NMEPENIK

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

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

KOMOETEHTHUMUW OPTAHAMW CMNONYYEHUX LUTATIB AMEPUKWU, LUBENLAPCbBKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCbLKOIo CO3Y

Ne Ha3ssa nikapcbko20 dopma sunycky 3asasHuUK Kpaina Bupo6HUK KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, BionyckKy peecmpayiliHo2o
ynakoska) nocsio4YeHHs1
1. EBEPOJIIMYC Tabnetku no 2,5 mr; no 7 Ckali ®apma B3-TOB O6'efHaHi BiokoH ®apma IHais 3miHu 3 siKocTi, 1A Reduced testing of 3a UA/19595/01/01
TABNETKW 2,5 Ml TabneTtok y 6nictepi; no 4 Apabcbki Nimiteq Microbial Examination test in post peyenmom
6nictepa B KapTOHHIA Emipatun approval stability
KopoobLi protocol/commitment/
3miHun 3 skocTi, IA. Reduced testing of
BHT Content, Blend Uniformity,
Residual Solvents, Bunk Density,
Tapped Density and % Cumulative
Retain of Particle Size of Distribution
by Sieve Analysis tests in in-process
specification.
2. EBEPO/IIMYC Tabnetkn no 5 mr; no 7 Ckali ®apma B3-TOB O6'efHaHi BiokoH ®apma IHais 3miHu 3 sKocTi, A Reduced testing of 3a UA/19595/01/02
TABNETKN 5 MI TabneTtok y 6nictepi; no 4 Apabcbki Nimiteq Microbial Examination test in post peuenmom
6nictepa B KapTOHHIA Emipatn approval stability
Kopoobui protocol/commitment/
3miHu 3 siKocTi, IA. Reduced testing of
BHT Content, Blend Uniformity,
Residual Solvents, Bunk Density,
Tapped Density and % Cumulative
Retain of Particle Size of Distribution
by Sieve Analysis tests in in-process
specification.
3. EBEPONIMYC Tabnetku no 10 mr; no 7 Ckali ®apma B3-TOB O6'egHaHi BiokoH dapma IHAis 3miHu 3 sKocTi, |A Reduced testing of 3a UA/19595/01/03
TABNETKWN 10 MIr Tabnetok y 6nictepi; no 4 Apabcbki Nimiteq Microbial Examination test in post peuenmom
6nicTepa B KApTOHHI Emipatn approval stability

Kopoo6Li

protocol/commitment/
3miHu 3 sKocTi, IA. Reduced testing of
BHT Content, Blend Uniformity,
Residual Solvents, Bunk Density,
Tapped Density and % Cumulative
Retain of Particle Size of Distribution
by Sieve Analysis tests in in-process
specification.




