NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMOETEHTHUMW OPTAHAMW CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbHKOI KOH®EAEPALLIT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, gionycky | peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1 IMYHAT NOPOLLIOK Ta Bakctep ABCTpIA Bunyck cepii TN3 Ta ABcTpis/ B.lll.1 a)-2. IA 3a UA/16963/01/01
PO3YMHHWK ANA Al posunHHuka: Takepga | HimeuumHa | The scope of this change is to update the peyenmom
PO34unHy AN MaHyhekuypiHr CEP for Heparin Sodium (No. R1-CEP
iH ekuin no 250/190 ABcTpis Al', ABCTpis; 2002-006-Rev
MO, 1 chnakoH 3 Brpo6HMUTBO, 09)
NOPOLLKOM Yy nepByvHHE NakyBaHHsA AT.IA
KoMnnekTi 3 1 N3, BTOpUHHE The scope of this change is to delete the
h1akoHOM nakyBaHHs /13 Ta alternate Los Angeles site for the

po3yMHHKKa (BoAa
Ans iH'exuiid) no 5
M1 Ta Habopom anis
PO3UYMHEHHS i
BBE/EHHS y Kopobui

PO34YNHHUKa,

KOHTpONb AkocTi M13:

Takega
MaHychekuypiHr
ABcTpis Al', ABCTpis;

KoHTponb akocTi MN3:

Takepa
MaHychekuypiHr
ABcTpis Al', ABCTpis;
Brpo6HuLTBO,
nepBUHHE NaKyBaHHSA
Ta KOHTPO/1b SIKOCTI
po3unHHKKa: 3irdpig,
XamenbH Mi6X,
HimeuunHa

manufacturing and in process
testing of Cryoprecipitate and references of
Los Angeles Building 5 throughout the
documents.

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

With this grouped procedure, the MAH
proposes some minor editorial changes in
the course of the removal of
the LA site, addressed as “overall
improvements” within the present proposed
table:

- In 3.2.S5.2.2 The manufacturing steps of
the drug substance is displayed now as a
detailed Flowsheet
instead of the previous text/tables
- 3.2.S.2.3 Control of Materials was
separated in two sections: 3.2.5.2.3
Control of Materials - Raw
Material and 3.2.S.2.3 Control of Materials
— Plasma
- With the removal of LA site, the Process
Validation and/or Evaluation steps within
3.2.5.2.5 were




