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Tabnuua S1. CpaBHUTENbHbLIN aHann3 dapmakonenHbix TpeboBaHMI K MOKa3aTeNnsiM KayectBa MMMYHOM06yIMHOB YenoBeka

Table S1. Comparative analysis of compendial requirements for quality parameters of human immunoglobulins

Mokasarenb KauecTsa
Quality parameter

MoanuHHOCTL
(BMpocneundUIHOCTD)

Identification (species specificity)

MaeHTudUKaums
Identification

Bpems pactBopeHus
Dissolution time

Mpo3payHocTb
Transparency

LiBeTHOCTb
Chroma

pH

BuanMbie MexaHnyeckue
BK/IHOYEHUS
Visible mechanical inclusions

M3BnekaeMbiit 06beEM
Extractable volume

OcMonsanbHOCTL
Osmolality

Benok
Protein

dnekTpodopeTuyeckas
O[lHOPOAHOCTb
Electrophoretic homogeneity
Cocras 6enka

Protein composition

MonekynsipHble napaMeTpsl
Molecular parameters

PacnpeneneHue MonekynspHbIx

pasmepoB
Molecular size distribution

MapmakoneiHbie Tpe6oBaHus
Compendial requirements

TocynapcTBeHHas papmakones Poccuiickoit
®Mepepauuu XIV uspanus
State Pharmacopoeia of the Russian
Federation, 14th edition

EBponeiickas ¢papmakones
European Pharmacopoeia

WUMMyHOrno6ynnH yenoBeka HOpManbHbIl AN BHYTPUBEHHOIO BBEAEHUS

Human normal immunoglobulin for intravenous administration

[lonKHbI BbISBASTLCS IMHUM NPeLUIUTaLUM
TOMBKO C CbIBOPOTKOW NpOTUB Henkos
CbIBOPOTKM KPOBY Yenoseka

Precipitation lines should be detected only
with serum against human serum proteins

MokasaTtenb KauecTBa OTCYTCTBYET
No quality parameter

He 6onee 20 MWH (ecnin He yKasaHbl apyrue
TpeboBaHus)

No more than 20 min (unless other
requirements are specified)

Mpo3pauHbIit UK cnerka onanecumupyoLwui
pacTBOp C ONTUYECKOW NIOTHOCTBLIO He
6onee 0,05

Clear or slightly opalescent solution with an
optical density of no more than 0.05

BecuBeTHbIN MM okpacka He [oMKHa ObITb
MHTEHCMBHEE OKpPacku pacTBopa CpaBHEHUS
Y;. OnTnyeckas nnoTHOCTb pacTBopa

npu anvHe BonHbl 400 HM (B KIOBETax C
TOMLWMHOW CNOS 3 MM) He Jo/MKHa ObiTb
6onee 0,05

Colourless or colouring should not be more
intense than comparison solution Y. Optical
density of the solution at 400 nm (in cuvettes
with a layer thickness of 3 mm) should not
be more than 0.05

0t4,0p074/4.0-74

LlonHbl OTCYTCTBOBATHL
Should be absent

LonxkeH 6biTb He MEHEe HOMUHANBHOIO
Should be no less than nominal

He menee 240 MOcm/kr
Minimum 240 mOsm/kg

0O14,5 no 5,5% nnn o1 9,5 no 11,0%
4.5-5.5% or 9.5-11.0%

OcHoBHas dpakums IgG fomkHa CoCTaBnsATb
He Menee 95% ot obwero benka

The principal fraction of IgG should be at
least 95% of the total protein

CopepxaHue MOHOMEPOB U MMEPOB
IgG pomkHo coctaBnsTb He MeHee 90%,
NMofMMepoB M arperaTos - He 6onee 3%
The content of IgG monomers and dimers
should be at least 90%, polymers and
aggregates — no more than 3%

MokasaTtenb KayecTBa OTCYTCTBYET
No quality parameter

OCHOBHOM KOMMOHEHT, cooTBeTCTBYET IgG
CbIBOPOTKM KPOBM Yenoseka

The main component should correspond to
1gG component of normal human serum

[onxeH pactBopsaTbCs B TeyeHue 30 MuH
Should dissolve within 30 min

lMokasaTenb ka4yecTsa OTCYTCTBYET
No quality parameter

MokasaTtenb KayecTBa OTCYTCTBYET
No quality parameter

0t4,0p074/40-74

MokasaTenb ka4ecTBa OTCYTCTBYET
No quality parameter

MokasaTenb kayecTBa OTCYTCTBYET
No quality parameter

He menee 240 MOcm/kr
Minimum 240 mOsm/kg

He meHee 30 r/n v ot 90% oo 110% ot
3a5B/IEHHOr0 KOIMYecTBa

Not less than 30 g/L, 90%-110% of the
quantity of protein stated on the label

He 6onee 5% 6enka nmeeT NOABMKHOCTD,
OT/IMYHYIO OT MOLABUXKHOCTU OCHOBHOW
nonochbl

