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Tabnuua 1. Knaccudumkaumns puckos A KpUTUHECKMX NOKa3aTenemn kayecTsa
Table 1. Risk classification for critical quality attributes

Puck
Risk

YpoBeHb no-
TeHLMaNbHOro
BO34ENCTBUSA
nokasaTtenen
KayecTBa
Potential
impact of
quality
attributes

CreneHb
Heonpepe-
NEHHOCTH
nokasaTenew
KayecTBa
Uncertainty
of quality
attributes

YpoBeHb
Level

1
Huskuni
Low

2
CpepnHuit
Medium

3
Bbicokuii
High

1
Huskui
Low

3
CpenHui
Medium

10
Bbicokuit
High

Xapakrepucrtuka
Characteristics

XopoLo oxapakTepu3oBaHO BAUSHUE NOKA3aTens Ha KAMHUYEeCKnUit 3P deKT Ha oCHoBe
0BLWMPHBIX AAHHBIX in Vitro, in vivo, KTMHUYECKMX UCCNeLoBaHMI U 60nbWOro o6bemMa
MHbOpMaLMK B HaYYHOI uTepaType

The influence of the attribute on the clinical effect of the product is well-characterised on the basis of
extensive in vitro, in vivo, and clinical data and a large body of knowledge in the literature

NHdopmaums o BAMSHMM NOKa3aTens Ha KIMHUYEeCKUA 3P PeKT orpaHMyeHa HebonbwnM
KOJIMYECTBOM AAHHbIX B HAYYHOW NuTepaType, UCCNeA0BaHWUIA in Vitro, in vivo UM KNUHUYECKUX
nccnenoBaHuin

Only limited data on the influence of the attribute on the clinical effect of the product are available
in the literature. Only moderate in vitro, in vivo, and clinical experience is available for the product

HepocTtaTouyHO OXxapakTepu3oBaHO BAUSIHME NOKa3aTens Ha KNMHUYeCKnin apdpekT

M3-33 OFPaHUYEHHOr0 KOIMYECTBA AAHHbIX B HAYYHOW NMTepaType, nHbopmaunm

B UCCNEeAO0BaHUAX in Vitro, in Vivo UNU KNMHUYECKUX UCCNIE0BAHUAX

The influence of the attribute on the clinical effect of the product is not well characterised because of
the limited amount of data in the literature and information from in vitro, in vivo, or clinical studies

BapnabenbHOCTb NOKa3aTens MMeeT He3HAUYUTENbHbIN MK NpeHebpexnMo Manblii NoTeHuUan

B OTHOLIEHUM CHUXKEHUS 6e30NacHOCTM nnn 3G GEeKTUBHOCTHU NpenapaTa

The variability in the attribute has a minor or negligible potential for decreased safety/efficacy of the
product

BapuabenbHOCTb NoKasaTensi MOXET UMETb YMEPEHHbI NOTEHLMAN B OTHOLWEHUM CHUXKEHUs Be-
30MnacHoCTH unu 3pdeKTUBHOCTM Npenapata. M3MeHeHue nokasaTens MoXxeT NpUBOAMUTb K yNpas-
nseMbiM No60YHbIM 3 deKkTam, HabNOAABIUMMCS paHee, HO He K HOBbIM MO60YHbIM 3ddekTam
The variability in the attribute may have a moderate potential for decreased safety/efficacy of the
product. Changes in the attribute may result in manageable adverse effects seen historically but no
new adverse effects

BapuabenbHOCTb MOKa3zaTens MOXeT NOTEHLMANbHO 0OKa3aTb Cepbe3HOe BO3AeicTBMe

Ha nauueHTa. [oTeHLManbHOe 3HaYUTEIbHOE U3MEHEHUWE NoKa3aTens BAuseT Ha 6esonacHoCTb/
3¢ bEeKTUBHOCTb UM OTHOLIEHWE PUCKA/NONb3bl NS NauueHTa. BapuabenbHocTb nokasatens
MOXeT NpUBeCTH K cepbe3HoMY (06paTUMOMY UK HeobpaTUMOMy) Nob6oUYHOMY 3D dekTy

The variability in the attribute may have potential for a severe impact on the patient. A potential
significant change in the attribute impacts the safety/efficacy or risk/benefit profiles. The variability
in the attribute may result in a serious (reversible or irreversible) adverse effect

Tabnuua cocTaBneHa aBTOpaMm No Matepuanam AnbsHca pereHepaTMBHOM MeAULMHDI, C u3MeHeHuamu® / The table is adapted by the authors from materials of the Alliance
for Regenerative Medicine®
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