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Acute toxicity orSpirunctiv 

Study No.: PL - OS (2020-21) 

Ill. TEST ANIMALS 

Species: Albino rats weighing in range of 190-21 0 g 

Strain: Wister 

Age: 8-12 weeks 

Number & Sex: 5 nulliparous and non-pregnant females. 

Diet: Standard feed prepared in-house. 

Water: Plain tap water ad libitum.

/PEI?. ll'ardlia 

Housing: The animals were housed in 37cm x 23cm x 16cm polypropylene cages 

with maximum 3 animals per cage. The cages were placed in limited-access premises 

of animal house with controlled temperature and humidity. The artificial lighting 

ensured a sequence of 12 hours light and 12 hours dark. 

IV. TEST PROCEDURE

Preparation of the test substance: The test substance was dissolved in water. 

Administration of the test substance: The animals fasted overnight prior to the test 

substance administration. All animals were weighed again on day 1 before 

administration. 

The volume per 100 g of body weight, defined to 2 ml/I 00g, the volume to administer 

was calculated for each rat. 

The test substance was administered in a single dose, orally by gavage using a syringe 

fitted with suitable sized canula. After administration, animals were fasted for 3-4 

hours. 

Selection of starting dose: As the test substance was an Ayurvedic formulation the 

starting dose was selected as 2000 mg/kg.

Main study: According to the methodology describe in the Annex 3 of the OECD 

guideline 420 (joined in Appendix IV of the present report) the test was perfonned 

with 5 animals receiving the test substance at the dose level of 2000 mg/kg of body 

weight. 
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/\cute toxicity ofDiobo Yoguc 
Study No.: PL - 12 (2020-21) 
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l'lilt' ll1,klt 111 Dlt1IJ11 Yuguc 

�tudy No l'I I ( lJ 0-21) 
/PER, Wardha 

I. INTl(Ol>UCTION

�'Ille d ·nnnl loxicity is lhc ndvcrsc effects occurring within a short time of dermal 

uppll ·11tio11 ol'" single dose of u lest substance. In the assessment and evaluation of 

lite loxlc d111rnctcristics of a substance, determinalion of acute dermal toxicity is 

uscllil where exposure by the dermal route is likely. It provides information on health 

huzurd' likely lo misc from a shorHerm exposure by the dermal route. Data from an 

uculc dcrnwl toxicily study may serve as a basis for classification and labelling. Jt is 

1111 initlnl step in establishing a dosage regimen in subchronic and other studies and 

may provide information on dermal absorption and the mode of toxic action of a 

substnncc by this route. (OECD Guideline 402) 

08,JECTIVE: 

To determine the ncutc dermal toxicity (if any) of the test sample Diabo Yogue 

(Butch No. 130 l) supplied by Siddhayu Healthcare Private Limited Nagpur. 

PRINCIPLE: 

The test substance is applied to the skin in graduated doses to several groups of 

experimental animals, one dose being used per group. Subsequently, observations of 

effects nnd deaths are made. Animals which die during the test are necropsed. The 

surviving animals are sacrificed and necropsied. Animals showing severe and 

enduring signs of distress and pain may need to be humanely killed. Dosing test 

substances in a way known to cause marked pain and distress due to corrosive or 

irritating properties need not be carried out. (OECD Guideline 402) 

2. MATERIALS AND METHODS

Test SulJstancc: The supplier provided for the test container containing cream 

identified as DialJo Yogue (Batch No. 1301) 

The test substance was stored at ambient temperature and out of the light 

Details of test animals 

Species: Albino rats weighing in range of 200-240 g 

Strain: Wistar 

Sex: Female 

Number of animals per dose level: 3 

NumlJer of groups: 2 
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Arute I iticity ofDtabo Yogue 
Siud No.: PL - 12 (2020-2 I) 

Srlrctcd doses: 200 and 2000 mg/kg
Rationale of selection· As 0 

. 
· per ECO 402 guidelines

Housing and feeding conditions

/PER. Wardha 

Animals were caged individuall 

was 22cc (± 30)
. 

y. The temperature of the experimental animal room
and the relative hu ·ct· 

f I. ht d d 
mi ity 30-70 per cent. Cages maintained at 12 hr 

o 1g an ark cycle i th n e animal house of the Institute
Diet: Standard feed prepared in-house.
,vater: Plain tap water ad libitum.

Allocation of animals to van·ou s groups:

Table No. 1. GROUPS OF ANIMALS 

Group No. 
Dose (mg/kg b. Wt) 

Topically 
Animal Numbers 

I 200 1-3 

11 2000 4-6 

Preparations 

Healthy young adult rats were acclimatized to the laboratory conditions for 5 days

prior to the test. Before the test, animals were randomized and assigned to the

treatment groups. Approximately 24 hours before the test, fur was removed from the

dorsal area of the trunk of the test animals by shaving. Care was taken to avoid

abrading the skin, which could alter its permeability.