No more than 5% of protein has a mobility
different from that of the principal band

CopepxaHve MOHOMEPOB M AUMEPOB
1gG ponxHo coctaBnsTb He MeHee 90%,
NnosIMMepoB 1 arperaTos — He 6onee 3%
The content of IgG monomers and dimers
should be at least 90%, polymers and
aggregates — no more than 3%
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Mokasatenb kayecTBa
Quality parameter

(DpaKUMOHHBIN COCTaB
Fractional composition

TepmocTabunbHOCTb
Thermal stability

CrabunusaTopbl
Stabilizers

BupycuHakTMBMpYHOLLME areHTbl
Virus-activating agents

MMMyHOrnobynuH A
Immunoglobulin A

AKTUMBHOCTb
Activity

Bopa nnu noteps B Macce npu
BbICYLIMBAHUM

(ans nmodunmsaTos)

Water or loss on drying

(for lyophilisates)

CrepunbHOCTb
Sterility

MuporeHHoCTb Unn
6aKTepuanbHble 3HL0TOKCUHbI
Pyrogenicity or bacterial
endotoxins

AHOMarnbHasi TOKCMYHOCTb
Abnormal toxicity

lpodomueHue mabnuysl S1
Table S1 (continued)

®dapmakoneiiHble Tpe60BaHUA
Compendial requirements

TocynapcTBeHHas papmakones Poccuiickoit
Mepepaumn XIV uspanus
State Pharmacopoeia of the Russian
Federation, 14th edition

[lonxHa BbISABAATLCS MHTEHCUBHASA NMHUA
npeunnutauum IgG v He Bonee YeTbIpéx
[LOMONTHUATENbHbIX IMHUIA

An intense IgG precipitation line and no more
than four additional lines should be detected

[penapat AOMKEH OCTaBaTbCS XUAKUM U He
06pa3oBbIBaTh refif NOCNe BblAEPXKMUBAHUA
B BOASAHOI BaHe unu BOAAHOM TepMocTaTe
npu Temnepatype (56*1) °C B TeueHune 4 4
The preparation should remain liquid and
not form gel after being kept in a water bath
or water thermostat at a temperature of
(56%1) °C for 4 hours

[LonyctuMblii Nnpeaen fomKeH BbiTb yKasaH
B Tpe6oBaHMsAX

The permissible limit must be specified in the
requirements

[LonyctuMebliit npeaen AoMKeH bbITb yKasaH
B Tpe6oBaHMAX

The permissible limit must be specified in the
requirements

KonnuectseHHoe cofepxaHue ykasbiBaloT B
TpeboBaHMAX

The quantitative content is indicated in the
requirements

B TpeboBaHMAX yKa3bIBAOT KOMMYECTBEHHOE
cofepxaHue aHTMbaKTepuasbHblX aHTUTEN
(MMHMMYM NPOTUB OJHOrO BO3byauTens)
U/MAn NPOTUBOBUPYCHbIX aHTUTEN
(MMHMMYM NpOTUB OAHOrO BO3bYaUTENS)
The requirements indicate the quantitative
content of antibacterial antibodies (at least
against one pathogen) and/or antiviral
antibodies (at least against one pathogen)

He 6onee 3%
No more than 3%

LlonxeH 6bITb CTEPUNBHBIM
Should be sterile

LonxeH 6bITb aNUPOreHHbIM UK COAEPXKaTb
H6akTepuanbHble 3HOOTOKCUHBI MEHee

0,5 E3/mn (npu copepxaHum benka B
npenaparte He 6onee 50 r/n) u MeHee

1,0 E3/mn (npu copepxaHuu benka bonee
50 r/n). Ans ucnbiTaHMs Ha MMPOreHHOCTb
Ha 1 Kr Maccbl KpOMKa BBOAAT 0OBEM,

He MeHee 0,5 r UMMyHOMNO6YNMHA, HO He
6onee 10 mn/kr Macchbl Kponuka

Must be apyrogenic or contain bacterial
endotoxins less than 0.5 EU/mL (with a
protein content of no more than

50 g/L) and less than 1.0 EU/mL (with a
protein content of more than 50 g/L). For
pyrogenicity testing, a volume of at least 0.5
g of immunoglobulin is administered per 1 kg
of rabbit weight, but no more than 10 mL/kg
of rabbit weight

JomkeH BbITb HE TOKCUYHBIM
Should be non-toxic

EBponeivickas ¢papmakones
European Pharmacopoeia

MokasaTenb kayecTsa OTCYTCTBYET
No quality parameter

MokasaTenb ka4yecTBa OTCYTCTBYET
No quality parameter

MokasaTenb kayecTBa OTCYTCTBYET
No quality parameter

MokasaTenb ka4ecTsa OTCYTCTBYET
No quality parameter

He nomkHO npeBbIWwaTb MakcUManbHoe
cofilepxaHue, yKazaHHOe Ha 3TUKeTKe
Should not exceed the maximum content
stated on the label.

