Jlonatok 3

no Hakazy MIiHICTepCTBa OXOPOHH 3IOPOB’S
VYxpainu «IIpo JiepKaBHY peecrpartiro,
MEPePeECTpaIlito  JKAPCBKHX  3aco0iB  Ta
BHECEHHS 3MiH JI0 PpEECTpallifHuX MarepiaiB
JmiKapchKUX ~ 3aco0iB,  SKi  3apeecTpoBaHi
KOMIIeTeHTHUMHU opraHamu Cronyuyenux LlTtartis
Awmepuxu, lBeitnapcekoi Kondenepanii, SnoHii,
Asgcrpaii, Kanagu, €spomneiicekoro Corosy»

Bix 18 cepmns 2025 poky Ne 1305

MEPEJIK
JIKAPCBKHUX 3ACOBIB (MEJIUYHUX IMYHOBIOJOTTYHUAX MPEMAPATIB), AKI 3APECCTPOBAHI
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. AIIbTPEHO™ nocbioH, 0,05 %; no | TOB "BAYLU YkpaiHa BupobHMLTBO, TECTYBaHHSA Kanapa/ BHECEHHS 3MiH JO peeCTpaLiiHUX maTepianis: 3a UA/18447/01/01
45 r y 1y6i; no 1 Ty6i XENC BUXiOHOI CUPOBMHU, NaKyBaHHS, CnonyyeHi 3miHa 3asiBHUKa (BNacHuKa peecTpauiiHoro peuenmom
B KapTOHHIl kopobui YKPAIHA" MapKyBaHHsI, BUNYyCK cepii Ta LWratn nocsigyeHHs) (3rigHo Hakasy MOS Big
[OCTifKeHHs cTabinbHOCTI: Amepuikn 17.11.2016 Ne 1245). BBegeHHs 3MiH MPOTAroM
Bayw Xenc KomnaHic IHk., 6-T MicaLiB nicnsa 3aTBepaAXeHHs. 3MiHu | Tuny -
KaHapa; 3MiHn Wwoao 6e3nekn/edekTUBHOCTI Ta
AnbTepHaTMBHA AiNbHULSA, Ha SKiN cbapmakoHarnsigy. BeegeHHs abo 3miHm oo
NpPoOBOASATLCA TECTYBAHHSA BUXIAHOT y3aranbHeHWX faHnx Npo cucTemy
CVPOBVHW, BUIMYCK Cepii Ta dapmakoHarnsay (BBeAEHHS y3aranbHEeHUX
OOCMiMKEHHs cTabinbHOCTI AaHux npo cuctemy cpapmakoHarnsgy, 3amiHa
(Bunyck cepiiA, BUpOBNEHUX TiNbKK yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
ONs KNiHIYHUX JocnigKeHb): 3[iiCHeHHs hapMakoHarnagy; KOHTaKTHOI ocobu
Bayw Xenc Amepukac IHk., 3 hapmakoHarnagy 3asiBHuUKa ANS 34iCHEHHS
CnonyuyeHi LWWtatn Amepuku; dapmakoHarnagy B YkpaiHi, SKLWo BoHa
AnbTepHaTMBHA AiNbHULSA, Ha SKin BiMiHHA Bif, yNOBHOBaXXeHOI ocodu,
NPOBOAATLCS MiKpOBionorivHi BignoBigansHoI 3a 30iMCHEHHS hapmakoHarnsgy
DOCHiIKEHHS: (BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
Macudik bioJlabc, CnonyyeHi po3MilLieHHI MacTep-anna cuctemm
LWTatn Amepuku; dapmakoHarnsgy) -
OinbHuUus, Ha Ak NpoBOAATLCH 3miHa ynoBHOBaxeHOi 0cobu 3asiBHUKa,
BMNpoOyBaHHsA po3Mipy Kpanernb BigMoBiganbHoi 3a dapmakoHarnsg. [ioya
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[IponoBkenHs noxarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
eMynbCii Ta po3Mipy 4acToK: pepakuisi: bapmiHa MaHHa OnekcaHapiBHa.
MapTtukan TekHonomxw J1abc, lMponoHoBaHa pepakuisa: boratvyk KatepuHa
CnonyuyeHi LWtatn Amepuku; MuxanniBHa. 3MiHa KOHTAKTHUX LAHWX
AnbTepHaTUBHI AiNbHULI, Ha AKNX YNOBHOBaXeHOi 0cobu 3asBHUKA,
NpoBOAATLCS! BUNPOOYBaHHS BignoBiganbHoi 3a papmakoHarnsag. 3miHa
OOMOMDKHUX PEYOBUH: MiCLie3HaxXoMKeHHA MacTep-danna cuctemm
EnemeHT Martipianc TekHonomxu dapmakoHarnsay Ta noro Homepa. 3miHa micus
Kanapga IHk., KaHapa; 30iNCHEeHHSI OCHOBHOI fisiNbHOCTI 3
EcxiEc Kanaga IHk., KaHaga; dapmakoHarnagy.
EcOxiEc Kanaga IHk., KaHaga;
Heodpapwm J1abe IHk., KaHaga
2. BPIXANI™ nocwbiioH, 0,01 %, no | TOB "BAYLU YkpaiHa BMPOBHMLUTBO, NaKyBaHHS, Kanapa/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/18952/01/01
100 ry Ty6i, no 1 XENC MapKyBaHHs, BUNYCK cepii Ta CnonyyeHi 3MiHa 3asiBHVKa (BMacHWKa peecTpauiiHoro peuernmom
Ty6i B KQPTOHHiI YKPATHA" [ocnigkeHHs cTabinbHOCTI: WTaTtn nocsigyeHHs). [itova pegakuis: TOB "BAYLU
Kopoo6ui Bayw Xenc Komnaric IHk., Amepuikn XEJNC" (Ykpaina, 01130, m.Kuis, Byn.
KaHnapga; MigBucoupkoro Npodgecopa, 6ya. 6-B).
anbTepHaTUBHA AiNbHULA, Ha AKin [MponoHoBaHa pegakuis: TOB "BAYLL XEJIC
NPOBOAATLCA BUMYCK cepii Ta YKPAIHA" (Ykpaina, 03150, m. Kuis, Byn.
[ocniopKeHHs cTabinbHOCTI: TioTioHHMKa Bacuns, 6ya. 58/1, odic 9).
Bayw Xenc Amepukac IHk., BBegeHHs 3miH NpoTarom 6-Tn micauiB nicns
CnonyyeHi Wratn Amepuky; 3aTBepAKEHHS. 3MiHuM | Tuny - 3miHn Wwoao
anbTepHaTMBHA AiNbHULSA, Ha AKil 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
NpoBoAATLCS MikpobionoriyHi BBepneHHs abo 3MiHM 00 y3aranbHEeHUX AaHux
DOCTiKEHHS: npo cuctemy dapmakoHarnagy (BBe4eHHs
Macudik biolNabc (MBI1), y3ararnbHeHUX AaHux npo cuctemy
CnonyyeHi LWtatn Amepuky; hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOI ocobu,
LOiNbHUUA, Ha AKIN NPOBOAATLCSA BiANOBIgANbHOI 3a 3AiNCHEHHS
BMNPOOYBaHHSA po3Mipy Kpanerb dapmakoHarnsay; KOHTakTHoOi ocobu 3
eMynbCil: dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs
MapTtukan TekHonoaxu Jlabe dapmakoHarnsaay B YKpaiHi, SKLWo BOHa
(M), CnonyyeHi WraTn BiAMiHHa Bif yNOBHOBaXXeHOi 0cobu,
Amepuku; BignoBiganbHOI 3a 34iMCHEHHs hapmakoHarnsgy
anbTepHaTUBHA AiNbHULSA, Ha SKiN (BKIMKOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
NpoBOAATLCS BUNPOOYBaHHA po3MmiLLieHHI MacTep-anna cuctemm
OOMOMDKHUX PEYOBUH: dapmakoHarnsgy) - 3MiHa yNnoBHOBaXXeHO|
EnemenTan Martipianc ocobu 3asBHMKKa, BianosiganbHOI 3a
TekHonopxu Kanaga IHk., KaHaga; dapmakoHarnsa. [itoua pegakuis: bapmina
EcOxiEc Kanaga IHk., KaHaga; "aHHa OnekcaHgpiBHa. MNponoHoBaHa peaakuisi:
EcOxiEc Kanapa IHk., Kanaga; Boratuyk KatepuHa MuxannisHa.
Heodpapwm J1abe IHk., KaHana 3MiHa KOHTaKTHMX JAHWX YNOBHOBaXXEHOI 0CcObM
3asiBHMKa, BignosiganbHoi 3a dhapMakoHarnsa.
3MmiHa MicLe3HaxooXeHHs1 MacTep-darina
cucTemMu chapmakoHarnsgy Ta horo Homepa.
3MiHa Micus 3AiMCHEHHS! OCHOBHOI AisANbHOCTI 3
dapmakoHarnsigy.
3. FAPOACUN® 9 | cycneHsia ans Mepk Wapni | Lsenuapi 06'egHaHHSA roTOBOro NPoayKTy CLIA/ B.ll.g.2. 1l 3a UA/20128/01/01
BAKLUMHA iH'ekuin, no 0,5 mn Ooym IOEA A (noBTOpPHE cycneHayBaHHs Ta HigepnaHnaun To introduce a post-approval change peuenmom
NPOTU (1 posa); no 0,5 mn m6X 06'eqHaHHS KiHLEBOro / management protocol (PACMP) to introduce
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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
BIPYCY cycneHsii y cchopmMynboBaHoOro 6arnky, Ipnangis/ alternatives and/or replacements for primary
nAMinomMmn nonepegHbLo OoTpuUMaHoro 3 AinbHuui Bect Icnanis packaging components:
NIOOUHU 9- HanoBHEHOMY [MOMHT), HaNOBHEHHS WNpULiB - Glass Vial and Rubber Stopper for Vial
BAJIEHTHA wnpuui (ckro) 3 (nepBuHHE NakyBaHHS), Presentation and/or
(PEKOMBIHAH | obmexyBayem xony TEeCTyBaHHs NP1 BUMYCKy ANA - Glass Barrel with Tip Cap and Plunger Stopper
THA, NOpLUHSA LINpULiB, HANOBHEHUX Ha OiNbHULL for Pre-filled Syringe (PFS) Presentation.
A[NCOPBOBAH | (cunikoHizoBaHui Bakctep (nvwe eHOoTOKCMHM Ta
A) H6pombyTUnoBuiA cTepunbHicTb): Bakctep
enacTomep i3 dapmachktoTikan ContowHc JIN1C,
MOKPUTTAM CLUA; TecTyBaHHS npW BUNYCKY
FluroTec) Ta ONs WnpuuiB, HaNnOBHEHUX Ha
KOBMa4ykom AinbHUUi Kapnoy, TectyBaHHA npu
(cuHTETNYHA BBE3€eHHiI (Ans wnpwuis,
izonpeH- OTpVMaHuX 3 AinbHuui Bect MonHT
6pombyTunosa Ta ginbHuui bakctep)a,
cymiw). Mo 1 MapKyBaHHsi Ta BTOPUHHE
nonepegHLo nakyBaHHs, cepTudikadisa Ta
HanoBHEHOMY BUNYCK cepii: a TecTyBaHHA Npu
LNpuuy 3 2 ronkamu BBE3€HHi BKNo4ae NpoBeaeHHs
abo no 10 BCiX TECTIB MpW BUMYCKY cepil
nonepegHbo KiHueBoro npoaykty Mepk Wapn i
HanoBHEHUX Doym B.B., Higepnanau;
wnpuuis 3 2 BMPOBHMLTBO: hopmynsvis,
ronkamu gns HanoBHEHHS Ta NepBUHHE
KOXHOrO Lnpuua B nakyBaHHS LUNPULiB, TECTYBaHHS
KapTOHHIl kopoOLi 3 npv BUNYcKy (KiHLEBOro
iHCTpyKUieto Ans cdopmynboBaHoro 6arnky Ta
MeauyHoro LINpULIB, HANOBHEHUX Ha OinNbHULL
3aCTOCyBaHHSA BecT lMNoiHT Ta Ha ainbHuuj
BakcTep), TecTyBaHHs
ctabinbHocTi: Mepk Wapn i Joym
JIJ1C, CLWA; BMpoOHULTBO:
opMynsLis, HanoBHEHHA Ta
nepBUHHE NaKyBaHHS LLNPULIB,
TECTyBaHHS NPy BUMYCKy
(kiHUEeBOro cchopMynbOBaHOro
6anky Ta WwnpuuiB, HaNOBHEHNX Ha
AinbHUUi Kapnoy), TecTyBaHHs
cTabinbHoCTi:
MC[ IHTepHewHn TMEX/MCI
Ipnangis (Kapnoy), Ipnangis;
MapKyBaHHs Ta BTOPUHHE
nakyBaHHsi: PoBi ®apma
InpacTpian Cepsicec, C.A.,
Icnanis
4. | DAYHOBINACT | nopotuok ans Mcpanzep CLA BUPOGHMLTBO, NEPBUHHE Ta ITanis Tun |A — B.II1.2.b: 3MiHK, nos'a3aHi 3 3a UA/20200/01/01
WH KOHLeHTpaTy Ans Eny.Ci.Ni. BTOPWHHE NaKyBaHHs, KOHTPOSb HeobXiOHICTIO NpuBeAeHHS Y BiANOBIAHICTb A0 peuernmom
pPO34nHy Ans Kopnopewww SIKOCTI, BUNYCK cepii, OHOBJIEHHS BiANOBIAHOT MOHOrpadii
iHdy3in, 20 Mr; no 1 H BUNpobyBaHHs cTabinbHOCTI: €Bponeicbkoi Papmakonei, npMBeAeHHs
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Kopobui; no 60 ry
Ty6i, no 1 1y6i B
KapTOHHiIl kopobuyj;
no 100 ry Ty6i, no 1
Ty6i B KQPTOHHIN
Kopoo6Li

AnbTepHaTMBHA AiNbHULSA, Ha SKiA
NPOBOAATLCS BUMYCK cepii Ta
nocnimxeHHst ctabinbHocTi: Bayw
Xenc Amepukac IHk., CrionyyeHi
Ltatn AMepuku; AnbTepHaTuBHa
OiNbHMUSA, Ha AKi NPOBOAATLCSA
MikpoBionoriyHi 4OCnimKeHHS:

