NMEPENIK

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

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

KOMOETEHTHUMW 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, Benbria/ B.l.a.1.e, Type Il Change in 3a UA/16901/01/01
PO3UYUHHMK AN ENY.CLII. niodpinizauis, KOHTPOSIb SKOCTI, the manufacturer of AS or of |peyenmom
PO34unHy AN KOPMOPEN nakyBaHHs/MapKyBaHHs1, BUMYCK 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,
MO 63017-0774, USA, as a
site responsible for
manufacturing of C. tetani cell
banks. The same site is also
currently authorized for cell
bank storage and it is
proposed to update the name
from Pfizer St. Louis to Pfizer
Inc.

A.7, Type IA Administrative
change - Deletion of
manufacturing sites: to delete
the following sites:

- GlaxoSmithKline Biologicals
Kft., Homoki Nagy Istvan utca
1, 2100 Godollo, Hungary
(GSK Godollo, Hungary) for
tetanus toxoid manufacturing
and testing,

- GlaxoSmithKline Biologicals
SA, Rue de ['Institut 89, 1330
Rixensart, Belgium (GSK
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Rixensart, Belgium) for
tetanus toxoid testing,

- GlaxoSmithKline Biologicals
SA, Parc de la Noire Epine,
Rue Fleming 20, 1300 Wauvre,
Belgium (GSK Wauvre,
Belgium) for tetanus toxoid
testing.

B.1l.b.3.c, Type Il - Change in
the manufacturing process of
the finished or intermediate
product - The product is a
biological/immunological
medicinal product and the
change requires an
assessment of comparability:
to qualify additional
Automatic Loading and
Unloading System (ALUS)
lyophilizers 17 and 18
(coupled to the WSL-10 filling
line) at Pfizer Puurs, Belgium,
used in the manufacturing
process of MenACWY-TT
finished product.

B.ll.e.7.a, Type IA - Change
in supplier of packaging
components or devices
(when mentioned in the
dossier) - Deletion of a

supplier: to change the legal

entity name of Schott
Schweiz AG to Schott
Pharma Schweiz AG (St.
Josefen Strasse 20, St.
Gallen, 9000, Switzerland) as
manufacturer of syringe
packaging component for
0.9% NaCl diluent
manufactured at Pfizer Puurs,
Belgium.

NIPENTPO

TabneTkn, BKPUTI
NNiBKOBOO

Mepk LWapn i
Joym IAEA

LseiiLapis

NPOMKHWIA MPOAYKT AOPaBIpUHY,
BMCYLUEHWUI PO3NUIEHHAM:

MopTyranis
[ ITanis/

B.Il.f.Il.e type IB — Stability of
FP - Change to an approved

3a
peyenmom

UA/19910/01/01




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
060/10HKOH0, Mo 100 rveX BMPOOHULITBO/aHa/TITUYHE IpnaHgisa/ | stability protocol - Changes to
mr, 30 TabneTok, TecTyBaHHS: Benuka the approved stability
BKPUTUX M/1IBKOBOIO XosioH ®apmaCeHcia C.A,, BpwuTania/ protocol of the finished
060/I0HKOK Y MopTyranis cuwa/ product to change the long-
nnsAwyi; no 1 HigepnaHg term stability storage
NAAWLUI B KAPTOHHIMN NPOMKHWIA MPOAYKT AOPaBIpUHY, n condition from the currently

Kopoo6u,i

BUCYLUEHWUIA PO3NUIEHHAM:
BUPOGHULITBO/aHa/TITUYHE
TeCTyBaHHS:
®.1.C. - dabbpika ITasibsaHa
CiHTeTivi C.n.A., ITania

MiKpO6ionoriyHe TeCTyBaHHsA
AKOCTI:
EypodiHc Biochapma MpopgakT
TecTiHr Ipnangia Nimiteg,
Ipnanpis

TecTyBaHHS CTabiNbHOCTI:

OpraHoH ®apma (Benuka

BpuTtaHif) NMimites, Benvka
BpuTaHis

Mepk Wapn i Joym /1/1C, CLLUA

BMPOGHMLTBO (POSIMKOBE
YLWi/TbHEHHS,
3MiLLyBaHHA/3MaLLyBaHHSA
rpaHyn, TUCHEHHS, NOKPUTTA
NAiBKOBOK 060/I0HKOI0),
aHaNiTMYHe TeCcTyBaHHSA npu
BUMYCKY:

MCZ, IHTepHewHa MvbX,
Ipnanpis

NepBuHHE Ta BTOPUHHE

nakyBaHHs, BUNYCK cepii:

Mepk LWapn i floym B.B.,
Higepnangu

registered condition of
30°C/75%RH to the stability
storage condition of
25°C/60%RH, which the
Applicant believes better
represents the expected
product performance within
the EU (Climatic Zone Il) over
the registered shelf-life.