MokasaTenb kayecTBa OTCYTCTBYET
No quality parameter

CopepxaHue BoAbl AOMKHO HAXOAUTLCS B
YKa3aHHbIX npeaenax

Water content should be within the specified
limits

[LlonkeH 6bITb CTEPUIBbHBIM
Should be sterile

MeHee 0,5 ME/Mn ons pactBopoB ¢
cofepxxaHuem benka He bonee

50 r/n n mexee 1,0 ME/Mn ans pactBopoBs
c cofepxaHueM b6enka bonee 50 r/n, HO

He 6onee 100 r/n. ng ncnbiTaHns Ha
NUPOreHHOCTb Ha 1 Kr Macchbl Kponmka
BBOASAT 06beM, cooTBeTcTBYtoWMI 0,5 1
MMMYHOMNobynnHa, HO He Bonee 10 ma/kr
Maccbl Kposnka

Less than 0.5 IU/mL for solutions with protein
content of no more than 50 g/L;

less than 1.0 IU/mL for solutions with
protein content of more than 50 g/L but not
more than 100 g/L. For pyrogenicity testing,
a volume of at least 0.5 g of immunoglobulin
is administered per 1 kg of rabbit weight, but
not more than 10 mL/kg of rabbit weight

MokasaTenb ka4yecTsa OTCYTCTBYET
No quality parameter
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Mokasatenb kauecTBa
Quality parameter

AHTUKOMMNIEMEHTapHas
aKTMBHOCTb
Anticomplementary activity

AKTMBATOp NpeKannnKpenHa
Prekallikrein activator

AHTU-A 1 aHTU-B
reMarrTUHUHDI
Anti-A and anti-B
haemagglutinins

AHTU-D aHTUTENA
Anti-D antibodies

AHTUTENA K NOBEPXHOCTHOMY
aHTUreHy BMpyca renatuta B
Antibody to hepatitis B surface
antigen

MOBEPXHOCTHbIM aHTUTeH BUPYCa

renatuta B (HBsAg)

Hepatitis B surface antigen
(HBsAg)

AHTUTENna K Bupycy renatuta C
Antibodies to hepatitis C virus
AHTUTENA K BUpYCY
MMMyHonedbuLMTa Yenoseka

(BMY-11 BUY-2) u aHTUreH p24

BMY-1
Antibodies to human
immunodeficiency virus

(HIV-1 and HIV-2) and HIV-1 p24

antigen

MopnnHHOCTL
(BMpocneundUIHOCTD)

Identification (species specificity)

MaeHTudUKaums
Identification

BpeMms pactBopeHus
Dissolution time

Mpo3payHocTb
Transparency

lpodommeHue mabnuysl S1
Table S1 (continued)

(apmakoneiiHble Tpe6oBaHus
Compendial requirements

locynapcTBeHHas papmakones Poccuiickoit
®depepaumnm XIV uspanus
State Pharmacopoeia of the Russian
Federation, 14th edition

[LonyctuMbliit npeaen cea3biBaHUS
KomnnemeHTa - He 6onee 1 CHyo/Mr
6enka,T.e. 1 Mr 6enka UMMyHOrnobynmMHa
He Ao/mKeH cBs3biBaTh 6onee 1 CHs,
KoMnnemMeHTa

The permissible complement binding limit
is not more than 1 CHs,/mg protein, i.e. 1 mg
of immunoglobulin protein should not bind
more than 1 CH, of complement

MokasaTtenb KayecTBa OTCyTCTBYET
No quality parameter

ArrnoTUHaLMS JOMKHa OTCYTCTBOBATb B
passesneHuu npenapata 1:64
Agglutination should be absent in a 1:64
dilution of the drug

CopepxaHue aHTU-D aHTUTENa AOMKHO
6bITb He 6onee, 4eM B NONOXKUTENIBHOM
CTaHAapTHOM obpasue

The anti-D antibody content should be not
more than that of the positive standard
sample

MokasaTenb ka4yecTsa OTCYTCTBYET
No quality parameter

[LlonHbl OTCYTCTBOBATDL
Should be absent

EBponeilickas papmakones
European Pharmacopoeia

[lonyctumblit npeaen cBa3bIBaHUS
KomnnemeHTa — He 6onee 1 CHyo/Mr
6enka, T.e. 1 Mr 6enka MMMyHornobynmMHa
He flo/mKeH cBa3biBaTh 6onee 1 CHg,
KOMMIEMeHTa

The permissible complement binding limit
is not more than 1 CH,,/mg protein, i.e. 1 mg
of immunoglobulin protein should not bind
more than 1 CHs, of complement

He 6onee 35 ME/mn
No more than 35 ME/mL

[lonxeH BblaepxunBaTb TpeboBaHUS
UCNbITAaHUA HA aHTU-A 1 aHTU-B
remMarrioTUHUHBI

Should meet the requirements of testing for
anti-A and anti-B haemagglutinins

[onxeH BblaepxuBaTb TpeboBaHUs
MCMbITaHMa Ha aHTK-D aHTuTENna
Should meet the requirements of anti-D
antibody testing