Ykpaina, 01130, m.Kuis,
Byn. Migsmcoubkoro Mpodecopa, bya. 6-B
[MponoHoBaHa pepakuis:
TOB "BAYLL XENC YKPAIHA"
Ykpaina, 03150, m. Kuis,
Byn. TioTioHHUKa Bacuns, 6ya. 58/1, odic 9
BBegeHHs 3MiH NpoTsArom 6-Tv MicauiB nicns

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
dnakoHy B Natina ®apma C.n.A. cneuudikaLii Aito4oT pevoBMHN BiAMNOBIAHO A0
KapTOHHIN ynakoBLii OHOBreHoi MoHorpadii €BponencbKoi
dapmakonei gns [ayHopybiuuHy rigpoxnopuay.
5. AOENCTPITO TabneTku, BKPUTI Mepk Wapni | Lsenuapi NPOMIDKHU NPOAYKT AOPaBIpPUHY, MopTyranis/ Type IA, B.lll.2.a.2. - Change of 3a UA/19937/01/01
NniBKOBOIO Ooym IOEA A BUCYLLEHWI PO3MUIEHHSAM: ITanis/ specification(s) of a former non EU peuenmom
obonoHkoto, no 100 mM6X BMPOOHMLTBO/aHaniTnyHe Benuka Pharmacopoeial substance to fully comply
mr/300 mr/245 wmr, 30 TECTYBaHHS: Bputanis/ with the Ph. Eur. or with a national
TabneTok, BKPpUTMX XogioH ®apmaCeHcia C.A., CLUA/ pharmacopoeia of a Member State -
NniBKOBOO MopTtyranis; Ipnangis/ Excipient/AS starting material - change in the
060M0oHKOI Y NPOMIDKHU NPOAYKT AOPaBIpPUHY, Hinepnanau specifications for the Hypromellose acetate
nnawyi, 1 nnawka B BUCYLUEHUI PO3MUINEHHAM: succinate Delstrigo
KapTOHHIl kopobui BUPOBHMUTBO/aHaniTuyHe (doravirine/lamivudine/tenofovir disoproxil
TECTYBaHHS: fumarate 100 mg/300 mg/300 mg film coated
d.1.C. - dabbpika ITanbaHa tablets) to fully comply with the Ph. Eur. Edition
CinTteTivi C.n.A,, Itanis; 11.4. This outcome does not require any
MikpobionoriyHe TecTyBaHHs amendment to the Annexes to the EU marketing
sKocTi: EypodiHc Biodhapma authorisation(s). BBegeHHs1 3MiH npoTsirom 6-T1
MpoaakT TecTiHr Ipnangia J1ta, MicAUiB Nicnsa 3aTBEPAXKEHHS.
Ipnangis;
TeCTyBaHHs cTabinbHOCTI:
OpraHoH ®apma (Benvka
Bpuranis) Nimiteq, Benvka
BpuTtaHis;
Mepk Wapn i Ooym JJIC, CLUA;
BMPOGHMLITBO (ponmkoBe
YLWiNbHEHHS,
3MiLlyBaHHs/3MalLLyBaHHS rpaHyrn
[OpaBipyHyY Ta
namiByanHy/TeHodOBIpY
ausonpokcuny dymapary,
TUCHEHHS1, MOKPUTTSI NIBKOBOO
060MoHKO), aHaniTu4He
TECTYBaHHs IPY BUMYCKY:
MCL IHTepHewHn MM6X, IpnaHais;
nepBUHHE Ta BTOPUHHE
nakyBaHHS, BUMNYCK cepil:
Mepk Wapn i Joym B.B.,
Higepnanau
6. | AYOBPII™ TOCBIAOH, TOB "BAYLU YkpaiHa Bupo6HULTBO, NakyBaHHs, Kanapa/ 3MmiHa 3asiBHUKa (BnacHuKa peecTpauiiHoro 3a UA/18956/01/01
0,01%/0,045%; no XEJNC MapKyBaHHS, BUNYCK cepii Ta Cnonyu4eHi NnocBiaYeHHS). peuenmom
45y 1y6i, no 1 Ty6I YKPAIHA" nocnimxeHHst ctabinbHocTi: Bayw Wratn [itoya pepakuis:
B KAPTOHHI Xenc KomnaHic IHk., KaHaga; Amepukmn TOB "BAYLWI XENC"




5 [IponoBkenHs noxarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Macuaik biolNa6ce (MBI1), 3aTBEPOKEHHS.
CnonyuyeHi LWtatn Amepuiku; 3MiHn | Trny: 3miHun woao
LinbHnug, Ha Ak NpoBOAATLCA 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BUNPOBYBaHHS po3mipy Kpanesnb BBeaeHHs abo 3MiHM 40 y3aranbHeHWX AaHux
eMynbCil: npo cuctemy cdapmakoHarnagy (BBegeHHs
MapTtukan TekHonoaxu Jlabe y3aranbHeHUX AaHuX Npo CUcTemy
(M), Cnonyyeni WraTn chapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
Amepukuy; BiANOBIgANbHOI 3a 34iNCHEHHS
AnbTepHaTUBHI AiNbHULI, HAa AKUX hapmakoHarnagy; KOHTakTHoi ocobu 3
NpoBOAATLCS BUNPOOyBaHHA hapmakoHarnsgy 3asiBHUKa Ans 34ilCHEHHS
AOMOMDKHUX PEYOBUH: dapmakoHarnsay B YKpaiHi, SKLWwo BOHa
EnemeHT Martipianc TekHonoaxu BigMiHHa Bif, yNOBHOBaXeHOI ocobu,
KaHapa IHk., KaHaga; BiANOBiganNbHOI 3a 34iINCHEHHS hapMakoHarnagy
EcxiEc Kanaga IHk., KaHaga; (BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
EcOxiEc Kanapga IHk., KaHaga; PO3MiLLEHHI MacTep-thanna cuctemm
Heodpapm J1abe IHk., KaHaga capmakoHarnsgy), 3mMiHa ynoBHOBaXeHoi ocobu
3asBHUKA, BiAMOBIAANbHOI 3a hapmakoHarnsg.
[Litova pepakuia: bapmiHa NaHHa
OnekcaHgpieHa. MNponoHoBaHa pegakuis:
Boratuyk KatepmHa MuxannisHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BiANOBiAanbHOI 3a hapMakoHarnag.
3MiHa MicLie3HaxomKeHHs MacTep-daina
cucTemMu chapmakoHarnsgy Ta horo Homepa.
3MiHa Micus 3AiMCHEHHS! OCHOBHOI AisANbHOCTI 3
dapmakoHarnsgy.
7. KEHIPEKCAN NopoLLOK Ans K'esi ABCTpis BMPOGHMLTBO, KOHTPOIb SKOCTi Ta ITanis/ Type lAin, B.ll.b.2.c.l - Change to importer, 3a UA/17224/01/01
KOHLIEeHTpaTy Ans dapmac'ioTik nepBUHHE NaKyBaHHS: Himeuunna/ batch release arrangements and quality peuenmom
PO34MHY ANS iH'EKLN en3 'mb6X MateoH Itania C.n.A., ITanis; IpnaHpis control testing of the FP - Replacement or

/ iHdpysin, 50 mr; 10
dnakoHiB 3
MOPOLLIKOM Y
riakoHi B KapTOHHIN
Kopobui 3
MapKyBaHHAM
iTanincbkolo,
HiMeLlbKoto Ta
aHrmnincLKo
MOBaMMu 3i CTikepoM
YKpailHCbKO0 MOBOIO

BTOPVHHE NakyBaHHS, BUNYCK
cepii:
K'esi ®apmaueytuui C.n.A., ITanis;
BUMYCK cepii:
Hiadapm M'mbX & Ko. KT,
HimeuuuHa;
BUMYCK cepii:
Amput dapmac'ioTikens
[HesirHenten AkTiBiTi KomnaHi,
Ipnangia

addition of a manufacturer responsible for
importation and/or batch release - Not
including batch control/testing - To add Amryt
Pharmaceuticals Designated Activity Company,
45 Mespil Road, Dublin 4, D04 W2F1, Ireland,
as an alternative site responsible for batch
release (not including batch control/testing) of
the finished product.

HNopasaHHs BupobHuka Amput Papmac'ioTikens
DesirHenTen AkTiiTi KomnaHi, 45 Mecnin Poag,
Oy6nin 4, D04 W2F1, IpnaHgis, sk
anbTepHaTUBHOI AiNsHKK, BignoBigansHoi 3a
BUNYCK cepilt (6e3 ypaxyBaHHs
KOHTponto/BUNpobyBaHb cepili) roToBOro
npoaykTy. 3MiHN BHECEHO B iHCTPYKLiO Ans
MeaMYHOro 3aCTOCYBaHHSI NikapCcbkoro 3acoby
[0 po3sginiB «BupobHuk» Ta
«MicuesHaxomkeHHs BUpOOHMKa Ta agpeca
Micusi NpOBagKEHHS MOro QisiNbHOCTI» 3
Bi4NOBIgHNMM 3MiHAMU Y TEKCTi MapKyBaHHs
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Hasea

®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
yNaKoBOK.
Type IAin, B.Il.b.2.c.| - Change to importer,
batch release arrangements and quality
control testing of the FP - Replacement or
addition of a manufacturer responsible for
importation and/or batch release - Not
including batch control/testing - To add Chiesi
Farmaceutici S.p.A., via San Leonardo, 96,
43122 Parma, ltaly, as an alternative site
responsible for batch release (not including
batch control/testing) of the finished product.
[opnaBaHHs BUpobHuka K'esi Papmaueytumui
C.n.A., Bia CaH JleoHapgo 96, 43122 NMapma,
ITanis, Sk anbTepHaTUBHOI QiNsHKN,
BignoBigansHoi 3a BUNyck cepiii (6e3
ypaxyBaHHS1 KOHTPOM/BUNPOByBaHb cepiit)
roTOBOro NPOAYyKTy. 3MiHN BHECEHO B iHCTPYKL,iIO
ONst MEQMYHOro 3aCTOCYBaHHS NMikapCbKoro
3acoby no posainis «BupobHuk» Ta
«MicuesHaxomkeHHs BUpobHMKa Ta agpeca
MicLS NpOBaAXKEHHS MOro AiAnbHOCTI» 3
BiANOBIOHUMW 3MiHAMM Y TEKCTIi MapKyBaHHS
YNaKoBOK.
JNIAHCYP®® 15 | Ttabnetku, BKpUTI Jle ®paHuin BignoBigansHWMiA 3a BUPOGHMLUTBO, Anonis/ C.13, Il — Other variations not specifically 3a UA/16712/01/02
Mr/6,14 MI NniBKOBOO INabopatyap KOHTPOMb SKOCTi Ta BUMYCK Cepii PpaHuis/ covered elsewhere in this Annex which involve peuernmom
obonoHkoto, no 15 CepB'e npogykuii in bulk: Ipnangis the submission of studies to the competent
Mmr/6,14 wmr, no 10 Tawnixo ®apmacstoTikan Ko., IlTa., authority.
Tabnetok y 6nictepi; AnoHis; Submission of the final report from study DIM-
no 2 abo 6 6nictepis BignoBiganbHMI 3a KOHTPOIb 95005-001 (PROMETCO), listed as a category 3
y kopobLji 3 KapTOHy SIKOCTi, NepBUHHE Ta BTOPUHHE PASS in the RMP. This is a non-interventional,
nakyBaHHs! i BUMyCK cepii roToBoro observational, real world evidence prospective
nikapcbkoro 3acoby: cohort study in the management of metastatic
IlabopaTopii Ceps'e IHaacTpi, colorectal cancer. The RMP version 11.1 has
®paHuis; also been submitted as the missing information
BiAMNOBIAANbHUIA 3@ KOHTPOIb “Use in patients in worse condition than ECOG
SIKOCTi, NepBUHHE Ta BTOPUHHE 0-1” has been removed based on the results
nakyBaHHs! i BUNycK cepii roToBoro from PROMETCO. The PART Il — section SVII 1
nikapcbkoro 3acoby: & SVII 2 has been updated to comply with GVP
Ceps'e (Ipnangis) IHgacTpic JTa, module V revision 2.
Ipnangis
JNNAHCYP®® 20 | Ttabnetku, BKpUTI Ie ®paHuia BignoBiganbHMi 3a BUpOOGHMLTBO, Anowis/ C.13, Il = Other variations not specifically 3a UA/16712/01/01
MI/8,19 MI NNiBKOBOIO Jlabopatyap KOHTPOSb SIKOCTi Ta BUMYCK cepii ®paHuis/ covered elsewhere in this Annex which involve peuenmom
obonoHkoto, no 20 CepB'e npogykuii in bulk: Ipnangis the submission of studies to the competent
mr/8,19 wmr, no 10 Tawixo ®apmacstoTikan Ko., Jta,., authority.
Tabnetok y 6nictepi; AnoHis; Submission of the final report from study DIM-
no 2 abo 6 6nictepis BignoBiganbHMI 3a KOHTPOIb 95005-001 (PROMETCO), listed as a category 3
y KOpOOLji 3 KApPTOHY SIKOCTi, NEPBUHHE Ta BTOPUHHE PASS in the RMP. This is a non-interventional,
nakyBaHHS i BUNYCK cepii roToBOro observational, real world evidence prospective
nikapcbkoro 3acoby: cohort study in the management of metastatic
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[IponoBkenHs noxarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
JlabopaTopii Cepe'e IHaacTpi, colorectal cancer. The RMP version 11.1 has
®paHuis; also been submitted as the missing information
BignoBigansHMA 3a KOHTPOSb “Use in patients in worse condition than ECOG
AKOCTi, NEpBUHHE Ta BTOPUHHE 0-1” has been removed based on the results
nakyBaHHs i BUMyCcK cepii roToBoro from PROMETCO. The PART Il — section SVII 1
nikapcbkoro 3acoby: & SVII 2 has been updated to comply with GVP
Ceps'e (IpnaHgis) IHgacTpic J1a, module V revision 2.
Ipnangis
10. | TIO3APTAH TabneTtkn, BKpUTI CaHpos CnogBeHisi BUPOBHMLUTBO Hepo3dhacoBaHOro TypeyuunHa/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/18672/01/01
CAHOO3® NniBKOBOO dapmacbioTi NPOAYKTY: Himeuunna/ 3MmiHn | Tvny: AgMiHICTPaTUBHI 3MiHW. peuernmom
LOSARTAN obornoHkoto, no 50 Kans a.a. Canpos Npyn Carnuk YpyHnepi CnoBeHis BunyyeHHs BUPOOHWYOI AinbHULI (BKITIOYa04m
SANDOZ® Mr, no 14 TabneTok,