About IO per cent of the body surface area was clear for the application of the test

substance. 

EXPERIMENT AL: 

The animals were fasted overnight prior to dosing but water was not withheld.

Following the period of fasting, the animals were weighed and the test sample was

applied on the fur-removed skin. After the application of test sample food was

withheld for I-2 hours. If the compound are likely to be non-toxic i.e. having toxicity

only above regulatory limit dose then, the dose level to be used as the starting dose is

Confidential 
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Acute toxicity of Dinbo Yoguc 
Study No.: PL - 12 (2020-21) 

3.RESULTS

Clinical signs: 

All the groups were free of. . 

I 

/PER. Wardha 

mtox1cation si ns h 
Body weight: 

g t roughout the period of study.

Animals from control and t 
.

est groups exhibited n 
gam throughout the period of 

ormal and comparable body weight
study. (Table No. 2)

Table No. 2 INDIVIDUAL BO DY WEIGHT
Group Dose (mg/kg) 

No. Topically 
Rats No. 

Body weight (g) 
0111 day ih day 141h day 

1 208 210 221 

I 200 
2 212 215 225 

3 202 202 206 

Mean±SD 207.33±5.03 209±6.56 217.33±10.02 

4 221 222 225 

5 236 236 226 
II 2000 

226 230 241 

Mean±SD 227.67±7.64 229.33±7.02 230.67±8.96 
. .  

Values expressed as mean± standard deviation

Mortality: (Table No. 3) 

All animals from control group and test group survived throughout the study for 14

days. 

Table No. 3 MORTALITY

Under the condition of the present study, the following mortality rates were recorded

Group No. Dose (mg/kg) Body weight (g) Mortality 

topically 

I 
200 

0/3 

II 
2000 

0/3 

Page 8 of 13 
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Acute tmcicity ofDiabo y0 gue
Stud)' No.: PL - 12 (2020-21)

Food consumption 

Table No. 4 GROUP

I PER, Ward ha 

MEAN FOOD CO NSUMPTION (g I animal). 

Group Dose -

No. (mg/kg) ,._ 
Day 

01b

200 
7'b

14th

1 1 

TI 2000 

12 13 

12 
13 13 

Biochemical Parameter 

Table No. 5· BIOCHEMICAL . FINDING 
Group Dose AST ALT ALP Creatinine 
No. (IU/L) (IU/L) (IU/L) (mg/dL) 

200 mg/kg b.

wt topically 
50.33±4.16 70.33±5.03 76.33±.51 1.33±0.21 

II 2000 mg/ kg b. 
62.33±5.51 81.33±3.79 84.7±4.16 1.57±0.32 

wt topically 

Significance /NS NS NS NS NS 

Values are expressed as mean± SD, NS=Non significant 

Gross pathology: All main organs subjected to necropsy were found nonnal in all 

animals. The result of the necropsy findings are summarized in the table 5. 

Table No. 6 PATHOLOGY FINDINGS

Death 

Group No. Day Reason Comments 

L Sacrifice NTR 
I 

Day 15 
L Sacrifice NTR 

II 
Day 15 

L 

NTR = nothing to report

H. . ti liver shows mild blood vessel congestion with mild
1stopathology: Section rom

. . t · n Section from kidney and heart are unremarkable.

penvascular Iympbo1d aggrega 10 

Section from Lung shows mild pneumonitis.
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A ulo l11xkll · 111 1)1 ,1 1,, y llj_ 110 

Sllul No.: l'I I (.O o �I) ll'fiU, IVordlw 

4. l>ISC'USSION:

I. Tit n11imnl!-l tr·11t ·d ut dll'I'·· I 1 Ill l osc I· v •IN wl I Ii the uhovo lest compound 
Dinho Yogu ( n 11 1 ,11 N 

, 
o, I O I) 111 1111 lho groups oxhibltcd 11on11al activity and 

behnv1ornt pntt 'I'll,

2. Tlwrnw•r lH)cllni'11l 8lr111s rt·· . I 

• ' ' 

• c- • u 1c11101 s, co11vuls1u11s cxophlhuhmu sal1valmn 

clinrrhcn nncl lothnrgy, 

' ' ' 

3. Aninrnls exhibit �d 110. I I 111111 1111( compurnblc body weight gain throughout the 

period or study. 

4· food intake of normal 11ncl 1111im11ls trc11tcd 11l different close levels was found

to be compnrnblc throughout the tenure of the study. 

5. The pathology lincling shows 110 nb11ormality in nny group or animals.

5. CONCLUSION:

The nbove findings revealed thnt the Diabo Vogue (Butch No. 1301) supplied by

Siddhnyu Hcnlthcnrc Privntc Limited, Nagpur wns found to be safe at doses 200 and

2000 mg/kg when npplicd locally. None or the animals wt:rc found to be moribund

condition in all the groups until the 14 days of the study.