He menee 0,5 ME/r IgG
Minimum 0.5 IU/g 1gG

MokasaTtenb ka4yecTsa OTCYTCTBYET
No quality parameter

NMMyHOrNo6ynuH YenoBeka HOPManbHbIi A1 BHYTPUMBILIEYHOTO BBEAEHUS

Human normal immunoglobulin for intramuscular administration

JLloMXKHbI BBISBASTLCS IMHAM NPeLMnUTaLmumn
TOMBKO C CbIBOPOTKOW NpOTUB Henkos
CbIBOPOTKM KPOBM YenoBeka

Precipitation lines should be detected only
with serum against human serum proteins
lMokasaTenb kayecTsa OTCYTCTBYET

No quality parameter

Moka3saTenb kauyecTa OTCYTCTBYET
No quality parameter

[po3pauHbIi AK cnerka onanecumupyoLui
pacTBOp C OMNTUYECKOM MAOTHOCTbIO He
6onee 0,05. OnpeneneHve NpoBoOAST B
KloBeTax C TONLLMHOM CNosi 3 MM NpU AMHe
BO/IHbI 540 HM

Clear or slightly opalescent solution

with an optical density of no more than

0.05. The determination is carried out in
cuvettes with a layer thickness of 3 mm at

a wavelength of 540 nm

MokasaTenb ka4ecTsa OTCYTCTBYET

No quality parameter

OCHOBHO KOMMOHEHT, COOTBETCTBYIOLLMIA

1gG cbIBOpOTKM KpOBM YenoBeka

The main component should correspond to

the IgG component of normal human serum

[onxeH pactBopsTbCs B TeyeHue 20 MUH
Should dissolve within 20 min

MokasaTenb KayecTsa OTCYTCTBYET
No quality parameter
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MokasaTenb KauecTsa
Quality parameter

LiBeTHOCTb
Chroma

pH

Buaumblie MexaHuueckune
BKJIOYEHMS
Visible mechanical inclusions

M3BnekaeMblit 06beEM
Extractable volume

benok
Protein

JnekTpodopeTnyeckas
0[HOPOJHOCTb
Electrophoretic homogeneity

MonekynsapHble napameTpbl
Molecular parameters

(DpaKLUMOHHBIN cOCTaB
Fractional composition

TepmocTabunbHOCTb
Thermal stability

CrabunusaTopbl
Stabilizers

lpodommeHue mabnuysl S1
Table S1 (continued)

MapmakoneitHble Tpe6oBaHus
Compendial requirements

locynapcrBeHHas papmakones Poccuiickoit
®denepaumnu XIV uspanus
State Pharmacopoeia of the Russian
Federation, 14th edition

[omxkeH 6bITb 6eCLBETHBIM UM OKPacKa
He AoMKHa BbiTb MHTEHCUBHEE OKPACKK
pacTtBopa cpaBHeHus Ys. OnTuyeckas
NA0THOCTb PACcTBOPA NPU AJIMHE BOJHbI
400 HM (B KtOBETaX C TONLWMHOM CN0S 3 MM)
He fonxHa 6biTh 6onee 0,15

It should be colorless or the color should
not be more intense than the color of the
comparison solution Ys. The optical density
of the solution at 400 nm (in cuvettes with a
layer thickness of 3 mm) should not be more
than 0.15

0t50p074/50-74

JomKHbI OTCYTCTBOBATb
Should be absent

LonxeH 6bITb HE MEHEE HOMWUHAIBHOTO
Should be not less than nominal

079,50016,5%/9.5-16.5%

OcHoBHas dpakums IgG AomkHa COCTaBNATb
He MeHee 95% oT obuwero benka

The principal fraction of IgG should be at
least 95% of the total protein

CopepxaHune MoHOMepoB 1 gumepos IgG
He MeHee 85%, nonMmepoB u arperaTos —
He 6onee 10%

The content of IgG monomers and dimers
should be at least 85%, polymers and
aggregates — no more than 10%

[lomKHa BbISBASTLCS MHTEHCUBHAA IMHUS
npeunnutauum IgG v He Bonee yeTbipex
[OMNONHUTENbHBIX IMHUIA

An intense IgG precipitation line and no more
than four additional lines should be detected

[penapat AOMKEH OCTaBaTbCS XUAKUM U He
06pa3oBbIBaTh refifl Nocne BblAEPXKUBAHUS
B BOASIHOM BaHe unu BOASIHOM TepMocTaTe
npu Temnepatype (56%1) °C B TeueHune 4 4
The preparation should remain liquid and
not form a gel after being kept in a water
bath or water thermostat at a temperature

of (56+1) °C for 4 hours

[onyctuMblii npeaen fomkeH BbITb yKasaH
B Tpe6oBaHMsAX

The permissible limit should be specified in
the requirements

EBponeilickas ¢papmakones
European Pharmacopoeia

MokasaTenb kayecTBa OTCYTCTBYET
No quality parameter

0t50p072/50-74

MokasaTenb ka4yecTBa OTCYTCTBYET
No quality parameter

MokasaTenb KayecTBa OTCYTCTBYET
No quality parameter

He meHee 100 r/n n He 6onee 180 r/n
Not less than 100 g/L and not more than
180 g/L