BKPUTWX NIiBKOBOIO
060onoHKo y
Gnictepi, no 2 abo 7
Gnictepis y
KapTOHHIN kopobLi

Inaknapi CaH. Be Tik. A.C.,
Type4uunHa;
BUPOBHMUTBO HEpo3dhacoBaHOro
NPOAYKTY, NepBUHHE Ta BTOPUHHE
nakyBaHHs1, TECTYBaHHS:
Cantotac ®apma 'm6X,
HimeyumnHa;

[03BiN Ha BMMYCK Cepii:

Jlex ®apmaLeBTUYHA KOMMNaHIs
n.0., CnoseHis;
NepBUHHE Ta BTOPUHHE
nakyBaHHs, 4O3BIN Ha BUNYCK
cepii:

Jlex ®apmaLieBTUYHA KOMMaHINA
n.0., CnoseHis;
BMPOOHMLITBO HEPO3(hacoBaHOrO
NpOAYKTY, NepBUHHE Ta BTOPUHHE
nakyBaHHsl, TECTYBaHHS:
eHBeoH Inak CaHali Be TikapeT
A.C., TypeyuunHa;
TECTyBaHHS:

C.K. CaHpgos C.P.1., PymyHis;
MikpobionoriyHe TecTyBaHHs:
HoBaprtic Carnuk, lNga Be Tapim
YpyHnepi CaHan Be TikapeT A.C.,
TypeyunHa

OinbHuui ana A®I, npomixkHoro npogykTy abo
rOTOBOrO fikapcbKoro 3acoby, AinbHULi Ans
npoBeAeHHS NaKyBaHHS, BUPOOHWKa,
BiANoOBiganbHOro 3a BUNYyCK cepin, Micue
NPOBEAEHHST KOHTPOIIO cepii) abo
noctavanbHuKa BUXiGHOro Martepiany, peareHty
abo J0MNOMIPKHOI PEHOBUHM (SIKLLLO 3a3HAYeHO Y
pocbke)(A.7., 1A), Deletion of sites for the
manufacture of an active substance,
intermediate or finished products, for packaging,
for quality control, for batch release or of sites of
suppliers/manufacturers of a starting material,
reagent or excipient (provided these are listed in
the dossier Module 3)The Applicant proposes to
remove the currently registered site Lek
Pharmaceuticals d.d., Ljubljana, Slovenia as it is
no longer responsible for sality control, primary
packaging and secondary packaging of the drug
product. The applicant confirms all conditions,
and the documents set under change code A.7
are fulfilled.

Please note that the batch release function will
continue to be performed at Lek
Pharmaceuticals d.d. Ljubljana, Slovenia with
post code 1526.

The applicant has also taken the opportunity to
update section 3.2.P.3.1 for some editorial
changes which consist of the following:

- the addition of the word 'ulica’ in the address of
Lek Pharmaceuticals d.d., Ljubljana, Slovenia,
as per GMP
- the correction of the address 'Lek
Pharmaceuticals d.d., Trimlini 2 D' to 'Lek
Pharmaceuticals d.d., Trimlini 2d', as per GMP.
- the addition of "y" in the spelling for country
Germany in the address of Sandoz
Pharmaceuticals GmbH, Bruckmuhl, Germany.
We hereby confirm that the changes proposed
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[IponoBkenHs noxarka 3

Ne
n/

Hasea
nikapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

Kpaina

Bupo6bHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymosu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs1

as editoriai do not change the content of the
concerned parts of the dossier beyond the scope
of the variation submitted within which the
editorial changes are being submitted.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEepAKEHHS. 3MiHK 3 sikocTi. ADI.
BnpobHuuTBo. 3MiHa BUpo6HUKa
BVXiAHOro/NnpoMiDKHOrO NMPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTBCS Y BUPOOGHMYOMY npoLieci
A, abo 3miHa BUpoOGHMKa (BKMOYatoum, ae
HeobXxigHO, MiCLie MPOBEAEHHST KOHTPOITO AKOCTI)
A®I (3a BigcyTHOCTI cepTudpikata BignoBigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoMy
[ocCbe)(BBEOEHHS HOBOI AiNbHULI, Ae
3piicHoeTbeA MikpoHisauia)(b.l.a.1. (k), IA),
Changes to quality control testing arrangements
for the active substance-replacement or addition
of a site where batch control/testing takes place -
Addition of "Sandoz Grup Saglik Urunleri llaclari
Sanayi (Sandoz - Gebze 2)" as an alternative
testing site for testing LADX impurity.

1.

JTIO3APTAH
CAHOO3®
LOSARTAN
SANDOZ®

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkoto, no 100
Mr, no 14 TabneTok,
BKPUTKX NIiBKOBOIO
060mnoHKo Y
6nictepi, no 2 abo 7
Gnictepis y
KapTOHHiI kopobui

CaHpos
dapmacbioTi
Kans g.n.

CnoBeHisi

BUPOBHMUTBO HEpo3dhacoBaHOro
NPOAYKTY:

CaHpos Mpyn Carnuk YpyHnepi
Inaknapi CaH. Be Tik. A.C.,
Type4umHa;
BMPOOHMLITBO HEpPO3(hacoBaHOro
NpOAYKTY, NepBUHHE Ta BTOPUHHE
nakyBaHHs!, TECTYBaHHS:
Cantotac Papma 'M6X,
HimeuuuHa;

[03BiN Ha BMMYCK cepii:

Jlek ®apmaveBTU4Ha KOMMaHisA
n.0., CnoseHis;
NepBUHHE Ta BTOPUHHE
nakyBaHHs, [O3BIN Ha BUNYCK
cepii:

Jlex ®apmaLieBTUYHA KOMMaHIsA
n.0., CnoseHis;
BMPOOHMLITBO HEPO3(hacoBaHOrO
NpoAYyKTY, NepBUHHE Ta BTOPUHHE
nakyBaHHsI, TECTYBaHHS:
eHBeoH Inak Canaw Be TikapeT
A.C., TypeyuuunHa;
TeCTyBaHHS:

C.K. CaHpgo3s C.P.11., PymyHis;
MikpobionoriyHe TecTyBaHHs:
HoaprTic Carnuk, lNpga Be Tapim
YpyHnepi CaHai Be Tikapet A.C.,

TypeyuuunHa/
Himewumna/
CnoBeHis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHu | Tvny: AgMiHICTPaTUBHI 3MiHW.
BunyyeHHs1 BUPOGHMYOI AinbHULI (BKHOYaK4M
oinbHuui ans A®I, npomixkHoOro npogykty abo
roTOBOrO fikapcbKoro 3acoby, AinbHULi ANs
npoBeAeHHs NakyBaHHS, BUPOOHUKa,
BignoBigansHOro 3a BMNycK cepin, Mmicue
NPOBEAEHHST KOHTPOIO cepii) abo
nocravanbH1Ka BUXIQHOrO MaTepiany, peareHty
ab0o [OMOMIXKHOI PEe4OBMHM (SKLLO 3a3HaYeHO y
pocbe)(A.7., IA), Deletion of sites for the
manufacture of an active substance,
intermediate or finished products, for packaging,
for quality control, for batch release or of sites of
suppliers/manufacturers of a starting material,
reagent or excipient (provided these are listed in
the dossier Module 3)The Applicant proposes to
remove the currently registered site Lek
Pharmaceuticals d.d., Ljubljana, Slovenia as it is
no longer responsible for sality control, primary
packaging and secondary packaging of the drug
product. The applicant confirms all conditions,
and the documents set under change code A.7
are fulfilled.

Please note that the batch release function will
continue to be performed at Lek
Pharmaceuticals d.d. Ljubljana, Slovenia with
post code 1526.

3a
peuyenmom

UA/18672/01/02
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[IponoBkenHs noxarka 3

Ne

Hasea
nikapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

Kpaina

Bupo6bHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymosu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHs1

TypeyunHa

The applicant has also taken the opportunity to
update section 3.2.P.3.1 for some editorial
changes which consist of the following:

- the addition of the word 'ulica’ in the address of
Lek Pharmaceuticals d.d., Ljubljana, Slovenia,
as per GMP
- the correction of the address 'Lek
Pharmaceuticals d.d., Trimlini 2 D' to 'Lek
Pharmaceuticals d.d., Trimlini 2d', as per GMP.
- the addition of "y" in the spelling for country
Germany in the address of Sandoz
Pharmaceuticals GmbH, Bruckmuhl, Germany.
We hereby confirm that the changes proposed
as editoriai do not change the content of the
concerned parts of the dossier beyond the scope
of the variation submitted within which the
editorial changes are being submitted.
BBegeHHs 3MiH NpoTarom 6-Tn micauiB nicns
3aTBepKEHHS. 3MiHK 3 sikocTi. ADI.
BrpobHuuTBO. 3MiHa BUpobHUKa
BVXiAHOro/NnpoMi>KHOrO NPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTBCS Y BUPOBHMYOMY npoLeci
AQ®I, abo 3miHa BMpobHuKa (BKkMtovaoun, e
HeobXxigHO, MicLe NpoBeAEeHHS! KOHTPOIHO SIKOCTi)
A®I (3a BiacyTHOCTI cepTudpikaTta BignoBigHOCTI
€Bponelicbkini hapmakonei y 3aTBepaXXeHoMy
[oCbe)(BBEAEHHS HOBOI AinbHULI, Ae
3pincHI0eTbes MikpoHisauia)(b.l.a.1. (x), IA),
Changes to quality control testing arrangements
for the active substance-replacement or addition
of a site where batch control/testing takes place -
Addition of "Sandoz Grup Saglik Urunleri llaclari
Sanayi (Sandoz - Gebze 2)" as an alternative
testing site for testing LADX impurity.

12.

MAWNOTAPT

NOPOLLIOK ANA
KOHLeHTpaTy Ans
PO34MHyY Ans
iHysin, 4,5 mr; no
4,5 mMry cpnakoHi, no
1 donakoHy y
KapTOHHiI kopobLyi

Mdparnzep
Env.Ci.Mi.
Kopnopew
H

CLA

BTOPWHHE NaKyBaHHS,
MapKyBaHHs, 36epiraHHsi, BUNyck
cepii:
dapmauis i AnmxkoH Komnari JIJ1C,
CWA

BMPOBHWLTBO, NEPBUHHE
nakyBaHHs!, TECTYBaHHSI Mpu
BUNYCKY cepii, TeCTyBaHHS Npu
nocnigpkeHHi ctabinbHOCTI,
36epiraHHs:

Baet ®apmacbtoTikan [iBikH o
Baet Xongijnrc JINC, CLLA

TECTYBaHHS Ha LiNiCHICTb

CLUA/
CnonyyeHi
LWTatn
(CLLA)

3MiHa Ha3BM BUPOOHMYOI AinbHULI
BignoBiganbHOI 3a TeCTyBaHHA Ha UiniCHICTb
ynakoBku (Mpu JochiaxeHHi cTabinbHocTi) 3
West Pharmaceutical Services, Inc (Bect
dapmachbtoTikan Cepsicec, IHk.) Ha West
Services and Solutions LLC (Bect Cepsicec i
Contowns JIJ1C). Agpeca, dyHKuii Ta disnyHe
po3TallyBaHHS BUPOOHWYOT AinbHULL He
3MiHeHe. [logaTkoBo, 3asiBHUK Mig Yac gaHoi
3MiHM NOBIAOMMB NPO YTOYHEHHS HANUCAHHSA
kpaiHu 3 USA (CLA) Ha United States (USA)
(CnonyueHi Wratun (CLUA)) 3agns npuBeaeHHs
iHdpopmalLii B peecTpaLiiHoMy AOCbE O
NoToYHOI iHpopmalLlii 3a3HaveHoi B 6a3i FDA
(DECRS) anst aaHoi BUpobHUYOI AinbHUL.

3a
peuenmom

UA/18298/01/01
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[IponoBkenHs noxarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
ynakoBKM (Npy JOCAIOKEHHI [HaHHa 3miHa 6yna nogaHa y FDA, CLWA y
cTabinbHOCTI): pamkax nogaHHs LLlopiyHoro 3BiTy 3a 2024 pik.
Bect Cepsicec i ContowwHs J1J1C,
Cnonyyeni WraTn (CLUA)
13. | HIMEHPUKC® NMOPOLLIOK Ta MNdAN3EP CLWA OpMyBaHHS, HaNOBHEHHS, Benbris B.l.a.2.(a), IB 3a UA/16901/01/01
PO3UYNHHUK AN EWY.CLIL nioginizauis, KOHTPOMb AKOCTI, To update the dossier with data generated at peuernmom
po34nHy Ans KOPMOPEM nakyBaHHA/MapKyBaHHS, BUMYCK Pfizer Grange Castle, Ireland to support the
iH'ekuin, 1 gosay LLH cepii roToBOro NPOAYKTY; change of lifetimes of Size Exclusion
dnakoHi; no 1 hopMyBaHHS Ta HaNOBHEHHS, Chromatography column resin from 26 cycles to
dnakoHy 3 nakyBaHHs/MapKyBaHHS, KOHTPOIb 60 cycles and Ultrafiltration (UF) membrane for
nopotukom (1 gosa) SKOCTi, BUNYCK Cepii pOo34MHHUKA: precipitated Tetanus Toxoid (pTT) and non-
B KOMMIEKTi 3 Mdpansep MeHodekdyypuHr precipitated (npTT) from 13 cycles to 12 cycles.
po34mHHukom (0,5 Benbria HB, Benbris; B.l.(z), IB
M) y nonepeaHbo (bopMyBaHHS Ta HaMOBHEHHSA To align the registered sections in Module
HarnoBHEeHOMY PO3YMHHMKA, MapKyBaHHS, 3.2.8.2.5. In addition, the applicant has taken the
wnpuui Ta gBomMa KOHTPOIb SIKOCTi PO34MHHMKA: opportunity to change the Endotoxin acceptance
ronkamm KataneHT benboxiym CA, criteria from <0.25 EU/mL to <0.25 EU/mL for
3anakoBylOTb Y Benbris; the UF membrane lifetime validation of MenA,
Gnictep Ta opMyBaHHS BaKLMHW, MenC, MenW, MenY polysaccharides and
BKNagawTb y HanoOBHEHHS (hNaKOoHiIB, Tetanus Toxoid drug substance intermediates.
KapTOHHY KOPOOKy; niodpinizauisi, KOHTPOIb AKOCTI:
no 1 cnakoHy 3 "makcoCmiTKnawnH Bionogxikanc
nopotukom (1 gosa) CA, benbrisi;
B KOMMMEKTi 3 KOHTPOIb SIKOCTi PO3YMHHMKA 3a
po34mHHukom (0,5 nokasHukom "CTepunbHICTb":
MI) y nonepeaHbo CI'C a6 CimoH CA, Benbris
HanoBHEHOMY
wnpuui 6e3 ronku
3anakoByTb Y
6nictep; 10
Gnictepis
BKNagawTb y
KapTOHHY KOpObKy
14. | HIMEHPUKC® NMOPOLLIOK Ta MN®AN3EP CLA (OpMyBaHHS, HANMOBHEHHS, Benebrisa B.l.z, IB To correct the grade of the raw material 3a UA/16901/01/01
PO3YMHHUK ANs ENY.CLMI niogpinizauisi, KOHTPONb SKOCTI, Sodium Hydroxide (NaOH) 10N solution used in peuenmom
PO34MHy s KOPIMOPEN nakyBaHHsi/MapKyBaHHs1, BUMYCK the manufacturing process of active substances
iH'ekuin, 1 gosay LUH cepii roToBOro NPOAyKTY; MenAAH-TT, MenCAH-TT, MenW-TT, MenY-

cnakoHi; no 1
dnakoHy 3
nopotukom (1 gosa)
B KOMMMEKTi 3
po34ymHHukom (0,5
MIT) y nonepeaHb0
HanoBHEHOMY
wnpuui Ta gBomMa
ronkamu
3anakoByTb Y
bnictep Ta

chopMyBaHHS Ta HaNOBHEHHS,
nakyBaHHs/MapKyBaHHS, KOHTPOIb
SIKOCTi, BUNYCK Cepii pO3YMHHMKA:
Mdpansep MeHtodekuypuHr
Benbris HB, Benbris;
OpMyBaHHS Ta HaNOBHEHHS
PO34MHHWMKA, MapKyBaHHS,
KOHTPOIb SKOCTi PO3YMHHNKA:
KataneHTt Benbaxiym CA,
Benbrisi; dopMyBaHHsi BakUMHW,
HanoBHEHHS hnakoHiB,

TT.