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky | peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
restructured by including each step under
each site for an improved readability.
2. IMYHAT NMOPOLLOK Ta BakcTep ABCTpIA Bunyck cepii TN3 Ta AscTpis/ B.lll.1 a)-2. IA 3a UA/16964/01/01
PO34YMHHUK AN Al posunHHuKa: Takepga | HimeuumHa | The scope of this change is to update the peyenmom
PO34nHy anA MaHydekuypiHr CEP for Heparin Sodium (No. R1-CEP
iH ekuiii no 500/375 ABCTpis Al', ABCTpis; 2002-006-Rev
MO, 1 donakoH 3 Bupo6HuuTBO, 09)
NOPOLLKOM Y nepBuHHE NakyBaHHSA AT7.IA
KoMMekTi 3 1 N3, BTOpUHHE The scope of this change is to delete the
hnakoHOM nakyBaHHsa 13 Ta alternate Los Angeles site for the
po3uunHHMKa (BoAa PO3UYNHHMKA, manufacturing and in process
Ans iH'exuiii) no 5 KOHTpONb AkocTi M13: testing of Cryoprecipitate and references of
M1 Ta Habopom anis Takepa Los Angeles Building 5 throughout the
PO3YMHEHHS | MaHydekuypiHr documents.
BBEJEHHS Y KOopobLi ABcTpis AT, ABCTpis; Please note that the manufacturing will
KoHTponb sikocTi MN3: remain at the already authorized Takeda
Takega Rieti site, and the deletion is
MaHychekuypiHr not due to any critical deficiencies
ABCTpis A", ABCTpISt; concerning manufacturing.
Brpo6HuuTBO, With this grouped procedure, the MAH
nepBUHHE NakyBaHHS proposes some minor editorial changes in
Ta KOHTPO/1b SKOCTI the course of the removal of
po3uMHHKKA: 3irdpig the LA site, addressed as “overall
XawmesibH TM6X, improvements” within the present proposed
HimeuunHa table:
- In 3.2.5.2.2 The manufacturing steps of
the drug substance is displayed now as a
detailed Flowsheet
instead of the previous text/tables
- 3.2.S.2.3 Control of Materials was
separated in two sections: 3.2.S.2.3
Control of Materials - Raw
Material and 3.2.S.2.3 Control of Materials
— Plasma
- With the removal of LA site, the Process
Validation and/or Evaluation steps within
3.2.5.2.5 were
restructured by including each step under
each site for an improved readability.
3. IMYHAT NMOPOLLIOK Ta Bakctep ABCTpIs Bunyck cepii N3 Ta ABcTpis/ B.IIl.1 a)-2. 1A 3a UA/16964/01/02
PO3UYMHHUK AN Al po3unHHuka: Takega | HimeuumHa | The scope of this change is to update the peuyenmom
PO34uHYy AN MaHychekuypiHr CEP for Heparin Sodium (No. R1-CEP
iH eKuili no ABcCTpis Al', ABCTpIs; 2002-006-Rev
1000/750 MO, 1 Bupo6HUUTBO, 09)
h1akoH 3 nepBrHHE NakyBaHHs A7.1A




3 6nicTepu y Kopoo6Li

cepit:
KPKA-®APMA g.0.0.,
Xopsaris;
KOHTPO/Ib Ta BUMYCK
cepii:
KPKA, a.4a., HoBo mecTo,
CrioBeHis; BTOpPUHHA
ynakoska: KPKA, a.4.,
Hoso mecTo, CnoBseHis;
Mikpob6ionoriyHe
BUNpobyBaHHA (y
BMNaAKy KOHTPOO cepii

reference product (Revlimid,
EMEA/H/C/000717/1/0124, 09/02/2023).
BBeAeHHs1 3MiH MPOTAroM 6-Tn MicsAUIB nicns
3aTBEPAKEHHS.

C.l.2.a IB - to update section 4.2 of the SmPC
on the dosage for patient with impaired renal
function (severe renal impairment and stage and
end stage renal disease) for the follicular
lymphoma (FL) indication based on additional
PK analysis; and the existing warning in section
4.4 of the SmPC to highlight that male patients
should not donate semen or sperm during

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky | peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
NOPOLLUKOM Y N3, BTOpYHHE The scope of this change is to delete the
KoMmmnekTi 3 1 nakyBaHHsa 13 1a alternate Los Angeles site for the
h1akoHOM PO34YNHHMKA, manufacturing and in process
po3unHHMKa (BoAa KOHTpO/b AKOCTI [N13: testing of Cryoprecipitate and references of
Anst iv'exuin) no 10 Takepa Los Angeles Building 5 throughout the
M1 Ta Habopom anis MaHychekuypiHr documents.
PO3UYMHEHHS i ABcTpis Al', ABCTpis; Please note that the manufacturing will
BBE/EHHS Y KOpooLi KoHTponb sikocTi MN3: remain at the already authorized Takeda
Takega Rieti site, and the deletion is
MaHychekuypiHr not due to any critical deficiencies
ABcCTpis Al', ABCTpIst; concerning manufacturing.
Bupo6HUUTBO, With this grouped procedure, the MAH
nepBUHHE NakyBaHHS proposes some minor editorial changes in
Ta KOHTPO/1b SKOCTI the course of the removal of
PO34mnHHKKa: 3irdopig, the LA site, addressed as “overall
XawmesbH TM6X, improvements” within the present proposed
HimeuunHa table:
- In 3.2.5.2.2 The manufacturing steps of
the drug substance is displayed now as a
detailed Flowsheet
instead of the previous text/tables
- 3.2.S.2.3 Control of Materials was
separated in two sections: 3.2.S5.2.3
Control of Materials - Raw
Material and 3.2.S.2.3 Control of Materials
— Plasma
- With the removal of LA site, the Process
Validation and/or Evaluation steps within
3.2.5.2.5 were
restructured by including each step under
each site for an improved readability.
4, NEHANIAOMIA Kancynu Teepai no 2,5 KPKA, a.4., CnoseHis BMPOGHMLTBO, NEPBMHHA Xopsarisi/ C.l.2.a IB - To update section 5.1 of the SmPC 3a UA/19062/01/01
KPKA Mr; N0 7 Kancysn HoBso mecTo Ta BTOPMHHA YNakoBKa, CnoseHis/ on 5-year Overall Survival data following peyernmom
TBEpAWX Y bnicTepi, no KOHTPO/Ib Ta BUMYCK HimeuunHa assessment of the same change for the