He 6onee 10% 6enka MMeeT NoaBmUXHOCTb,
OT/IMYHYIO OT NOABMXXHOCTU OCHOBHOM
nonocskl

No more than 10% of protein has a mobility
different from that of the principal band

CopepxxaHvne MoHOMepoB U aumMepos I1gG
He MeHee 85%, nonnMepoB U arperaTos —
He 6onee 10%

The content of IgG monomers and dimers
should be at least 85%, polymers and
aggregates — no more than 10%

lMokasaTenb KayecTBa OTCYTCTBYET
No quality parameter

lMokasaTenb kayecTBa OTCYTCTBYET
No quality parameter

MokasaTtenb ka4ecTsa OTCYTCTBYET
No quality parameter
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Mokasarenb KauecrTsa
Quality parameter

AKTUMBHOCTb
Activity

MMMyHOrnobynmH A
Immunoglobulin A

Boaa unu noteps B Macce
Npu BbICYLIMBAHWUM (AN
nmodunnsaTos)

Water or loss on drying (for
lyophilisates)

CrepunbHOCTb
Sterility

MMporeHHOCTb UK
6aKTepuanbHble 3HAOTOKCHHDI
Pyrogenicity or bacterial
endotoxins

AHOMarnbHasi TOKCMYHOCTb
Abnormal toxicity

AHTUTENa K NOBEPXHOCTHOMY
aHTUreHy BMpyca renatuta B
Antibody to hepatitis B surface
antigen

AHTUTENA K BUpYCY renatuta A
Antibodies to hepatitis A virus

lpodomueHue mabnuysl S1
Table S1 (continued)

MapmakoneitHbie Tpe6oBaHus
Compendial requirements

locypapcTBeHHas papmakones Poccuiickoit
®Mepnepauuu XIV uspanus
State Pharmacopoeia of the Russian
Federation, 14th edition

B TpeboBaHMsix yKa3bIBalOT KONMUYECTBEHHOE
conepxaHue aHTMbaKTepUanbHbIX aHTUTEN
(MMHMMYM NPOTUB OJHOrO BO3byauTens)

U NMPOTUBOBUPYCHBIX aHTUTEN (MUHUMYM
NpoTMB OAHOTO BO3byauTens)

The requirements indicate the quantitative
content of antibacterial antibodies (at least
against one pathogen) and/or antiviral
antibodies (at least against one pathogen)

Moka3zaTenb ka4yecTsa OTCYTCTBYET
No quality parameter

MokasaTenb kauyecTBa OTCYTCTBYET
No quality parameter

Mpenapat gonxeH 6bITb CTEPUNbHBIM
Should be sterile

[lonxeH 6bITb aNUPOreHHbIM UMK COAEPXKATb
6aKTepuanbHble TOKCUHbI MeHee 5 E3/mn.
[lns McnbITaHWs Ha NMPOreHHOCTb BBOAST
1,0 Mn/Kr Maccebl Kponuka

Should be apyrogenic or contain bacterial
endotoxins less than 0.5 EU/mL. For the
pyrogenicity test, 1.0 mL/kg rabbit weight is
administered

JomkeH BbITb HE TOKCUYHBIM
Should be non-toxic

Moka3saTenb kayecTBa OTCYTCTBYET
No quality parameter

[MokasaTenb kayecTsa OTCYTCTBYET
No quality parameter

EBponeiickas ¢papmakones
European Pharmacopoeia

MokasaTenb ka4ecTsa OTCYTCTBYET
No quality parameter

He fo/mKHO NpeBbiWwaTb MakcUManbHoe
copiepXaHue, ykazaHHOe Ha 3TUKeTKe
Should not exceed the maximum content
stated on the label

CopepaHue BOAbl JOMKHO HAX0AMTLCA B
yKasaHHbIX npeaenax

Water content should be within the specified
limits

Mpenapat [omKeH 6bITb CTEPUNBbHBIM
Should be sterile

ConepxaHue 6akTepuanbHbIX 3HAOTOKCUHOB
DO/MKHO 6bITb MeHee 5 ME/mMn.

[lns McnbiTaHWs Ha NMPOreHHOCTb BBOAST
1,0 Mn/Kr Maccel Kponuka

The bacterial endotoxin content should be
less than 5 IU/mL.

