MEPENIK

NIKAPCbKNX 3ACOBIB LLLOAO AKNX 3ABEPLUEHO PO3I/A4 PEECTPALIAHNX MATEPIANIB MPO BHECEHHSA 3MIH AO PEECTPALINHNX

MATEPIANIB NMPOTArOM Ali PEECTPALIAHOIO NOCBIAYEHHSA HA NIKAPCbKI 3ACOBW, AKI SAPEECTPOBAHI KOMMNETEHTHUMM

OPIrAHAMW CMONMYYEHUX LLUTATIB AMEPVIKW, LLIBENLAPCBHKOI KOH®EAEPALYI, ANOHII, ABCTPANII, KAHAAW, NIKAPCbKNX 3ACOBIB, LLIO

3A LEHTPAJII3OBAHOIO MPOLEAYPOIO 3APEECTPOBAHI KOMMETEHTHMM OPFAHOM EBPOMENCLKOIO COKO3Y

Ne Hassa dopma suUrnyckKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, Bionycky peecmpayiliHo2o
3acoby ynakoskKa) nocsi0YeHHs1
1. NAM3EAE NOPOLLOK A/19 PO3UNHY K'esi ABCTpis BUPOBHMLTBO NiKapCcbKoro ITanis Type |l variation (B.l.b.2.d): Change 3a UA/18519/01/01
Ans iHdysiid, 10 mr; no | dapmac'toTikens 3acoby, BUNpo6yBaHHS Npu in test procedure for AS or starting peyenmom
10 mr y dprakoHi, mo 1 vM6X BWMYCKY, BUNPOOYBaHHA Ha material/reagent/ intermediate -

(h/1aKoHY B KapTOHHii
Kopoo6ui

CTabiNbHICTb, NEpBUHHE
nakyBaHHS:

MateoH Itania C.n.A., Itanis;
BUMPOBYBaHHA NPU BUMYCKY,
BWMYCK Cepii, BTOPUHHE
nakyBaHHs, 36epiraHHs Ta
ancTpubyuis:

K'esi dapmaueytuui C.n.A.,
ITanis;
BUMPOBYBaHHA NPU BUMYCKY:
JMLe HEBUAMMI YaCTKU:
KoHdhapma dpaHuis -
Fom6ypr, PpaHuis;
NAN-TecT, HEBMAMMI YacTKu:
€spodpiHc bionab Cpn, ITanisa

Substantial change to or
replacement of a
biological/immunological/immunoche
mical test method or a method using
a biological reagent for a biological
AS - To replace the current glycan
testing method with a newly
developed method (referred to as
asialo N-glycan method) for the
active substance release testing.
Type Il variation (B.l.b.1.f): Change
in the specification parameters
and/or limits of an AS, starting
material/intermediate/reagent -
Change outside the approved
specifications limits range for the AS
— To implement new specification
limits for N-glycan determination
following the introduction of the new
asialo N-glycan method.




