
“Hugel keeps evolving into a top-tier pharmaceutical

  company that meets the needs of  both aesthetic and

  pharmaceutical market providing botulinum toxin,

  HA filler and medical devices with high quality.”
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Botulax® is strictly 
controlled for safety
and high & stable 
potency

Efficacy &
Safety Botulax® has 

purity of 99%
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Specialized Quality Control
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Botulax® is a highly purified product

Purity by Size Exclusion High Performance

Liquid Chromatography(SE-HPLC)

Sedimentation Coefficient of BoNT/A
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The toxin complex of Botulinum Toxin Type A exist  in type of 19S (900 kDa), 16S (500 kDa), 
and 12S (300 kDa) depending on the molecular weight.**

** Putnam F.W., Lamanna, C. and Sharp, D.O. Physicochemical Properties of Crystalline Clostridium Type A Toxin, J. Biol. 
     Chern, 176, 401-412, 1948. Wagman, J. and Bateman, J.B., The Behavior of the Botulinus Toxins in the Ultracentrifuge. 
     Arch. Biochem. Biophys. 31, 424-430, 1951.

Using SE-HPLC, undiluted 
toxin complex solution was 
analyzed which resulted in 
purity of over 99%.   
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, Phase Ⅲ clinical trial



Two hundred twenty five (225) patients diagnosed as essential blepharospasm
and grade 2 to 4 spasms (Scott Method)

A multi-center, double-blind, randomized, active-controlled comparative, Phase Ⅲ clinical trial

No clinically significant adverse event was observed.

The efficacy of Botulax® is not inferior to that of BotoxⓇ.
Botulax® is considered to be effective and safe in treating essential blepharospasm.
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Clinical Study for Post Stroke Upper Limb Spasticity

Comparative clinical study of Botulax® with Botox® for 

the improvement in Post Stroke Upper Limb Spasticity3)

One hundred eighty six (186) patients aged 20 or above who were diagnosed with stroke and have 
MAS score of ≥ 2 points for focal muscular spasticity in wrist flexor and ≥ 1point for muscular 
spasticity of one or more in elbow flexor and finger flexor

A multicenter, double-blind, randomized, active drug controlled comparative, Phase Ⅲ clinical trial

No clinically significant adverse event was observed.

Results from this study demonstrated non-inferiority of Botulax® to Botox® in terms of the 
muscle tone improvement for patients with post stroke upper limb spasticity, as well as 
comparative equivalence in safety. Therefore, Botulax® is considered to be an effective and safe 
treatment option for patients with post stroke upper limb spasticity.

Ref. 3
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Clinical Study for Children with Cerebral Palsy

Improvement in Children with Cerebral Palsy

Comparative clinical study of Botulax® with Botox® for 

the improvement in Children with Cerebral Palsy4)

144 cases of dynamic equinus foot deformity in children with cerebral palsy (study group: 72 
cases, control group: 72 cases) and the patients diagnosed as GMFCS (Gross Motor Function 
Classification System) LevelⅠ, Ⅱ or Ⅲ.

Double-blinded, randomized, active control comparative, multicenter-designed, Phase Ⅲ clinical trial. 

In analysis for safety assessment, differences between the Botulax Inj.® group and the Botox 
Inj.® group were not statistically significant.

Non-inferiority was demonstrated for Botulax Inj.® used for treatment of equinus deformity in 
children with cerebral palsy to Botox Inj.® in terms of the responder rate (the proportion of 
subjects with a 2 or more points increase in the PRS at Week 12 post-dose from baseline).
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Botulax® is being introduced to Korea, Japan, Southeast Asia(Thailand, etc.), 
Europe(Ukraine, etc.), Russia, South and Central America(Brazil, etc.).

Botulax® is also being sold worldwide   
under the names of Regenox®, Zentox®, Reage®, Magnion®,  

Hugel Toxin®, Juvenlife®, Botulim®, and Botoshot®.   
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Manufactured and distributed by 

Hugel, Inc. 16F, 514, Seolleung-ro, Gangnam-gu, Seoul, Korea
T 82.2.6900.9108  F 82.2.534.7518
www.hugel.co.kr / globalbusiness@hugel.co.kr


