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Acute toxicity of MA
N

DUR BHASMA 
Study No.: PL-08 (2017-18) 

ID. TEST ANIMALS 

Species: Albino rats weighing in range of 200-220 g 

Strain: Wister 

Age : 10-12 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 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 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 2000 mg/kg of body weight. 
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Acute tox.lcuy of VIGOUR Capsule
Study No.: PL - 03 (20 I g..19)

/PER. H'ardha 

ACUTE ORAL TOXICITY TEST IN TIIE RATS - FIXED DOSE PROCEDURE 

METHOD- OECD GUIDELINE 420 

I. AIM & OBJECTIVE OF THE TEST

The nim or the test is to obtnin, using n minimum number or onlrnals. sufficient lnfonnotion on 

the acute toxicity after single ndmini trot ion. by ornl route in the mt, of o te t sub5tancc .. for i 

classification. 

l11e test substance is administered to a group of cxpcrirncntnl animals, by oral route t one 

defined dose (5 mg/kg. 50 mg/kg. 300 mg/kg or 2000 mg/kg) according to the n ii.ab! 

information on the test substance. 

The animals are observed each day for 14 days at least. ofter administration. to dctttt the ,ign, 

or toxicity. Animals which die ore nccropsicd; the onimols which ore intcrcurrcnlly sxrifittd 

as well as the ones which survive until the end of the test ore necropsicd. 

This test using pre-defined doses provides results allowing the test substan c t be nmkc:d 

according to the Globally Harmonised System (GHS) for cln lftcntion of chro:ibls which 

cause acute toxicity (OECD 1998).
2

11. TEST SUBSTANCE

The supplier provided for the test contnlner contnining olution ldcntlOc<l 

VIGOUR Capsule (Botch No. VGC-0 I). 

The test substance was stored at ambient tempemtun: nnd out of the light 
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Acute toxicity of VIGOUR Capsule 
Study No.: PL - 03 (2018-19) 

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 nccropsied 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

- Category J =0 < LD50 < 5 mg/kg 

- Category 2 = 5 mg/kg < LD50 < 50 mg/kg 

- Category 3 = 50 mg/kg < LD50 < 300 mg/kg 

- Category 4 = 300 mg/kg< LD50 � 2000 mg/kg

- Category 5 = LD50> 2000 mg/kg 

- Category 5 or non classified
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Acute toxicity of VIGOUR Capsule 
Study No.: PL-03 (2018-19) 

VI. RESULTS

IP ER. Wanlha 

Body weight: All animals cxhibi1ed normnl ond comp rnble body weight gain thr ughout th

period of study. The individual weight" of the animal o c cd during the tc t arc upplle<l ln 

Appendix I. 

Clinical Observations: All animal were free of intoxicntion ign tJ1roug.hout the pcri r 

study. The results of the clinical observation ore ummoriz.cd In the t.ablc en lo,cd ln 

Appendix II. 

Pathology: All main organs subjected to necrop y were found nonnnl in all onim Ii. Th

result of the necropsy findings ore summarized in the table enclosed in Appcndt Ill.

vn. CONCLUSION 

The toxicity study has indicated thnt VIGOUR Capsule (0ntch No. VGC - 01) rupplicd by 

Siddhayu Ayun·cdic Research Foundation Pvt. Ltd., Nngpur nt dose of 2000 m & did 

not affect the general health in Wistar rats. There were no gro abnonnolitics obsco'Cd In 

necropsied rats. Based on this the (minimal) lethal dose of VIGOUR Capsule (Bat h 

No. VGC- 0 I) more than 2000 mg/kg in the Roi. 

Project coordinator 

��· 
Principal investigator Mr. A. M. PAtolc

Assistnnt Profcs or 

I.P.E.R. Wnrdhn

Confldcn11aJ 

69



IN.R. ll.:nJJu 

A UTE ORAL TOXICITI' TEST IN THE RATS 

-Fixed Dose Procedure-

:- CARDIO Elixir T t ob taocc 
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Acute toxicity of CARDIO Elixir 
Study No.: PL-O-t(2018-19) 

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 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/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 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 performed with 5 animals 

receiving the test substance at the dose level of 2000 mg/kg of body weight. 
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Acute toxicity of CARDIO Elixir 
Study No.: PL - 04(2018-19) 

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/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 LOSO cut-off values, incompliance with Globally Harmonized System (GHS).2

- Category 1 =O < LO50 < 5 mg/kg 

- Category 2 = 5 mg/kg < LO50 < 50 mg/kg 

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

- Category 4 = 300 mg/kg < LO50 .:S 2000 mg/kg

- Category 5 =LOSO> 2000 mg/kg 

- Category 5 or non classified
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Acute toxicity of DIGEST Elixir 
Study No.: PL- 05(2018-19) 

Ill. TEST ANIMALS 

Species: Albino rats weighing in range of 150-1 SO 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 /ibitum.

/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/lOOg, 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 close: As the test substance was nn Ayurvedic formulation the starting 

dose was selected as 2000 mg/kg. 

Main study: According to the methodology desr.ribe 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 2COO mg/kg of body weight 
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Acute toxicity of DIGEST Elixir 

Study No.: PL - 05 (2018-19) 
IP£R, Warr/ha 

V. OllSERVATIONS

Animals were observed individually ofter do Ing Juring the fi t 30 minute , pcrio<llcally 

during the first 24 hours und d lly therca ft r fi r n t t I of 14 d y . 

The clinical observution were made lndivldu II), c h onlm I bcln e mined ou Id th 

home cage. 

