NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

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

KOMOETEHTHUMW 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 Bupo6HuUK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1 ENNOKC Kpansi o4Hi, TOB «BAYLU Ykpaina BMPOOHULITBO JiKAPCbKOTO HimeyunHa | B.ll.d.2.a type IA - Change in 3a UA/18429/01/01
po34uH, 0,9 mr/mn XENC» 3acoby, NepBUHHE Ta BTOPUHHE test procedure for the finished |peyenmom

no 5 mny naswui 3
KpanesibHULEelo, No
1 nnawuyi 3
KpanesibHULE y
KapTOHHiI kopobui

nakyBaHHs1, KOHTPO/1b cepil,
BUMYCK cepil:

[Op. Fepxaps MaHH XeM.-thapm.
dabpuk 'M6X, HimeuyumnHa;
AiNbHWLA, Ha AKili NPOBOAUTBLCA
cTepunisauis:

BEB® CrepuniseiHcepsic
M6X, HimeuunHa;
iaeHTudikalia HaTpito cynbdiTy
Ta KiflbKiCHe BU3HAYEHHS:
BA ®apma M'm6X, HimeuunHa

product - Minor changes to
an approved test procedure.
Minor changes to the test
procedure for the finished
product EDTA assay by
HPLC to:

- include editorial changes
according to SOP such as the
addition of further details
such as reagents, calculation
formulas, system suitability
tests;

- increase the HPLC gradient
run time from 10 to 50 min;
- change concentrations of
prepared solutions.

B.Il.d.2.a type IA - Change in
test procedure for the finished
product - Minor changes to
an approved test procedure.
Minor changes to the test
procedure for the finished
product Identification and
Assay of Brmfenac and
Impurities by HPLC to:

- include editorial changes
according to SOP such as the
addition of further details
such as reagents, calculation
formulas, system suitability
tests;

- increase the HPLC gradient




Ne

o Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

run time from 10 to 50 min;
- change the amount of
sample solution;
- add an optional placebo
solution;

- include the currently
separate description of UV
identification in the method

description.




