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,
LUBEWLAPII, AMOHII, ABCTPA/II, KAHAAWN, NIKAPCbKNX 3ACOBIB, WO 3A LEHTPAJII3OBAHOIO

NMPOLEAYPOIO 3APEECTPOBAHI KOMNETEHTH/AM OPTAHOM EBPOMENCLKOIrO COKO3Y

Ne Ha3ssa ®dopma sunycky 3asasHuUK Kpaina Bupo6HukK KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
1 PUKCATOH KOHUEeHTpaT ans CaHpgos ABCTpis BMPOOGHUNK, LLIO BignoBsigae 3a ABcTpis/ BHECEHHS 3MiH 10 3a UA/17421/01/01
po34nHy Ans m6X BUMNYCK cepii: CnoseHisl/ peecTpauiiiHix matepianis: | peyenmom
iHcpy3iii, 10 mr/mn; CaHpo3 'm6X - bisHec Himeuunna/ 3MiHM 3 gkocTi, TMn 1B -
no 10 mn (100 mr) nigpo3ain TexHonoriyHa LBeliuapis «To adapt the conductivity

a6o no 50 mn
(500 mr) y
dhnakoHi; no 2 abo
3 chnakoHu no 10
MJ/1 B KQPTOHHIl
kopobui; no 1 abo
2 dpnakoHu no 50
M/1 B KAPTOHHIi
Kopobui

po3pobka Ta BUPOOGHULTBO
6i0NOriYHMX NiKaPCbKNX
3aco6is WadteHay (BTAM
AncC), AscTpis;
BUPOGHNLTBO
Hepo3dacoBaHOi NPoAYKLUiT,
nepByHHE Ta BTOPUHHE
nakyBaHHS, TECTyBaHHSA: Jlek
dapmaleBTMYHA KOMMaHIs
A.4., CnoBeHist; TeCTyBaHHS:
ek ®apmaveBTMUHA
KOMMaHis g.4., CroBeHisi;
dacT NesennwadT crop
dPapmaueyTille
KBaniteTtctaHgapac moX,
HimeuunHa; HoBapTic ®apma
AT, lseiiuapis

range of buffer GP2013-
EQ3 used during the active
substancedownstream
processing step from 3.0 -
3.2mS/cmto 2.8 - 3.2
mS/cm»; 3MiHW 3 SIKOCTI,
Tnn A - «To tighten the
specification limits for
bacterial endotoxin limit for
bulk harvest from ? 100
EU/ml to ? 25 EU/ml and
in-process controls (IPCs),
applied during downstream
purification of active
substance»; - «To replace
the in-house specifications
to USP testing procedure
for release of the raw
material ethanolamine»; -
«To change the holding
time of the bulk production
from 100h to 96h and
maximum packaging time
from 24h to 48h in the
manufacturing process of
the finished product»; -
«Minor changes in the




Ne Hassa Popma sunycky 3asssHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa YmosBu Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocBi04YeHHs1

manufacturing process of
the finished to align the
maximum thawing time of
active substance at 2-8 C
between the two batch
sizes (150 kg and 500 kg)
to 72-144h and approved
for the 500 kg batch size»