The dilTerent parameter ob crvcd were - chnn , • .., In �In & fur, eye & mu ou mcmbmnci, 

rcspirutory function, tremor , convul 1011 , uliv i n, di, rrhe , lclh rgy, le p & c. m .. ' 

llOlly weight : The unimul were rcgulnrly, cl •hcd n d y I b<:forc odminl trntlon, tht:n 

day 8 and dny 15 i.e. 7 and 14 c.lny nfter nr.lrnlnl. tr 11 m of the tc t ub tnnec. 

Pathology : All the nnlmuls urvlvlng nt the end of th I •Id y of ob rvntlon were rin d 

by intmperitonenl injection of 6% odium pcntob rbll I lutlon ot the rote of 0.12 m I 00 

and bled at the femoral urtcry . Thcy were nccrop�lcd ml the rn In r .a were c. min d 

mncroscopicnlly. 

Intcrprctntion of the results: Tin: n c mcnt crl1cr1 of the toxl lty of the lcSI fU WJCc 

token into account were: 

• Dody weight chuni:;c

• Clinical ond behnvlorul sign

• Necropsy finding

• ll1e mortality expn: ed in% of mp und rel led de ths.

ll1ese results enabled to clnssify the tc I ub tnn I ne of a cri ft xkit. d f1ncd 

by fixed oral LOSO cut-olTvnlue·, incomplinnce ,·iLI lobally Hnrm niffl! ) u:m II .

1 

- Category I cQ <LOSO< S mg,'k • 

- Category 2 0 S mg/kg LOSO< 50 rn. I� 

- Category 3 a 50 mg/kg LD50 JOO m . 

- Cutegory 4 0 300 mg/kg LDS0 2000 Ill •J� ' 

- Cntcgory 5 C LOSO 2000 1\11,� 

- Cutcgory 5 or non clu � ilicd
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A ulc IO\lc11y of POTLCS.<::. Crcnm 
. lully Nn. Pl -02 2018-ICJ 

IPFR. HurJho 

ACUTE TOXICITY STUDY OF SPOTLESS CREAl\'1 

Test substance :- SPOTLESS Cream 

Supplied by :- Siddlmyu Ayurvedic Research Foundation Pvt. Ltd., 
Nagpur. 

TEST REPORT 

Project coordinator Dr. R. 0. Gnnjiwnlc 

Principal investigator : Mr. A. M. Pntolc: 

Institute of Pharmaceutical Education & Research, 

WARDHA (M.S.) INDIA 

Dntc of commencement: 5
1h 

June 2018 Dntc of ompkti n · I 

C onlldc:nLial ,..,.,1 
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Acute to,icity of SPOTL[SS Cream 

Stud) No.: PL-022018-19 

Housing and feeding conditions

/PER, Wardha

Animal were caged individually. The temperature of the experimental animal room was 22° C
( ± 3° ) and the relative humidity 30-70 per cent. Cages maintained at 12 hr of light and dark

cycle in the animal house of the Institute.

Diet: Standard feed prepared in-house. 

Water: Plain tap water ad libitum. 

Allocation of animals to various groups: 

Table No. GROUPS OF ANIMALS 

Group No. Dose (mg/kg) Animal Numbers 

I Control 1-5

II 5 1-5

Ill 50 1-5

IV 300 1-5

V 2000 1-5

Page J of7 
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Acute toxicity of SrOTLESS Cream 
Study No.: rL-02 2018-19 

RESULTS: 

Clinical signs: 

/PER. IVard/,a 

All the groups were free of intoxication signs throughout the period of study. 

Body weight: 

Animals from control and test groups exhibited normal and comparable body weight gain 

throughout the period of study. 

Table No. 2 MEAN BODY WEIGHT 

Group Dose Mean body weight± SD (g) 

No. (mg/kg) 0th day 7111 day

I Control 162.2 ± 5.40 167.4 ± 6.26 

II 5 161 ±4.74 166.4±4.39 

Ill 50 165.4 ± 7.72 170.6 ± 8.32 

IV 300 159.2 ± 4.32 166.2 ± 5.16 

V 2000 158 ± 6.28 164.6 ± 6.02 

Values expressed as mean± standard deviation 

Mortality: (Table No. 3) 

J4rnday 

172.4± 5.12 

171.2 ± 3.70 

176.2 ± 6.76 

172.3 ± 4.96 

170.8 ± 6.90 

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 

I Control 0/5 

II 5 015 

Ill 50 015 

IV 300 015 

V 2000 015 
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cu1e1m;i11 r>f'>f'01LL Cream 
1ud) o l'l. -02 ::!O 18-19 

Food consumption: (Table No. 4)

During the cour c nnd nr the rcrminari n of the ,tucJ the qu ntit)
nnimnl of le I groups \\ n compnrublc "irh 11 1 b) i: nrr I nnim I .

Tabll· No.-' GRO I' MEAN FOOD CON· Ml'TION (I! I nnirnnl) 

!Pl R Hardha

Group Doc 
----

,�··=-1
Oay 

No. ( lllJ!/I.J!) o
fll 

7' 
--- ---

or11rol '" 
--- - -

II I •l 

111 
-

,� 50 I� 

IV JOO 12 

V 2000 I •I 14 

Pathology: All mnin argon ubjccted to nccrop.) ,, ere found norm I in fl ni f The 

re ult of the necrop ) finding ore ·ummnrizcd in the table 

Table No. 5 PATHOLOGY l;-INDINGS 

Ot•nth 

Group No. 

II 

111 

IV 

V 

NTR .. nothing I rep n 

anl\Jmtr.,J 

Duy 
-

Dny 15 
--

lJny I 
- -

DO) 15 
----

Do) I 
----

Dy I 
-- --

Urnson 
--

s. ri 11 c 

· crll1 t'

s. r1f1 c

o dlkt

!l ri I C

-

• 'T'R

, IR 

I I� 
_J 
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