B.l.a.2.a, IB To introduce an alternate 5 um
polypropylene filter used post centrifugation for
the clarification of the precipitated tetanus toxoid
(pTT) which is used in the conjugation with
MenAAH and MenCAH at Pfizer Grange Castle,
Ireland.
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[IponoBkenHs noxarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1

BKMagawTb Y nioginizauisi, KOHTPOMb AKOCTi:

KapTOHHY KOpPOOKY; MakcoCwmiTKnsanH Bionomxikanc

no 1 donakoHy 3 CA, benbrisi;

nopotukom (1 gosa) KOHTPOIb SIKOCTi PO3YMHHMKA 32

B KOMMMEKTi 3 nokasHukom "CtepunbHicts": CI'C

po34nHHUKom (0,5 J1a6 CimoH CA, benbris

MIT) y nonepeaHLo

HanoBHEHOMY

wnpwui 6e3 ronkm

3anakoByOTb Y

6nictep; 10

Gnictepis

BKNagawTb y

KapTOHHY KOpObKy
15. | HIMEHPUKC® NOPOLLIOK Ta NdAN3EP CLWA OpMyBaHHS, HANOBHEHHS, Benbris B.ll.f.1.c, Il 3a UA/16901/01/01

PO3YMHHUK ANS EWY.CLII nioginiaauis, KOHTPOMb AKOCTI, To introduce thermal cycling studies performed | peuenmom

po34nHy Ans KOPMOPEN nakyBaHHs/MapKyBaHHS, BUMYCK on MenACWY-TT finished product commercial

iH'ekuin, 1 gosay LIH cepii roTOBOro NPoAyKTY; lots manufactured at Pfizer Puurs, Belgium

cdnakoHi; no 1 (HOpPMYBaHHS Ta HAaNOBHEHHS, supporting time out of refrigeration up to end of

dnakoHy 3 nakyBaHHs/MapKyBaHHS, KOHTPOIb shelf-life. This study is designed to provide label

nopotukom (1 gosa) SKOCTi, BUNYCK Cepii pOo34MHHUKA: claim support of total allowable time above the

B KOMMNIEKTi 3 Mdpansep MeHodekdyypuHr intended storage condition and below the

po3ynHHukom (0,5 Benbria HB, benebris intended storage condition for short durations.

M) y nonepeaHbo Section 6.3 of the SmPC has been updated to

HanoBHEHOMY OpMyBaHHS Ta HaNOBHEHHS reflect the above stability data thereby providing

wnpuui Ta gBomMa PO3YMHHMKA, MapKyBaHHS, extra guidance to health care professionals in

ronkamu KOHTPOIb SIKOCTi PO3YMHHUKA: case of temporary temperature excursions. In

3aMakoByOTb Y KataneHnt Benbmxiym CA, Benbrisa addition, the MAH has taken the opportunity to

6nictep Ta include a minor editorial change within Section

BKNagawTb y KOHTPOIb SIKOCTi PO34YMHHMKA 33 6.3 of the SmPC.

KapTOHHY KOPOOKy; Nokas3HUKOM "CTepunbHicTb": 3MiHM BHECEHO [0 iHCTPYKLiT AN MeanyHoro

no 1 dnakoHy 3 CI'C a6 Cimon CA, Bbenbris 3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy

nopotukom (1 gosa) «TepMiH npuaaTHOCTI».

B KOMMNIEKTi 3 3MiHu BHeceHo [0 MeTofiB KOHTPOSO AKOCTi y

po34mHHukom (0,5 po3gin «TepmiH NpugaTHOCTI».

MI) y nonepeaHbo TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB nicns

HanoBHEHOMY 3aTBEPOKEHHS.

wnpwuui 6e3 ronku A7, 1A

3anakoByTb Y To delete GlaxoSmithKline Biologicals SA, Parc

6nictep; 10 de la Noire Epine, Rue Fleming, 20, 1300

6nicTtepis Wavre, Belgium (GSK Wavre, Belgium) for the

BKIagawTb Y manufacturing and testing of the MenACWY-TT

KapTOHHY KOPOOKy finished product.

TepMiH BBEAEHHS 3MiH NMpOTAroM 6 micsauiB nicns
3aTBEPOKEHHS.

16. | OHIBANO® KOHLeHTpaT Anis ne ®paHuia BignoBiganbHMI 3a KOHTPOIb CLUA/ Type lAin, B.ll.b.1.a. Replacement or addition of 3a UA/18775/01/01
NMErMNbOBAH | awucnepcii ons JIABOPATY BUXIOHWX MaTepianis Ta HimeyuunHa/ a manufacturing site for the FP - Secondary peuenmom
nun iHdpy3in, 4,3 mr/mnm; AP CEPB'E Hepo3dhacoBaHOro NPoayKTy: ®paHuis/ packaging site - To replace DERET Logistique,
JIINOCOMAJIb | no 10 mn y chrakoHi; Asicta ®apma ContowHc, CLIA Higepnanaun 645 Rue des Chataigniers, 45570 SARAN,
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[IponoBkenHs noxarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep

n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o

n 3acoby ynakoeka) noceid4yeHHs1
HUN no 1 cnaxkoHy B France with DERET Logistique, Site des 3

KOpOoOLi 3 KapTOHY 3
MapKyBaHHSIM
YKPaiHCbKOK MOBOIO;
no 10 mn y dnakoHi
3 MapKyBaHHSIM
iHO3eMHO0 MOBOIO;
no 1 cnaxkoHy B
cTaHfgapTHO-
EKCMOPTHIN ynakoBLi
3 MapKyBaHHSAM
iHO3eMHO MOBOIO,
sKa MICTUTbCA Y
KapTOHHIN kopobu,i 3
MapKyBaHHSIM
YKpPaiHCbKOK MOBOIO;
no 10 mn y dnakoHi
3 MapKyBaHHSIM
iHO3eMHO MOBOID;
no 1 cnakoHy y
KapTOHHIl kopobLi 3
MapKyBaHHSIM
iHO3€MHO0 MOBOIO 3i
CTikepom
YKpalHCbKO0 MOBOIO

Bi4NoOBiganbHMIA 3a YKynopky Ta
Bi3yarbHWUA KOHTPOSb:
ApxmHomoTto AnTea, IHk., CLLUA

BiAnoBiganbHWM 3a KOHTPONb
Hepo3dacoBaHOro NPoayKTy:
Accowuentc od Kerin Kog, CLLA

BiANOBIgaNbHWI 3a MapKyBaHHA Ta
BTOPWHHE MaKyBaHHSI:
Bakctep OHkonomxi MM6X,
HimevuunHa

BiAnoBiganbHUM 3a KOHTPONb
BUXiOHMX MaTepianis:
BocTtoH AHanitukan,CLUA

BiAnoBiganbHUM 3a KOHTPONb
SIKOCTi FOTOBOrO fiKapCbKoro
3acoby: eHOO0TOKCUH,
CTEPWNBHICTb, TBEPAi YacTKK:
Ec[xiEc IHcTuTyT ®peseniyc
'm6X, HimeuunHa

BignoBiganbHWM 3a KOHTPOIb
SIKOCTi FOTOBOrO fikapCbKoro
3acoby: KinbkicHe BU3Ha4YeHHs,
ineHTndikauis, Jomilku, gismko-
XiMiYHi NOKa3HMKN:
EcOxiEc IHCTUTYT ®peseHiyc
'M6X, HimeyunHa

BiANOBiganbHUIA 3a BUPOGHMLITBO
Ta KOHTPOIb Hepo3dacoBaHOro
NpPOAYKTY, KOHTPOMb BUXiAHWUX
mMaTepianis:

InceHn BiocawHc, IHk., CLLUA

BiANoOBiganbHUIA 3a BUPOGHMLTBO
Ta KOHTPOIb Hepo3dacoBaHOro
NPOAYKTY, KOHTPOMb BUXiAHUX
MaTepianis; 3a yKyrnopky Ta
Bi3yanbHWIN KOHTPOIb; 3a
KOHTPOIb SIKOCTi FOTOBOIO
nikapcbkoro 3acoby: KinbkicHe
BU3HAYEHHS, ineHTMdiKaLis,
OOMILLKW, ¢Pi3MKO-XiIMiYHI
NMOKa3HWKW; 3a KOHTPOb SKOCTI

Arches, 2152 Route Departementale, 45760
Boigny-sur-Bionne, France as a site responsible
for secondary packaging of Onivyde pegylated
liposomal, a 4.3 mg/ml concentrate for
dispersion for infusion.
3miHa agpecu BupobGHvka [depe JloxicTik,
®dpaHUis, WO BiANOBIAANbHUIA 32 MapKyBaHHSA Ta
BTOPWHHE NaKyBaHHSA
Type lAin, B.ll.b.2.c.1 - Change to importer,
batch release arrangements and quality control
testing of the FP - Replacement or addition of a
manufacturer responsible for importation and/or
batch release - Not including batch
control/testing - To add Ipsen Pharma Biotech,
Parc d'Activites du Plateau de Signes Chemin
Departemental 402, 83870 Signes, France, as
an alternative site responsible for batch release
(not including batch control/testing) of the
finished product.
3MiHV BHECEHO B iHCTPYKLIilO A11s1 MEAUYHOro
3aCTOCYBaHHSA MikapcbKoro 3acoby y posainu
«BnpobHuk», «MicLe3HaxomkeHHs BUPOOHMKa
Ta 1oro agpeca micus NpoBaaXeHHs
OisANbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKW Nnikapcbkoro 3acoby.
[opaaBaHHS gyHKUIT BUNYCK cepii roTOBOro
nikapcbkoro 3acoby Ha TUTYMbHiIN cTopiHui MKA:
Type IB, B.ll.b.5.c - Change to in-process tests
or limits applied during the manufacture of the
finished product - Deletion of a non-significant in-
process test — Removal of endotoxin testing
during Step 2 drug loading of the manufacturing
process, at the drug dissolution stage.
Type IB, B.ll.b.5.c - Change to in-process tests
or limits applied during the manufacture of the
finished product - Deletion of a non-significant in-
process test - Removal of endotoxin testing
during Step 2 drug loading of the manufacturing
process, at the diafiltration stage.

Type IB, B.ll.b.5.c - Change to in-process tests
or limits applied during the manufacture of the
finished product - Deletion of a non-significant in-
process test - Removal of Irinotecan identity
testing as an in-process control at Step 3
Type IB, B.ll.b.5.c - Change to in-process tests
or limits applied during the manufacture of the
finished product - Deletion of a non-significant in-
process test - Removal of Cholesterol identity
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[IponoBkenHs noxarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1

roTOBOrO fikapCbKoro 3acoby:
€HOOTOKCWH, CTEePUIbHICTb, TBEpAI
YacTku; 3a MapKyBaHHA Ta
BTOPWHHE NaKyBaHHS; BUNYCK cepii
roTOBOrO fikapCbKoro 3acoby:
InceH ®apma bioTek, ®paHuis

BignoBiganbHWM 3a KOHTPOMb
BUXiOHMX MaTepianis Ta
Hepo3dhacoBaHOro NPOAyKTY:
Keoniti Kemikan Jlabopatopis,
CWA

Bi4NoOBiganbHMA 3a MapKyBaHHS,
BTOPWHHE NaKyBaHHsi Ta BUMYCK
cepii roToBOro nikapcbKoro
3acoby:
JTabopaTopii Ceps’e IHaacTpi,
PdpaHuis

BiANOBIgANbHWIA 32 MapKyBaHHA Ta
BTOPWHHE MaKyBaHHS:
Oepe JloxicTik, paHuis

BignosiganbHW 3a KOHTPOSb
BVXiOHUX MaTepianis:
MPOKCI Na6opatopi3 BB CiHeHcic
Nawid Canncic BB, Hinepnanau

