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Tabnuua 3. CraHpaptHble o6pasubl (CO) peKOMBUHAHTHBIX 3MN03TUHOB AN onpeneneHns cneundunyeckon 6UONOrMYECcKO aKTUB-
HOCTH
Table 3. Reference standards for the determination of recombinant erythropoietin potency

HaumeHoBaHue, roa yTBepxaeHns Kon AKTUBHOCTb ATTectoBaH no: MeToAbl OLEeHKU
Name, year of establishment Product code Potency Certified according to: Test methods

MCO BceMupHOI opraHnsaumnm 34paBooXpaHeHns
International reference standards of the World Health Organization

Mepsbiit MCO pu3IO 87/684 86 ME/amnyna 2nd IRPE Bbuonoruueckue in vivo
1st International Standard for Recombinant 86 IU/ampoule In vivo assays
DNA-Derived Erythropoietin

1990

BTopoi MCO pu30O 2nd IS 120 ME/amnyna 2nd IRPE Buonoruyeckue in vivo
2nd WHO International Standard for 88/574 120 IU/ampoule In vivo assays
Erythropoietin, Human Recombinant

2003

Tpetuit MCO pu3MO pns 6uonormyecknx 3rd IS 1650 ME/amnyny 2nd IS Buonorunyeckue in vivo
MeTOL0B 11/170 1,650 IU/ampoule In vivo assays

3rd WHO International Standard for
Erythropoietin, Recombinant, for Bioassay

2012
MepBbiit MCO Aap63n103THHa 17/204 100000 ME/amnyna | MepBuuHbii In vitro
1st WHO International Standard for Darbepoetin 100,000 IU/ampoule | Primary
2020

CraHpapTHblie 0bpasubl EBponerickoit apmakonen

Reference standards of the European Pharmacopoeia
Bbuonorunyeckuin CO 3M0O BRP1 32500 En/dnakoH  TepBuYHbIN Buonorunyeckue in vivo
Biological Reference Preparation for 32,500 Uyvial Primary 1 QU3MKO-XUMUYECKHe
Erythropoietin In vivo and
1997 physicochemical assays
Buonornyecknii CO 3O, cepus 2 BRP2 32500 En/dnakoH  BRP1,2nd IS Buonorunyeckue in vivo
Biological Reference Preparation for 32,500 Uyvial M PU3NKO-XMMUYECKME
Erythropoietin, batch 2 In vivo and
2003 physicochemical assays
Buonornyeckuii CO 3MO, cepus 3 BRP3 35280 ME/bnakoH  BRP2 Bbuonorunyeckue in vivo
Biological Reference Preparation for 35,280 IUyvial In vivo assays
Erythropoietin, batch 3
2007
Bbuonorunyeckuit CO 3MMO, cepus 4 BRP4 13000 ME/cdnakoH | 3rd IS, BRP3 buonoruueckue in vivo
Biological Reference Preparation for 13,000 IUyvial In vivo assays
Erythropoietin, batch 4
2014
Buonornyeckuin CO 3MMO0O, cepusa 4 BRP5 2000 ME/dnakoH 3rd IS, BRP4 Buonorunyeckue in vivo
Biological Reference Preparation for 2,000 IUyvial In vivo assays
Erythropoietin, batch 5
2018

Tabnuua coctasneHa astopamu / The table is prepared by the authors

lpumeyarue. MCO — MeXAYyHApOAHbIM CTaHAapTHbIN obpasew; MO — 3puTpono3TuH; pudlO — peKOMOMHAHTHbIA YenoBeyeckui
3pUTPONO3TUH; ME — MeXAayHapoaHble e 4MHULbI.

Note. IS, international standard; BRP, biological reference preparation; WHO, World Health Organization; IRPE, International Refer-
ence Preparation of Erythropoietin; IU, international units.

BbMOnpenapatbl. Mpodunaktuka, aMarHoctuka, nedenue. 2024, T. 24, N2 4




