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Figure 1: RNA sequence of dengue virus strains
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Denguse vir s virion structure

Figure 2: Dengue virus virion structure
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Figure 3: Dengue virion Strains structure
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Figure 4: DEN 1 Virus Log Yield Titers (CCIDso/ml)
(Multiple Harvest vs. Single Harvest)
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Figure 5: DEN 2, 3, 4 Virus Log Yield Titers (CCIDso/ml)
(Multiple Harvest vs. Single Harvest)
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Effect of Benzonase concentration on DNA content
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Figure 6: Effect of Benzonase concentration on DNA content
Effect of temperature on DNA content and virus titer
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Figure 7: Effect of temperature on Cellular DNA content and virus titer
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DEN-1 Storage time Vs Log titer
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Figure 8: DEN-1 titer CCIDso/ml (Liquid vs. Lyophilized)
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Figure 9: DEN 2 Titer CCIDso/ml (Liquid vs. Lyophilized)
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DEN-3 Storage time Vs Log titer
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Figure 10: DEN 3 Titer CCIDso/ml (Liquid vs. Lyophilized)
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Figure 11: DEN 4 Titer CCIDso/ml (Lyophilized)
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Figure 12: Lyophilization Cycle

7.4 DEN-1 Storage time Vs Log titer
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Figure 13: DEN 1 Titer Logio pfu/ml post lyophilization
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. DEN-2 Storage time Vs Log titer
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Figure 14: DEN-2 titer Logio pfu/ml post lyophilization
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Figure 15: DEN-3 titer Logio pfu/ml post lyophilization
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DEN-4 Storage time Vs Log titer
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Figure 16: DEN-4 titer Logio pfu/ml post lyophilization
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Figure 17A: DEN-1 titer Logio pfu/0.5 ml data post lyophilization at 2-8°C up to 12
months
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PRODUCT: DTV
TREND ANALYSIS DATA FOR: Dengue 2
PERIOD: up to 12 months LT
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Figure 17B: DEN-2 titer Logio pfu/0.5 ml data post lyophilization at 2-8°C up to 12
months
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Figure 17C: DEN-3 titer Log1o pfu/0.5 ml data post lyophilization at 2-8°C up to 12
months
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PRODUCT: DTV
TREND ANALYSIS DATA FOR: Dengue 4
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Figure 17D: DEN-4 titer Logio pfu/0.5 ml data post lyophilization at 2-8°C up to 12
months
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Figure 18: Dengue Tetravalent vaccine pH data post lyophilization at 2-8°C up to 12
months
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Trend of residual moisture of DTV
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Figure 19: Dengue Tetravalent vaccine Residual Moisture data post lyophilization at 2-
8°C up to 12 months
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Figure 20A: DEN-1 titer Logio pfu/0.5 ml data post lyophilization at 25°C+2°C up to 6
months
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PRODUCT: DTV
TREND ANALYSIS DATA FOR: Dengue 2
PERIOD: 6 months accelerated
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Figure 20B: DEN-2 titer Logio pfu/0.5 ml data post lyophilization at 25°C+2°C up to 6

months
PRODUCT: DTV
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PERIOD: 6 months accelerated
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Figure 20C: DEN-3 titer Logio pfu/0.5 ml data post lyophilization at 25°C+2°C up to 6
months
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PRODUCT: DTV
TREND ANALYSIS DATA FOR: Dengue 4
PERIOD: 6 months accelerated
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Figure 20D: DEN-4 titer Logio pfu/0.5 ml data post lyophilization at 25°C+2°C up to 6
months

Trend of pH of lyophilized DTV
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Figure 21: Dengue Tetravalent vaccine pH data post lyophilization at 25°C+2°C up to 6
months

14/16



Residual moisture of DTV in accelerated
35 conditions e batcha
37 —f—Batchs
T 25 - m— el
“‘g'- f— A Batché
£ 2 .
% 15 | o e yaN-3S0
g 1 - Mean+3SD
0.5 - UsSL
0 T ]
0 5]
Time (months)

Figure 22: Dengue Tetravalent vaccine Residual Moisture data post lyophilization at
25°C+2°C up to 6 months

Trend of Thermal stability of DTV (37 °C/7days)
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Figure 23: Dengue Tetravalent Vaccine Stability data at 37°C+1°C up to 7 days post
lyophilization
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Trend of Thermal Stability of DTV at (42°C/7days)
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Figure 24: Dengue Tetravalent Vaccine Stability data at 42°C+1°C up to 7 days post

lyophilization
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