BignosiganbHW 3a KOHTPOSb
BUXIOHWUX MaTepianis:
KAINI KOHTPOIb, ®paHuis

testing as an in-process control at Step 3
Type IB, B.ll.b.5.c - Change to in-process tests
or limits applied during the manufacture of the

finished product - Deletion of a non-significant in-
process test - Removal of DSPC identity testing
as an in-process control at Step 3
Type IB, B.ll.b.5.c - Change to in-process tests
or limits applied during the manufacture of the
finished product - Deletion of a non-significant in-
process test - Removal of Irinotecan impurities

testing as an in-process control at Step 3
Type IB, B.ll.b.5.c - Change to in-process tests
or limits applied during the manufacture of the

finished product - Deletion of a non-significant in-
process test - Removal of particle size testing as
an in-process control at Step 3
Type IB, B.1l.b.5.c - Change to in-process tests
or limits applied during the manufacture of the
finished product - Deletion of a non-significant in-
process test - Removal of particle size
distribution testing as an in-process control at
Step 3
Type IB, B.ll.b.5.c - Change to in-process tests
or limits applied during the manufacture of the
finished product - Deletion of a non-significant in-
process test - Removal of Irinotecan
concentration testing as an in-process control at
Step 3
Type IB, B.ll.b.5.c - Change to in-process tests
or limits applied during the manufacture of the
finished product - Deletion of a non-significant in-
process test - Removal of drug to phospholipid
ratio testing as an in-process control at Step 3
Type IB, B.ll.b.5.c - Change to in-process tests
or limits applied during the manufacture of the
finished product - Deletion of a non-significant in-
process test - Removal of DSPC to Cholesterol
ratio testing as an in-process control at Step 3
Type IB, B.ll.b.5.c - Change to in-process tests
or limits applied during the manufacture of the
finished product - Deletion of a non-significant in-
process test - Removal of percent encapsulated
drug testing as an in-process control at Step 3
Type IB, B.ll.b.5.c - Change to in-process tests
or limits applied during the manufacture of the
finished product - Deletion of a non-significant in-
process test - Removal of pH testing as an in-
process control at Step 3
Type IB, B.ll.b.5.c - Change to in-process tests
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[IponoBkenHs noxarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
or limits applied during the manufacture of the
finished product - Deletion of a non-significant in-
process test - Removal of visual appearance
testing as an in-process control at Step 3
Type IB, B.ll.b.5.c - Change to in-process tests
or limits applied during the manufacture of the
finished product - Deletion of a non-significant in-
process test - Removal of osmolality testing as
an in-process control at Step 3
17. | NIPENTPO TabneTku, BKPUTI Mepk Wapni | Lsenuapi NPOMIDKHU NPOAYKT AOPaBIpPUHY, MopTyranis/ Type IA, B.lll.2.a.2. - Change of 3a UA/19910/01/01
NniBKOBOKO Ooym IOEA a BUCYLLEHMWI PO3MUINEHHAM: ITanis/ specification(s) of a former non EU peuenmom
o6onoHkoto, no 100 mM6X BUPOBHMUTBO/aHaniTuyHe Ipnangis/ Pharmacopoeial substance to fully comply
mr, 30 TabneTok, TECTYyBaHHA: Benuka with the Ph. Eur. or with a national
BKPUTMX NNiBKOBOIO XogioH ®apmaCeHcia C.A., BputaHis/ pharmacopoeia of a Member State -
0BOSOHKOK Y MopTyranis; CLUA/ Excipient/AS starting material - To change the
nnawui, 1 naswka B NPOMDDKHUI NPOAYKT AOPaBIpUHY, Hinepnanau specifications for the Hypromellose acetate
KapTOHHIN kopobLi BMCYLLEHUA PO3MUINEHHAM: succinate Pifeltro (doravirine) to fully comply with
BUPOBHMUTBO/aHaniTuyHe the Ph. Eur. Edition 11.4 national
TECTYBaHHA: pharmacopoeia of the Member State. BBegeHHs
®.1.C. - Pabbpika ITanbaHa 3MiH MPOTAroM 6 MicAUiB NiCNs 3aTBEPAXXEHHS.
CinTteTivi C.n.A., Itanis; This outcome does not require any amendment
MikpobionoriyHe TecTyBaHHs to the Annexes to the EU marketing
skocTi: EypodiHc Biodapma authorisation(s).
MNpopakT TecTiHr Ipnangis
JlimiTen, IpnaHgin; TecTyBaHHs
cTabinbHoCTi:
OpraHoH ®apma (Benuka
Bpuranis) Nimiten, Benvka
BpuTaHis;
Mepk Wapn i Ooym JIJIC, CLUA;
BMPOGHMLITBO (ponmkoBe
YLWINbHEHHS,
3MillyBaHHs/3MaLLyBaHHS rpaHyn,
TUCHEHHS1, MOKPUTTSI NIBKOBOO
0BO0MOHKOI), aHaniTu4He
TecTyBaHHs npu Bunycky: MC[l
IHTepHewHn MM6X, Ipnangis;
NepBUHHE Ta BTOPUHHE
nakyBaHHS1, BUMNYCK cepii:
Mepk LWapn i Joym B.B.,
Higepnanam
18. | NPUBIOXEH PO34unH Ans iHdy3ii LICI Bepinr | Lsenuapi BUPOGHMLTBO Hepo3dacoBaHol LLisenuapis B.l.e.5. c), IB, Submission of the Privigen data 3a UA/18357/01/01
100 mr/mn (10 %), Al A NpoaykKLii, NepBUHHE NaKyBaHHS fulfilling the Post-Approval Change Management peuernmom

no 25 mn, 50 mn,
100 mn, 200 mn, abo
400 mn y cbnakoHax,
no 1 dnakoHy B
KapTOHHiI kopobui

(acenTyHe HanoOBHEHHS),
KOHTPOJb SIKOCTi, BUMNYCK Cepil:
LICIT Bepinr Al, Wsewuapis;
BTOPWHHE MNaKyBaHHS:
LICI Bepinr Al LWsewiuapis

Protocol (PACMP), for the licensing of the IgLab
Module V, affecting drug substance.
B.ll.g.5. c), IB, Submission of the Privigen data
fulfilling the Post-Approval Change Management
Protocol (PACMP), for the licensing of the IgLab
Module V, affecting drug product.
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Ne

Hasea
nikapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

Kpaina

Bupo6bHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymosu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHs1

B.la.3.e), IB,

Change in batch size, 10% Bulk Size Increase
for the manufacture of IgPro10 in the IgLAB
Module V.

B.ll.b.3 a) IB, Implementation of Bulkpooling
IgPro10 from IgLAB Module V in mobile tanks for
aseptic filling on Filling Line III.

B.l.e.5 c) IB, Submission of the Privigen data
fulfilling the Post-Approval Change Management
Protocol (PACMP), for the licensing of the IgLab
Module VI, affecting drug substance.
B.ll.g.5 c) IB, Submission of the Privigen data
fulfilling the Post-Approval Change Management
Protocol (PACMP), for the licensing of the IgLab
Module VI, affecting drug product.

B.l.a.4 b) IA,

Update Nitrogen (Protein) Determination by
Dumas Method to New Calibration Curve:
Change to in-process tests or limits applied
during the manufacture of the active substance -
Addition of a new in-process test and limits.
B.l.a.3 e) IB,

Change in batch size, 10% Bulk Size Increase
for the manufacture of IgPro10 in the IgLAB
Module VI.

B.ll.b.3 a) IB,

Optional Pooling of Two IgPro10 Final Bulk Lots
Manufactured in IgLAB Module VI or One Lot
Manufactured in IgLAB Module V and One Lot
Manufactured in Module VI into Mobile Bulk
Tanks prior to Sterile Filtration/Aseptic Filling on
Filling Line Ill. Additional pooling option for the
Privigen final bulks manufactured in M99 into
mobile bulk tanks prior to sterile filtration /
aseptic filling.

19.

PIKCYBIC

NOpOLLIOK Ta
PO3YMHHUK ANs
PO34MHy Anis
iH"ekuin, no 250 MO,
1 donakoH 3
NOPOLLIKOM Y
KOMMAEKTi 3 1
¢nakoHoMm 3
PO34YMHHUKOM (BOAA
ans iH'ekuin) no 5
MnTano 1
NPUCTOCYBaHHIO A1s
po3BefeHHs
BAKCIKEKT Il 'y

bakcanta
IHHOBENMLLH3
m6X

ABcCTpis

MapKyBaHHA, BTOPMHHE NaKyBaHHA

Ta Bunyck cepii M3 Ta

po3unHHuKa: bakcanTta bengxiym
ManydektypiHr CA, Benbris;
BMPOBOHMLTBO, KOHTPOSb AKOCTi Ta
nepBuUHHe nakyBaHHs [T13:
BakcanTta FOC IHk., CLUA;
YaCTKOBUI KOHTPOMb sikocTi [T13:
Takepa MaHnydek4ypiHr ABCTpis
ATl’, ABCTpisi; 4aCTKOBUIA KOHTPOSb

skocTi [M13:

Takepa MaHnydek4ypiHr ABCTpis
Al’, ABCTpisi; koHTponb sikocTi N3
("MexaHiyHi Bknto4eHHs"):

Benbrisi/
CLUA/
AscTpis/
Himevuunna

B.l.a.2.a, IB - Minor change in the manufacturing
process of the active substance nonacog
gamma to change Bioreactor Cell Propagation
(FMC) final target working volume (L) operating
range at Singapore manufacturing site from
2500 (2450 — 2520) L to 2500 (2450 — 2550) L.
B.l.a.2.a, IB - Minor change in the manufacturing
process of the active substance nonacog
gamma to change Harvest and Filtration /
Continuous Harvest (FLT) filter configuration at
Singapore manufacturing site from 5.4 m? (3
filters of 1.8 m? each) to 7.2 m? (4 filters of 1.8
m? each).

3a
peuerimom

UA/16879/01/01
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[IponoBkenHs noxarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KopoOLi Odpi TexHONOMKN eHA
IHHOBeMwWioH MMGX, ABCTpis;
BMPOGHMLTBO, KOHTPOIb SKOCTi Ta
NepBUHHE NakyBaHHSA PO3YMHHYMKA:
3irdppia XamensH M6X,
HimeuuunHa; ctepunisauis npobok i
MILLKIB 4N NepEeHEeCEHHS:
Bect ®apmacebioTikan Cepsices,
IHk., CLUA
20. | PIKCYBIC MOPOLLIOK Ta Bakcanta ABcTpis MapKyBaHHS, BTOPUHHE NaKyBaHHs Benbria/ B.l.a.2.a, IB - Minor change in the manufacturing 3a UA/16879/01/02
PO3YMHHUK ANS IHHOBENLLUH3 Ta Bunyck cepii 113 Ta CLIA/ process of the active substance nonacog peuenmom
pPO34MHy Ang mM6X po34ymHHUKa: bakcanta bengxiym AscTpis/ gamma to change Bioreactor Cell Propagation
iH ekuin, no 500 MO, MaHydekTypiHr CA, benbris; Himeuunna (FMC) final target working volume (L) operating
1 donakoH 3 BUPOOHMLTBO, KOHTPOSb SKOCTi Ta range at Singapore manufacturing site from
NOPOLLIKOM Y nepBuHHe nakyBaHHs T13: 2500 (2450 — 2520) L to 2500 (2450 — 2550) L.
KOMMMeKTi 3 1 BakcanTa FOC IHk., CLUA, B.l.a.2.a, IB - Minor change in the manufacturing
dnakoHom 3 YaCTKOBUI KOHTpOrb skocTi [13: process of the active substance nonacog
PO34YMHHUKOM (BOZa Takeaa MaHydekyypiHr ABCTpiS gamma to change Harvest and Filtration /
Ans iH'ekuin) no 5 A", ABCTpisi; 4HaCTKOBMI KOHTPOIb Continuous Harvest (FLT) filter configuration at
mn Tano 1 skocTi [13: Singapore manufacturing site from 5.4 m? (3
NPUCTOCYBaHHIO A4S Takega MaHydek4dypiHr ABCTpist filters of 1.8 m? each) to 7.2 m? (4 filters of 1.8
po3BeeHHs Al', ABCTpist; KOHTpOnb aKocTi M3 m? each).
BAKCIPKEKT Il'y ("MexaHiyHi BKno4YeHHS"):
KopobuUi Odpi TexHoNomKN eHa
IHHOBenwWwioH MM6X, ABCTpIs;
BMPOBHMLTBO, KOHTPOIb SKOCTi Ta
nepBUHHE NaKyBaHHsI PO3YMHHMKA:
3ircppig XamenbH MM6X,
HimeyumHa; crepunisauis npobok i
MILLKIB AN NepeHeCceHHs:
Bect ®apmacebtoTikan Cepsices,
IHK., CLLUA
21. | PIKCYBIC NOpOLLIOK Ta Bakcanta ABCTpis MapKyBaHHs1, BTOPUHHE NaKyBaHHsi Benbris/ B.l.a.2.a, IB - Minor change in the manufacturing 3a UA/16879/01/03
PO3YMHHUK NS IHHOBEMLLH3 Ta Bunyck cepii 13 Ta CLA/ process of the active substance nonacog peuenmom
PO34MHY And m6X posunHHuka: bakcanta bBengxiym AscTpis/ gamma to change Bioreactor Cell Propagation
iH ekuin, no 1000 MaHydekTypiHr CA, Benbris; HimeuunHa (FMC) final target working volume (L) operating

MO, 1 dpnakoH 3
MOPOLLIKOM Y
KOMMAEKTi 3 1
cdnakoHoM 3
PO34YMHHUKOM (BOAA
ans iH'ekuin) no 5
MmnTano 1
NMPUCTOCYBaHHIO Ans
po3BefeHHs
BAKCIDKEKT Il'y
KopobLi

BMPOBHMLTBO, KOHTPOIb SKOCTi Ta
nepBuUHHe nakyBaHHs [T13:
Bakcanta FOC IHk., CLUA;

YaCTKOBUI KOHTPOMb sikocTi [T13:

Takepa MaHnydek4ypiHr ABCTpis

ATl’, ABCTpisi; 4aCTKOBUIA KOHTPOSb

skocTi 13:

Takepa MaHnydek4ypiHr ABCTpis
Al’, ABCTpisi; koHTponb sikocTi N3
("MexaHiyHi BKno4YeHHS"):
Odi TexHONOOKN en
IHHOBeMwWioH MMGX, ABCTpis;
BMPOGHMLUTBO, KOHTPOIb SKOCTI Ta

range at Singapore manufacturing site from
2500 (2450 — 2520) L to 2500 (2450 — 2550) L.
B.l.a.2.a, IB - Minor change in the manufacturing
process of the active substance nonacog
gamma to change Harvest and Filtration /
Continuous Harvest (FLT) filter configuration at
Singapore manufacturing site from 5.4 m? (3
filters of 1.8 m? each) to 7.2 m? (4 filters of 1.8
m? each).
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[IponoBkenHs noxarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
NepBUHHE NakyBaHHSA PO3YMHHYMKA:
3ircppia XamensH Mv6X,
HimeuuunHa; ctepunisauis npobok i
MILLKIB 4N NePEeHECEHHS:
Bect ®apmacebioTikan Cepsices,
IHk., CLUA
22. | PIKCYBIC NMOPOLLIOK Ta Bakcanta ABcTpis MapKyBaHHS, BTOPUHHE NaKyBaHHs Benbria/ B.l.a.2.a, IB - Minor change in the manufacturing 3a UA/16879/01/04
PO3UYNHHUK AN IHHOBENLUH3 Ta Bunyck cepii 113 Ta CLIA/ process of the active substance nonacog peuernmom
pPO34MHy Ang m6X po3umHHUKa: bakcanta bengxiym ABcTpisi/ gamma to change Bioreactor Cell Propagation
iH ekuin, no 2000 MaHydekTypiHr CA, Benbris; HimeuunHa (FMC) final target working volume (L) operating
MO, 1 dprakoH 3 BMPOBHMLTBO, KOHTPOIb SKOCTi Ta range at Singapore manufacturing site from
NOPOLLIKOM Y nepBuHHe nakyBaHHs T13: 2500 (2450 — 2520) L to 2500 (2450 — 2550) L.
KOMMMeKTi 3 1 BakcanTa FOC IHk., CLUA, B.l.a.2.a, IB - Minor change in the manufacturing
dnakoHom 3 YaCTKOBU KOHTpOrb AkocTi [13: process of the active substance nonacog
PO34YMHHUKOM (BOAa Takeaa MaHydekyypiHr ABCTpiS gamma to change Harvest and Filtration /
Ans iH'ekuin) no 5 Al", ABCTpisi; 4HaCTKOBMI KOHTPOIb Continuous Harvest (FLT) filter configuration at
mn Tano 1 skocTi [13: Singapore manufacturing site from 5.4 m? (3
NPUCTOCYBaHHIO A4S Takega MaHydek4dypiHr ABCTpist filters of 1.8 m? each) to 7.2 m? (4 filters of 1.8
po3BedeHHs Al', ABCTpist; KOHTpOnb aKocTi M3 m? each).
BAKCIPKEKT Il'y ("MexaHiyHi BKno4YeHHS"):
KopobuUi Odpi TexHoNomKN eHa
IHHOBenwioH MM6X, ABCTpiIs;
BMPOBHMLTBO, KOHTPOIb SKOCTi Ta
nepBUHHE NakyBaHHSA PO3YMHHWMKA:
3ircppig XamenbH MM6X,
HimeyumHa; crepunisauis npobok i
MILLKIB AN NepeHeCeHHs:
Bect ®apmacestoTikan Cepsices,
IHK., CLLUA
23. | PIKCYBIC NOpOLLIOK Ta Bakcanta ABCTpis MapKyBaHHs1, BTOPUHHE NaKyBaHHsi Benbris/ B.l.a.2.a, IB - Minor change in the manufacturing 3a UA/16879/01/05
PO3YMHHUK NS IHHOBEMLLH3 Ta Bunyck cepii [13 Ta CLA/ process of the active substance nonacog peuenmom
PO34MHY And m6X posunHHuka: bakcanta bBengxiym AscTpis/ gamma to change Bioreactor Cell Propagation
iH ekuin, no 3000 MaHydekTypiHr CA, Benbris; HimeuunHa (FMC) final target working volume (L) operating

MO, 1 dpnakoH 3
MOPOLLKOM Y
KOMMAEKTi 3 1
dnakoHom 3
PO3YMHHUKOM (BOAA
ans iH'ekuin) no 5
MmnTano 1
NMPUCTOCYBaHHIO Ans
po3BefeHHs
BAKCIKEKT Il'y
KopobLi

BMPOBHMLTBO, KOHTPOIb SKOCTi Ta
nepBuHHe nakyBaHHs [T13:
Bakcanta FOC IHk., CLUA;

YaCTKOBUI KOHTpOrb AkocTi [13:

Takepa MaHnydek4ypiHr ABCTpis

ATl’, ABCTpisi; 4aCTKOBUIA KOHTPOSb

skocTi 13:

Takepa MaHnydek4ypiHr ABCTpis
ATl', ABCTpisi; kKOHTpOnb sikocTi [T13
("MexaHiyHi Bkno4yeHHS"):
Odi TexHONOOKN en
IHHOBeMwWioH MMGX, ABCTpis;
BMPOBHMLTBO, KOHTPOIb SKOCTi Ta
nepBUHHE NaKyBaHHSI PO3YMHHMKA:
3irdpig XamensH Mv6X,
HimeyuunHa; cTepunisauis npobok i

range at Singapore manufacturing site from
2500 (2450 — 2520) L to 2500 (2450 — 2550) L.
B.l.a.2.a, IB - Minor change in the manufacturing
process of the active substance nonacog
gamma to change Harvest and Filtration /
Continuous Harvest (FLT) filter configuration at
Singapore manufacturing site from 5.4 m? (3
filters of 1.8 m? each) to 7.2 m? (4 filters of 1.8
m? each).
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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
MILLKIB 4N NepEeHEeCEHHS:
Bect ®apmacebioTikan Cepsices,
IHk., CLLA
24. | PUKCATOH KOHLieHTpart Ans CaHpgo3s ABcTpis BMPOOHWK, Lo BiAnoBsiaae 3a AscTpis/ A.4, |A- Administrative change - Change in the 3a UA/17421/01/01
PO34MHY Anis m6X BUMYCK Cepii: CnoseHisi/ name and/or address of a manufacturer or an peuenmom
iHdysin, 10 mr/mn; CaHpos 'M6X - bisHec nigposain Himevumna ASMF holder or supplier of the AS, starting
no 10 mn (100 mr) TexHormori4Ha po3pobka Ta /lWsenuapis material, reagent or intermediate used in the

abo no 50 mn (500
Mr) y conakoHi; no 2
abo 3 dnakoHu no
10 Mn B KApTOHHiIN
kopobui; no 10 mn
(100 mr) abo no 50
mn (500 mr) y
dnakoHi; no 1 abo 2
dnakoHu no 50 mn B
KapTOHHil kopobui

BUPOBHMUTBO BionoriyHmx
nikapcbkux 3acobis LLadbTeHay
(6TAM AOMC), AscTpisi

BUPOBHMLTBO HEpPO3hacoBaHoOI
npoaykKLii, NepBUHHE Ta BTOPUHHE
nakyBaHHsl, TECTYBaHHS1, JO3BiN Ha

BUMYCK Cepiit:
Jlex ®apmaLieBTMYHA KOMMaHIA
n.0., Cnoeexis

BUPOBHMLTBO HEpPO3chacoBaHOI
npoaykuii:
HoeapTic ®apmacbtoTikan
ManydaktypuHr JIJ1C, CnoBeHis

TeCTyBaHHS:
HoeapTic ®apmacbtoTikan
ManydaktypuHr JIJ1C, CrnioeHis

€BpocpiHc PACT 'mMBX,
HimevuunHa

Hoeaprtic ®apma Arl’, Lsenuapis

manufacture of the AS or manufacturer of a
novel excipient:

To change the name of the site responsible for
manufacturing, quality control testing and
storage of MCB and WCB of the active
substance from Sandoz GmbH — Business Unit
Biologics Technical Development and
Manufacturing Drug Product Schaftenau (BTDM
DPS), Austria (Biochemiestrasse 10, 6336
Langkampfen, Austria) to Novartis
Pharmaceutical Manufacturing GmbH. The
address remains unchanged.

A.4, IA- Administrative change - Change in the
name and/or address of a manufacturer or an
ASMF holder or supplier of the AS, starting
material, reagent or intermediate used in the
manufacture of the AS or manufacturer of a
novel excipient:

To change the name of the site responsible for
quality control testing and storage of MCB and
WCB of the active substance from Sandoz
GmbH — Business Unit BP Kundl, Austria
(Biochemiestrasse 10, 6250 Kundl, Austria) to
Novartis Pharmaceutical Manufacturing GmbH.
The address remains unchanged.

A.4, |A- Administrative change - Change in the
name and/or address of a manufacturer or an
ASMF holder or supplier of the AS, starting
material, reagent or intermediate used in the
manufacture of the AS or manufacturer of a
novel excipient:

To change the name and update the address of
the site responsible for quality control testing and
storage of MCB and WCB of the active
substance from Lek Pharmaceuticals d.d.
(Kolodvorska 27, 1234 Menges, Slovenia) to
Novartis Pharmaceutical Manufacturing LLC
(Kolodvorska Cesta 27, 1234 Menges,
Slovenia).

A.5.b, IA - Administrative change - Change in the
name and/or address of a manufacturer/importer

of the finished product, including quality control
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n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
sites (excluding manufacturer for batch release):

To change the name and update the address of
the site responsible for quality control testing of
the finished product from Lek Pharmaceuticals
d.d. (Kolodvorska 27, 1234 Menges, Slovenia) to
Novartis Pharmaceutical Manufacturing LLC
(Kolodvorska Cesta 27, 1234 Menges,
Slovenia).
3aTBepOKEHHO:
TeCTyBaHHS:
Jlex dpapmaueBTUYHa KOMNaHis 4.4.
Konoaeopcka 27, 1234 MeHrew, CrnoeHisi
Lek Pharmaceuticals d.d.
Kolodvorska 27, 1234 Menges, Slovenia
3anponoHoBaHo:
TeCTyBaHHS:
HosapTic ®apmacstotikan ManydaktypuHr J1IJ1C
Konoaeopcka Cecta 27, MeHrew, 1234,
CnoBeHisi
Novartis Pharmaceutical Manufacturing LLC
Kolodvorska Cesta 27, Menges, 1234, Slovenia
A.5.b, IA - Administrative change - Change in the
name and/or address of a manufacturer/importer
of the finished product, including quality control
sites (excluding manufacturer for batch release):
To change the name and update the address of
the site responsible for manufacturing and
storage and/ or distribution of the finished
product from Lek Pharmaceuticals d.d.
(Verovskova 57, 1526 Ljubljana, Slovenia) to
Novartis Pharmaceutical Manufacturing LLC
(Verovskova Ulica 57, 1000, Ljubljana,
Slovenia). There is no change in the location of
the site. Additionally, Lek Pharmaceuticals d.d.
(Verovskova 57, 1526 Ljubljana, Slovenia)
remains as a site responsible for batch release,
manufacturing, quality control testing, primary
and secondary packaging of the finished
product.
3aTBepoKEHHO:

BUPOOHMLTBO HEPO3(hacoBaHOI NPOAYKLT,
nepBYHHE Ta BTOPUHHE NaKyBaHHSI, TECTYBaHHS,
[003BiNn Ha BMNYCK cepint:

Jlex dbapmaueBTUYHa KOMNaHis 4.4.
BeposLukoBa 57, NiobnsiHa 1526, CnoBeHist
Lek Pharmaceuticals d.d.

Verovskova 57, Ljubljana 1526, Slovenia
3anponoHoBaHo:

BMPOGHMLUTBO Hepo3dhacoBaHOi NpoayKLii,
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nepBYHHE Ta BTOPUHHE NaKyBaHHSI, TECTYBaHHS,
03BN Ha BUMYCK cepint:
Jlek chapmaueBTUYHa KOMMaHia g.4.
BeposlukoBa 57, Ilio6nsiHa 1526, CnoeeHist
Lek Pharmaceuticals d.d.
Verovskova 57, Ljubljana 1526, Slovenia
BMPOBHMLTBO Hepo3dacoBaHOi NPOAYKLii:
HosapTic ®apmacstotikan ManydaktypuHr J1IJ1C
BeposLukosa 57, INiobnsiHa, 1000, CnoeeHis
Novartis Pharmaceutical Manufacturing LLC
Verovskova Ulica 57, Ljubljana 1000, Slovenia
25. | PIKCYBIC NMOPOLLIOK Ta Bbakcanta ABcTpis MapKyBaHHS, BTOPUHHE NaKyBaHHs Benbrisi/ B.1.11.(z), IB 3a UA/16879/01/02
PO3UYNHHUK AN IHHOBENLLIH3 Ta Bunyck cepii 113 Ta CLIA/ To provide an updated RMP version to: peuernmom
pOo34nHy AnA m6X posunHHuka: bakcanta Bengxiym AscTpis/ - Update RIXUBIS India post-marketing study
iH ekuin, no 500 MO, ManydektypiHr CA, Benbris; HimevuunHa 251602 status from "ongoing" to "completed”.
1 dprakoH 3 BMPOBHMLTBO, KOHTPOIb SKOCTI Ta - Remove the missing information “No clinical
NOPOLLIKOM Y nepBuHHe nakyBaHHs [T13: data on the use of RIXUBIS in previously
KOMnnekTi 3 1 BakcanTta HOC IHk., CLUA; untreated patients (PUPs)” and “No clinical data
dnakoHom 3 YaCTKOBUI KOHTpOrb AkocTi [13: on the use of RIXUBIS in patients with severe
PO34YMHHMKOM (BOAA Takepa Manydek4ypiHr ABCTpis chronic hepatic disease”, following approval of
ans iH'ekuin) no 5 Al', AscTpis; procedure
M Tano 1 YaCTKOBUI KOHTpOrb AkocTi [13: EMEA/H/C/PSUSA/00010320/202306.
NPUCTOCYBaHHIO A11A Takepa Manydek4ypiHr ABCTpis - Update the information for PedNet and
po3BedeHHs Al", ABCTpisi; EUHASS registries to reflect the current
BAKCIDKEKT Il'y KOHTponb sikocTi [T13 ("MexaHiyHi approved RIXUBIS safety concerns.
KopobLi BKITHOYEHHSA"): - Align the RMP with latest summary of product
Odpi TexHONOOXMN eHA characteristics (SmPC) available.
IHHOBenwioH MMG6X, ABCTpis; - Update Modules Sl, SliI, and SV of the RMP as
BMPOBHMLTBO, KOHTPOIb SKOCTi Ta per DLP 30 March 2023.
nepBUHHE NaKyBaHHsI PO3YMHHMKA:
3ircppig XamenbH MM6X,
HimeuuuHa;
cTepunisauis npobok i MiLwkiB ans
nepeHeceHHs:
Bect ®apmacebtoTikan Cepsices,
IHk., CLLA
26. | PIKCYBIC NMOPOLLIOK Ta Bakcanta ABCTpis MapKyBaHHS, BTOPUHHE NaKyBaHHs Benbria/ B.1.11.(z), IB 3a UA/16879/01/03
PO3YUHHUK NS IHHOBEMLUH3 Ta Bunyck cepii 13 Ta CLIA/ To provide an updated RMP version to: peuenmom
pPO34nHy Ans m6X po3unHHUKa: bakcanTta bengxiym ABcTpis/ - Update RIXUBIS India post-marketing study
iH ekuin, no 1000 ManydektypiHr CA, Benbris; HimeuyunHa 251602 status from "ongoing" to "completed”.

