HUTOX

Clostridium botulinum
Toxin Type A

e

1 Vial

HUTOX .

Clostridium Botulinum
Toxin Type A

: 4

M Huons =Y %

" el '




Main Ingredient

Dosage Form

Indication

Dosage & Administration (Glabellar Lines)

Strength

The strain was confirmed as Type A by PCR | |
Also, Botulinum Toxin protein showed same pattern with standard on SDS-PAGE

Clostridium botulinum TypeA Botulinum Toxin Type A
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The molecular weight of HUTOX protein has similar value compared with company A and B

HUTOX - 903.3 + 4 kDa

Company “B" - 925 £ 45 kDa
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HUTOX has higher purity compared to other company’s product

[ | PeskMName | AT | Aea | % Avea | Hoigh]

Peak 1 W2489 ChA | 15250 4152357 99.81 53621

Peak 2W2489 ChA | 19200 8004  0.19 209/

Injection into Lateral
gastrocnemius
of mouse

500U/ml 100Uval

(0.5U/4) ~(100U/ml (0.1U/u)
0.05U/30ul/mice —
0.1U/30ul/mice ! ;
0.5U%U’gce 0.5U/30umice

0.05U (0.124) S
0.1U (0.2 '
0.5u{(1 ;w}) 0.5U (51) )

Company “A" Purity — 98.99%
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Completed the Pre-clinical studies in Mouse, Rat and Beagle Dog

Safety Pharmacology

Effects on Central Nervous System M Mouse/ICR 0,15,3,6U/kg

Effects on Central Respiratory System | IM | Rat/Sprague Dawley I 0,15, 3 6 U/kg
Effects on hERG current Invito HEK cell ©0,003,03,1.3U/mlL

Effects on Cardiovascular parameters IM | Dog/Beagle - 0, 3, 10, 30 U/kg

Toxicology

Single dose I IM " Rat/ Sprague Dawley 0, 6, 30, 150 U/kg

Single dose Dog/Beagle 0, 100, 200 U/kg
Repeated dose _ Rat/Sprague Dawley 0, 1.5, 3, 6 U/kg/week
Repeated dose | | Dog/Beagle | 0, 3, 10, 30 U/kg/week

Reproductive and Developmental Toxicity
Embryo-fetal development IM Rat/Sprague Dawley 0, 0.16, 0.4, 1U/kg/day
Embryo-fetal development M . Rabbit/New Zealand White = 0, 0.05, 0.1, 0.2 U/kg/day
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