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 Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bgionycky | peecmpayiliHo2o
3acoby YnakoBsKa) NocBi0YeHHs1
1 FAPOACUN® | cycneHsia ans Mepk LWWapn i | LUBeiiuapis | 06'eQHaHHS TOTOBOrO NPOAYKTY CLUA/ B.l.b.2.b, IB 3a UA/20128/01/01
9 BAKUMHA iH'ekw,ii, no 0,5 mn Joywm IAEA (noBTOpHE cycneHayBaHHA Ta Higepnangn/ | To delete the TECAN IVRP peuyenmom
MPOTU (1 poza); no 0,5 mn rm6X 06'eAHaHHS KiIHL,EBOTO Ipnangis/ assay test procedure for
BIPYCY CyCneHsii y cchopmy/IbOBaAHOr0 Gasiky, IcnaHis the active substance
nAnInomMmu nonepeaHb0 OTpMMaHOro 3 AinbHuui Bect Human Papillomavirus
N anHn 9- HanoBHEHOMY MMOMHT), HANOBHEHHS LLNPWLIB Monovalent Bulk Adsorbed
BAJIEHTHA Lwnpuui (ckno) 3 (nepBuHHE nakyBaHHs), Product Types 31, 33, 45,
(PEKOMBIHA | o6mexyBayem xony TeCTyBaHHSA Npu BUNYCKY AN 52, and 58.
HTHA, NnopLUHA LUNPWLiB, HAMOBHEHWX Ha In addition, the marketing
ALNCOPBOBA | (cunikoHi3oBaHwuiA AinbHyLi Bakctep (nnwe authorization holder has
HA) 6pPOMOYTUNOBWIA €HOO0TOKCUHN Ta CTEPUSIBHICTD): taken the opportunity to
enacrtomep i3 Bakctep ®apmacbloTikan implement minor editorial
NOKPUTTAM CostowHe I1C, CLA; changes in modules
FluroTec) Ta TeCcTyBaHHA Npu BUNYCKY AN 3.2.5.4.1 and 3.2.5.4.5 of
KOBMaykoMm LLNPWLiB, HAMOBHEHMX Ha he dossier.
(cuHTETUYHA OinbHUUI Kapnoy, TecTyBaHHS
i3onpeH- Npu BBE3EHHI (4719 WwWnpuuis,
6pombyTunoBa oTpUMaHuX 3 AiNnbHuLi BecT
cymiw). Mo 1 MolAHT Ta ginbHuui Bakctep)?,
nonepeaHbL0 MapKyBaHHA Ta BTOPUHHE
HanoBHEHOMY nakyBaHHs, cepTudikauisa Ta
wnpuyy 3 2 BUMYCK cepii:
roskamu a6o no 10 @ TecTyBaHHSA NpY BBE3EHHI
nonepeaHbL0 BK/IOYAE NPOBELEHHA BCIX
HanoBHEHNX TecTiB Npu BUNYCKY cepil
wnpuuis 3 2 KiHL,EeBOro NpoAayKTy

ronkamv gns
KOXHOrO Wwnpuua B
KapTOHHIlA Kopobui 3
IHCTpYKLUi€t An1A
MeANYHOro
3aCTOCYBaHHSA

Mepk Wapn i doym B.B.,
HigepnaHgw;
BMPOGHULTBO: hopMynsLis,
HarnoBHEHHA Ta NEPBUHHE
nakyBaHHS LINpuLiB,
TecTyBaHHS Npu BUNYCKY
(KiHUeBOro cpopmynbLOBaHOro
6as1Ky Ta LINPULIB, HANOBHEHMX
Ha AinbHuui BecT MoiiHT Ta Ha




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1

AinbHuLi BakcTep), TecTyBaHHA
CTabiNbHOCTI:

Mepk Wapn i foym JI/1C, CLUA;
BUPOGHULTBO: chopMynisLis,
HanoBHEHHS Ta NepBuUHHE
nakyBaHHS LINpuLiB,
TecTyBaHHS Npu BUNYCKY
(kKiHLEeBOorocgopmy1bOBaHOro
6as1Ky Ta LNpULIB, HANOBHEHMX
Ha AinbHuui Kapnoy),
TeCcTyBaHHS cTabisIbHOCTI:
MCZ IHTepHewHn TMeX/IMCL,
IpnaHgais (Kapnoy), IpnaHgis;
MapKyBaHHSA Ta BTOPUHHE
naxkyBaHHs:

PoBi ®apma IHgacTpian
Cepsicec, C.A., IcnaHisa




