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Tabnuua 2. OCHOBHbIE NOKA3aTeIM KAYeCTBa XMBbIX OakTepuanbHbIX BaKLMH
Table 2. Main quality attributes of live bacterial vaccines

Mokasarenb
KavecTBa
Quality attribute

Merton
onpeaeneHus
Test method

BakuuHa
TynspeMuitHas XXueas
Live tularaemia vaccine

BakumHa
6pyuennesHas xxuBas
Live brucellosis vaccine

BakuuHa
YyMHas XuBas
Live plague vaccine

BakuuHa
cMbupessBeHHas XuBas
Live anthrax vaccine

BakuuHa Ty6epKynesHas ans waaauiei
nepBuy4HOi MMMyHU3auum BLXK u (BLLXK-M)
Tuberculosis vaccine for mild priming
(BCG and (BCG-M))

Tpe6oBaHMa HOPMATUBHOI AOKYMeHTauuu / Requirements of

regulatory standards and manufacturer specifications

MopnnHHOCTL
Identification

MuKpockonuyeckui
Microscopy
MMMyHobyopecLeHTHbIM
Immunofluorescence test
KynbTypanbHbii
Culture

[lomkHa coaepxaTb YUCTYIO
KYNbTYpYy BakLMHHOIO
wrammMma F. tularensis 15
HUW3I
(MIMMyHOMNyOpeCcLEeHTHBbIN
MeToA)

The vaccine contains a pure
culture of the Francisella
tularensis 15 NIIEG vaccine
strain (immunofluorescence
test)

NonxHa conepxatb YUCTYHO
KYNbTypy BaKLMHHOTO
wTamma bpyuennesHoro
MuKpoba B. abortus 19 BA
(MIMMyHOdNYyOpeCcLeHTHbIN
MeTop)

The vaccine contains a
pure culture of the Brucella
abortus 19 VA vaccine strain
(immunofluorescence test)

[lomkHa copepxaTtb
YMCTYIO KYNbTYpY
BaKLMHHOIO WTaMMa
Y. pestis EV nunHun
HUAN3T
(umMmmyHODNyopec-
LLeHTHbIV MeTon)
The vaccine Must
contain pure culture of
the vaccine strain
Y. pestis EV of the NIIEG
line Y. pestis EV of the
NIIEG line
(immunofluorescent
method)

B Maskax oBanbHble Cropbl
PO30BOrO LiBETa C KPaCHbIM
obonkom no nepudepun
(MUKpOCKOMMYeCKni
MeTof, OKpacka
no Uunio—Hunbceny)
The vaccine contains a pure
culture of the Yersinia pestis
EV vaccine strain of the NIIEG
line (immunofluorescence
test)

Mp1 MMKPOCKOMMM MA3KOB, OKpaLLEeHHbIX
no Uunio—Hunbceny, 4OMKHbI
onpenensiTbCs OKpaLleHHble B KPACHbIM
LBeT (KNCNOTOYCTONYMBBIE) TOHKME NpsiMble
WAW CNerka U3orHyTble Nanoyku AJIMHOM
1-4 mkm 1 wupuHoit 0,3-0,5 MkM,
4acTo ¢ HeboNbLUIMMYM B3AYTUAMU Ha
KOHLaX, He 0bpasytoLMe crnop u Kancyn
(MMKpOCKONUYECKuiA).
lpun nocese BaKLMHbI HAa NAOTHYIO Cpeay
NeseHwTeitHa—MeHceHa yepes 26-30 cyT
MHKyBaumm npu Temnepatype 371 °C Ha
NOBEPXHOCTU CpeAbl AOMKHbI BbIpacTaTb
XapaKTepHble LepoXoBaTble NA0THble
konoHuu ot 0,5 no 8,0 MM B anameTpe
XKeNToBaToro LBeTa
C TOHKMMM HEPOBHbIMMU KpasMu
(KynbTypanbHbI MeTOA)
Microscopy of Ziehl-Neelsen-stained smears
shows slender, straight, or slightly curved
bacilli measuring 1-4 um long and 0.3-
0.5 um wide, often with small swellings
at the ends, not forming spores or capsules
(microscopy). Characteristic rough dense yel-
lowish colonies about 0.5-8.0 mm
in diameter with thin, irreqular edges form
on the Lowenstein-Jensen medium after
26-30 days of incubation at 37%1 °C
(culture method)
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MpoponxeHue Tabnuubl 2

