MEPENIK
NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0
PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI
KOMOETEHTHUMU OPTAHAMU CMOMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALLYI, ANOHII, ABCTPANII,
KAHAAN, NIKAPCbKUX 3ACOBIB, LWO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOIO BAPEECTPOBAHI KOMMNETEHTHUM OPIrAHOM
EBPOMNENCBLKOIrO COK3Y

Ne Hassa dopma sunycky (nikapcbka 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbK0o20 c¢hopma, ynakoska) Bgionycky | peecmpayiliHo2o
3acoby NocBi0YeHHs1
1 CIBPABA PO34MH ANA iH'eKUil, 284 HosapTic Lseiiap BMPOOHULITBO, NEPBUHHE ABcTpis/ Type IA, B.l.b.1.b - Change in 3a UA/19037/01/01
mr/1,5 mn; no 1,5 mn Osepci3 in nakyBaHHs, BTOPUHHE HimeyunHa/ the specification parameters  peyenmom
PO34NHY Yy nonepeaHbLO IHBECTMEHTC nakyBaHHs1, KOHTPO/b ITanis/ and/or limits of an AS, starting
HaMoOBHEHOMY LUNpuLi; no 1 Al SIKOCTi (4aCTKOBWIA), BUMYCK dpaHuis/ material/intermediate/reagent -
nonepeaHb0 HaNnOBHEHOMY cepii: HoeaprTic CnoseHis/lWL | Tightening of specification limits
LUINPWLY B KAPTOHHIM dapmacbloTuKasl Benuapi - To update ‘Appearance’
Kopooui MaHydakTypiHr TM6X, specification of the active
ABCTpISi; BUNYCK Cepiii: substance inclisiran sodium i.e.
CaHpo3 'm6X, ABCTpis; to change ‘white to pale yellow
BMMYCK cepiii: HoBapTic powder’ to ‘white to pale yellow
dapma N'v6X, HimeuumnHa; lyophilized solid'.
BUPOGHULITBO CTEPU/IBHOIO Type IB, B.l.b.1.z - Change in
nikapcbKoro 3acoby - the specification parameters
acenTunyHa nigrotoska and/or limits of an AS, starting
Crepunizauis - material/intermediate/reagent -
hinbTpaLisi, KOHTPOb Other variation — Tightening of
AKOCTI (Pi3nKo-XiMiYHWMA, specification limits for the active
6ioN10riYHMNA, substance in accordance with
MiKpO6ioNOriYyHWiA - quality recommendation 3
CTEPUNLHICTL), NEPBUHHE (Letter of Recommendation, 14-
nakysaHHsa: KopaeH ®apma Oct-2020).
C.n.A, Migposgin UP3, Type IB, B.1.b.1.z - Change in
ITania; BTOpUHHE the specification parameters
nakyeaHHs: KopgeH ®apma and/or limits of an AS, starting
C.n.A., ITanis; BTOpUHHE material/intermediate/reagent -
nakysaHHs: ®apmsor Other variation — Tightening of
dapma SlogxncTik FTmM6X, specification limits for the single
HimeyunHa; BTOPUHHE strand intermediates in
nakyeaHHs: Jendapm accordance with quality
XtoHiHr CAC, ®paHuis; recommendation 2 (Letter of
BTOPUHHE MaKyBaHHA: Recommendation, 14-Oct-
MikiHr ®apma C.A., IcnaHis; 2020).
BTOPUHHE NaKyBaHHS: Type IB, B.l.b.1.z - Change in
HOMC Xenckep ITanisa the specification parameters
C.P.J1., ITanis; KOHTPOb and/or limits of an AS, starting




B OHOPA30BY LUMNPUL-
pyuky; no 3 abo no 5
LUINPWL-PYYOK B KAPTOHHIN
Kopo6ui. FonKM B ynakoBKy
He BK/IIOYeHi

Other changes to a test
procedure (including
replacement or addition) for the
AS or a starting
material/intermediate
To replace the HPLC test
procedure with an alternative
HPLC (3 DR) test procedure for
the identification and assay of
insulin glargine and the
determination of related proteins
in insulin glargine active
substance at release and during
stability monitoring. In addition,
the Applicant has taken an
opportunity to implement
editorial changes.

Ne Hassa ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
AKOCTi (Gi3nKO-XiMiYHNIA): material/intermediate/reagent -
Yenab C.p.n., Itanis; Other variation — Tightening of
KOHTPO/1b AKOCTI specification limits for the
(vacTkoBuiA): HoBapTic phosphoramidite starting
dapmacboTrKan materials in accordance with
MaHychakTypiHr JI/1C, quality recommendation 1
CnoBeHisl; KOHTPOsTb SIKOCTI (Letter of Recommendation, 14-
(vacTkoBuiA): Jlek Oct-2020).
dapmacbioTuKasic a.4., Furthermore, the MAH has
CnoBeHisl; KOHTPO/Ib AKOCTI taken the opportunity to
(vacTkoBuiA):HoBapTic introduce editorial changes in
dapmacbroTuKan sections 3.2.5.2.3, 3.2.5.2.4,
MaHydaxTypiHr JI/1C, 3.2.5.4.1 and 3.2.5.4.5.
C0BEHiIfl; KOHTPO/Ib AKOCTI
(vacTkoBwuin): HoBapTic
dapwma LWTerH Al TekHikan
OnepeiiwH3 LWBeiiy,
LTeiiH CTepaiins,
LLBeiLapisi; KOHTPO/Ib
AKOCTI
(vacTkoBwif):HoBapTic
dapmacboTrKan
MaHydhakTypiHr FTm6X,
ABCTpIs
2, COJMIKBA pO34mMH ANs iH ekuiin, 100 TOB YkpaiHa | CaHodi-ABeHTic JoinunaHg | HimeuunHa B.l.b.2.e, type — IB 3a UA/16775/01/01
Oa./Mn+33 mkr/mn; Ne3 "CaHodi- 6X Change in test procedure for AS peyenmom
a6o Ne5: no 3 mny ABeHTIC or starting
KapTpuaki, BMOHTOBaHOMY YkpaiHa" material/reagent/intermediate-




B OHOPA30BY LUNPWLL-
pyuky; no 3 abo no 5
LUINPWL-PYYOK B KAPTOHHIN
Kopobu,i. o5k B ynakoBky
He BK/IIOYEHI

Other changes to a test
procedure (including
replacement or addition) for the
AS or a starting
material/intermediate
To replace the HPLC test
procedure with an alternative
HPLC (3 DR) test procedure for
the identification and assay of
insulin glargine and the
determination of related proteins
in insulin glargine active
substance at release and during
stability monitoring. In addition,
the Applicant has taken an
opportunity to implement
editorial changes.
TepmiH BBEAEHHS 3MiH - KBITEHb
2025 poky

Ne Hassa ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
TepMmiH BBEJEHHSA 3MiH - KBITEHb
2025 poky

3. CONIKBA pO34nH ANa iH ekuiin, 100 TOB YkpaiHa | CaHocpi-ABeHTic JoiiunaHg | HimeuunHa B.l.b.2.e, type — IB 3a UA/16774/01/01
Opa./mn+50 mkr/mn; Ne3 "CaHodi- v6X Change in test procedure for AS peyenmom
a60 Ne5: no 3 mny ABeHTIC or starting
KapTpuaki, BMOHTOBaAHOMY Ykpaina" material/reagent/intermediate-




