TEST FOR SAFETY EVALUATION OF
ANIMADO NOURISHING NIGHT CREAM
SKIN IRRITATION TEST DATA SHEET



SUMMARY

ANIMADO NOURISHING NIGHT CREAM manufactured by Madhur Pharma &
Research Laboratories (P). Ltd. Owned by Reshu Unique Finds Marketing Private Limited,
is formulated with Aqua, Cetearyl Olivate, Sorbitan Olivate, Glycerine, Jojoba Oil/
Macadamia Seed Oil Esters, Squalene, PhytosterylMacadamiate,Phytosterols, Tocopherol,
Caprylic/Capric Triglyceride, Dicaprylyl Carbonate, Cetearyl Alcohol, Olive Squalane,
Dehydroacetic Acid, Benzyl Alcohol, D-Panthenol, Green Tea Extract, Sodium Acrylates
Copolymer, Lecithin, Fragrance, Alpha-Bisabolol, Niacinamide, Tocopherol, Helianthus
Annuus (Sunflower) Seed Oil, Aloe Vera Extract.

1.

Description of the product: The label claims that the product helps in retain healthy
skin and texture.

The objective of the patch test was to evaluate the skin compatibility and safety of the
product in its intended user population (children and teenagers aged 619 years) by
assessing any signs of erythema or oedema following topical application.

. The objective of the patch test is to prove that the product causes no skin irritation

(Erythema and Oedema) and is safe to use.

The patch test was performed on 24 volunteers consisting of male and female children
and teenagers aged between 6 and 19 years under the supervision of a qualified
dermatologist.

The test included a positive control - Sodium Lauryl Sulphate 3% w/w

The area being tested was observed 24 hours and 48 hours later.

The below data indicates that there was no reaction to the oil by any of the volunteers
and that it is safe to use.
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Name of medical expert:
Address:

Area of expertise:

Type of test conducted:

Test conducted for:

Product:

Composition

Sample batch no.:
Mfg. date:
Expiry date:
Mfg. by:

Study methodology:

Dr. Girish Panth

Neoderma Clinic

#3, Third main, Jayamahal Extension,
Bangalore-560046

Senior Consultant Dermatologist, Cosmetic
& Laser Surgeon

Patch test for Skin Allergy/irritation on human
subjects

Madhur Pharma & Research Laboratories (P). Ltd.
292 & 294, 4th Phase, Peenya Industrial
Area, Bengaluru - 560 058, India.

ANIMADO NOURISHING NIGHT CREAM

Aqua, Cetearyl Olivate, Sorbitan Olivate, Glycerine, Jojoba
Oil/Macadamia Seed Oil Esters, Squalene,
PhytosterylMacadamiate,Phytosterols,Tocopherol,
Caprylic/Capric Triglyceride, Dicaprylyl Carbonate, Cetearyl
Alcohol, Olive Squalane, Dehydroacetic Acid, Benzyl
Alcohol, D-Panthenol, Green Tea Extract, Sodium Acrylates
Copolymer, Lecithin, Fragrance, Alpha-Bisabolol,
Niacinamide, Tocopherol, Helianthus Annuus (Sunflower)
Seed Oil, Aloe Vera Extract.
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Madhur Pharma & Research Laboratories (P). Ltd.

As per BIS standard IS 4011:1997
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No. of volunteers participated: 24

Age group| No. of males| No. of females| Total nos.
[ 10-14 4 4 8
\ 15-19 5 5 10
Mean age of total 24 volunteers: 12.96 years

the treatment site for Erythema/Dryness/W rinkles:

Scorin
No. of volunteers
Score| Reaction
After 24 hrs.| After 1 week
0 No reaction 0 0
1 | Very slight erythema/dryness with shiny appearance 0 0
2 | Slight erythema/dryness/wrinkles 0 0
3 | Moderate erythema/dryness/wrinkles 0 0
4 | Severe erythema/wrinkles/scales 0 0
Scoring the treatment site for Oedema:
No. of volunteers
Score| Reaction
After 24 hrs.| After 1 week
0 No reaction 0 0
1 | Very slight oedema 0 0
2 | Slight oedema 0 0
3 | Moderate oedema 0 0
4 | Severe oedema 0 0




/

Combined score for Erythema and Oedema:

Score .
Time Reaction Combined
Score
Erythema | Oedema
T1 (After 24 hrs.) None 0/96 0/96 0/192
\TZ (After 48 hours) | None 0/96 0/9 0/192
Observation
Mean score for Erythema and Oedema:
Test Reaction | Score No. of patients Remarks
Er/Oe None 0 24 None of the volunteers
experienced any reaction

Report: Based on the observations recorded during the study, ANIMADO NOURISHING
NIGHT CREAM was found to be non-irritating under the test conditions and is considered
safe for topical use in children and teenagers aged 619 years
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