NMEPENIK

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

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

KOMOETEHTHUMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

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

EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6HuUK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4eHHs
1 HIMEHPUKC® | nopoLuok Ta NOAN3EP CWA (hOpPMYBaHHS, HanoBHEHHS, Benbris 4x Type Il (B.l.a.1.e) - 3a UA/16901/01/01
PO3YMHHWK ANA EAY.CLMI. niochinisauis, KOHTPO/Ib AKOCTI, Change in the manufacturer |peyernmom
PO34unHy AN KOPMOPEN nakyBaHHs/MapKyBaHHs1, BUMYCK of AS or of a starting
iH'ekui, 1 go3ay LWH cepii roToBOro NPoAyKTy; material/reagent/intermediate

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 KOpPOBKYy

(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

for AS — The change relates
to a biological AS or a starting
material [-] used in the
manufacture of a
biological/immunological
product - To introduce Pfizer
Inc., 875 Chesterfield
Parkway West, Chesterfield,
Missouri 63017-0774, United
States (Pfizer Chesterfield,
USA) as a site responsible for
manufacturing of N.
meningitidis serogroups A, C,
W135 and Y Working Cell
Banks. The N. meningitidis
working cell bank
manufacturing operations are
transferred from Wyeth
Pharmaceutical Division of
Wyeth Holdings LLC, 4300
Oak Park, Sanford, NC
27330, United States (Pfizer,
Sanford, USA) to Pfizer
Chesterfield, USA.
Type IB (B.l.d.1.z) - Stability
of AS - Change in the re-test
period/storage period or
storage conditions — Other
variation - To change the test
interval from annual to every
5 years after 72 months




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
timepoint in the stability
protocol for the N.

meningitidis serogroups A, C,

W135 and Y Master Cell
Banks manufactured at
Pfizer, Sanford, USA.
Type IA (A.7) - Administrative
change - Deletion of
manufacturing sites - To
delete GlaxoSmithKline
Biologicals SA, Parc de la
Noire Epine, Rue Fleming,
20, 1300 Wavre, Belgium
(GSK Wavre, Belgium) for the
manufacturing and testing of
purified N. meningitidis
polysaccharides MenA,
MenC, MenW, MenY.
Type 1B (B.l.z) - Quality
change - Active substance —
Other variation - To make
corrections in the registered
section 3.2.S.2.3 Control of
Materials — Source, History
and Generation of the Cell
Substrate. The calculated
stability limits for the Viability
test on N. meningitidis
serogroups A, C, W135and Y
cell banks produced at Pfizer,
Sanford, USA are corrected
in accordance with the
registered stability
acceptance criteria ‘Within
1.5 Log of release result'. In
addition, the incubation
period of N. meningitidis
serogroup W135 Cell Banks
manufactured at Pfizer
Sanford, USA is corrected

from 14-16 h to 18-22 h.




