NMEPENIK

NIKAPCbKNX 3ACOBIB LWOA0 AKUX 3ABEPLLEHO PO3rNA4 PEECTPALINHNX MATEPIAJIIB NPO BHECEHHSA
3MIH 4,0 PEECTPALINHNX MATEPIAJIIB NPOTAIOM Ali PEECTPALINHONO NOCBIAYEHHSA HA NMIKAPCbKI
3ACOBMU, AKI SAPEECTPOBAHI KOMNETEHTHUMW OPIrAHAMU CMONYYEHNX LUTATIB AMEPUKN,
LUBEWLAPII, AMOHII, ABCTPA/II, KAHAAWN, NIKAPCbKNX 3ACOBIB, WO 3A LEHTPAJII3OBAHOIO

NMPOLEAYPOIO 3APEECTPOBAHI KOMNETEHTH/AM OPTAHOM EBPOMENCLKOIrO COKO3Y

Ne Ha3ssa ®dopma sunycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
1 MAPCABIB™ | po3uvH gns AMDKEH HigepnaHgn MapKyBaHHs1, BTOPUHHE HigepnaHgw/ BHECEHHS 3MiH 10 3a UA/17068/01/01
iH'ekuild, 5 mr/mn; €spona b.B. nakyBaHHs, BUMYCK cepii: Ipnanpis/ peecTpauiiiHix matepianis: | peyenmom
no 0,5 mn (2,5 mr) AmpxeH €spona b.B., CLWA 3MiHM Woa0 sKocTi, Tvun 1b

y thbnakoHi, no 6
(h1akKoHIB y
KapTOHHIl
kopobui; no 1 mn
(5 ™r) y donakoHi,
no 6 dh1akoHiB y
KapTOHHIlA
kopobui; no 2 mn
(10 mr) y dpnakoHi,
no 6 chnakoHiB y
KapTOHHI KOpooLi

HigepnaHgu;
KOHTPO/Ib SKOCTi Npu
BUMYCKY:
AmMIxeH TekHonoaxi
(Alieneng) AHniviteq
KomnaHi, lpnangis;
BMPOGHMLITBO, NEPBUHHE
nakyBaHHS, KOHTPO/Tb SAKOCTi
Ta BUNpobyBaHHSA
cTabinbHOCTI:
MaTteoH MaHydekuypiHr
Cepsices En.En.Ci., CLUA;
BMNPOBYBaHHS
CTabiNbHOCTI (MOKa3HMK
"FepMeTUYHICTb
yNakoBKn"):
AmvpkeH MaHydekyvypiHr
Ntp, CWA

- «To extend retest period
of etelcalcetide active
substance from 24 to 48
months when stored at -20
C45 C, based on real time
stability data»;
3MiHM Woa0 sKocTi, Tvun I1b
- «To extend the shelf life
of the finished product as
packaged for sale from 36
months to 48 months when
stored at 2-8 C protected
from light»;
3MiHu wopao 6e3nekun Il Tmn
- «Update of sections 4.8
to add convulsions
secondary to
hypocalceaemia as
uncommon adverse
reactions and further
infirmation on reports
related to hypersensitivity
reactions. Editorial
correction is made to
section 7. The Package
Leaflet is update
accordingly.
Consequentially, RMP




Ne Hassa dopma BUMYCKY 3asssHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa YmosBu Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocBi04YeHHs1

(version 2.1) has been
submitted to reclassify
some of the existing safety
concerns»




