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Acute toxicity of Digivin-Pct 
Study No.: PL- 07 (2019-20) 

V. OBSERVATIONS

!PER. Wardha

Animals were observed individually after dosing during the first 30 minutes, periodically 

during the first 24 hours and daily thereafter for a total of 14 days. 

The clinical observations were made individually, each animal being examined outside the 

home cage. 

The different parameters observed were - changes in skin & fur, eyes & mucous membranes, 

respiratory function, tremors, convulsions, salivation, diarrhea, lethargy, sleep & coma.3

Body weight: The animals were regularly weighed on day 1 before administration, then on 

day 8 and day 15 i.e. 7 and 14 days after administration of the test substance. 

Pathology: All the animals surviving at the end of the 14 days of observation were scarified 

by intraperitoneal injection of 6% sodium pentobarbital solution at the rate of 0.12 ml/1 00g 

and bled at the femoral artery. They were necropsied and the main organs were examined 

macroscopically. 

Interpretation of the results: The assessment criteria of the toxicity of the test substance 

taken into account were: 

• Body weight change

• Clinical and behavioral signs

• Necropsy findings

• The mortality expressed in % of compound related deaths.

These results enabled to classify the test substance to one of a series of toxicity classes defined 

by fixed oral LD50 cut-off values, incompliance with Globally Hannonized System (GHS).2 

- Category 1 =0 < LDso < 5 mg/kg 

- Category 2 = 5 mg/kg < LDso < 50 mg/kg 

- Category 3 = 50 mg/kg < LDso < 300 mg/kg 

- Category 4 = 300 mg/kg< LDso S 2000 mg/kg

- Category 5 = LDso > 2000 mg/kg 

- Category 5 or non classified
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Acute toxicity of Sidcof-Pet 
Study Nu.: PL - OS (2019-20) 

1/'F'.U, Wordlw 

ACUTE ORAL TOXICITY TEST IN TIIE RATS - FIXED DOSE l'JlOCELJUJlE

METHOD- OECD GUIDELINE 420 

I. AIM & OBJECTIVE OF THE TEST

The aim of the test is to obtain, using a minimum number of animals, sunicicnt information on 

the acute toxicity after single administration, by oral route in the rat, of a test substnncc, for its 

classification. 

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

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

information on the test substance. 

The animals are observed each day for 14 days at least, after administration, lo detect the signs 

of toxicity. Animals which die are necropsied; the animals which are intercurrenlly sacriliccd 

as well as the ones which survive until the end of the test are 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 

II. TEST SUBSTANCE

The supplier provided for the test container containing solution identified as: 

Sidcof-Pet (Batch No. VSIPO4). 

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

Confidenual l'ogc J or 11 
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Acute toxicit) of Sldcof-Pct 
Stud No.: PL- OS (2019-20) 

Ill. TEST ANIMALS 

Species: Albino rats weighing in range of 150-170 g 

Strnin: 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.

/PER, Wardha 

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 1 before administration. 

The volume per 100 g of body weight, defined to 2 ml/l00g, 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/100g rat. 

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

420 Gained in Appendix IV of the present report) the test was performed with 5 animals 

receiving the test substance at the dose level of 2ml/1 00g of body weight. 

Confidential 
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Acute lnxlcily of Sldcuf-l'cl 
Study No.: l'L-08 (2019-20) 

V. OBSERVATIONS

//'CU, Warcllw 

Animals were observed individually after dosing during the lirsl 30 minute , periodicully 

during the first 24 hours anJ daily thcrcaflcr for a total of It\ days. 

The clinical observations were made inJividually, each animal being examined outside Lhc 

home cage. 

The different parameters observeJ were - changes in skin & fur, eye & mucou membrane . 

respiratory function, tremors, convulsions, salivation, diarrhea, lethargy. sleep & coma.
1 

llolly weight: The animals were regularly weighed on day I before admini !ration, then on 

day 8 and day 15 i.e. 7 and 14 days after administration of the test substance. 

Pathology: All the animals surviving at the end of the 14 days of observation were cnrified 

by intra peritoneal injection of 6% sodium pentobarbital solution at the rate 01· 0.12 ml/I 00g 

and bled at the femoral artery. They were necropsied and the main organs were examined 

macroscopically. 

