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Tabnuua 1. Obwme NokasaTenm KavecTBa XmBbIX HakTepuanbHbIX BaKLMH
Table 1. Common quality attributes of live bacterial vaccines

MNMokasarenb KavyecTBa
Quality attribute

Mertop,
onpeaeneHus
Test method

BakuuHa
TynspeMuitHas XXueas
Live tularaemia vaccine

BakuuHa
6pyuennesHas xusas
Live brucellosis vaccine

BakuuHa
YyMHas XuBas
Live plague vaccine

BakumHa
cMbupeasBeHHas XuBas
Live anthrax vaccine

BakuuHa Ty6epkynesHas
ANA Wapalwen nepBuHHoON
MMMyHM3auumn BLLXK n
(BLLX-M)
Tuberculosis vaccine
for mild priming
(BCG and (BCG-M))

Tpe6oBaHMs HOPMaTUBHOM AOKYMeHTauuu / Requirements of regulatory standards and manufacturer specifications

OnucaHwue, Npo3pavyHoCTb
M LBETHOCTb pacTBopa
Appearance, clarity and co-
lour of solution

BusyanbHbiit
Visual inspection

Mopwucras macca 6enoro
C XeNTOBaTbIM OTTEHKOM
uBeTa. BocctaHoBNEHHbIV
npenapar — roMoreHHas
MyTHas cycneHsus benoro
C )XENTOBATbIM OTTEHKOM
LBeTa 6e3 NOCTOPOHHMX
npuMmecein, ocagka
1 Xn0MbeB
The vaccine is a porous
yellowish-white mass. The
reconstituted vaccine is
an opaque homogeneous
yellowish-white suspension
free of foreign matter, sedi-
ment, and flakes

Mopwucras macca
6enoro unu 6enoro
C )XENTOBATbIM OTTEHKOM
LBeTa. BocctaHoBNEHHbIN
npenapar — roMoreHHas
MyTHas cycneHsus 6enoro
unm 6enoro ¢ XenToBaTbiM
OTTEHKOM LiBeTa 6e3
NMOCTOPOHHUX NpUMecei,
0Cafika UK XJonbeB
The vaccine is a porous white
or yellowish-white mass. The
reconstituted vaccine is an
opaque homogeneous white
or yellowish-white suspen-
sion free of foreign matter,
sediment, and flakes
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Mopwucras macca
cepoBato-6enoro ugerta.
BoccraHoBneHHbIM
rpenapat — roMoreHHas
cycneHsus cepoeaTo-6enoro
LBeTa 6e3 NOCTOPOHHMX
rpuMeceit U Xnornbes
The vaccine is a porous grey-
ish-white mass. The recon-
stituted vaccine is an opaque
homogeneous greyish-white
suspension free of foreign
matter and flakes

MopucTas mMacca cepoBarto-
6enoro unun xenToBaTo-
6enoro LBeTa ¢ KOPUYHEBBIM
oTTeHKoM. penapar
nocse pacTBOpeHus —
Henpo3payHas FoMoreHHas
CycneHsus cepoBaTo-6enoro
nnu xentoBaTto-6enoro
LBeTa 6e3 NOCTOPOHHMX
BKJIOYEHUM
The vaccine is a porous
grayish-white or yellowish-

white mass with a brown tint.

The reconstituted vaccine
is an opaque homogeneous
greyish-white suspension
free of foreign matter

Jnodunuzat. OgHopoaHas
ropucras macca,
nopokoobpasHas
WK B BULE TOHKOM
QXypHOW TabneTtkn
(koneuka) 6enoro
WM CBETNO-XKENTOTO
ugeTa. [MrpockonuyHa.
PactBopeHHas BakuuHa
LLO/KHA UMETb BUA,
rpyboamcnepcHom
cycneHsum 6enoro
C CEepOBaTbIM UMK XENTbIM
OTTEHKOM LBETa, 6e3
MOCTOPOHHUX BK/IIOYEHM
Lyophilizate
The vaccine is a homoge-
neous hygroscopic porous
white or light-yellow
lyophilised powder or a
thin lace-like cake (ring).
The reconstituted vaccine
is a coarse greyish-white
of yellowish-white suspen-
sion free of foreign matter
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Mpoponxexue Tabnuubl 1
Table 1 (continued)