MO, 1 cpnakoH 3
MOPOLLIKOM Y
KOMMNeKTi 3 1
c¢nakoHoM 3
PO34MHHMKOM (BOAA
ans iH'ekyin) no 5

BUPOOHMLTBO, KOHTPOJSIb SKOCTi Ta
nepBuHHe nakyBaHHs T13:
BakcanTta KOC IHk., CLUA,;

YaCTKOBUI KOHTPOMb sikocTi [T13:

Takega MaHydekvypiHr ABCTpist
Al’, ABCTpisi;

- Remove the missing information “No clinical
data on the use of RIXUBIS in previously
untreated patients (PUPs)” and “No clinical data
on the use of RIXUBIS in patients with severe
chronic hepatic disease”, following approval of
procedure

mn Tano 1 YaCTKOBUI KOHTPOMb sikocTi [13: EMEA/H/C/PSUSA/00010320/202306.
NPUCTOCYBaHHIO ANs Takega MaHydekvypiHr ABCTpist - Update the information for PedNet and
pPO3BEAEHHSA Al, ABcTpisi; EUHASS registries to reflect the current
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BAKCIPKEKT Il'y KoHTponb skocTi 13 ("MexaHivHi approved RIXUBIS safety concerns.
KopobuLi BKITIOYEHHS"): - Align the RMP with latest summary of product
Oi TexHoNomKN eHa characteristics (SmPC) available.
IHHOBevWioH MMBX, ABCTpis; - Update Modules Sl, SliI, and SV of the RMP as
BMPOBOHMLTBO, KOHTPOSb SIKOCTi Ta per DLP 30 March 2023.
nepBMHHE NakyBaHHSA PO3YMHHYMKA:
3irdppia XamensH Mv6X,
HimeuuunHa;
cTepunisauisi npobok i milkis ans
nepeHeceHHs:
Bect ®apmacebioTikan Cepsices,
IHk., CLLA
27. | PIKCYBIC NMOPOLLIOK Ta Bakcanta ABCTpis MapKyBaHHS, BTOPUHHE NaKyBaHHs Benbria/ B.1.11.(z), IB 3a UA/16879/01/04
PO3UYNHHUK AN IHHOBENLLIH3 Ta Bunyck cepii 113 Ta CLIA/ To provide an updated RMP version to: peuernmom
pPO34MHy Ang mM6X po3umHHUKa: bakcanta bengxiym AscTpis/ - Update RIXUBIS India post-marketing study
iH ekuin, no 2000 MaHydekTypiHr CA, benbris; Himeuunna 251602 status from "ongoing" to "completed".
MO, 1 dprakoH 3 BMPOBHMLTBO, KOHTPOIb SKOCTI Ta - Remove the missing information “No clinical
NOPOLLKOM Y nepBuHHe nakyBaHHs T13: data on the use of RIXUBIS in previously
KomnnekTi 3 1 BakcanTta KOC IHk., CLUA; untreated patients (PUPs)” and “No clinical data
dnakoHom 3 YaCTKOBUI KOHTpOrb AkocTi [13: on the use of RIXUBIS in patients with severe
PO34YNHHUKOM (BOZa Takega MaHydek4dypiHr ABCTpist chronic hepatic disease”, following approval of
ans iH'ekyin) no 5 Al', ABCTpisi; procedure
M Tano 1 YaCTKOBUI KOHTpOrb AkocTi [13: EMEA/H/C/PSUSA/00010320/202306.
NPUCTOCYBaHHIO ANg Takeaa MaHydekuypiHr ABCTpiS - Update the information for PedNet and
po3BEAEHHSA Al’, ABCTpisi; EUHASS registries to reflect the current
BAKCIDKEKT Il'y KOHTponb sikocTi [T13 ("MexaHiyHi approved RIXUBIS safety concerns.
KopoobLi BKITHOYEHHSA"): - Align the RMP with latest summary of product
Odpi TexHONMOAXM eHA characteristics (SmPC) available.
IHHOBenwioH MMG6X, ABCTpis; - Update Modules Sl, SliI, and SV of the RMP as
BMPOGHMLTBO, KOHTPOIb SKOCTi Ta per DLP 30 March 2023.
NepBUHHE NakyBaHHS PO3YMHHMKA:
3ircppig XamenbH MM6X,
HimeyumnHa;
cTepunisadisi npobok i milkie aAns
nepeHeceHHs:
Bect ®apmacebtoTikan Cepsices,
IHk., CLLA
28. | PIKCYBIC NMOPOLLIOK Ta Bakcanta ABCTpis MapKyBaHHS1, BTOPMHHE NaKyBaHHs! Benbria/ B.1.11.(z), IB 3a UA/16879/01/05
PO3YMHHUK AN IHHOBENLLH3 Ta Bunyck cepii M3 ta CLA/ To provide an updated RMP version to: peuenmom
PO34MHY And m6X posunHHuka: bakcanta bengxiym AscTpis/ - Update RIXUBIS India post-marketing study
iH ekuin, no 3000 ManydektypiHr CA, Benbris; HimeuyunHa 251602 status from "ongoing" to "completed”.

MO, 1 cpnakoH 3
NOPOLLIKOM Y
KOMMNeKTi 3 1
dnakoHoM 3
PO34YMHHUKOM (BOAA
ans iH'ekyin) no 5
MnTano 1
NPUCTOCYBaHHIKO A11s

BMPOBOHMLTBO, KOHTPOSb AKOCTi Ta
nepBuUHHe nakyBaHHs [T13:
BakcanTta KOC IHk., CLUA,;

4aCTKOBUIA KOHTpOnb sikocTi [J13:

Takepa MaHnydek4ypiHr ABCTpis
Al', ABCTpisi;

4aCTKOBUIA KOHTpOnb sikocTi [J13:

Takega MaHydek4ypiHr ABCTpis

- Remove the missing information “No clinical
data on the use of RIXUBIS in previously
untreated patients (PUPs)” and “No clinical data
on the use of RIXUBIS in patients with severe
chronic hepatic disease”, following approval of
procedure
EMEA/H/C/PSUSA/00010320/202306.

- Update the information for PedNet and
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po3BefeHHs Al, AscTpis; EUHASS registries to reflect the current
BAKCIDKEKT Il'y KoHTponb skocTi 13 ("MexaHivHi approved RIXUBIS safety concerns.
KopobLi BKITHOYEHHS"): - Align the RMP with latest summary of product
Odpi TexHONOAXMN eHA characteristics (SmPC) available.
IHHOBeMWioH MMBX, ABCTpis; - Update Modules Sl, SlII, and SV of the RMP as
BUPOBHMLTBO, KOHTPOJSIb SKOCTi Ta per DLP 30 March 2023.
NepBUHHE NakyBaHHSA PO3YMHHMKA:
3irdppia XamenbH M6X,
HimeuumnHa;
cTepunisauist npobok i milkis ans
nepeHeceHHs:
Bect ®apmacktoTikan Cepsices,
IHk., CLLA
29. | PIKCYBIC NMOPOLLIOK Ta Bakcanta ABCTpis MapKyBaHHS, BTOPUHHE NaKyBaHHs Benbria/ B.1.11.(z), IB 3a UA/16879/01/01
PO3YMHHUK ANg IHHOBENMLLH3 Ta Bunyck cepii 13 ta CLUA/ To provide an updated RMP version to: peuenmom
po34nHy Ans m6X posunHHuka: bakcanta Bengxiym AscTpis/ - Update RIXUBIS India post-marketing study
iH ekuin, no 250 MO, MaHydekTypiHr CA, benbris; Himeuunna 251602 status from "ongoing" to "completed".
1 cdonakoH 3 BUPOBHMLTBO, KOHTPOSIb SKOCTi Ta - Remove the missing information “No clinical
NOPOLLIKOM Y nepBuHHe nakyBaHHs [T13: data on the use of RIXUBIS in previously
KoMnnekTi 3 1 BakcanTta KOC IHk., CLUA; untreated patients (PUPs)” and “No clinical data
¢nakoHoMm 3 YaCTKOBUI KOHTPOb sikocTi [T13: on the use of RIXUBIS in patients with severe
PO34YMHHMKOM (BOAA Takepa Manydek4ypiHr ABCTpis chronic hepatic disease”, following approval of
ans iH'ekyin) no 5 Al', ABCTpisi; procedure
Mn Tano 1 Y4aCTKOBUI KOHTPOSb sikocTi [T13: EMEA/H/C/PSUSA/00010320/202306.
NPUCTOCYBaHHIO ANA Takepa Manydek4ypiHr ABCTpis - Update the information for PedNet and
po3BEAEHHS Al’, ABCTpisi; EUHASS registries to reflect the current
BAKCIKEKT Il'y KOHTponb sikocTi 13 ("MexaHiuHi approved RIXUBIS safety concerns.
KopobLi BKITHOYEHHSA"): - Align the RMP with latest summary of product
Odpi TexHONMOAXM eHA characteristics (SmPC) available.
IHHOBeMwWwioH MM6X, ABCTpis; - Update Modules SI, Slil, and SV of the RMP as
BMPOBHMLTBO, KOHTPOIb SKOCTi Ta per DLP 30 March 2023.
NepBUHHE NakyBaHHS PO3YMHHMKA:
3irdpig XamensH Mv6X,
HimeuuuHa;
cTepunisadisi npobok i milkie aAns
nepeHeceHHs:
Bect ®apmacebtoTikan Cepsices,
IHK., CLLUA
30. | CIBIHKBO TabneTku, BKpUTI Mcpanzep CLA Mdpanzep MeHodekdypuHr HimeuumHa A. ADMINISTRATIVE CHANGES - A.4 Change 3a UA/19698/01/01
NniBKOBOKO Eny.Ci.Mi. HonuneHg MvbX in the name and/or address of: a manufacturer | peuenmom
o6ornoHkot, no 50 Kopnopewi (including where relevant quality control testing
Mr; no 7 TabneTok, H sites); or an ASMF holder; or a supplier of the

BKPUTKX NIiBKOBOIO
0BOS0oHKO, Y
GnicTepi, no 4
Gnictepn y
KapTOHHiI kopobLyi

active substance, starting material, reagent or
intermediate used in the manufacture of the
active substance (where specified in the
technical dossier) where no Ph. Eur. Certificate
of Suitability is part of the approved dossier; or a
manufacturer of a novel excipient (where
specified in the technical dossier) - Variation
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Ne

Hasea
nikapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

Kpaina

Bupo6bHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymosu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs1

type IA.

To change the name and update the address of
the site responsible for manufacturing and
quality control testing of the active substance
(Cibingo and Vfend) and manufacturing of the
active substance intermediate (Cibingo only)
from Pfizer Ireland Pharmaceuticals
(Ringaskiddy API Plant, Ringaskiddy, County
Cork, Ireland) to Pfizer Ireland Pharmaceuticals
Unlimited Company (Ringaskiddy API Plant,
Ringaskiddy, Co. Cork, P43 X336, Ireland).
There is no change in the location of the site.

31.

CIBIHKBO

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 100
Mr; No 7 TabneTok,
BKPUTWX NIiBKOBOIO
060OHKOM, Y
6nictepi, no 4 abo
no 13 6nictepiB y
KapTOHHIl kopobui

Mdparnzep
Eny.Ci.Ni.
Kopnopenw
H

CLA

Mdpanzep MeHodekuypuHr

DonuneHg 'moX

Himeyuunna

A. ADMINISTRATIVE CHANGES - A.4 Change
in the name and/or address of: a manufacturer
(including where relevant quality control testing
sites); or an ASMF holder; or a supplier of the
active substance, starting material, reagent or
intermediate used in the manufacture of the
active substance (where specified in the
technical dossier) where no Ph. Eur. Certificate
of Suitability is part of the approved dossier; or a
manufacturer of a novel excipient (where
specified in the technical dossier) - Variation
type IA.

To change the name and update the address of
the site responsible for manufacturing and
quality control testing of the active substance
(Cibingo and Vfend) and manufacturing of the
active substance intermediate (Cibingo only)
from Pfizer Ireland Pharmaceuticals
(Ringaskiddy API Plant, Ringaskiddy, County
Cork, Ireland) to Pfizer Ireland Pharmaceuticals
Unlimited Company (Ringaskiddy API Plant,
Ringaskiddy, Co. Cork, P43 X336, Ireland).
There is no change in the location of the site.

3a
peuenmom

UA/19698/01/02

32.

