NMEPENIK

NIKAPCbKUX 3ACOBIB LOAO AKUX 3ABEPLUEHO PO3IrNAL PEECTPALINHNX MATEPIANIB NMPO BHECEHHSA 3MIH 0

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

KOMOETEHTHUMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, BEJIMKOI BPUTAHII, LUBEULAPCBHKOI KOH®EAEPALII,

AMNOHII, ABCTPAJII, KAHAAWN, NIKAPCbKNX 3ACOBIB, O 3A LLEEHTPANI3OBAHOLO MNMPOLIEAYPOIO 3APEECTPOBAHI
KOMMETEHTHM OPIrAHOM €BPOMNENCBKOIO COKO3Y

Ne Ha3ssa MiXHapooH Ha3ssa Koo dopma sunycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Howmep
n/n | nikapcbkoe a ditoyoi ATX (nikapcbka ¢hopma, npoyeodypa Bionycky peecmpayjitiHo2o
0 3acoby HernameHm | pe4yoBUHU yrnakosKa) MocBi0OYEeHHs
oBaHa
Hassa*
1. COJIKBA Insulin IHCYniH A10A PO34MH ANA iH EKLN, TOB "CaHodi- Ykpaina CaHodi-ABeHTiC HimeuunHa Type 1B, B.ll.c.1.b. 3a UA/16775/01/01
glargine and | rnapriH Ta E54 100 Og./mn+33 ABeHTIC Loiunang MrmeX - Change in the peuenmom
lixisenatide nikcmceHa Mkr/mn; Ne3 a6o Ne5: YkpaiHa" specification
™a no 3 MmNy kapTpuaxi, parameters and/or
BMOHTOBaHOMY B limits of an
0[HOPA30BY LUMPULL- excipient -
pyuky; no 3 abo no 5 Addition of a new
LLNPUL-PYYOK B specification
KapTOHHI KOpooLi. parameter to the
["0NKn B ynakoBKy He specification with
BK/IOYEHI its corresponding
test method.
To add the content
of 3-
hydroxypropionald
ehyde (reuterin) as
an additional test
parameter to the
excipient glycerol
85% specification,
with a limit set at <
3 ppm.
2. COJIKBA Insulin IHCYniH A10A PO34uH ANA iH EKLi, TOB "CaHodi- Ykpaina CaHodpi-ABeHTiC HimeuuunHa Type 1B, B.ll.c.1.b. 3a UA/16774/01/01
glargine and | rnapriH Ta E54 100 Oga./mn+50 ABeHTIC LoiunaHg rmeX - Change in the peyernmom
lixisenatide nikcmuceHa MKr/M; Ne3 a6o Ne5: YkpaiHa" specification
™a no 3 MmNy kapTpuaxi, parameters and/or
BMOHTOBaHOMY B limits of an
04HOPa30BY LUMNPULL- excipient -
pyuky; no 3 abo no 5 Addition of a new
LUNPUL-PYYOK B specification

KapTOHHI Kopo6uyji.
[ONKKN B yNakoBKy He
BK/TIOYEHI

parameter to the
specification with
its corresponding




test method.
To add the content
of 3-
hydroxypropionald
ehyde (reuterin) as
an additional test
parameter to the
excipient glycerol
85% specification,
with a limit set at <
3 ppm.