Table 2 (continued)
Mokasatenb Metopn BakuuHa BakuuHa BakuuHa BakuuHa BakuuHa Ty6epkynesHas ans waasauiei
KavecTtBa onpeaeneHus TYNipeMuiHas Xueas 6pyuennesHas xusas YyMHasl XXuBas cMbupessBeHHas XuBas nepsu4HOi MMMyHMu3auun BLXK u (BLLXK-M)
Quality attribute Test method Live tularaemia vaccine Live brucellosis vaccine Live plague vaccine Live anthrax vaccine Tuberculosis vaccine for mild priming
(BCG and (BCG-M))
Tpe6oBaHua HopMaTUBHOI AOKYMeHTauum / Requirements of regulatory standards and manufacturer specifications
Cneunduyeckas Buonornyeckuii [LonxHa 6bITb 6e3onacHo BakuwuHa pomxHa BakuwuHa nomkHa BakumHa ponxHa BakuuHa pomkHa bbiTb cneumduyecku
6€e30nacHOCTb Animal testing M He BbI3bIBaTb r’MbeNb 6bITb GE30NaCHOM 6bITb GE30NaCHOM 6bITb GE30NaCHOM 6e30nacHoM, He LO/MKHA CoepXKaTb
Specific toxicity 6onee o4HOM MOPCKOM The vaccine is safe The vaccine is safe The vaccine is safe BMPYNEHTHBIX MUKOBaKTEpHiA
CBUHKM U3 Tpex The vaccine is safe and complies with the test
The vaccine is safe. If more for virulent mycobacteria
than 1 out of 3 guinea pigs
die in the test, the vaccine
does not comply
with the test
Obuwee CnekTpohoTOMeTpUYEeCKuit (2’—'1)><101° M.K./MN B npenapate ponmxHo JomkHo copepxaTtbes 4-6 Mnpg, cnop B amnyne MokasaTenb ONTMYECKOoW NNOTHOCTH
coaepxaHue Spectrophotometry (2¢1)x10"° m.c./ml copepxatbesa (7,0 + 3,0x10"° ot 5x10" The vaccine contains 4-6 nonxeH 6biTb B npeaenax ot 0,30 no 0,38
6akTepuit The vaccine contains 6pyuenn B 1 mn 0o 1x10" m.k/mMn billion spores/ampoule onTtuyeckmnx eamuuy, (OE), yto cootBeTcTBYeT
Bacterial BusyanbHbiii (no ®CO (2+1)x10" microbial cells/ The vaccine contains (7.0 = (80-430 noaKOXHbIX 1,0 Mr/Mn MUKPOBHbIX kKneTok BLIXK
concentration MYTHOCTM HaKTepUanbHbIX mL 3.0)x10" brucellae/mL no3), ot 1x10"° The optical density (OD) value is between 0.30
B3Becei 10 ME) 00 5x10%° m.k/Mn and 0.38 OD units, corresponding to a BCG
Cneunduyeckas Visual inspection (10 IU (8-80 noaKoxHbIX [03) concentration of 1.0 mg/mL
aKTUBHOCTb. pharmacopoeia standard The vaccine contains
KoHueHTpaums for bacterial suspension from 5x10" to 1x10"
MWUKPOBHbIX turbidity) microbial cells/mL
KneTok (80-430 subcutaneous

Potency. Bacterial BusyanbHbiit doses) or from 1x10”to

concentration (no kamepe lopsesa 5%x10" microbial cells/
Visual inspection (Goryaev mL (8-80 subcutaneous
haemocytometer) doses)

Cneuunduyeckas Mwukpobuonormuyeckui He menee 40% ot obLwero KonnyecTtBo uBbIX M.K. [lonHO cocTaBnsATb He meHee 40% ot obLei LonxHo copepxatbcs ot 10 po 20 maH
aKTMBHOCTb. (YawweyHbI MeTon) KOMYyecTBa MUKPOBHBIX LO/KHO COCTaBNSATb He He MeHee 25% oT KOHLeHTpaLmu XXM3HeCnocobHbIx kneTok BLK B 1 mr
Konnyectso Microbiological assay KJIeTOK MeHee 60% oT obuero obLero KonuyecTesa The ratio of the count of BaKLIMHbI

KMBbIX (plate count) The ratio of the count of KOMMYEeCTBa MUKPOBHbIX MUKPOBHBIX KNETOoK viable units to the total The number of viable units per 1 mg of BCG
MUKPOBHbBIX viable units to the total KNEeTOK B amnyne The ratio of the count of |  bacterial concentration is vaccine is 10 to 20 million cells
KNeToK bacterial concentration is

