NMEPENIK

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

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

KOMMNETEHTHUMM OPITAHAMW CMONMYYEHUX LUTATIB AMEPUKW, BEJIMKOI BPUTAHII, LUBEULAPCBHKOI KOH®EAEPALIII,

AMNOHII, ABCTPAJII, KAHAAWN, NIKAPCbKNX 3ACOBIB, O 3A LLEEHTPANI3OBAHOLO MNMPOLIEAYPOIO 3APEECTPOBAHI
KOMMNETEHTHM OPIrAHOM €BPOMENCBKOIo COK3Y

Ne Hassa MixHapoo Ha3ssa Koo dopma BUNyCKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa YmoBu Howmep
n/n JliKapcbK0o20 Ha diroyoi ATX (nikapcbka npoyedypa Bionycky peecmpayjitiHo2o
3acoby HernameH peyoBUHU c¢hopma, nocsio4eHHs
mosaHa ynakoska)
Hassa*
1. HIMEHPUKC Meningoc nonicaxapug |JO7AHO8 | nopollok Ta MOAN3EP CWA hopMyBaHHs, Benbris A4, IA 3a UA/16901/01/01
® occus Neisseria PO3YMHHUK AN ENY.CLII. HanoBHEHHS, To clarify that Wyeth peyenmom

A,C,Y,W- meningitidis PO34nHy ANs KOPMOPENL niodpinizauis, Pharmaceutical Division

135, ceporpynu iH'ekujin, 1 nosay H KOHTPO/b AKOCTI, of Wyeth Holdings LLC

tetravalent | A%; donakoHi; no 1 nakyBaHHs/MapKyB (4300 Oak Park,

purified nosiicaxapug onakoHy 3 aHHs, BUMYycK cepil Sanford, NC 27330,

polysacch Neisseria nopotukom (1 roToBOro United States) is an

arides meningitidis [,03a) B KOMMMEKTI NPOAYKTY; alternative name for

antigen ceporpynu 3 PO3YMHHMKOM popMyBaHHs Ta Wyeth Holdings LLC

conjugate ch 0,5mn)y HanoBHEHHS, (registered legal entity
nonicaxapwvg, nonepeaHL0 nakyBaHHs/Mapkys name of purified N.
Neisseria HanoBHEHOMY aHHS, KOHTPO/1b meningitidis
meningitidis Lnpu1yi Ta ABoma SAKOCTI, BUMYCK polysaccharides MenA,
ceporpynun rosikamu cepii pO34MHHMKA: MenC, MenW, MenY
W-135%; 3anakoByOTb Y Mdpaiizep and purified tetanus
nonicaxapug 6nictep Ta MeHodek4ypuHr toxoid manufacturing
Neisseria BKNafawTb y Benbris HB and testing site,
meningitidis KapTOHHY KOPOOKY; including testing of
ceporpynu no 1 cpnakoHy 3 working cell banks and
Y! -5 Mkr nopotukom (1 cell bank storage).
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Q.l.b.1.z, 1B
To change the
specification of the Na-
glutamate raw material
used in the media
preparation for
fermentation processes
of each N. meningitidis
serogroup A, C, W and
Y. The specification
grade changes from
“non-compendial” to
“USP-NF".




