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ASIRATIEHAUANMNUAANY (Safety Test)

ansneldfiviaawde (Residual Endotoxin)
ANNUTIANLD (Sterility)
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MIAAIAULIY (Potency test)
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* Recommendations for the production and quality control of

smallpox vaccine, revised 2003

A.5.3Virus titration

The vaccinia titre should be determined using assays that include a
reference preparatlon Dried vaccine should be reconstltuted to the
form 1n which it 1s to be used for human 1 the test 1s
made. The minimum virus titre 1S 8.01log10 pock forming units/ml) or
the validated equivalent in plaque forming IDS0 units,
unless a lower titre is justified by clinical study, and this should be
maintained to the end of the shelf-life of the batch.
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THE INTERNATIONAL REFERENCE PREPARATION
for
SMALLPOX VACCINE
(lst international reference preparation)

3, USE OF THE REFERENCE
For use the total contents of an ampoule is dissolved in 2.5 ml of McIlvaine
buffer gives a vaccine dilution of 1:10. The average strength of the vaccine.

This has been found to be:

Pock count on chorio-allantoic membrane about . er ml
10 **

Scarification, lesion value .

THESRCUERAOONS LOBE . v v « o0 0o i v widow 307 e .
POG R AOE N e i > A ek e g M. e
LD, in tissue culture: . . . . .+ ¢ ¢ o o o - -
1D, in nOVBOTRNSOR iy v G oalw v b & o OB “. .

A9t 8 log pock forming unit %38 10° = 5.4 log TCID,, %38 10°>*/ml
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Smallpox Vaccine

NSNINYNANBASNISUWNE

Department of Medical Sciences 1 R1909 29 N.A. 2522
2 R1910 30 W.A. 2522

3 R1911 9 n.y. 2523

4 R1912 10 n.8. 2523

5 R1913 15 n.y. 2523

o - 6 R1914 23 N.8. 2523
7 R1915 6 n.A. 2523

——

8 R1916 8 f.A. 2523

9 R1917 15 n.A. 2523

10 R1918 3 W.8. 2523

11 R1919 5 W.8. 2523

12 R1920 11 W.8. 2523

5 13 R1921 17 W.8. 2523
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msmaaumumuﬂana LazA2uUaDnNe

o (azaneSadudaeuinau 2.5 ua.)

A5n15NAEaU - NAN1INAGHBY (SUNITHAR)

R1909 R1910 R1911 R1912 R1913 R1914 R1915 R1916 R1917 R1918 R1919 R1920 R1921

Potentiometry 7.40 7.43 752 7.51 750 7.46 7.46 7.40 7.40 7.41 7.38 7.38 7.38

i LAL, Kinetic turbidimetric
Endotoxin 688 7.30 5.23 530 533 420 303 31.1 39.0 323 245 297 20.9
method (EU/mL)

Si=11li37a 0 Direct inoculation technique no microbial growth
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ASNAEaUAMULUULDNANHAILAZAITULLTS

(azangdIngunl8lINal 2.5 Ua.)

Department of Medical Science:

N1SNAFDY 35N15VAFBU NAN1INAGFBY (SUNITHAR)

R1909 R1910 R1911 R1912 R1913 R1914 R1915 R1916 R1917 R1918 R1919 R1920 R1921

Identity PCR Orthopoxvirus positive

Plaque assay log
723 126 722 729 722 749 740 7.18 7.40 7.26 7.19 7.16 71.27
(Vero cell) PFU/ampoule

& L
m PFUcfnl 6.86 6.86 6.82 689 682 7.10 7.00 678 699 685 680 677 6.88

L
o 5,56 556 552 559 552 580 570 548 569 556 550 547 5.58

PFU/50 pl
o TEPs0 - 701 7.14 682 689 6.82 695 7T7.14 707 7T7.07 7T7.26 7.26 695 7.14
Wero coly)  TCDs/ampoute 1 : : : : : : : : : : : :
L
o 6.61 6.74 642 6.49 6.42 6.55 6.714 6.67 6.67 686 686 655 6.74
TCID,/ ml
L
o 531 544 512 519 5.12 525 544 537 537 556 556 525 544
TCID,/ 50 pl
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range
71.38 - 7.52
(6.0 - 8.0)

Endotoxin

range
4.20 - 31.1
(laitAu 200 EU/m)

Sterility

no microbial growth

Identity Potency
range
Orthopoxvirus 6.42 — 6.86 log
positive TC|D5 o/ml

(WHO recommendations:

> 5.4 log TCID,/ml)
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Smallpox vaccine stockpiles

NSUANYIAIRASNISUNNE
Department of Medical Sciences

Jagdu Tiadu smallpox I 3 sUwuunan?t WHO wugii
1. 2" generation smallpox vaccine Waalu USA WUaIN15919LA8atUees1e wWiTuLs iesandueniindiuiulalugad
Youywd vliluanunsalviu in ansiiaged gnilglauiuunnses wazdilulsaimislssianlsasouninal

ACAM2000 : +lu vaccinia virus (cowpox virus) Wisignwanli Vero cell

Foudld : single dose Tnansldiliuyiln bifurcated needle JuinTundaTeusnunuuvuliAnLXa
Mnuuazinsuely 3-4 Tu waziivuesnnasiin Tu 3 dUani adusesunaiduy
FalaifinnsveayynlunisUeasiu monkeypox

2. 3" generation smallpox vaccine w@anlu USA 1Julieseugnd, non-replicating wuen1siidnaifsaiantiios amisaliiu
Uszansulauinnin

*  Jynneos : (%39 IMVANEX 114841% 138 IMVAMUNE Tuwauiai) Wi modified vaccinia Ankara - Bavarian Nordic
(MVA-BN)
Uously : 2 doses (0, 28 days) Aawinlanile lasuauginlunisdesiu monkeypox lng USFDA Fausd 2019
3. 4™ generation smallpox vaccine LC16 (LC16m8) vaccine Nammﬂﬂﬁsmmﬁﬂu Futedudedu Baanmssasedu

anunsalglesiulsm monkeypox I : single dose T4 duwiin bifurcated needle JuindundantauiiuaunsuliAnuLua

10 .. .. o
Feluiinisveaualuni1sdaeiu monkeypox



Jszlevusanisunlule

v A A P (-9 o I A & I =
> FAURUAATHITINBDIANTIFLIANANTSN F1HIW o ?% MAUNTHINAIT co U
o =] v oA o o
EI\?ﬂ\?ﬂ@ﬂJﬂ’TW@ﬂN&l?ﬁﬁg’T%7@‘2)'%?75@'7’1’2?7_/

v
> WImAan155sU1a8 4 HUSNAURE INFINTISOTARTTAT N Lo L5 (3
] ] 1 (74
a18n1sasAn1sse U1 lUvialan mﬁ?m%mgﬁﬁ@gﬁm@zuw"z?ﬁu
A15tlaenidlsaia19I185 e
I % { o = 09// o/
> @E/'Nfﬁnm'mmsﬁ@zmwﬁﬁfﬁ?uﬁnngmQuuu%ﬁmaﬁﬂﬂﬂmw
1 P} 1 d' d' 2 Q/ o =S -
573434@@7ﬂ1;1nn7ﬁ7ﬁ7umnﬁlaﬂmnu?wmswmsmqmzlszfmfmmz
A A 2 o = o o = Aa & 44 o
AN [A5U  SINAITATHNINABNTE NN AIINUABDAAE
o (- v o/ o, o -
Fsuglasuaatuilna Ay

11 DMSC | Institute of Biological Products