3 6nicTepu y Kopoo6Li

cepit:
KPKA-®APMA g.0.0.,
Xopsaris;
KOHTPO/Ib Ta BUMYCK
cepii:
KPKA, a.4a., HoBo mecTo,
CrioBeHis; BTOpPUHHA
ynakoska: KPKA, a.4.,

reference product (Revlimid,
EMEA/H/C/000717/1/0124, 09/02/2023).
BBeAeHHs1 3MiH MPOTAroM 6-Tn MicsAUIB nicns
3aTBEPAKEHHS.

C.l.2.a IB - to update section 4.2 of the SmPC
on the dosage for patient with impaired renal
function (severe renal impairment and stage and
end stage renal disease) for the follicular

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky | peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
TAL ®apma 'm6X): treatment and for at least seven days after the
Nabop N1C CE & Ko. KT, end of treatment following assessment of the
HimeuunHa,; same change for the reference product
BTOPUHHA YNaKoBKa, (Revlimid, EMEA/H/C/000717/11/0122,
BMNYCK cepil: 15/09/2022). The Package Leaflet has been
TAL ®apma M'v6X, updated accordingly.
HimeuunHa; BBefeHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns
KOHTPO/b cepil (Pi3nyHI 3aTBEPKEHHS.
Ta XimiuHi meToan
KOHTPO/I0):
TAL dapma 'M6X,
HimeuunHa
5. NEHANIAOMIA Kancynu Teepai no 5 KPKA, a.4., CnoseHis BMPOGHMLTBO, NEPBMHHA Xopsarisi/ C.l.2.a IB - To update section 5.1 of the SmPC 3a UA/19062/01/02
KPKA MTr; 0 7 Kancyn HoBo mecTo Ta BTOPVHHA YNakoBKa, CnoseHis/ on 5-year Overall Survival data following peuenmom
TBEpAWX Y bnicTepi, no KOHTPO/b Ta BUMYCK HimeuunHa assessment of the same change for the
3 6nicTepu y Kopob6ui cepit: reference product (Revlimid,
KPKA-®APMA g.0.0., EMEA/H/C/000717/1/0124, 09/02/2023).
Xopsaris; BBefeHHs 3MiH NpoTArom 6-Tv MicsAuiB nicns
KOHTPO/b Ta BUMYCK 3aTBEPAKEHHS.
cepit: C.l.2.a IB - to update section 4.2 of the SmPC
KPKA, a.4., HoBo mecTo, on the dosage for patient with impaired renal
CnoBeHisA; BTOPUMHHA function (severe renal impairment and stage and
ynakoBka: KPKA, a.4., end stage renal disease) for the follicular
Hoso mecTo, CrioBeHis; lymphoma (FL) indication based on additional
MikpobionoriyHe PK analysis; and the existing warning in section
BUNPOBYBaHHSA (y 4.4 of the SmPC to highlight that male patients
BMNaAKy KOHTPOIO cepii should not donate semen or sperm during
TAL ®apma 'v6X): treatment and for at least seven days after the
Na6op N1IC CE & Ko. KT, end of treatment following assessment of the
HimeuunHa,; same change for the reference product
BTOPVHHA YNakoBKa, (Revlimid, EMEA/H/C/000717/11/0122,
BMNYCK cepil: 15/09/2022). The Package Leaflet has been
TAL ®apma M'M6X, updated accordingly.
HimeyunHa; BBeeHHs 3MiH npoTaroM 6-tm micAuis nicns
KOHTPONb cepil (Pi3nyHI 3aTBEPKEHHS.
Ta XimiuHi meToan
KOHTPO/I0):
TAL dapma M'M6X,
HimeuunHa
6. NEHANIAOMIA Kancynu Teepai no 7,5 KPKA, a.4., CnoseHis BMPOGHMLTBO, NEPBMHHA Xopsarisi/ C.l.2.a IB - To update section 5.1 of the SmPC 3a UA/19062/01/03
KPKA Mr; N0 7 Kancyn HoBso mecTo Ta BTOPMHHA YNakoBKa, CnoseHis/ on 5-year Overall Survival data following peyernmom
TBEPAMX Y 6nicTepi, no KOHTPO/Tb Ta BMMYCK HimeuunHa assessment of the same change for the