CIBIHKBO

TabneTku, BKpUTI
NniBKOBOO
obornoHkot, no 200
Mr; no 7 TabneTok,
BKPUTKX NIiBKOBOIO
0BOS0oHKO, Y
GnicTepi, no 4 abo
no 13 GnictepiB y
KapTOHHiI kopobLyi

Mecpansep
Eny.Ci.Mi.
Kopnopew
H

CLIA

Mdpanszep MeHtodekuypuHr

Honuneng MubX

HimevuunHa

A. ADMINISTRATIVE CHANGES - A.4 Change
in the name and/or address of: a manufacturer
(including where relevant quality control testing
sites); or an ASMF holder; or a supplier of the
active substance, starting material, reagent or
intermediate used in the manufacture of the
active substance (where specified in the
technical dossier) where no Ph. Eur. Certificate
of Suitability is part of the approved dossier; or a
manufacturer of a novel excipient (where
specified in the technical dossier) - Variation
type IA.
To change the name and update the address of
the site responsible for manufacturing and

3a
peuenmom

UA/19698/01/03
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quality control testing of the active substance
(Cibingo and Vfend) and manufacturing of the
active substance intermediate (Cibingo only)
from Pfizer Ireland Pharmaceuticals
(Ringaskiddy API Plant, Ringaskiddy, County
Cork, Ireland) to Pfizer Ireland Pharmaceuticals
Unlimited Company (Ringaskiddy API Plant,
Ringaskiddy, Co. Cork, P43 X336, Ireland).
There is no change in the location of the site.
33. | CIBPABA PO34MH ANS iH'eKLN, Hosaprtic LLisenuapi BMPOBOHWLTBO, NEPBUHHE AscTpis/ B.l.a.l.z, IB - Change in the manufacturer of AS 3a UA/19037/01/01
284 mr/1,5 mn; no Osepcis A nakyBaHHs, BTOPUHHE NaKyBaHHS, Himeuunna/ or of a starting material/reagent/intermediate for | peuenmom
1,5 M1 po3unHy y IHBECTMEHTC KOHTPOIb SKOCTi (4aCTKOBUW), ITanis/ AS - Other variation:
nonepegHLo Al BUMYCK Cepili: Icnanis/ To add Novartis Pharma Schweizerhalle AG,
HarnoBHEHOMY HoeapTic ®apmacbioTukan CnoseHisi/ Rothausstrasse, Pratteln, Bl, 4133, Switzerland,
wnpuui; no 1 MaHydakTypiHr F'M6X, ABCTpisi LLisenuapis as an alternative site responsible for the
nonepegHL0 BUMYCK Cepint: manufacturing of the active substance inclisiran
HanoBHEHOMY CaHpos 'M6X, ABcTpist sodium used in the manufacturing process of the

LINPULY B KAPTOHHIN
KopobuUi

BUMYCK Cepint:

HoeapTic ®apma 'mbX,
Himeuunna
BMPOBHMLTBO CTEPUITBHOIO
nikapcbKoro 3acoby - acenTnyHa
nigrotoeka Ctepunisadisi -
dinbTpauisi, KOHTPOINb AKOCTI
(4acTkoBUIA), NEPBUHHE
naKyBaHHs1):

Kopaen ®apma C.n.A, Migpo3gin
UP3, ITanis
BTOPVHHE NaKyBaHHS:
KopaeH ®apma C.n.A., ITanis
BTOPVHHE NaKyBaHHS:
dapmnor ®apma JlogxucTik MTm6X,
HimeyunHa
BTOPVHHE NaKyBaHHS:
Oendapm XioHiHr CAC, PpaHuis
BTOPVHHE MNaKyBaHHS:
Mikinr ®apma C.A., IcnaHis
BTOPVHHE MaKyBaHHS:
tOMC Xenckep Itanis C.P.J1.,
ITanisa
KOHTPO-b SIKOCTi (¢hi3nKo-
XiMIYHUIA):

Yenab C.p.n., Itanis
KOHTPOMb SIKOCTi (4aCTKOBUIA):

active substance inclisiran sodium.
B.l.a.l.z, IB - Change in the manufacturer of AS
or of a starting material/reagent/intermediate for
AS - Other variation:

To add Primopus AG, Rothausstrasse 61, 4132
Muttenz, Switzerland, as an alternative site
responsible for the manufacturing of the starting
material phosphoramidites used in the
manufacturing process of the active substance
inclisiran sodium.

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

To add Shanghai Desano Chemical
Pharmaceutical Co., Ltd., No. 417 Binhai Road,
Laogang Town, Pudong New Area, Shanghai,
201302, China as an alternative site responsible
for the manufacturing of the starting material
phosphoramidites used in the manufacturing
process of the active substance inclisiran
sodium.

B.l.a.Lf, IA - Change in the manufacturer of AS
or of a starting material/reagent/intermediate for
AS - Changes to quality control testing
arrangements for the AS -replacement or
addition of a site where batch control/testing
takes place:
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®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
HosapTic ®apmacbsioTukan

ManydaktypiHr JIJIC, CnoeHis
KOHTPOMb SKOCTi (4aCTKOBUWA):
Jlex ®apmacbtoTukanc a.4.,
CnoBeHisi
KOHTPOMb SIKOCTi (4aCTKOBUWA):
HoeapTic ®apmacbioTukan
ManydaktypiHr J1IJIC, CrioseHis
KOHTPOMb SIKOCTi (4aCTKOBUWA):
HoeapTic ®apma LTenH Al
Teknikan OnepenwHs Lsen,
LWrenH Crepainas, Weenuapis
KOHTPOMb SKOCTi (4aCTKOBUWA):
HoBapTic ®apmacbioTukan
MaHydakTypiHr F'M6X, ABCTpist

To add Lek Pharmaceuticals d.d., Verovskova
Ulica 57, Ljubljana, 1526, Slovenia as an
alternative site responsible for quality control of
the active substance inclisiran sodium.
B.l.a.lf, IA - Change in the manufacturer of AS
or of a starting material/reagent/intermediate for
AS - Changes to quality control testing
arrangements for the AS -replacement or
addition of a site where batch control/testing
takes place:

To add Novartis Pharmaceutical Manufacturing
LLC, Verovskova Ulica 57, Ljubljana, 1000,
Slovenia as an alternative site responsible for
quality control of the active substance inclisiran
sodium.

B.l.a.Lf, IA - Change in the manufacturer of AS
or of a starting material/reagent/intermediate for
AS - Changes to quality control testing
arrangements for the AS -replacement or
addition of a site where batch control/testing
takes place:

To add Novartis Pharmaceutical Manufacturing
LLC, Kolodvorska Cesta 27, Menges, 1234,
Slovenia, as an alternative site responsible for
quality control of the active substance inclisiran
sodium.

B.ll.b,4.a, IB - Change in the batch size
(including batch size ranges) of the finished
product - Up to 10-fold compared to the originally

approved batch size:

To increase the batch size of the finished
product for Inclisiran 284 mg/1.5 mL Solution for
injection in pre-filled syringe manufactured at
Novartis Pharmaceutical Manufacturing GmbH
from 18 - 60 L to 18 - 90 L.

B.Il.b.3,a, IA - Change in the manufacturing
process of the finished or intermediate product -
Minor change in the manufacturing process:
Minor change in the manufacturing process of

the finished product at the microbial filtration
stage with the aim to optimize the production

process for 90 L batch size.
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34. | TIBCOBO TabneTku, BKPUTI e ®paHuis BignosiganbHui 3a nepBuHHe Ta Benuka Type I, C.1.11. b - Introduction of, or 3a UA/20476/01/01
NniBKOBOO JIABOPATY BTOPWHHE MaKyBaHHS: Bputanis/ change(s) to, the obligations and conditions peuernmom
o6onoHkoto, 250 mr; AP CEPB'€ Anmak ®apma Cepsgicis JlimiTeg, ®paHuis/ of a marketing authorisation, including the
no 60 Tabnetok y Benuka Bpuranis; CnonyyeHi risk management plan. Implementation of
nnawui, no 1 BignosiganbHui 3a Bunyck cepii LWTatn change(s) which require to be further
nnsawui B kopobui 3 roTOBOro Nikapcbkoro 3acoby: Amepukm substantiated by new additional data to be
KapTOHY TNabopatopii Cepe'e IHaacTpi, (CLWWA)/ submitted by the MAH where significant
®paHuis; BignosigansHui 3a Kanapa/ assessment by the competent authority is
BUPOBHMLTBO rOTOBOrO HimeyuunHa/ required - Submission of an updated RMP
nikapcbkoro 3acoby in bulk. MopTyranis version 3.0 for TIBSOVO and a replacement

BignosiganbHuii 3a BuNpobyBaHHSA
B paMKax KOHTPOIHO SKOCTI
roToBOro NikapcbKoro 3acoby:
MateoH IHK., KaHapa;
BignosiganbHuii 3a BUNpobyBaHHs
B paMKax KOHTPOIHO SIKOCTi 3a
NOKAa3HUKOM JOCHIKEHHS
cTabinbHOCTi TBEpAOANCINEPCHOMO
NPOMIXXHOFO NPOAYKTY iBOCUAEHIOY
Ta roToBOro fikapcbKoro 3acoby:
nna OesenonmenT, J1.I.,
CnonyyeHi Wtatn Amepukn
(CLUA); BignosiganeHun 3a
BMPOGHMLTBO rOTOBOrO
nikapcbkoro 3acoby in bulk.
BignosiganbHuii 3a BUNpobyBaHHS
B paMkax KOHTPOIH SKOCTI
roTOBOro NMikapcbKoro 3acoby:
PotteHpopd Papma MvbX,
HimeuyuuHa; BignosiganbHui 3a
BUPOGHMLTBO NPOMIXKHOrO
NpoaykKTy nikapcbkoro 3acoby
(TBEPAOANCNEPCHWI NPOMIKHWIA
NpoayKT iBOCUAEHIOY).
BignosiganbHuii 3a BUNpobyBaHHS
B paMkax KOHTPOIH SKOCTI
NPOMIXKHOrO NPOAYKTY NiKapCbKoro
3acoby (TBepaoamcnepcHuii
NPOMIXKHUIA NPOAYKT iBOCMAEHIOY):
XosioH INJ1C, Cnonyu4eHi LUtatn
Awmepuikn (CLUA); BignosigansHui
3a BUPOBOHULITBO NPOMIXKHOIO
npoaykTy nikapcbkoro 3acoby
(TBEPAOANCTIEPCHUI NPOMIKHWIA
NpoayKT iBOCMAEHIOY).
BignosinanbHui 3a BUNpobyBaHHs
B paMKax KOHTPOIHO SKOCTI
NPOMIXKHOrO NPOAYKTY NiKapCbKoro
3acoby (TBepgoaAMCcnepcHui

study protocol for study S095031-218. This is a
phase 1, multicenter, open-label, safety and
pharmacokinetic study of orally administered
ivosidenib in participants with IDHI-mutated
malignancies and hepatic or renal impairment.
Study milestones in RMP were updated
accordingly. 3mMiHM BHECEHO [0 HACTYMHUX
yacTuH MYP: YactuHa Il: Cneundikaulis 3
6e3nekn: Moaynb SVII. laeHTugikoBaHi Ta
NOTEHLiVHi pu3nkuy, a came nigpo3ginu SVII.1.2.
Pu3uku, Wo BBaXaroTbCs BaXXNMBUMMU NS
BKITIOYEHHS 80 nepeniky npobnem 6esneku B
[MYP ta SVII.3.2. NpencTaBneHHs BiACYTHLOI
iHdbopmalii. Takox oHoBunacsa Tabn. 2: YactuHa
11.1: KntovoBi pe3ynbtaTtv 6e3neku, oTpumaHi B
pe3ynbTati JOKMIHIYHMX OOCHiMKEHb, Ta iXHS
aKTyanbHiCTb ANsi 3aCTOCYBaHHS NMIOAMHO0.
Yactuna lll: MnaH 3 ®apmakoHarnagy
(BKNOYAK4YM NOCTMAPKETUHIOBI AOCNIIKEHHS 3
6e3neku): oHoBneHHs nigpo3gainy I11.2 JogaTtkosi
3axoau 3 hapmakoHarnsgy Ta 1abn. 26: MNoTouHi
Ta 3annaHoBaHi 4OAAaTKOBI 3aX04u 3
dapmakoHarnsgy B nigpo3aini 111.3 3segeHa
Tabnuus JoaaTKoBUX 3axogiB 3
dapmakoHarnagy. YactunHa V: 3axoam 3
MiHiMi3aUii pU3unKIiB (BKIHOYaKYMN OLIHKY
eEeKTUBHOCTI 3ax0AiB 3 MiHimisauii pu3ukiB):
OHOBIeHHs nigpo3ainy V.3 Pestome 3axogis 3
MiHimi3aLii pusukiB, a came B Tabn. 28: 3seaeHa
Tabnuus 3axodiB 3 hapMakoHarnsgy Ta 3axogis
3 MiHiMi3aLii pu3uKiB i3 3aHENOKOEHb 3 Be3neku.
YactuHa VI: Pestome nnaHy ynpaeniHHa
puy3ukamu: OHoBreHHs nigpo3ainis 11.B Pestome
Baxxnmeux pusmkie 1a 11.C.2 [HwWi gocnigxeHHs B
nnaxi nicnapeecTpauinHoro po3suTky. JogaTok
2 - 3BegeHa Tabnmus 3annaHoBaHUX, MOTOYHMX
Ta 3aBepLUEHNX Nporpam AoCHiakeHb 3
dapmakoHarnagy. dogatok 3 - MNpoTokonu ans
3anponOHOBaHMX, MOTOYHMX Ta 3aBEepPLUEHUX
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NPOMDKHUIA NPOAYKT iBOCMAEHIOY): AOChiMKeHb Yy NnaHi dpapmakoHarnagy.
XogioH ®apmacieHcia C.A., BHacnigok BignoBigHMX OHOBMNEHb, 3MiHUNIUCS
MopTyranis Bepcis MNMYP, gaTa nignucaHHs, obrpyHTyBaHHS
Ans nogaHHs oHoenexoro MyP.
35. | XAUPIMO3 40 PO34MH ANS iH'eKLN, CaHpgo3s ABcCTpis KOHTPO-b (XiMiYHWI/Di3ndHUIA): LWsenuapis/ | Type IB, B.ll.e.3.z - Change in test procedure 3a UA/17973/01/01
40 mr/0,8 mn; no 0,8 m6X HoeapTic ®apma LUtanH AT, CnoBeHisi/ for the immediate packaging of the finished peuenmoom
My nonepegHbLo LLisenuapis; AscTpis/ product - Other variation - Optimization of the
HarnoBHEeHOMY KoHTponb cepii (6ionorivyHuin): HimeuunHa ethylene oxide sterilization cycle at supplier BD
wnpwui; no 1 abo 2 Hoeaptic ®apma Arl, LLiseluapis; site Pont-De- Claix to remove the details of
nonepegHbLo KoHTponb cepii (6ionorivyHuin): validated exposure time. The Annexes to the
HarnoBHEHUX HoBapTic ®apmacebtoTikan marketing authorisation remain unchanged.
wnpuuis y Manydaktypunr JIJ1C, CroseHist;
Gnictepax y BUMNYCK Cepil:

KapTOHHIN kopobLi

Canpos 'm6X — BupobHnya
AinbHUUa AcenTtuyHi Jlikapcbki
3acobu LWadteray (AcenTunyHi

J13WW), ABcTpis;
KOHTPOIb cepil
(xiMmivyHWI/di3ndHu): €EBpodiHC
OACT 'mMBX, HimevumHa;
KOHTPOSb cepii (MikpobionoriyHuia
-CTEPUIbHI NOKa3HWUKU,
MiKpOBIOMOriYHWI - HECTEPUIIBHI
nokasHuku): HoeapTic
PapmacbtoTikan MaHydakTypiHr
'm6X, ABCTpis;
KOHTponb cepii (bionoriyHui):
CI'C Ananitukc Lsenuapisa AT,
LLseniuapis;

NMOBHWUIA LMK BUPOBHMLTBA:
HoBapTic ®apmacebtoTikan
MaHydakTypiHr T'M6X, ABCTpisi

B.o. HayaaLHUKA
dapManeBTUYHOTO YIIPABJIIHHS

Ougexcanap I'PIHEHKO




