NMEPENIK

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

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

KOMOETEHTHUMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

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

EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6HuUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, gionycky | peecmpayiliHo2o
3acoby ynakoska) nocsio4eHHs
1 HIMEHPUKC® | nopoLuok Ta MeAN3EP CLWA (hOpPMYBaHHS, HanoBHEHHS, Benbris B.l.a.2.a B, B.l.a.2.a IB, 3a UA/16901/01/01
PO34YNHHUK AN EVY.CLMI. niochinisauis, KOHTPO/Ib AKOCTI, B.l.a.2.alB,B.l.a.2.alB [peyenmom
PO34unHy AN KOPMOPEML nakyBaHHs/MapKyBaHHs1, BUMYCK Four type IB variations
iH'ekui, 1 go3ay H cepii roToBOro NPoAyKTy; B.l.a.2.a — To change the

donakoHi; no 1
donakoHy 3
nopotukom (1 go3a)
B KOMMNEKTi 3
po34mHHKKOM (0,5
MJT) Y nonepeaHso
HarnoBHEHOMY
wnpuui Ta gBomMa
rosiKkamu
3anakoByTb y
6nictep Ta
BKNafalTb y
KapTOHHY KOPOOKY;
no 1 chnakoHy 3
nopowkom (1 gosa)
B KOMMJ/IEKTI 3
po34nHHKKOM (0,5
M) y nonepeaHbo
HanoBHEHOMY
Lnpuui 6e3 rosikn
3anaKkoByTb Y
6nictep; 10
6nictepi
BKNafanTb y
KapTOHHY KOpPOBKY

(hOpMyBaHHs Ta HaNnOBHEHHS,
nakyBaHHs/MapKyBaHHS,
KOHTPO/1b AKOCTI, BUNYCK cepii
PO3YMHHMKA:
Mdpaiizep MeHohekuypuHr
Benbria HB, Benebris
chopmyBaHHs Ta HanoOBHEHHS
PO3YMHHMKA, MapKyBaHHS,
KOHTPOJ1b SKOCTi PO3YMHHUKA:
KaTtaneHt benbaxiym CA,
Benbris
chopMyBaHHSs BaKLMHW,
HaMnOBHEHHS (h/1aKOHIB,
niodpinizauis, KOHTPOSIb AKOCTI:
nakcoCmiTKnaiH Bionogxikanc
CA, benbris
KOHTPO/b SKOCTi PO34MHHMKA 3a
NOKa3HWKOM "CTepW/bHICTb":
CI'C a6 CimoH CA, benbris

registered Proven
Acceptable Ranges (PARS)
for
process parameters
applied during fermentation
and purification of MenA,
MenC, MenW, MenY
polysaccharides drug
substance intermediates
manufactured at Pfizer
Sanford, US.
Opportunity is also taken to
remove the targets and
some non-CPPs in
sections 3.2.5.2.2
Description
of Manufacturing Process
and Process Controls -
Purification - Purified
MenA, MenC, MenW and
MenY
Bulks - Pfizer Sanford.