For pyrogenicity testing, 1.0 mL/kg rabbit
weight is administered

MokasaTenb ka4yecTsa OTCYTCTBYET
No quality parameter

He menee 0,5 ME/r IgG
Minimum 0.5 IU/g 1gG

Ecnu nekapcTBeHHbIM npenapat
npenfHasHayeH Ang NnpodunakTUKK renatuta
A, 3aBNI€HHas aKTMBHOCTb JOMKHA ObITb

He MeHee 100 ME/mn. PaccuntaHHas
aKTMBHOCTb JOMKHA ObITb HE HMXe
3aaBeHHON. [loBepuTeNbHbIN MHTEpBan
(P=0,95) nomxeH 6bITb He MeHee 80% U He
60nee 125% oT paccuMTaHHOM aKTUBHOCTH
If the medicinal product is intended for
prevention of hepatitis A, the declared activity
should be at least 100 IU/mL. The calculated
activity should not be lower than the stated
parameter. The confidence interval (P=0.95)
should be at least 80% and no more than
125% of the calculated activity.
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MokasaTenb KauecTsa
Quality parameter

[M0BEPXHOCTHbIM aHTUreH BMpYCa
renatuta B (HBsAg)

Hepatitis B surface antigen
(HBsAg);

AHTUTEna K Bupycy renatuta C
Antibodies to hepatitis C virus;
AHTUTENa K BUpYCY
MMMyHoZedULMTA YenoBeka
(BUY-1m BMY-2) n aHTUreH p24
BMY-1

Antibodies to human
immunodeficiency virus (HIV-1
and HIV-2) and HIV-1 p24 antigen

MopnnHHOCTL
(BnpocneunduUUHOCTD)
Identification (species specificity)
NaeHTudukaums

Identification

Bpems pactBopeHus
Dissolution time

Mpo3payHocTb
Transparency

LiBeTHOCTb
Chroma

pH

Buaumbie MexaHuueckune
BKIHOYEHMUS
Visible mechanical inclusions

M3BnekaeMbiit 06beM
Extractable volume

Benok
Protein

JnekTpodopeTnyeckas
0[4HOPOAHOCTb
Electrophoretic homogeneity

MapmakoneitHble Tpe6oBaHus
Compendial requirements

locynapcrBeHHas papmakones Poccuiickoit
®Mepnepauum XIV uspanus
State Pharmacopoeia of the Russian
Federation, 14th edition

[LlonHbl OTCYTCTBOBATHL
Should be absent

EBponeiickas papmakones
European Pharmacopoeia

MokasaTenb ka4yecTBa OTCYTCTBYET
No quality parameter

WMMyHOrno6ynnH yenoseka HOpManbHbIl A NOAKOXHOIO BBEAEHUS
Human normal immunoglobulin for subcutaneous administration

[lonKHbI BbISBASTLCS NMMHUM NpeLUnUTaLum
TOMBKO C CbIBOPOTKOW NpOTUB Henkos
CbIBOPOTKM KPOBY Yenoseka

Precipitation lines should be detected only
with serum against human serum proteins
MokasaTenb kauyecTsa OTCYTCTBYET

No quality parameter

MokasaTenb kayecTa OTCYTCTBYET
No quality parameter

Mpo3payHbIi UAK cnerka onanecumupytoLui
pacTBOp C ONTUYECKOM MIOTHOCTbIO He
6onee 0,05. OnpesneneHne NpoBoAST B
KIOBETaX C TONWMHON CNOS 3 MM NpU ANUHE
BO/HbI 540 HM

Clear or slightly opalescent solution with

an optical density of no more than 0.05. The
determination is carried out in cuvettes with
a layer thickness of 3 mm at a wavelength of
540 nm

[omxeH 6bITb 6eCLBETHBIM UM OKPACKa
He AoMKHa BbiTb MHTEHCUBHEE OKPACKK
pactBopa cpaBHeHusa Y; unu BY.,.
OnTtuyeckas NAOTHOCTb pacTBopa npu

400 HM (B KtOBETaX C TONLIMHOM C10S 3 MM)
He Ao/mkHa 6bITb 6onee 0,15

It should be colorless or the color should
not be more intense than in the comparison
solution Y or BY:. The optical density of the
solution at 400 nm (in cuvettes with a layer
thickness of 3 mm) should not be more than
0.15

0750p074/50-74

[LlonxHbl OTCYTCTBOBATHL
Should be absent

[onxeH 6bITb He MeHee HOMUHANbHOTO
Must be not less than nominal

079,50016,5%/9.5-16.5%

OcHoBHas dpakums IgG AomKHa COCTaBNATL
He MeHee 95 % ot obLero 6enka

The principal fraction of IgG should be at
least 95% of the total protein

MokasaTenb kayecTsa OTCYTCTBYET

No quality parameter

OCHOBHOM KOMMOHEHT, COOTBETCTBYIOLLMIA

1gG cbIBOpPOTKM KPOBM Yenoseka

The main component should correspond to

the IgG component of normal human serum

[omkeH pacTBopsTbCS B TeueHne 20 MUH
Should dissolve within 20 min

MokasaTenb kayecTBa OTCYTCTBYET
No quality parameter

lMokasaTenb ka4yecTsa OTCYTCTBYET
No quality parameter

OT4,6p072/46-72

MokasaTenb kayecTBa OTCYTCTBYET
No quality parameter

MokasaTenb ka4yecTsa OTCYTCTBYET
No quality parameter

He menee 100 r/n u He 6onee 220 r/n
Not less than 100 g/L and no more
than 220 g/L

