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MINT 1 WANITATITBUAMNIWIBIM SURaTsanaNNNaIRugenivSinalsuuauiiv @ Tuasu

SaEaL 0.2
Test Parameter Requirement Result
Description Honey-orange gel with Pass
characteristic odor
Identification Not less than 90.0% and not more 99.8+2.2% of labeled

than 110.0% of the labeled amount

amount

of Rhinacanthin C (0.2% w/w)

Microbial limit test

IN

- Total aerobic microbial count

IN

- Total combined yeasts and
moulds count

- Staphylococcus aureus

- Pseudomonas aeruginosa

- Clostridium spp.

2 x10* CFU/g

Less than 10 CFU/g

2x10' CFU/g Less than 10 CFU/g
Absence/g Absence/g
Absence/g Absence/g
Absence/g Absence/g
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Saeaz 0.2 (68)

Test Parameter Requirement Result
Heavy metals
- Arsenic <4 ppm Absence/g
- Cadmium < 0.3 ppm 0.039 ppm
- Lead <10 ppm Absence/g
- Mercury < 0.5 ppm Absence/g
pH 5.4-5.9 5.5

vanawe: Conclusion: PASS
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M3191 2 UFINANMIUIZHUDININNABUNLEZMINTATD NI FUATUABZE

Volunteer code

(Age/Sex/BMI)/Lesions

Clinical severity score*/KOH preparation

(+ positive, - negative)

Baseline

Treatment period (weeks)

2 4 6 8 Washout for
2 weeks
Ao01 (23/M/25.3)/Buttock 10/+% 3/- 1/- 1/- 0/- 0/-
Ao02 (41/F/19.1)/Right Breast 4/+" 1/- 0/- 0/- 0/- 0/-
A03 (25/M/25.6)/Groins 5/+% Discontinuation
(Irritant contact dermatitis)
Ao4 (46/F/22.7)/Groins 5/+% 1/- 0/- 0/- 0/- 0/+h
Aos (30/F/24.1)/Left Groin, 2/+" 1/- 1/- 0/- 0/- 0/-
Right Leg
Ao6 (42/F/24.3)/Mons Pubis, Groins 6/+" 0/- 0/- o/- 1/- 0/-
Ao7 (36/F/28.4)/Brest Fold, 7/+° 2/~ /- o/~  o/+" #
Groins, Mons Pubis, Buttock
A08 (30/F/20.4)/Mons Pubis, 7/+° Discontinuation
Groins, Buttock, Left leg (Lost to follow up)
A09 (40/F/20.4)/Left Buttock 10/+% 3/- 2/- 0/- 0/+% #
A10 (39/F/19.1)/Left Buttock 6/+" 0/- 0/- 0/- 0/- 0/-
A11 (55/F/22.8)/Chest 6/+" 3/- 1/- 0/- 0/- 0/-
A12 (40/M/23.2)/Chest, Groins, 10/+% 2/+° 0/+ 0/- 0/- 0/-

Abdomen

vanawwe: * Clinical severity score = sum of [Erythema/ Desquamation/ Pruritus/ Burning] scores

* septate hyphae with arthroconidia

" septate hyphae
# protocol deviation
Baseline: Followup1:

Treatment for
2 weeks

Followup 2:
Treatment for
4 weeks

Followup 3: Followup 4: Follow up 5:
Treatment for Treatment for Washout period
6 weeks 8 weeks for 2 weeks

AN 1 8NEULIBELSAVANDIENTNAT A0T NOULBTHSI LTHENN U

U
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wwnipauazdvasaglugrsedand Jeanalatduh
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Nﬂ'ﬂ&lNﬂﬂﬂﬂﬂﬁduﬂﬁ']ﬂmuﬂ'lﬁﬂauﬂ

