MEPENIK
NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0
PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI
KOMOETEHTHUMW OPTAHAMW CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbHKOI KOH®EAEPALLIT, ANOHII, ABCTPAII,
KAHAAN, NIKAPCbKUX 3ACOBIB, LWO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOIO BAPEECTPOBAHI KOMMNETEHTHUM OPIrAHOM
EBPOMNENCbLKOIo CO3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6HuUK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1 TAMOKCU®DE | Tabnetku, BKPUTI TOB YkpaiHa NOBHUIA LMK/ BUPOGHULITBA,; HimeuunHa | 3minm | Ta Il Tuny,Mpoueaypa 3a UA/19585/01/01
H CAHAO3® NNiBKOBOKO "CaHp03 BTOPUHHE NaKyBaHHSA: B.lll.1.a).2. IA peyenmom
060/10HKOH 20 M, Ykpaina" Cantotac dapma NvoxX, Applicant would like to submit
no 10 TabneTok, variation application for the
BKPUTUX M1iBKOBOKO update of CEP version from
060JI0HKOK Y already approved active
6nictepi; no 3 aéo substance manufacturer
no 10 6nicTepis B Chemische Fabrik Berg for
KapTOHHi KOpooLi drug product Tamoxifen FCT.

The currently approved CEP
version R1-CEP 2002-242 -
Rev-04 has been updated
with R1-CEP 2002-242 - Rev-
05" Proposed CEP update
only refer to change to name
of manufacturer for tamoxifen
base supplier from
"BENECHIM S.P.R.L" to
"BENECHIM SRL"
Data to support retest period
of 60 months is already
provided in the dossier.
Kindly refer to section 1.2
provided for "Index of
changes" & "Declaration for
no significant changes"
provided by API supplier
Chemische Fabrik Berg The
revised filled CEP has been
provided in section 3.2.R and
present/proposed table
below.