Interpretation of the results: The assessment criteria of the toxicity of the test substance 

taken into account were: 

• Body weight change

• Clinical and behavioral signs

• Necropsy findings

• The mortality expressed in % of compound related deaths.

These results enabled to classify the test substance to one of a series of toxicity cla defined 

by fixed oral LD50 cut-off values, incompliance with Globally I larmonized Sy tem (GI I ).:? 

- Category I =0 < LDso < 5 mg/kg 

- Category 2 = 5 mg/kg < LDso < 50 mg/kg 

- Category 3 = 50 mg/kg < LDso < 300 mg/kg 

- Category 4 = 300 mg/kg < LDso � 2000 mg/kg 

- Category 5 = LDso > 2000 mg/kg 

- Category 5 or non classified

Conlidrnt1al 
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Acute toxicity of Sidcof-l'ct 
Study No.: l'L - 08 (2019-20) 

VI. RESULTS

llody weight: /\II animals exhibited normnl and compnrnble body weight gain throughout the 

period of study. The individual weights or the animals assessed during the test arc supplied in 

Appendix I. 

Clinical Observations: All animals were free of intoxication signs throughout the period of 

study. The results or the clinical observations ure summarized in the table enclosed in 

Appendix 11. 

Pathology: All main organs subjected to necropsy were found normal in all animals. The 

result of the necropsy findings arc summarized in the table enclosed in Appendix Ill. 

Vil. CONCLUSION 

According to the Globally Harmonized System (GI-IS) for the classification of sub lances 

which cause acute toxicity, the substance Sidcof-Pct (Batch No. VSIPO4). supplied by 

Siddhayu Ayurvedic Research Foundation Pvt. Ltd., Nagpur was classified in the hazard 

category 5 or unclassified with a LD50 higher than 2000 mg/kg in the Rat. 

The Study has indicated that Sidcof-Pct (Batch No. VSIPO4) at dose of 2000mg/kg did not 

affect general health of Wistar rats. There were no gross abnormalities observed in nccropsicd 

rats. Based on this, minimal lethal dose of Sidcof-Pct (Batch No. VSIPO4) was more than 

2000 mg/kg. 
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Acute toxicity of\Von11swin Pet 
Study No.: PL - 09(2019-20) 

!PER, IVardha 

ACUTE ORAL TOXICITY TEST IN TIIE RATS - FIXED DOSE PROCEDURE 

METHOD- OECD GUIDELINE 420 

I. AIM & OBJECTIVE OF THE TEST

The aim of the test is to obtain, using a minimum number of animals, sufficient information on 

the acute toxicity after single administration, by oral route in the rat, of 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, after administration, to detect the signs 

of toxicity. Animals which die are necropsied; the animals which are intercurrently sacrificed 

as well as the ones which survive until the end of the test are 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 

II. TEST SUBSTANCE

The supplier provided for the test container containing solution identified as: 

Wormswin Pet (Batch No. VWP04). 

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

Confidential Page J of 11 
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Acute toxicity ofWom1swin P.:1 
Study No.: PL - 09 (2019-20) 

III. TEST ANIMALS

Species: Albino rats weighing in range of 150-170 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 libit11111. 

/PER, IVardha 

Housing: The animals were housed in 37cm x 23cm x I 6cm 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 1 before administration. 

The volume per I 00 g of body weight, defined to 2 ml/1 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/I 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/I 00g of body weight. 
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A rule 1o"ici1, of \\'om1s" in Pct 
Stud) 1o.: PL - 09 f10 I <l-20)

V. OBSERVATIONS

!PER. ll'ardha

Animnls were observed individually after dosing during the first 30 minutes, periodically 

during the first 24 hours and daily thereafter for a total of 14 days. 

The clinicnl observations were made individually, each animal being examined outside the 

home cage. 

The different parameters observed were - changes in skin & fur, eyes & mucous membranes, 

respiratory function. tremors, convulsions, salivation, diarrhea. lethargy, sleep & coma.3

Body weight: The animals were regularly weighed on day I before administration, then on 

day 8 and day 15 i.e. 7 and 14 days after administration of the test substance. 

Pathology : All the animals surviving at the end of the 14 days of observation were scarified 

by intraperitoneal injection of 6% sodium pentobarbital solution at the rate of 0.12 ml/I 00g 

and bled at the femoral artery. They were necropsied and the main organs were examined 

macroscopically. 

