnetoky Benwuka Bputanis; KaHnapga/ intermediate used in the manufacture of the
nnawui, no 1 BignosiganbHuii 3a BUNYycK cepii Cnonyu4eHi finished product. Change in the holding time of
nnawui B kopobui 3 roTOBOro MikapCbKOro 3acoby: LWratn an intermediate.
KapTOHY ITabopaTopii Ceps'e IHaacTpi, Amepuikn Minor change in the manufacturing process to
®paHuis; BignosigansHui 3a (CLLA)Y/ change the holding time of ivosidenib solid
BUPOBHMLTBO rOTOBOrO HimeyuunHa/ dispersion intermediate (SDI) at Hovione LLC
nikapcbkoro 3acoby in bulk. MopTyranis (New Jersey, USA) site from 12 months to 24

BignosiganbHuii 3a BUNpobyBaHHs
B paMKax KOHTPOIIO SKOCTI
roTOBOro MikapCbKoro 3acoby:
MaTeoH IHK., KaHaga;
BignosiganbHuii 3a BUNpobyBaHHSA
B paMKax KOHTPOIIO SKOCTi 3a
MOKa3HWKOM [OCHIAKEHHS
CTabinbHOCTI TBEPAOANCNIEPCHOTO
NPOMIXKHOrO MPOAYKTY iBOCUAEHIOY
Ta roToBOrO fikapCbKoro 3acoby:
nna OesenonmeHxt, J1.T1.,
Cronyyeni LWWtatn Amepukn
(CLUA);
BignoBiganbHuii 3a BUPOGHNLITBO
roToBOro MikapcbKoro 3acoby in
bulk. BignosiganbHui 3a
BUNpobyBaHHSA B pamkax
KOHTPOMIO SIKOCTi FOTOBOTO
nikapcbkoro 3acoby: PoTtteHaopd
dapma 'mbX, HimeuunHa;
BignoBiganbHuii 3a BUPOGHNLITBO
NMPOMDKHOIO NPOAYKTY NiKapcbKoro
3acoby (TBepaoAMCnepcHUi
NPOMKHUIA NPOAYKT iBOCMAEHIDY).
BignosinanbHui 3a BUNpobyBaHHs
B pamKkax KOHTPOIO SKOCTI
NPOMIXKHOIrO MPOAYKTY NiKapCbKoro
3acoby (TBepaoAMCnepcHUi
NPOMIXKHUIA NPOAYKT iBOCMAEHIDY):
XogioH JIJIC, CnonyyeHi LUtaTtn
Awmepuku (CLUA);
BignosigansHui 3a BUpPOGHMLUTBO

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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MPOMIXXHOrO MPOAYKTY NiKapCbKoro
3acoby (TBepaoancrnepcHui
NPOMIXKHUI NPOAYKT iBOCUAEHIOY).
BignosinansHui 3a BUNpobyBaHHS
B paMKax KOHTPOIIO AKOCTI
MPOMDKHOIO NPOAYKTY NiKapCbKoro
3acoby (TBepaoaMcrnepcHui
NPOMDKHUIA NPOAYKT iBOCMAEHIOY):
XogioH ®apmacieHcia C.A.,
MopTtyrania

B.o. HavaaLHUKA
dapManeBTHYHOIO YIIPABJIiHHA

Oaexkcangp I'PINEHKO