TBEPAVWX Y BnicTepi, no
3 6nicTepn y Kopobui

cepii:
KPKA-®APMA g.0.0.,
Xopsarisi;
KOHTPO/Ib Ta BUMNYCK

reference product (Revlimid,
EMEA/H/C/000717/1/0124, 09/02/2023).
BBeeHHs1 3MiH npoTaroM 6-tn micauis nicns
3aTBEPKEHHS.

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky | peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Hoso mecTo, CrioBeHis; lymphoma (FL) indication based on additional
MiKpO6ionoriyHe PK analysis; and the existing warning in section
BMNpobyBaHHsA (y 4.4 of the SmPC to highlight that male patients
BMNaAKy KOHTPOStO cepii should not donate semen or sperm during
TAL ®apma 'M6X): treatment and for at least seven days after the
Na6op N1C CE & Ko. KT, end of treatment following assessment of the
HimeuuunHa; same change for the reference product
BTOPVHHA YNakoBKa, (Revlimid, EMEA/H/C/000717/11/0122,
BUMYCK Cepii: 15/09/2022). The Package Leaflet has been
TAL d®apma 'M6X, updated accordingly.
HimeyunHa,; BBeeHHs 3MiH NpoTAroM 6-tn micauiB nicns
KOHTPOb cepii (i3nyHI 3aTBEPKEHHSA.
Ta XiMiuHi meToan
KOHTPO/I0):
TAL ®apma M'M6X,
HimeuunHa
7. NEHANIAOMIA Kancynu Teepai no 10 KPKA, a.4., CnoseHis BUPOGHMLTBO, NEPBUHHA Xopsarisi/ C.l.2.a IB - To update section 5.1 of the SmPC 3a UA/19062/01/04
KPKA MTF; MO 7 Kancyn HoBo mecTo Ta BTOPMHHA YNakoBKa, CnoseHis/ on 5-year Overall Survival data following peuyenmom
TBEpAVWX Y BnicTepi, no KOHTPO/1b Ta BUMYCK HimeyunHa assessment of the same change for the
3 6nicTepun y Kopobui cepit: reference product (Revlimid,
KPKA-®APMA g.0.0., EMEA/H/C/000717/1/0124, 09/02/2023).
Xopsarisi; BBeeHHs 3MiH nNpoTAroM 6-tn micauis nicns
KOHTPO/b Ta BUNYCK 3aTBEPKEHHS.
cepii: C.l.2.a IB - to update section 4.2 of the SmPC
KPKA, a.4., HoBo mecTo, on the dosage for patient with impaired renal
CNoBeHis; BTOPMHHA function (severe renal impairment and stage and
ynakoska: KPKA, a.4., end stage renal disease) for the follicular
HoBo mecTo, CroBeHis; lymphoma (FL) indication based on additional
MiKpOGionoriyHe PK analysis; and the existing warning in section
BMNpobyBaHHsA (y 4.4 of the SmPC to highlight that male patients
BMNaAKy KOHTPOIO cepii should not donate semen or sperm during
TAL d®apma 'M6X): treatment and for at least seven days after the
Na6op NC CE & Ko. KT, end of treatment following assessment of the
HimeyunHa,; same change for the reference product
BTOPVHHA yNakoBKa, (Revlimid, EMEA/H/C/000717/11/0122,
BUMYCK Cepii: 15/09/2022). The Package Leaflet has been
TAL dapma 'M6X, updated accordingly.
HimeyunHa,; BBeeHHs 3MiH NpoTAroM 6-tu micauiB nicns
KOHTPOb cepii (i3nyHI 3aTBEPKEHHSA.
Ta XiMiyHi meToam
KOHTPONI0):
TAL ®apma M'M6X,
HimeuyunHa
8. NEHANIAOMIA | kancynu Teepgi no 15 KPKA, a.4., CnoseHis BMPOGHMLTBO, NEPBMHHA Xopsarisi/ C.l.2.a IB - To update section 5.1 of the SmPC 3a UA/19062/01/05
KPKA MT; 0 7 Kancys HoBo mecTo Ta BTOPMHHA YNaKoBKa, CnoseHis/ on 5-year Overall Survival data following peyenmom
KOHTPO/Ib Ta BUMYCK HimeuunHa assessment of the same change for the