MokasaTenb kauecTBa
Quality attribute

Mertop,
onpeaeneHns
Test method

BakuuHa
TYNSipeMUItHas XX1Bas
Live tularaemia vaccine

BakuuHa
6pyuennesHas xusas
Live brucellosis vaccine

BakuuHa
YyyMHas XuBas
Live plague vaccine

BakuuHa
cMbupessBeHHas XuBas
Live anthrax vaccine

BakuuHa Ty6epkynesHas
ANS WaAaLWei nepBUYHOM
MMMyHM3aummn BLXK n
(BLLK-M)
Tuberculosis vaccine
for mild priming
(BCG and (BCG-M))

Tpe6oBaHMs HOpMaTMBHOM AOKYMeHTaumu / Requirements of regulatory standards and manufacturer specifications

Bpems
pacTBopeHus
(BOoccTaHOBNEHMS)
npenapara
Reconstitution time

BusyanbHblIi
Visual inspection

B TeueHne 3 MuH
3 minutes

[lonkHa NOMHOCTbO
pacTBOPSATLCA B TEUEHUE
1 MuH npu pnobasnexHun
1 mn 0,9% pactBopa HaTpus
xnopuaa
1 minute after addition of
1 mL of 0.9% sodium chloride
solution

B TeueHne 3 MuH
3 minutes

He 6onee 5 MuH
<5 minutes

He 6onee 1 MuH
nocne fobasneHus
B amMnyny npunaraemMoro
pactBopuTens
c obpa3oBaHueM
rpyboamcnepcHom
rOMOreHHOW CycrneH3un
<1 minute after addition
of 1 mL of the provided
diluent to the ampoule
(to form a homogeneous
coarse suspension)

CenvMeHTaLMOHHAs
YCTOMYUBOCTb
Sedimentation stability

BusyanbHblIi
Visual inspection

CycneHsus He LoMmKHa
paccnauBaTbhCs B TeYeHue
5 MUH
The suspension does not
separate for 5 minutes

CycneHsus He AOMKHa
paccnanBaTbCs B TeYeHue
5 MUH
The suspension does not
separate for 5 minutes

B TeueHne 5 Muu
The suspension does not
separate for 5 minutes

CycneHsus, obpasytoLascs
npu BCTPSIXMUBAHUH,
He AO/MKHa paccnamnBaTbCst
B TeyeHune 5 MuH
The suspension formed by
shaking does not separate for
5 minutes

He npumeHumo
Not applicable

lpoxoanMMocTb Yepes urny

BusyanbHbiit

CycneHsus ponxkHa

[omoreHHas B3BecCb,

CycneHsus fomkHa
CBOBOAHO NPOXOAMUTD B

CycneHsus nomxHa
CBOBOAHO NPOXOAMTD Yepes

He npumeHumo
Not applicable

Syringeability Visual inspection cB06OAHO NPOXOAMUTDL B [McneprupoBaHHas nytem
wnpuy, yepes urny 0,8x40 BCTPAXMBAHUS, [OMKHA wnpuy, yepes urny 0,8x40 urny 0,8x40
The suspension can be cB060HO NPOXOAMTD B The suspension can be The suspension can be
withdrawn easily from an wnpwy, vepes urny 0,8x40 withdrawn easily from an withdrawn easily from an
ampoule/vial into a syringe The homogeneous suspen- ampoule/vial into a syringe ampoule/vial into a syringe
with a 0.8x40 needle sion dispersed by shaking can with a 0.8x40 needle with a 0.8x40 needle
be withdrawn easily from an
ampoule/vial into a syringe
with a 0.8x40 needle
pH MNoTeHuMoMeTpUYeckuii 0t6,8 007,22 0t6,8 007,22 0Ot6,8 107,38 OT76,8 no 8,3 He npumeHumo
Potentiometry 6.8-7.2 6.8-7.2 6.8-7.8 6.8-8.3 Not applicable
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MpoponxeHue Tabnuupl 1
Table 1 (continued)