Interpretation of the results: The assessment criteria of the toxicity of the test substance 

taken into account were: 

• Body weight change

• Clinical and behavioral signs

• Necropsy findings

• The mortality expressed in % of compound related deaths.

These results enabled to classify the test substance to one of a series of toxicity classes defined 

by fixed oral LD50 cut-off values, incompliance with Globally Harmonized System (GHS).2 

Conlidenlial 

- Category I = 0 < LDso < 

- Category 2 = 5 mg/kg < LDso < 

- Category 3 = 50 mg/kg < LDso < 

- Category 4 = 300 mg/kg < LD5o � 

- Category 5 = LDso >

- Category 5 or non classified

5 mg/kg 

50 mg/kg 

300 mg/kg 

2000 mg/kg 

2000 mg/kg 
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/\cute toxicity of Wormswin Pet 

Stutly No.: PL- 09 (2019-20) 

VI. RESULTS

I Pr R. II arJJld 

Body weight: All animals exhibited normnl und compnrnblc body \\Ci •hi gain thr ughoul the 

period of study. The individual weight of the unimnl n c cd during the tc I ore upplicd in 

Appendix I. 

Clinical Observations: All animals were free of intoxicntion ign throughout the pcrl of 

study. The results of the clinical ob crvation ure ummuritcd in the lnblc en I d In 

Appendix II. 

Pathology: All main organs subjected 10 nccrop y were found norm I In nil nnlm I . Th 

result of the necropsy finding nrc un1111arizcd in the table enclo<:cd in Appendix Ill. 

VII. CONCLUSION

According to the Globally Harmonized System (GI-IS) for the cl ific lion of u t�n 

which cause acute toxicity. the substance Wormswin Pel (Oatch o. VWPO.J). upplic by 

Siddhayu Ayurvedic Re_ cnrch Foundation Pvt. Ltd., Nagpur wa cla ificd in th bat nJ 

category Sor unclassified with a LD� higher than 2000 mg/kg in the Rot. 

The Study has indicated that Wormswin Pel (0ntch No. VWPO.I) nt do of -OOOmg. g d 

not affect general health of Wislnr rnts. There were no gro nbn rm liti ncd in 

necropsied rats. Oased on this, minimal lethnl do c of Wormswin Per O I h N . vwr 

was more than 2000 mg/kg. 
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Acute toxicity ofOti Sid Ear oil 
Study No.: PL - IO (2019-20) 

Acute toxicity study of Oti Sid Ear oil 

IPEU, Ward/ta 

OBJECTIVE: To determine the acute toxicity (if any) of the test sample Oti Sid Ear oil 

(Batch No. VOT04) supplied by Siddhayu Ayurvedic Research Foundation 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 

and 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. 

TEST PROCEDURE 

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. 

Details of test animals 

Species: Albino rats weighing in range of 140-160 g 

Strain: Wistar 

Sex: Male 

Number of animals per dose level: 5 

Number of groups: Five 

Selected doses: 5, 50, 300 and 2000 mg/kg 

Rationale of selection: As per OECD 402 guidelines 

Confidential 
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Acute toxicity of Oti Sid Ear oil 

Study No.: PL - IO (2019-20) 

DISCUSSION: 

/PER. Wardho 

1. The animals treated at different dose levels with the above test compound Oti Sid Ear

oil (Batch No. VOT04) in all the groups exhibited normal activity and behavioral

pattern.

2. There were no clinical signs of tremors, convulsions, exophthalmia, salivation,

diarrhea and lethargy.

3. Animals from control and test groups exhibited normal and comparable body weight

gain throughout the period of study.

4. Food intake of normal and animals treated at different dose levels was found to be

comparable throughout the tenure of the study.

5. The pathology finding shows no abnormality in any group of animals.

CONCLUSION: 

The above findings revealed that the Oti Sid Ear oil (Batch No. VOT04) supplied by Siddhayu 

Ayurvedic Research Foundation Private Limited, Nagpur was found to be safe at doses 5, 50. 

