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Methodology
The objective of this study was to assess the toxic potential and to estimate LD50 of bi-herbal extract of cinnamon and turmeric (CTE) when administered by oral gavage in a single dose to Wistar rats. The study was conducted following the OECD Guidelines for Testing of Chemicals (No. 420, Section 4: Health Effects) on conduct of “Acute Oral Toxicity – Fixed dose procedure". Five female nulliparous and 5 Female nulliparous and non-pregnant rats with average weight of 210-225 g were selected for the study.
The test item was administered as a single dose at not more than 1 mL/100 g body weight for all animals and the actual volume of administration was calculated based on the most recent body weight of the animals. The limit test procedure was followed as the test material is likely to be nontoxic, i.e., having toxicity only above regulatory limit doses. Initial sighting study was done using different dose upto 2000 mg/kg bwt using a single animal. This was followed by dosing of a further four animals at 2000 mg/kg bwt. served as a limit test.
Observations were made for changes in skin and fur, eyes and mucousmembranes, tremors, convulsions, salivation, diarrhoea, lethargy, sleep and coma and also for respiratory, autonomic and somatomotor activity and behavior pattern in the animals. The bodyweight of each rat was recorded prior to treatment on day 1 and at terminal sacrifice. Group mean bodyweights and body weight gains were calculated. The quantity of food consumed by rats in each cage was measured and recorded from the day of commencement of treatment till end of experiment period. Food intake per rat was calculated using the difference of food offered and food left in each cage in each group. On 15th day all animals were sacrificed under euthanasia condition and subjected to gross pathological examinations.
The following observations were made during the study.
Clinical Signs and Mortality
All the animals were observed for clinical signs and mortality at 30-40 min, 1 hr. (± 10 min), 2 hr. (± 10 min), 3 hr. (± 10 min) and 4 hr. (± 10min) on day 1 followed by dosing; thereafter once daily for clinical signs and twice daily for mortality/morbidity during the 14 day observation period.
Body Weight, Food and Water intake
Individual animal body weight, food and water intake were recorded during the study
period.
Necropsy and gross pathology
All the animals were sacrificed under euthanasia conditions and subjected to necropsy

Results
Table 1. Summary of clinical signs and mortality
	Dose (mg/kg)
	No. of Animals
	Clinical Signs
	Mortality

	2000
	1
	N
	0/1

	2000
	4
	N
	0/1



Table 2. Summary of Body weight (g) and Body weight gain (%)
	Dose (mg/kg)
	No. of Animals
	Average body weight on days

	
	
	1 to 7 days
	8 to 14 days
	1 to 14 days

	2000
	1
	215.0 ± 0.0
	215.0 ± 0.0
	215.0 ± 0.0

	2000
	4
	217.5 ± 0.0
	218.1 ± 0.9
	217.9 ± 0.7


Values are expressed as mean ± SD



Table 3. Summary of food intake (g)
	Dose (mg/kg)
	No. of Animals
	Average food intake  (g)

	
	
	1 to 7 days
	8 to 14 days
	1 to 14 days

	2000
	1
	14.0 ± 3.8
	16.0 ± 3.5
	15.0 ± 3.7

	2000
	4
	15.0 ± 0.9
	14.0 ± 1.0
	15.0 ± 0.9


Values are expressed as mean ± SD
Table 4. Summary of water intake (mL)
	Dose (mg/kg)
	No. of Animals
	Average water intake (mL)

	
	
	1 to 7 days
	8 to 14 days
	1 to 14 days

	2000
	1
	17.0 ± 4.8
	17.0 ± 3.7
	17.0 ± 4.1

	2000
	4
	22.0 ± 4.4
	20.0 ± 0.7
	21.0 ± 2.4


Values are expressed as mean ± SD
Table 5. Summary of Gross pathological findings
	Dose (mg/kg)
	No. of Animals
	Necropsy findings

	
	
	External
	Internal

	2000
	1
	NAD
	NAD

	2000
	4
	NAD
	NAD


NAD= No abnormalities detected

Conclusion
The acute oral toxicity study bi-herbal extract of cinnamon and turmeric in wistar rats did
not reveal any clinical signs, mortalities and gross pathological changes due to toxicity. Hence the LD50 of the CTE when administered once by oral gavage route in wistar rats was found to be >2000 mg/kg.

