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AC11t0 toxicity orTunncrlo Adv1111c0 Tnhlcl 

tu1ly No.: PL - 0 I (2021-22) 
lf'EH., ll'artllia 

ACUTE ORAL TOXICITY TEST IN 11IE RATS - FLY.ED DOSE l'llOCEDU/l/J

METIIOD- OECD GUIDELINE 420
1 

I. AIM & OBJECTIVE OF THE TEST

The aim of the test is to obtain, using n minimum number of nnimnls, sufficient 

infomrntion on the acute toxicity afier single mlministrntion, by oral route in the ml, of 

a test substance, for its classification. 

The test substance is administered to a group of cxpcrimcntnl nnimals, by ornl route nt 

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 ut least, afier udministrution, to detect 

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

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

nccropsied. 

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

ranked according to the Globally Hnrmonised System (GHS) for clnssificntion of 

chemicals which cause acute toxicity (OECD 1998).2

II. TEST SUBSTANCE

The supplier provided for the test container containing Tablets identified as Turmeric

Advance Tablet (Batch No. S218020001). 

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

Confidential 
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�illd\ i\'11 /'/ (1-i (2ll]2-2_1) 

\'. OBSERVATIONS 

A11i111als 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 cliffcre111 parameters observed were - changes in skin & fur, eyes & mucous 

111c111br;rnes, respir;1tory function, tremors, convulsions, salivation, diarrhea, lethargy, 

sleep & coma.'1 

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

then on day 8 and clay I 5 i.e. 7 and 14 clays after administration of the test substance. 

Patho logy: All the animals surviving at the end of the 14 days of observation were 

scarified by intrapcritoneal injection of 6% sodium pentobarbital solurion at thc rate 

of 0. 12 ml/ I OOg 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

• Cli!Jical and behavioral signs

• Necropsy findings

• The mortaliry 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 LD5o cut-off values, incompliance with Globally

? 

Harmonized System (GHS).-

- Category I

- Category 2

- Category 3

- Category 4

= 0 < LDso < 

= 5 mg/kg < LDso < 

= 50 mg/kg < LDso < 

= 300 mg/kg< LDso � 

- 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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\'I. l{ESULTS 

11'1-R. ll,11,l/w 

Bod_v wci•_lht: ,All · I 1 ·b· - �\ :in1 111:i s ex 11 lied nornwl :ind comp:irabl body weight g:1111
1hroughou1 the period or study. The indi\·idu:il weight of the :ini111:ils ns e scd during
the lest :ir supplied in Appendix I.
Clinical Obscrrntions: All animals were free or i 11toxicntion signs throughout the
period or study. The results of the clinicnl obscrv:11ions :ire summ:irizcd in the tnblc 
enclosed in 1\ppcndix II. 
Pathology: All mnin org:ins subjected to nccro�sy were found nomial in nil nnim:il
The result of the necropsy findings nre su111111:irizcd in the t:iblc enclosed in Appendix 
111. 

\'II. CONCLUSION 

According to the Glob:illy H:ir111onizcd System (GI-IS) for the classific:ition of 

subsr:inces which c:iuse :icute toxicity, the subst:incc Urostonc tahlct (Batch No. 

UUAE-22-03), supplied by Siddliayu Ayurvedic Research Foundation Pvt. Ltd. 

N:igpur wns cbssificd in the hazard category 5 or 1111classilicd with n LDso higher 

than 2000 mg/kg in the R:it. 

The Study h:is indicated that Urostonc tablet (B:itch No. UUAE-22-03) at dose of 

2000mg/kg did not a/Teet gener:il he:ilth of \Vist:ir rats. There were no gross 

abnonn:ilities observed in necropsied rats. B:ised on this, minim:il leth:il dose of 

Urnston,· tablet (B:itch No. UUAE-22-03) w:is more th:in 2000 mg/kg. 

Project coordinator 

Principal investigator 

Dr. R. 0. G:injiwale 
o'-<

Ve Princip:il C\?i\b & �es11tc\
I.P.E.R. \V:udha i>�\� 

\ t\\uc1\\on 
eeu\it& 

\',latdh•

o\ ?"'tll\l lll\eP.M)• 
\1\1\\\1>\I \\ot'l-eo" l 

Dr. B. R. G:indlwre 
Associate Professor 
l.P.E.R. \Vardha
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Acute to •Cll) off fe;J:isupon IZ.bkt 
Study .. u p L - I.H ( 2022-23) /PER. Wardl:a 

ACUTE ORAL TOXIC/ TY TEST IN TJJE RATS - FIXED DOSE PROCED RE
METIIOD- OECD GU/DELI '£ 420 

1 

I. Ali\l & OBJECTfVE OF THE TEST

The aim of the test is to obt · • . . 
- . am, using a minimum number of animals, sufficient

information on the acute tox1·c·t fi · I d · · · · h f 1 Ya ter smg e a mm1strat1on, by oral route 10 t c rat, o 
a test sub lance, for it classification.

The te5t 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 arc necropsied; the animals which arc 

intcrcurrently sacrificed as well as the ones which survive until the end of the te t 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

JJ. TEST SUBSTANCE 

The supplier provided for the test container containing Tablets identified n

Hepasuport tablet (Batch No. HPAQ-22-0 I).