He 6onee 10% 6enka umMeeT NOABMKHOCTb,
OT/IMYHYIO OT NOABMXHOCTU OCHOBHO
nonochl

No more than 10% of protein has a mobility
different from that of the principal band
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MokasaTenb KauecTsa
Quality parameter

MonekynsapHble napameTpbl
Molecular parameters

(DpaKUMOHHBIN COCTaB
Fractional composition

TepMocTabunbHOCTL
Thermal stability

CrabunusaTopbl
Stabilizers

AKTUMBHOCTb
Activity

MMMyHOrNnobyimMH A
Immunoglobulin A

Bopa vnu noteps B Macce
npu BbICYLIMBAHWUM (NS
nmMobununsaTos.)

Water or loss on drying (for
lyophilisates)

CrepunbHOCTb
Sterility

MuporeHHOCTb Un
6akTepuanbHble 3HAOTOKCHHbI
Pyrogenicity or bacterial
endotoxins

AHOMarnbHasi TOKCMYHOCTb
Abnormal toxicity

AHTU-A 1 aHTH-B
remMarriTUHUHBI
Anti-A and anti-B
haemagglutinins

AHTU-D aHTUTENna
Anti-D antibodies

MapmakoneitHble Tpe6oBaHus
Compendial requirements

locynapcrBeHHas papmakones Poccuiickoit
®Mepnepauum XIV uspanus
State Pharmacopoeia of the Russian
Federation, 14th edition

CopepxaHue MOHOMepOB U auMepoB IgG
He MeHee 85 %, nonMMepoB u arperaTos -
He 6onee 10%

The content of IgG monomers and dimers
should be at least 85%, polymers and
aggregates — no more than 10%

[lonxHa BbISIBNSTbCS MHTEHCUBHAS IMHUS
npeuunutaumu IgG n He Bonee yeTbipex
[LOMNONHUTENbHbIX IMHUIA

An intense IgG precipitation line and no more
than four additional lines should be detected

Mpenapat AOMKEH OCTaBaTbCA XUAKAM U He
06pa3oBbIBaTh refifl NoCne BblAEPXKUBAHUS

B BOASHOW HaHe unu BOASIHOM TepMocTaTe
npu Temnepatype (56+1) °C B TeueHne 4 4
The preparation should remain liquid and not
form a gel after being kept in a water bath or
water thermostat at a temperature of

(56%1) °C for 4 hours

[onyctuMblii npeaen fomkeH BbITb yKasaH
B TpeboBaHMaxX

The permissible limit should be specified in
the requirements

B Tpe6oBaHMAX yKka3blBalOT KONMYECTBEHHOE
cofepxaHue aHTMbaKTepuasnbHblX aHTUTEN
(MMHMMYM NPOTUB OHOrO BO3byauTens)

1 NPOTUBOBUPYCHbLIX aHTUTEN (MUHUMYM
NpoTUB OAHOrO BO3byauTens)

The requirements indicate the quantitative
content of antibacterial antibodies (at least
against one pathogen) and/or antiviral
antibodies (at least against one pathogen)

MokasaTenb kauyecTsa OTCYTCTBYET
No quality parameter

MokasaTenb kauyecTsa OTCYTCTBYET
No quality parameter

Mpenapat BomkeH 6bITb CTEPUIBHBIM
Must be sterile

LlomkeH ObITb aMMPOreHHbIM UMW COAEPXKATb
6aKTepuanbHble TOKCUHbI MeHee 5 E3/mn.
[ng McnbiTaHWs Ha MMPOreHHOCTb BBOAST
1,0 Ma/Kr Maccbl Kponuka

Should be apyrogenic or contain bacterial
endotoxins less than 0.5 EU/mL. For the
pyrogenicity test, 1.0 mL/kg of rabbit weight
is administered

LonxkeH 6bITb HE TOKCUYHbBIM
Should be non-toxic

ArrnoTMHauUMs [OMKHA OTCYTCTBOBATb B
pa3BeneHuu npenapata 1:64
Agglutination should be absent in a 1:64
dilution of the drug

ConepxxaHue aHTU-D aHTMTENa [OMKHO
6bITb He 6onee, 4eM B MONOXKUTENBHOM
CTaHZapTHOM obpasue

The anti-D antibody content should not
exceed that of the positive standard sample

EBponeiickas papmakones
European Pharmacopoeia

CopepxaHune MOHOMepOB U aumMepoB I1gG
He MeHee 85%, nonnMepoB U arperaTos —
He 6onee 10%

The content of IgG monomers and dimers
should be at least 85%, polymers and
aggregates - no more than 10%