300, and 2000 mg/kg when applied locally. None of the animals were found to be moribund 

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

The Study has indicated that Oti Sid Ear oil (Batch No. VOT04) 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 Oti Sid Ear oil (Batch No. VOT0-t) was more than 

2000 mg/kg. 
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Acute toxicity of I lemovart Tablet 
Study No.: PL- 11 (2019-20) 
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Ac-ute to.-dcity of Hcmovnrt Tnblet 
tudy No.: PL - 11 (2019-20) 

/PER. Warr/hr, 

ACUTE ORAL TOXICITY TEST IN THE RATS - FIXED DOSE PROCEDURE

METHOD- OECD GUIDELINE 420 

I. AIM & OBJECTIVE OF THE TEST

The aim of the test is to obtain, using a minimum number of animals, sufficient information on 

the acute toxicity after single administration, by oral route in the rat, of 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, after administration, to detect the signs 

of toxicity. Animals which die are necropsied ; the animals which are intercurrently sacrificed 

as well as the ones which survive until the end of the test are 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

II. TEST SUBSTANCE

The supplier provided for the test pack containing Tablets identified as : 

HEMOV ART TABLET 

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

Confidential Pace 3 of 11 
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Acute toxicity of Hemovart Tablet 
Study No.: PL- 11 (2019-20) 

Ill. TEST ANIMALS 

Species: Albino rats weighing in range of 160-210 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.

/PER. H .aniJw 

Housing: The animals were housed m 37cm x 23cm x 16cm polypropylene cages \\ith 

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 I before administration. 

The volume per 100 g of body weight, defined to 2 mVl00g, the volume to administer \\as 

calculated for each rat. 

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

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

Selection of starting dose: As the test substance was an Ayurvedic fonnulation 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 Gained in Appendix IV of the present report) the test was perfonned with 5 animal 

receiving the test substance at the dose level of 2000 mg/kg of body weight. 

Confidential 
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r\n11c 111xki1y 11f I kmnvnrt l"olikl 
S1utly N11.: PL - 11 (2019-20) 

V. OBSERVATIONS

II' fU, II 'r11 r/1111 

Animnls wen: obscrwd individunlly nlh:r dosing dming the first 30 111in111cs, periodically 

during the first 24 homs nncl dnily thereufh·r fbr n totnl or 14 dnys. 

The clinicnl obscrvntions were mndc individually, cnch nninml being examined outside the 

home cnge. 

The different p:unmetcrs observed were - chnngcs in skin & fur, eyes & mueous membranes, 

rcspirntory function. tremors. convulsions, snlivn1io11, dinrrhen, lethargy, sleep & comn.3 

Body weight: The nnimnls were regularly wdghed on dny I bdore udministrution, then on 

dny S nnd day 15 i.e. 7 und 14 dnys nficr nclministrntion oflhc test substunce. 

Pnthology: All the animnls surviving nt the end or the 14 days of observntion were scarified 

by intrnperitoncnl injection of 6% sodium pcntobnrbilnl solution 111 the rate of' 0.12 ml/ I 00g 

nnd bled at the fcmornl artery. They wen: nceropsied nnd the main organs were examined 

macroscopically. 

Interpretation of the resulls: The nssessment criteria of the toxicity of the test substance 

taken into nccount were: 

• Body weight change

• Clinical and behavioral signs

• Necropsy findings

• The mortality expressed in % of compound related deaths.

These results enabled to classify the test substance to one of a series of toxicity classes defined 

by fixed oral LD50 cut-off values, incomplinnce with Globally Harmonized System (Gl-1S).2 

- Category I =0 < LDso < 5 mg/kg 

- Category 2 = 5 mg/kg < LDso < 50 mg/kg 

- Category 3 = 50 mg/kg < LDso < 300 mg/kg 

- Category 4 = 300 mg/kg < LDso � 2000 mg/kg 

- Category 5 = LDso > 2000 mg/kg 

- Category 5 or non classified

Pnuc 5 01 11 

Confidential 

40



Acute toxicity or Hemovart Tnhlet 
Study No.: PL- 11 (2019-20) 

VI. RESULTS

/PER. Ware/ha 

Body weight: All animals exhibited normal and comparable body weight gain throughout the 

period of study. The individual weights of the animals assessed during the test are supplied in 

Appendix I. 

Clinical Observations: All animals were free of intoxication signs throughout the period of 

study. The results of the clinical observations are summarized in the table enclosed in 

Appendix II. 

Pathology: 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 111. 

VII. CONCLUSION

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

which cause acute toxicity, the substance HEMOVART Tablet (Batch No. HT-01), supplied 

by SIDDHA YU Ayurvedic Research Foundation Pvt. Ltd., Nagpur was classified in the 

hazard category 5 or unclassified with a LD50 higher than 2000 mg/kg in the Rat. 