The test substance was stored at ambient temperature and out of the light.
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111.TESTAi'ili'\l\l, I ,S

Spt'd('s: All inn t"'lt. 
. . 

. 
• s w..:1 'l11nu in mn

�lr:un: \\'ist<.'r 
l' or l•I0-1(10 

Agl': �-L wel':ks

i'iumul'I' & St'X' .:; 11· .• - 1n1 lpan.n1s •111 I 
Dil't· St·\tl I· .1 1. 

' • t 11011·1 rl'_\!nnnt fcnwks.• • ,ll l (' ' I I . )tYpn rt":d i n-housl'
W·llrr· Pl·,· • • • Ill tap w:11er 1 11 ·1 · l I Ill/I//.
Housing: The anin1•1l · • � Wc1-c housed · 3 7 .. . . . .. 1 

. 111 l:lll X 23L:111 x I 6crn poly1Jro11ylenc c·1g·•es,, 1t , m::txmnun " · 
' 

. ::tn1mals per cngc. Th
of ::tnim::tl house

ensured ::t s 'quen

cng.cs were placed in limited-access premises 
with controlled h.:mpcrnturc nnd humidity, The artificial lighting
e of 1- hours light nnct 12 hours dark.

1' · TEST PROCEDURE 

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

Administration of the test substunCl': The animals fosted overnight prior to the test 

substance administrntion. All nnimals were weighed again on day I before 

administration. 

The volume per I 00 g of body weight, defined to 2 ml/ l 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

startina 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 performed

. - • 
1 1·v 1·0,� the test substance at the dose level of 2000 mg/kg of body

with .) amma s rece o 

weight. 27
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cut IO'l1c1ty of A.>.th _ 1 s rc,ne
Study 'u PL - (JI (2022-2l) ,,. R ".: • I 

ACUTE ORAL TOXJCJTY TEST IN TIIE RATS - FIXED DOSE PROCEDL'RL

METHOD- OECD GUIDELINE 420 

I. AIM & OBJECTIVE OF TIii:. Tf, T

The aim of the test i- to obtain, u ing n minimum number [ nnim· I<,, l-ot1flic1ent 

information on the acute toxicity after ingle udmini tration. by oral route 1n the rat, 

a test substance, for its cla ·ification.

The test substance i administered ton group of experimental animal , by oral route I 

one defined do c (5 m kg, 50 m , kg, 300 m , kg or 2000 mg/kg) nccording I th 

available information on the Le t ub lance. 

The animals arc observed each day for 14 days at lea t, after administration, to tl tc t 

the signs of toxicity. Animals which die arc nccropsicd; the animal whi h nr� 

intercurrently sacrificed as well as the ones which survive until the end of th t tare 

necropsied. 

This test using pre-defined doses provides results allowing the le t ubstan to 

ranked according to the Globally Ham,oni ed Sy tern (GI-IS) for iii ati n f 

chemicals which cause acute toxicity (OECD 1998).
2

II. TEST SUBSTANCE

The supplier provided for the test container containing liquid pn:parntion identified 
Astha-15 Forte (Batch No. ArS-22-03). 

The test substance was stored at ambient ternpernture nml out of the: light. 
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111 I f '-I I \ I \I ,\I .� 

"rH , Alrw1, r 11, w ,plirn ,n r,,ni�r ol f ',/J io1, � 

"ttr In:\ r rcr 

1\ • : Y. I 2 v. c h 

'urnh r & �u�, rt rll1f1:mni� ntf nr,n r,rcw,,r I lcrnaf 

UI 1; ', tt rJ fc I rir pared tn 1,,,,,

\\ �, r: Plain l,1p \I, icr ud l,hlt/Jm 

It'/ ff IV(lt1/h,, 

ffotain • Tl,c nt · I• were h<1u · ,n Hem x 2km,: 16cm rwlypropylcnc cagc!J 

1th , .1:rm m 3 ,rnrma/ per <.:,J(!C: lhc c f,C'I were placed ,n l,m,tcd#accc, premises 

of a mul I mac wr h um rolled temper re and flum1d1ty The artificial fighting 

cm cd a IUJUCTlCC (1( 12 t ,ru,... lizj,t and I 2 hour dark 

Pr Jnirat ,,n of th test cot 1tance: The te,t �t.J.b1 nee w· admini�tcrcd without 

d1 10n. 

ADm1nftrrat c: n "'th' tL"'Jt iub1tance; The ammal f: tccJ overnight prior to the test 

� m r :ration All animal were we-ighc agarn on day I before 

lhe ¥Of me pa I<!> s of body t1gh ddinw to 2 ml/lOOg. the volume to administer 

!c wd for each 

• uncc �nwu •cred rn a 1,1 glc dmc. orally by gavage u ing a syringe 

fi::c.d .r: witab,e r.lUtl canula. After aamrnt.Jtration, animals were fasted for 3-4 

he t 

� 10 of surtJng do� A-i ,,. rob.stance WaJ an Ayurvedic formulation the 

wirm6 dose wn , Ia;ted a, 2ml' I 00g rat . 

. bin JUJdy: Acwrdmg co the �logy dc1cribe in the Annex 3 of the OECD 

gvuk.1!' 42{; fJo:ced m Appendix IV of the prffi:111 report) the t vr pcrfonned 

·' � ar. i s reuw � � mfntance a the� level of 2ml/100g of body 
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