M3199 3 mamsaaamMegiaiuazlafindinenvesordadins

Test Baseline* Endline* p-value Reference
range
Clinical Chemistry:
Total protein (g/dL) 8.0 (7.8-8.2) 7.8 (7.6—8.1) 0.348 6.6—8.7
Albumin (g/dL) 4.5+0.3 4.440.4 0.003 3.5—5.2
Total bilirubin (mg/dL) 0.6+0.3 0.6+0.2 0.068 0.0-1.0
AST (SGOT) (U/L) 19.5 (18.0-24.5)  22.0 (19.3-30.8) 0.136 M 0-40/ Fo-32
ALT (SGPT) (U/L) 16.2+8.2 20.3£10.6 0.533 M 0-41/ Fo-33
Alk. Phosphatase (U/L) 58.4+15.3 55.249.6 0.002 M 40-130/
F 35-105
Random blood sugar (mg/dL) 88.6+8.6 91.8+8.0 0.003 -
Hematology:
WBC (cells/cu.mm.) 6,998+1,718 7,394+2,793 0.022 4,000-11,000
Hemoglobin (g/dL) 13.0+1.1 12.941.3 < 0.001 M 14.0-18.0/
F 12.0-16.0
Hematocrit (%) 40.1+3.4 39.7+3.7 <0.001 M 41-51/F 35-45
Platelet count (cells/cu.mm.) 265,000+55,715 255,500+£49,097 0.021 150,000-400,000
Neutrophils (%) 56.4+10.5 58.8+10.9 0.067 45-175
lymphocytes (%) 33.8410.3 32.1£9.3 0.087 20-45
monocytes (%) 6.3+2.6 5.8+2.4 0.007 2-10
eosinophil (%) 3.2+2.0 2.6+1.5 0.165 4-6
basophil (%) 0.0 (0.0-0.8) 0.0 (0.0-0.0) 0.564 0-1

wingwme: *dayanimsnszneundnsnuiiudiads +SD uarld paired t-test lumswSauiisy drudayanlaiiu
m'iﬂizmﬂﬂﬂaswmmLﬂuﬁ’ﬁﬂgmuazmﬁﬁﬂswiwmal‘wa‘ (IQR) uazld Wilcoxon signed-rank test Tums
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Tumsu laun paraben, PEG400, Propylene glycol
waz EDTA avdranasnaaananidsidwaeldenm

Dermaheu cream (0.05% betamethasone + 0.1%
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Efficacy and Safety of Using
Rhinacanthus nasutus Root Extract Gel
Containing 0.2% Rhinacanthin C in

Dermatophytosis Patients

Patamaporn Pruksakorn', Oraya Kwangsukstid®’, Kunyanat Krongboon?,

and Pornsri Prasertwaree’

'Medicinal Plant Research Institute, Department of Medical Sciences, Nonthaburi 11000, Thailand
*Institute of Dermatology Thailand, Department of Medical Services, Bangkok 10400, Thailand

ABSTRACT Rhinacanthus nasutus (L.) Kurz has potential for the treatment of skin diseases such
as dermatophytosis, tinea versicolor, and eczema. The primary bioactive compound in R. nasutus is
rhinacanthin C, which exhibits strong antifungal activity and is present in high amounts in the root part.
Based on its potential biological activities, R. nasutus root extract gel with a standardized rhinacanthin C
content was developed for the treatment of fungal skin infections. This study aimed to evaluate the efficacy,
safety, and patient satisfaction of using R. nasutus root extract gel containing 0.2% rhinacanthin C (w/w)
in the treatment of dermatophytosis. The gel preparation was manufactured, and its quality was assessed
following the established specifications prior to clinical evaluation. A clinical study was conducted in 10
patients who applied the gel to skin lesions twice daily for 8 weeks. Treatment outcomes were evaluated
at two-week intervals using clinical severity scores, potassium hydroxide (KOH) preparation for
mycological examination, and monitoring of adverse events. The results showed that clinical severity
scores and fungal detection rates significantly decreased from week 2 through the end of treatment. These
findings indicate that the gel has effectively reduced clinical symptoms and eradicated fungi at the lesion
sites. No adverse events were observed throughout the 8-week treatment period. Therefore, R. nasutus
root extract gel containing 0.2% rhinacanthin C (w/w) can be considered both effective and safe for the
treatment of dermatophytosis. Patient satisfaction levels for the gel ranged from satisfied to very satisfied,
while patient-reported Global Improvement Scores indicated outcomes from much improved to very much
improved. Nevertheless, caution is advised when applying the gel to sensitive skin areas, and its use is not
recommended in patients with concurrent dermatophyte and Candida coinfections. Further large-scale

randomized double-blind controlled trials are warranted to generate more robust and reliable evidence.
Keywords: Dermatophytosis, Tinea, Rhinacanthus nasutus root extract gel, 0.2% rhinacanthin C (w/w),

Clinical Trial
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