The Study has indicated that HEMOVART TABLET (Batch No. HT-01) 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 HEMOVART TABLET 

(Batch No. HT-0 I) was more than 2000 mg/kg. 
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A�ulc 10xlcl1y of I kmovnrl Grn11ule� 
S1udy Nu.: 1'1.- 12 (2019-20) 

!PER. Ward/1<1

ACUTE ORAi. TOXICITY TEST IN TIIE RATS - FIXED DOSE PROCEDURE

METIIOD- OEC/J GUIDELINE 42() 

I. AIM & on.mCTIVE OF THE TEST

The nim or the test is to obtain, using a minimum number of animals, sufficient information on 

the ncutc toxicity niter single administration, by oral route in the rat, of a test substance, for its 

clnssi fication. 

Th� test substance is administered to a group of experimental animals, by or.ii route at one 

defined dose (5 mg/kg. 50 mg/kg, 300 mpjkg or 2000 m1.ikg) according to t�:c avi!i:nble 

inr0rmation on the test substa11c1;J. 

The animals nre observed encl, day for 14 clays at least, after admini<;tration. to detect the sign'i 

of toxicity. Animals which die �re necropsied; the animals whi:.;h are intcrcurrc\1tly sacrificed 

as well as the ones which survive until the encl of the test are necropsied. 

This test usin� pre-defined doses proyides results allowing the test substance ro be ranked 
I • '- I • '  • 

• ' 
• 

• • 

accorc.ling to the Globally Harmonised System (GH$)_ fo:- classificaiion of chemicals '".hkh 
' • ' • ' - ' • t • ·• 

cau�e_acute toxicity (OECD I �9S).2 

11. TEST SUHSTANCE

The_ supplier provided for the t�:;t pack containing Sl1bstance identified .as : 

HEMOVART GRANULES 

The test substance was stored at ambient temperature and out of th·: light. 
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Acute toxicity of Memovnrt Granules 
Study No.: PL- 12 (2019-20) 

Ill. TEST ANIMALS 

Species: Albino rats weighing in range of 200-260 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.

!PER. Ware/ha

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 I before administration. 

The volume per I 00 g of body weight. defined to 2 ml/1 00g, the volume to administer ,, as 

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 stat1ing 

dose was selected as 2000 mg/kg. 

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

420 Qoined in Appendix IV of the present report) the test was performed with 5 animal-; 

receiving the test substance at the dose level of 2000 mg/kg of body weight. 
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Acute toxicity of Hemovort Granules 
Study No.: PL- 12 (2019-20) 

V. OBSERVATIONS

ll'f:R. ll"artflM 

Animals were observed individually after dosing during the first 30 minutes, pcriodicnlly 

during the first 24 hours and daily thereafter for a total of 14 days. 

The clinical observations were made individually, each animal being exnmincd outside the 

home cage. 

The different parameters observed were - changes in skin & fur, eyes & mucous membmn�-­

respiratory function, tremors, convulsions, salivation, diarrhea, lethargy, sleep & comn.3

Body weight: The animals were regularly weighed on day I before administration. then 011 

day 8 and day 15 i.e. 7 and 14 days after administration of the test substance. 

Pathology: All the animals surviving at the end of the 14 days of observation were scarilicd 

by intraperitoneal injection of 6% sodium pentobarbilal solution at the rate of 0.12 ml/I 00g 

and bled at the femoral artery. They were necropsied and the main organs were examined 

macroscopically. 

Interpretation of the results: The assessment criteria of the toxicity of the test substance 

taken into account were: 

• Body weight change

• Clinical and behavioral signs

• Necropsy findings

• The mortality expressed in % of compound related deaths.

These results enabled to classify the test substance to one of a series of toxicity classes defined 

by fixed oral LD50 cut-off values, incompliance with Globally Harmonized System (GHS).: 

- Category I =0 < LDso < 5 mg/kg 

- Category 2 = 5 mg/kg < LDso < 50 mg/kg

- Category 3 = 50 mg/kg < LDso < 300 mg/kg 

- Category 4 = 300 mg/kg < LDso � 2000 mg/kg 

- Category 5 = LDso> 2000 mg/kg 

- Category 5 or non classified
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