MokasaTenb kayecTBa OTCYTCTBYET
No quality parameter

MokasaTenb ka4yecTsa OTCYTCTBYET
No quality parameter

lMokasaTenb kayecTsa OTCYTCTBYET
No quality parameter

MokasaTenb kayecTBa OTCYTCTBYET
No quality parameter

He nomKHO npeBbIWwaTh MakcUManbHoe
cofilepxaHue, ykazaHHOe Ha 3TUKeTKe

Must not exceed the maximum content stated
on the label

ConepxaHve BoAbl LOMKHO HaXOANUTbCS B
YKasaHHbIX npeaenax

Water content must be within the specified
limits

Mpenapat 8oMKeH ObITb CTEPUIBHBIM
Must be sterile

CopepaHue bakTepuanbHbIX 3HLOTOKCMHOB
LLOMKHO 6bITb MeHee 5 ME/mMn. ins
UCMbITaHWS HA MUPOTeHHOCTb BBOASAT

1,0 Mn/ Kr Maccbl Kponuka

The bacterial endotoxin content should be
less than 5 IU/mL. For pyrogenicity testing,
1.0 mL/kg rabbit weight is administered

MokasaTtenb ka4ecTsa OTCYTCTBYET
No quality parameter

[lonxeH Bblaepxu1BaTb TpeboBaHUS
MCMbITaHMA Ha aHTU-A 1 aHTU-B
remMarrITUHUHDI

Must meet the requirements of testing for
anti-A and anti-B haemagglutinins

[omkHbl 6bITb cObNtoAeHbI TPe6oBaHMS NO
UCMbITAaHMAM Ha aHTK-D aHTUTena

Anti-D antibody testing requirements should
be met

B Onpenapartsl. MNpodunakTuka, anarHoctvka, neveHue. 2025, T. 25,N2 3

UcTouHunk
Reference

CHocka™
Footnote®

CHocka*’
Footnote®

CHocka*
Footnote™

CHocka*?
Footnote™

CHocka*’
Footnote®

CHocka*
Footnote®

CHocka*?
Footnote™

CHocka*’
Footnote®

CHocka*
Footnote®

CHocka*?
Footnote®

CHocka™
Footnote®

CHocka*?
Footnote®



Demidova 0.A., Kornilova 0.G., Bagirova V.L.
Standardisation of human immunoglobulin preparations: harmonising Russian State pharmacopoeia...

MapmakoneitHble Tpe6oBaHus
Compendial requirements

I'onasa.'renb LEnla s locynapcrBeHHas papmakones Poccuiickoit Wcrounnk
Quality parameter ®depepaumm XIV uspanus EBponeiickas papmakones Reference
State Pharmacopoeia of the Russian European Pharmacopoeia
Federation, 14th edition
AHTUTENA K NOBEPXHOCTHOMY
aHTUreHy Bupyca renatuta B MokaszaTtenb kayecTBa OTCYTCTBYET He menee 0,5 ME/r IgG CHocka*?
Antibody to hepatitis B surface No quality parameter Should be more than 0.5 IU/g 1gG Footnote®
antigen
MoBePXHOCTHBIN aHTUreH BUpYCa
renatuta B (HBsAg)
Hepatitis B surface antigen
(HBsAg)
AHTuTENa K BUpYCy renatuta C
Antibodies to hepatitis Cvirus 35
AHTUTENa K BUDYCY [lomKHbI OTCYTCTBOBATbL |_|OKa3aTEHb KayecTsa OTCyTCTBYeT CHocka .
Should be absent No quality parameter Footnote

MMMyHOZedULMTa YenoBeka
(BUY-1m BMY-2) u aHTUreH p24
BMY-1

Antibodies to human
immunodeficiency virus (HIV-1
and HIV-2) and HIV-1 p24 antigen

Tabnuua coctaBneHa aBTopamu / The table is prepared by the authors

lpumeyaHue. E3 — egnHMLA 3HAOTOKCMHA; ME - MexAyHapoaHas eauMHMuUa CTaHaapTa 3HAOTOKCMHA; CHg, — 0blwas reMonuTuyeckas cnocob-
HOCTb KOMMIEMEHTA.

Note. EU, endotoxin unit; U, international standard unit of endotoxin; CHs,, total hemolytic capacity of complement.

' ©(C.3.3.2.0008.15 MMMyHOMOBYNMH YenoBeka HOPManbHbIii NS BHYTPUBEHHOMO BBeAeHMs. [0cynapcTBeHHas hapMakones Poccuiickoii Depe-
paummn. XIV u3n. T.4.M.; 2018.

20918 Human normal immunoglobulin for intravenous administration. European Pharmacopoeia 11.5. Strasbourg: EDQM; 2024.

* ©C.3.3.2.0007.15 MMMyHOrNoBYAMH YenoBeka HopManbHbIi. focyaapcTeeHHas papmakones Poccuiickoit Pepepaumu. XIV nsa, T. 4. M.; 2018.
*0338 Human normal immunoglobulin for intramuscular administration. European Pharmacopoeia 11.5. Strasbourg: EDQM; 2024.

® 2788 Human normal immunoglobulin for subcutaneous administration. European Pharmacopoeia 11.5. Strasbourg: EDQM; 2024.
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