NMEPENIK

NIKAPCbKNX 3ACOBIB LWOA0 AKUX 3ABEPLLEHO PO3rNA4 PEECTPALINHNX MATEPIAJIIB NPO BHECEHHSA
3MIH 4,0 PEECTPALINHNX MATEPIAJIIB NPOTAIOM Ali PEECTPALINHONO NOCBIAYEHHSA HA NMIKAPCbKI
3ACOBMU, AKI SAPEECTPOBAHI KOMNETEHTHUMW OPIrAHAMU CMONYYEHNX LUTATIB AMEPUKN,
LUBEWLLAPII, AMOHII, ABCTPANII, KAHAAWN, NIKAPCbKNX 3ACOBIB, WO 3A LEHTPAJII30OBAHOIO

NMPOLEAYPOIO 3APEECTPOBAHI KOMNETEHTH/AM OPIFAHOM EBPOIMENCBLKOIO COKO3Y

Ne Hassa Popma sUnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs
1. TAKPO/MIMYC Kancynu teepai no 0,5 CaHpo3 CnoBeHis BMPOGHMLITBO IHais/ BHECEHHS 3MiH [0 3a UA/17356/01/01
CAHAO3® Mmr; no 10 kancyny PapmacbloTikan3 Hepo3sacoBaHoi PymyHisa/ peecTpauiiiHix maTepianis: peyenmom
6nictepi; no 5 o.4. npoAayKuii, NepBnHHe Ta CnoBeHis 3MmiHa wogo skocTi B.11.b.3 —
6nicTepiB pasom 3 BTOPVHHE NaKyBaHHS, «Minor change in manufacturing
nakeTukom 3 TecTyBaHHA: CAHA03 process, to include dosing disc
MOIEKY/IIPHUM CUTOM MpaviBart Nimiteq, IHAs; of 4.4 mm for 0.5 mg and 4.0
B nakeTi; 1 nakeT B TEeCTyBaHHS: mm for 1 mg during
KapTOHHIli KopooLi C.K. CaHgos C.P.J1., encapsulation»; 3miHa o040
PymyHis; Jlek sKocTi B.11.b.5 — «Minor changes
$apmaueBTUYHA KOMNaHis samples preparation of Solid
A.4., CnoseHis (nepBuHHe dispersion of Granules(SDG)
Ta BTOPVHHE NaKyBaHHS, during assay method
TeCTyBaHHs, 03BN Ha determination»;
BUMYCK Cepili; NnepBuUHHe 3MiHa WoAo AKOCTI, Lo
Ta BTOPVHHE NakyBaHHS) noTpebye nuLie noBiJoM/IEHHS
— «The following minor changes
in assay proposed are
- To increase the sample size for
0.5mgand 1 mg
- Addition of diluent during
sample preparation using
electronic pipette, instead of
making the volume up to the
mark of Volumetric flask»
2. TAKPO/MIMYC Kancynu Teepai no 1 CaHpo3 CnoBeHist BMPOBHULITBO IHais/ BHECEHHS 3MiH 0 3a UA/17356/01/02
CAHAO3® Mmr; no 10 kancyny PapmacbloTikans Hepo3sdacoBaHoi PymyHis/ peecTpauiiiHix maTepianis: peyenmom
6nicTepi; no 5 o.4. NpoAyKLii, NepBnHHe Ta CnoBeHis 3miHa wogo skocTi B.11.b.3 —

6nictepiB pasom 3
nakeTUKoMm 3
MONEKY/IAPHUM CUTOM
B MakeTi; 1 nakeT B
KapTOHHI KOpo6Li

BTOPWHHE MakKyBaHHS,
TecTyBaHHA: CAHA03
Mpaisar Jlimiteq, IHAis;

TeCTyBaHHS:

C.K. CaHgos C.P.J1.,
PymyHis; Nek
dapmaueBTUYHa KOMNaHis
A.4., CnoeeHist (nepBuHHe

«Minor change in manufacturing
process, to include dosing disc
of 4.4 mm for 0.5 mg and 4.0
mm for 1 mg during
encapsulation»; 3miHa wono
akocTi B.11.b.5 — «Minor changes
samples preparation of Solid
dispersion of Granules(SDG)




6nicTepiB pasom 3
NakeTUKoOM 3
MONEKY/IAPHUM CUTOM
B nakeTi; 1 nakeT B
KapTOHHI Kopo6Lyi

BTOPUHHE NaKyBaHHS,
TectyBaHHa: CAHOO3
Mpaisart Jimiteq, IHAis;

TeCTyBaHHs:

C.K. CaHgos C.P.J1.,
PymyHis; Nek
dapmaueBTUYHa KoMNaHis
n0.4., CnoseHia (nepBrHHe
Ta BTOPVHHE NakKyBaHHS,
TecTyBaHHS, A03BiN Ha
BUMYCK Cepili; NnepBuUHHe
Ta BTOPVHHE MakKyBaHHS)

«Minor change in manufacturing
process, to include dosing disc
of 4.4 mm for 0.5 mg and 4.0
mm for 1 mg during
encapsulation»; 3miHa wono
sKocTi B.11.b.5 — «Minor changes
samples preparation of Solid
dispersion of Granules(SDG)
during assay method
determination»;
3MiHa LWo0 AKOCTI, WO
noTpebye nviie NoBigOMAEHHS
— «The following minor changes
in assay proposed are
- To increase the sample size for
0.5mgand 1 mg
- Addition of diluent during
sample preparation using
electronic pipette, instead of
making the volume up to the
mark of Volumetric flask»

Ne Hassa dopma sUMYCKY 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n NiKapcbKo20 (nikapcbka cpopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
Ta BTOPVHHE NakKyBaHHS, during assay method
TecTyBaHHs, [03BiN HA determination»;
BUMYCK Cepiii; NnepBrHHE 3MiHa LWoa0 AKOCTI, WO
Ta BTOPVHHE MakKyBaHHS) notpebye nuiie nosigoOMEHHSA
— «The following minor changes
in assay proposed are
- To increase the sample size for
0.5mgand 1 mg
- Addition of diluent during
sample preparation using
electronic pipette, instead of
making the volume up to the
mark of Volumetric flask»
3. TAKPO/MIMYC Kancynwv Teepgi no 5 CaHpo3 CnoBeHis BMPOGHMLTBO IHgis/ BHECEHHS 3MiH g0 3a UA/17356/01/03
CAHAO3® Mr; no 10 kancyny dapmacbloTikan3 Hepo3acoBaHoil PymyHis/ peecTpauiiHux maTepianis: peuyenmom
6nicTepi; no 5 a.a. NpoAyKLUii, NepBnHHE Ta CnoseHis 3miHa wopo skocTi B.I1.b.3 —