Mokasatenb kauecTBa MeTtop BakuuHa BakuuHa BakuuHa BakuuHa BakuuHa Ty6epkynesHas
Quality attribute onpeaeneHns TynspeMuitHas XXueas 6pyuennesHas xuas 4YyMHasl XuBas cMbupessBeHHas XuBas ANS WaaaLei nepBU4HOM
Test method Live tularaemia vaccine Live brucellosis vaccine Live plague vaccine Live anthrax vaccine MMMyHM3aummn BLXK n
(BLIXK-M)
Tuberculosis vaccine
for mild priming
(BCG and (BCG-M))
Tpe6oBaHMs HOPMaTUBHOM AOKYMeHTauuu / Requirements of regulatory standards and manufacturer specifications
[ncnepcHocTb CnekTpodoToMeTpuyeckuit He npumeHumo He npumeHumo He npumeHumo He npumeHnmo MokasaTtenb
Fineness of dispersion Spectrophotometry Not applicable Not applicable Not applicable Not applicable [MCNEPCHOCTU AOMXKEH
ObITb HE HUXe 1,5
The dispersion factor is
21.5
MoTeps B Macce [paBumMeTpUYeCKuit He 6onee 4,0% He 6onee 3,0% He 6onee 4% He 6onee 5% He 6onee 5,0 %
NPy BbICYLWMBAHUU Gravimetry <4.0% <3.0% 4% <5% <5.0%
Loss on drying
CpenHssa macca BecoBoii KoadduumeHT Bapuauum KoadduumneHT Bapuauum He 6onee 5% He 6onee 5% He npumeHumo
N OTKNOHEHMWe Weighting MacCbl BaKLMHbI B aMnynax | Maccbl BAaKUMHbI B amnynax The mass variation of the The mass variation of the Not applicable

OT CpefHeit Macchl
Average mass and mass
variation

nonxeH 6biTb He 6onee 5%
The mass variation of the
vaccine in ampoules is < 5%

fonxeH 6biTb He 6onee 5%
The mass variation of the
vaccine in ampoules is < 5%

vaccine in ampoules is < 5%

vaccine in ampoules is < 5%
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Mpoponxexue Tabnuubl 1
Table 1 (continued)

MokasaTenb kauecTBa
Quality attribute

Mertop,
onpeaeneHns
Test method

BakuuHa
TYNSipeMUItHas XX1Bas
Live tularaemia vaccine

BakuuHa
6pyuennesHas xusas
Live brucellosis vaccine

BakuuHa
YyyMHas XuBas
Live plague vaccine

BakuuHa
cMbupessBeHHas XuBas
Live anthrax vaccine

BakuuHa Ty6epkynesHas
ANS WaAaLWei nepBUYHOM
MMMyHM3aummn BLXK n
(BLLK-M)
Tuberculosis vaccine
for mild priming
(BCG and (BCG-M))

Tpe6oBaHMs HOpMaTMBHOM AOKYMeHTaumu / Requirements of regulatory standards and manufacturer specifications

OTCyTCTBME NOCTOPOHHUX
6akTepwit u rpubos
Bacterial and fungal

contamination

MeTog, npsmMoro nocesa
Direct inoculation

He pomxkHa
copepXaTb MOCTOPOHHUX
6akTepuit u rpubos
The vaccine is free from con-
taminating bacteria or fungi

BakuuHa He fomkHa
cofepaTb NOCTOPOHHUX
MUKpPOOPraH1M3MoB
u rpuboB. B npenapare
[LOM)KHA COAEePXKaThCA
XUMBas YnCTas Kynbtypa
BaKLMHHOTO WTaMMa
6pyuenn B. abortus 19 BA
The vaccine is free from
contaminating bacteria or
fungi; it contains a pure live
culture of Brucella abortus
19 VA

MocTtopoHHWe BakTepun
1 rpubbl [OMKHbI
OTCYTCTBOBaTb
The vaccine is free from
contaminating bacteria
or fungi

BakuuHa He pomkHa
cofepXaTb MOCTOPOHHUX
MUKpPOOPraHM3mMoB
“ rpnubos
The vaccine is free from
contaminating bacteria or

fungi

MocTtopoHHKMe BakTepum
1 rpubbl AOMKHbI
OTCYTCTBOBATb
The vaccine is free from
contaminating bacteria or
fungi

AHOMasbHas TOKCMYHOCTb
Abnormal toxicity

Buonoruueckuii
Animal testing

He npumeHnmo
Not applicable

He npumeHumo
Not applicable

He npumMeHnmo
Not applicable

He npumeHnmo
Not applicable

BakuuHa ponxkHa 6biTb
He TOKCMYHa
The vaccine is not toxic

Tabnuua coctaBneHa astopamu / The table is prepared by the authors
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