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky | peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
cepii: C.l.2.a IB - to update section 4.2 of the SmPC
KPKA, a.4., HoBo mecTo, on the dosage for patient with impaired renal
CnoBeHis; BTOPMHHA function (severe renal impairment and stage and
ynakoBka: KPKA, a.4., end stage renal disease) for the follicular
HoBo mecTo, CnoBeHis; lymphoma (FL) indication based on additional
MiKpOGionoriyHe PK analysis; and the existing warning in section
BMNpobyBaHHsA (y 4.4 of the SmPC to highlight that male patients
BMNaJKy KOHTPOIO cepil should not donate semen or sperm during
TAL dapma 'M6X): treatment and for at least seven days after the
Na6op NC CE & Ko. KT, end of treatment following assessment of the
HimeyunHa,; same change for the reference product
BTOPMHHA yNakoBKa, (Revlimid, EMEA/H/C/000717/11/0122,
BUMYCK Cepii: 15/09/2022). The Package Leaflet has been
TAL dapma 'M6X, updated accordingly.
HimeuunHa; BBefeHHs 3MiH npoTsArom 6-Tv MicsAuiB nicns
KOHTPO/b cepii (i3nyHi 3aTBEPIKEHHS.
Ta XiMiyHi meToau
KOHTPONI0):
TAL dapma 'M6X,
HimeyumnHa
9. NEHANIAOMIA | kancynu TBepgi no 20 KPKA, a.4., CnoBeHis BMPOGHMLTBO, NEPBMHHA Xopsaris/ C.l.2.a IB - To update section 5.1 of the SmPC 3a UA/19062/01/06
KPKA MTr; 10 7 Kancyn HoBo mecTO Ta BTOPVHHA YNakoBKa, CnoseHis/ on 5-year Overall Survival data following peyenmom
TBEPAMX Y BnicTepi, no KOHTPO/1b Ta BUMYCK HimeuunHa assessment of the same change for the
3 6nicTepun y Kopobu,i cepit: reference product (Revlimid,
KPKA-®APMA g.0.0., EMEA/H/C/000717/1/0124, 09/02/2023).
Xopsarisi; BBefeHHs 3MiH NpoTAroM 6-tu micsAuiB nicns
KOHTPO/b Ta BUMYCK 3aTBEPMKEHHS.
cepit: C.l.2.a IB - to update section 4.2 of the SmPC
KPKA, a.4., HoBo mecTo, on the dosage for patient with impaired renal
CnoBeHis; BTOPMHHA function (severe renal impairment and stage and
ynakoska: KPKA, g.4., end stage renal disease) for the follicular
HoBo mecTo, CnoBeHis; lymphoma (FL) indication based on additional
MiKpOGionoriyHe PK analysis; and the existing warning in section
BMNpobyBaHHsA (y 4.4 of the SmPC to highlight that male patients
BMNaAKy KOHTPOIO cepii should not donate semen or sperm during
TAL dapma 'M6X): treatment and for at least seven days after the
Na6op NC CE & Ko. KT, end of treatment following assessment of the
HimeyunHa,; same change for the reference product
BTOPMHHA YyNakoBKa, (Revlimid, EMEA/H/C/000717/11/0122,
BMNYCK Cepil: 15/09/2022). The Package Leaflet has been
TAL dapma 'M6X, updated accordingly.
HimeuunHa; BBefeHHs 3MiH NpoTArom 6-Tv MicsAuiB nicns
KOHTPO/b cepil (i3nyHI 3aTBepKEHHS.
Ta XiMiyHi meToau
KOHTPO0):
TAL ®apma 'mM6X,
HimeyunHa
10. NEHANIAOMIA Kancynu TBepai no 25 KPKA, a.4., CnoBeHisi BUPOBHMLTBO, NEPBUHHA Xopsaris/ C.l.2.a IB - To update section 5.1 of the SmPC 3a UA/19062/01/07
KPKA MTr; 10 7 Kancyn HoBo mecTO Ta BTOPVHHA YNakoBka, CnoseHis/ on 5-year Overall Survival data following peuyenmom
TBEPAVWX Y BicTepi, No KOHTPO/1b Ta BUMYCK HimeuyunHa assessment of the same change for the




