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c-utC' to'(i 11 ofTc-nnino pot 011
Stud NCl .. l'L - I (:?020-21) 

J. RE ULT

llnknl signs:

/PER. IVardha 

11 the groups were free of int , . . 
. 

oxicntion signs throughout the period of study.
Body weight: 

Animals from control and test � . . 
. 

groups exh1b1ted nonnnl nnd comparable body weight
gam throughout the period of stud (T bl y. a e No. 2)

Table No. 2 INDIVIDUAL BODY \VEIGHT

Group Dose (mg/kg) 
Rats No. 

Body weight (g) 

No. Topically 0111 day 7111 day 14111 day 

1 220 228 234 

I 200 
2 225 234 240 

3 220 229 240 

Mean±SD 221.67±289 230.33±3 .21 238.00±3.46 

4 234 242 249 

5 230 238 245 
II 2000 

221 231 240 

Mean±SD 228.33±6.66 237±5.57 244.67±4.51 

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 
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Table �o. 6 PATHOLOGY FINDINGS 

Drnth 

Group No. D:ay Rr3son Comments 

I D:lyl.5 crifi .. 'NTR 

n D!ly 15 rifi 'NTR 

�TR= . 12· t 

Ristopatholo� . ..,ecti n from li\'-er -h ":: mild blood ' - I n ti n ,� 'th mild 
pern ufar lymphoid nggre-g3ti n. C"Cri n from kidn · 'nnd h �n are unrem:irk J • 

tion from Lung sh " - mild pncum niti .
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cute 10"\I II of Re,,r,- ID r ullT)' 
• ruJy N __ PL - 1.:1 l� �0--1 J 

Species: Albino rats weighing in range of 180-200 g 

Strain: \ ister 

Age: 8-12 weeks 

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

Diet: Standard feed prepared in-house. 

"ater: Plain tap water ad libirum.

I Pl:R. lf'nr.Jhu 

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

with ma..ximurn 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: As per information provided by sponsor, the 

provided liquid formulation is concentrated and should be used with dilution. The 

highest dose of formulation that can be used is 250 ml in l 000 liter water. So the test 

substance was diluted accordingly. 

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/l 00g rat. 

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

guideline 420 (joined in Appendix TV 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. 
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,\rule llnic11 ofRe,pi-SID 1'11ul1ry 
Stud No.: l'L- 1--1 (20 U-21) 

\. OBSERVATIONS 

Irr:;/?. ll'an/l,11 

Animals were observed individually aflcr dosing during the first 30 minutes, 

periodically during the first 24 hours and daily lhercarter for a total or 14 days. 

The clinical observations were made incliviclually, 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, uiarrhca, kthargy, 

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 alter administration of the test substance. 

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

scarified by intraperitoneal injection or 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. 

lntuprctation 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 lest substance lo one of a scnes of toxicity 

classes defined by fixed oral LDsu cut-off values, incompliance with Globally 

Harmonized System (GHS).2

Cunlid�ntial 

- Category l = 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 < LDsu � 2000 mg/kg 

- Category 5 = LDso > 

- Category 5 or non classified

2000 mg/kg 
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/\cute toxicity of Renosid Poultry 

Stuuy No.: PL - 15 (2020-21 J 

I PFR H,ir,fJ, 1 

ACUTE ORAL TOXICITY TEST IN TIIE RATS - FIXED DOSE PROCEDURE 

METIIOD- OECD GU/DELINE 420 

I. AIM & OBJECTIVE OF TIIE TEST

The :11m or the test is to obtain, using a minimum number or animal·, surricicnt 

information on the acute toxicity ufter single uumini ·tration, by oral route: in the t, uf 

a test substance, for its classification. 

The test substance is administered to a group or expcrimc:ntal animal . by oral route at 

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

available information on the test substance. 

The animals are observed each day for 14 days at least, after admini trntion, to d�t ct 

the signs of toxicity. Animals which die are necropsie<l; the animal whi h are 

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

necropsied. 

This test using pre-defined doses provides results allowing the tc t sub tan to b 

ranked according to the Globally Harmonised System (GI-IS) for cb sific.ition or 

chemicals which cause acute toxicity (OECD 1998).2

II. TEST SUBSTANCE

The supplier provided for the test container containing liquid preparation idi:ntified 0_ 

Rcnosid Poultry (Batch No. VRP05). 

The test substance was stored at ambient tempernture and out of the Ii •ht. 
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;\cutr 11,xkit ur l�c1H>sid l'nultry 

S111dy Nu.: l'L - 15 (:!ll2U-2 I) 

Ill. TEST ANIMALS 

Specil•s: Albino rats weighing in range of l 80-200 g 

Strain: Wister 

Age: 8-12 weeks 

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

Diet: Standard feed prepared in-house. 

\Valer: Plain tap waler ad libitu111.

I PER, IVardhn 

Housing: The animals were housed m 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 I ight and 12 hours dark. 

IV. TEST PROCEDURE

Preparation of the test sulJst:rncc: 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 I 00 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 2ml/100g rat. 

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

guideline 420 Uoined 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. 
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