Potency. Count of
viable units

KynbTypanbHbliit
Culture

240%

The ratio of the count of
viable units to the total

bacterial concentration in the

ampoule is 260%

viable units to the total
bacterial concentration
is 225%

240%
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Table 2 (continued)
Mokasatenb Metopn BakuuHa BakuuHa BakuuHa BakuuHa BakuuHa Ty6epkynesHas ans waasauiei
KavecTtBa onpeaeneHus TYNipeMuiiHas Xueas 6pyuennesHas xusas YyMHasl XXuBas cMbupessBeHHas XuBas nepsu4HOi MMMyHMu3aumn BLIXK u (BLLXK-M)
Quality attribute Test method Live tularaemia vaccine Live brucellosis vaccine Live plague vaccine Live anthrax vaccine Tuberculosis vaccine for mild priming
(BCG and (BCG-M))
Tpe6oBaHua HopMaTUBHOI AOKYMeHTauum / Requirements of regulatory standards and manufacturer specifications
Konuuectso PacueTHbIi OT1 15 no 50 HaKoXHbIX A03 B amnyne pomkHo 80-430 noAKOXHbIX 200 NoAKOXHbIX UK 10 po3 B amMnyne (paccumnTbiBaeTCS

NPUBMBOYHBIX 4,03
(no pasgpeny
«Cneunduyeckas
AKTUBHOCTbY)
Potency. Number of
vaccination doses

Calculation

B amnyne
(M3 KONMYECTBa XMBbIX
MUKPOBHBIX KNETOK)

An ampoule contains
15-50 cutaneous doses
(calculated from the count of
viable units)

copepxatbcs oT 4 no 10
HaKOXHbIX 403
(M3 KONMYECTBA XMBbIX
MUKPOBHbBIX KNeTOK)

An ampoule contains 4-10
cutaneous doses (calculated
from the count of viable
units)

n03 (2 mn) unn 8-80
NOAKOXHbIX 803 (1 mMn)
(M3 KONMYECTBA XMBbIX

MUKPOBHbBIX KNETOK)
80-430 subcutaneous

doses (2 mL) or 8-80
subcutaneous doses (1
mL) (calculated from the

count of viable units)

20 HaKOXHbIX 0,03,
100 noaKOXHbIX UK
10 HakoXHbIX [03
(paccumnTbiBaeTca U3 obLwei
KOHLIEHTpaLMK crnop)
An ampoule contains 200
subcutaneous doses or 20
cutaneous doses / 100 sub-
cutaneous or 10 cutaneous
doses (calculated from the
total spore concentration)

13 06Lei KOHUEeHTpauum HakTepuii)
An ampoule contains 10 doses (calculated
from the total bacterial concentration)

Cneumnduyeckas
aKTMBHOCTb.
MMMyHOreHHOCTb
Potency.
Immunogenicity

Buonoruueckuii
Animal testing

He meHee 8 13 10 Mopckumx
CBMHOK, MPUBUTBIX HAKOXHO
BaKLMHOW B 003€e
2x10” suBbIX M.K. B 0,1 Mn,
[LOMKHBI ObITb 3aLUMLLEHbI
oT rnbenu nNpu NoAKOXHOM
3apaxenun 1000 Dcl
BMPYNEHTHOrO WTaMma F.
tularensis 503/840
At least 8 out of 10 guinea
pigs vaccinated with a
subcutaneous dose of 2x107
live microbial cells per
0.1 mL survive a subcutane-
ous challenge with 1000
minimum lethal doses (LD)
of the virulent F. tularensis
503/840 strain

He meHee 7 u3 10
MOPCKMUX CBMHOK,
NPUBUTBIX MOAKOXHO
10301 2x10° KMBbIX
6pyuenn B 1 M, LOMKHBI
6bITb NPEAOXPAHEHDI
OT 3apaxeHus AByMs
MWUHUMasbHbIMK
3apaxatLlWwmmMm [03amMm
BMPY/IEHTHOrO WITaMMa
Brucella melitensis 565
At least 7 of 10 guinea pigs
vaccinated with a subcu-
taneous dose of 2x10° live
brucellae per 1 mL survive a
subcutaneous challenge with
2 minimum infective doses
(MID) of the virulent Brucella
melitensis 565 strain

3HauyeHue EDs,
BaKLMHbI 411 MOPCKMX
CBUHOK He JOMKHO
npesbilwath 1x10°,
Ans 6enbix Mbllwei —
4x10* KMBbIX M.K.
The 50% effective dose
(EDyy) is <1x10" live mi-
crobial cells for guinea
pigs and <4x10" live
microbial cells for white
mice

3HayeHue nHaeKca
MMMYHUTETA JOMKHO ObITb
He meHee 10000
The immunity index (LDs,
(unvaccinated) / LDs, (vac-
cinated)) is 210 000

He npumeHumo
Not applicable

Tabnuua coctaBneHa astopamu / The table is prepared by the authors
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