The Study hns indicated thnl Dinbo Yoguc (Bntch No. 130 I) at dose of 2000 mg.lkg

did not affect general henlth of Wistnr rnts. There were no gross nbnormalities

observed in nccropsied rnts. Bused on this, minimal lethal dose of Diabo Yogue

(Batch No. 130 I) was more than 2000 mg/kg.
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Acute lox icily of Heart Yogue 
Study No.: PL 03 (2020-21) 

I. AIM AND OBJECTIVES

II. TEST SUBSTANCE
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r\rntt' ll,,kit) ;;,f I kart Yoguc 

Stud) 1,,.: l'L 0' (2020-21) 

111. TEST ANIMALS

Spel'ics: Albino rots weighing in range of 180-200 g 

Strnin: Wister 

Age: S-12 weeks 

Number & Sex: 5 nulliparous and non-pregnant females. 

Diet: Standard feed prepared in-house. 

Water: Plain tap water ad libitwn.

IP ER, WardllD 

Housing: The animals were housed in 37cm x 23cm x 16cm polypropylene cages 

with maximum 3 animals per cage. The cages were placed in limited-access premises 

of animal house with controlled temperature and humidity. The artificial lighting 

ensured a sequence of 12 hours light and 12 hours dark. 

IV. TEST PROCEDURE

Preparation of the test substance: The test substance was administered without 

dilution. 

Administration of the test substance: The animals fasted overnight prior to the test 

substance administration. All animals were weighed again on day I before 

administration. 

The volume per 100 g of body weight, defined to 2 ml/\00g, the volume to administer 

was calculated for each rat. 

The test substance was administered in a single dose, orally by gavage using a syringe 

fitted with suitable sized canula. After administration, animals were fasted for 3-4 

hours. 

Selection of starting dose: As the test substance was an Ayurvedic formulation the 

starting dose was selected as 2ml/1 00g rat. 

Main study: According to the methodology describe in the Annex 3 of the OECD 

guideline 420 Goined in Appendix IV of the present report) the test was performed 

with 5 animals receiving the test substance at the dose level of 2ml/100g of body 

weight. 
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.\ ut l\,,kit · f ll :irt Yogu 
�t11t N '·· l'L-03 (2.0 0-_I 

\ l. RES LTS 

/PER. IVardhu 

Iloc\y wt.�i�ht: All aninrnls exhibited normal and comparable body weight gain 

tlu )U�hout the period of study. The individual weights of the animals assessed during 

the test nre supplied in Appendix I. 

\inkn\ Obserrntions: All animals were free of intoxication signs throughout the 

{ eri d of study. The results of the clinical observations are summarized in the table 

enclosed in Appendix l l. 

\"lt\tho\ogy: All main organs subjected to necropsy were found normal in all animals. 

The result of the necropsy findings are summarized in the table enclosed in Appendix 

\\\. 

\ ll. CONCLUSION 

According to the Globally Harmonized System (GHS) for the classification of 

substances which cause acute toxicity, the substance Heart Vogue (Batch No. 

52023300\), supplied by Siddhayu Ayurvedic Research Foundation Pvt. Ltd., Nagpur 

was classified in the hazard category 5 or unclassified with a LD5o higher than 2000 

mg/kg in the Rat. 

The Study has indicated that Heart Yogue (Batch No. 52023300 I) at dose of 

2000mg/kg did not affect general health of Wistar rats. There were no gross 

abnormalities observed in necropsied rats. Based on this, minimal lethal dose of 
\ 

Heart Yogue (Batch No. 52023300 I) was more than 2000 mg/kg. 
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1-ll. fl'1ml/1r1 

ACl TE ORAL TOXIC/TI' TEST I Tl/£ RATS - FIXl:.:/J /JOSE !'HO HDUHH

ll!ETIIOD- OECD GU/DELI E 420 
1 

l. 11\1 & OBJECTIVE OF TIIE TEST

The aim of the test is to obtain, using a minimum number of animal , ufficlcnt 

information on the acute toxicity after single administration, by oral route in the rnt, or 

a test substance, for its classification. 

The test substance is administered to a group of experimental animals, by oral route at 

one defined dose (5 mg/kg, 50 mg/kg, 300 mg/kg or 2000 mg/kg) according to the 

available information on the test substance. 

The animals are observed each day for 14 days at least, afler administration, to detect 

the signs of toxicity. Animals which die are necropsied; the animals which arc 

intercurrently sacrificed as well as the ones which survive until the end of the test arc 

necropsied. 

This test using pre-defined doses provides results allowing the test substance to be 

ranked according to the Globally Harmonised System (GHS) for classification of 

chemicals which cause acute toxicity (OECD 1998).2

IL TEST SUBSTANCE 

The supplier provided for the test container containing liquid preparation identified 
as: Digee Vogue (Batch No. 520235000 I). 

The test substance was stored at ambient temperature and out of the light. 
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