KPKA, a.4., HoBo mecTo,
CnoBeHis; BTOpYHHA
ynakoska: KPKA, a.4.,
HoBo mecTo, CnoBeHis;
Mikpob6ionoriyHe
BUNPOBYyBaHHS (y
BMNaAKy KOHTPOIO cepii
TAL ®apma 'm6X):
Nab6op N1C CE & Ko. KT,
HimeuunHa;
BTOPVHHA YMakoBKa,
BMNYCK cepil:
TAL ®apma M'M6X,
HimeuuunHa;
KOHTPO/b cepil (Pi3nyHI
Ta XimiuHi meToan
KOHTPO/I0):
TAL dapma ['M6X,

HimeyunHa

function (severe renal impairment and stage and
end stage renal disease) for the follicular
lymphoma (FL) indication based on additional
PK analysis; and the existing warning in section
4.4 of the SmPC to highlight that male patients
should not donate semen or sperm during
treatment and for at least seven days after the
end of treatment following assessment of the
same change for the reference product
(Revlimid, EMEA/H/C/000717/11/0122,
15/09/2022). The Package Leaflet has been
updated accordingly.
BBefeHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBEPMKEHHS.

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky | peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
3 6nicTepu y Kopoo6ui cepii: reference product (Revlimid,
KPKA-®APMA g.0.0., EMEA/H/C/000717/1/0124, 09/02/2023).
Xopsaris; BBefeHHs 3MiH npoTsArom 6-Tv MicsAuiB nicns
KOHTPO/b Ta BUMYCK 3aTBEPAKEHHS.
cepit: C.l.2.a IB - to update section 4.2 of the SmPC
on the dosage for patient with impaired renal




