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GOOD LABORATORY PRACTICE COMPLIANCE STATEMENT

This study was conducted in accordance with OECD Principles of Good Laboratory Practice
(GLP), document no. ENV/MC/CHEM (98)17 (as revised in 1997) and adopted by the decision
of the OECD Council [C(97)186/Final]. This study was performed in accordance with the
Standard Operating Procedures and signed Study Plan.

There were no circumstances that might have affected the quality or integrity of the study.

No circumstances in the study have been left unreported which might have influence on the
quality or integrity of the study.

This 1s also to certify that the results presented in this report are complete, true and accurate
reflection of the raw data obtained during the conduct of the study and I. hereby accept the

responsibility for the validity of the data.

WJ Decarnban1F 2019
5& Date/Month/Y ear

Mr. Anil Yadav

Quality Assurance
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LIST OF ABBREVIATIONS
ks Degree Celsius
B. wt Body weight
Conc. Concentration
CoA Certificate of Analysis
F Female(s)
G Gram (s)
GHS Globally Harmonised System
H Hour/s
Kg Kilogram/s
LDsg Lethal Dose 50%
Mg Milligram
Min Minute/s
mL Milliliter
RT Room Temperature
RH Relative Humidity
SOpP Standard Operating Procedure
UDP UP and Down Procedure
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2. SUMMARY

Acute oral toxicity study was conducted to evaluate the toxicity of L-3-Aminoisobutyric
Acid upon a single oral administration to Sprague Dawley Rats followed by observation
for 14 days. The study was also intended to identify the LDsy of L-3-Aminoisobutyric
Acid. The method followed was as per the OECD Guidelines for Testing of Chemicals,
Number 425.

L-3-Aminoisobutyric Acid was initially tested at a dose of 175 mg/kg b.wt. in Step 1 with
one female rat, slope 4 was followed for this study. Based on the survival pattern of the
previously dosed animal after 48 hours, further doses were decided as per OECD TG 425
StatPgm.

The experiment consisted of seven steps with one female rat at each step treated with L-
3-Aminoisobutyric Acid by oral gavage administration at a dose of 175 mg/kg b.wt. for
Step 1, 310 mg/kg b.wt. for Step 2, 550 mg/kg b.wt. for Step 3, 980 mg/kg b.wt. for Step
4; and 2000 mg/kg b.wt. for Step 5, 6 & 7. The test item was formulated in vehicle
(distilled water) at a concentration of 17.5, 31.0, 55.0, 98.0 mg/mL for step 1, 2, 3 & 4,
respectively; and 200 mg/mL for step 5, 6 & 7 respectively. The test item was
administered at a dose volume of 10 mL/kg body weight.

The animals were observed twice daily throughout the treatment period for mortality and
moribundity. The animals were also observed for clinical signs approximately at 30
minutes, 1, 2, 3 and 4 hours on day 0 post dosing; and twice daily during the experimental
i.e. day 1 to day 14 for each step. The body weight was recorded on day 0 (prior to dosing),
day 7 and day 14. At the end of experimental period (day 14), the animals were euthanized
and subjected to a detailed gross pathological examination.

No treatment related clinical signs, mortality and moribundity was observed throughout

the experiment period.

All the animals gained body weight over the course of the study as compared to day 0.

There were no gross pathological changes observed in any of the treated animals.

Vedic Lifesciences Pvt. Ltd. Confidential Page 7 of 31
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Conclusion

Based on the results of this study, the median lethal dose (LDso) of L-3-Aminoisobutyric
Acid after single oral administration to female Sprague Dawley Rats, observed over a
period of 14 days is greater than 2000 mg/kg body weight, and the test item is classified
as "Category 5’ based on The Globally Harmonized System of Classification and Labelling
of Chemicals (GHS).

Vedic Lifesciences Pvt. Ltd. Confidential Page 8 of 31
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The objective of this study was to assess the toxicity of L-3-Aminoisobutyric Acid

following single oral (gavage) administration to female Sprague Dawley rats.

TEST GUIDELINE

The study procedures described in the study report meet the requirements of the following

guideline:

OECD Guidelines for Testing of Chemicals Section 4: Health Effects: No. 425, Acute Oral
Toxicity — Up-and-Down-Procedure (UDP); Adopted: 3™ October 2008.

SAFETY PRECAUTIONS

Safety measures were adopted to ensure adequate personal health and safety. Aprons,

gloves, cap and face mask were used in addition to protective laboratory wares and rubber

slipper to avoid inhalation or skin contact with the test item.

AMENDMENT AND DEVIATION PROCEDURES

There was no amendment or deviation to the study plan generated.

STUDY INFORMATION

Study title

Study number

Monitoring Scientist

STUDY SCHEDULE

Study Initiation Date
Experimental Start Date

Acclimatization period

Vedic Lifesciences Pvt. Ltd.

Acute Oral Toxicity Study (Up and Down Procedure) of
L-3-Aminoisobutyric Acid in Sprague Dawley Rats.

190909/ NNB/ PC
Dr. Dipti Aswalkar

17 October 2019
17 October 2019

Step-1 : 17 October 2019 to 22 October 2019

Step-2 : 17 October 2019 to 25 October 2019
Step-3 : 17 October 2019 to 28 October 2019

Confidential Page 9 of 31
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Step-4 : 17 October 2019 to 01 November 2019
Step-5 : 17 October 2019 to 04 November 2019
Step-6 : 17 October 2019 to 07 November 2019
Step-7 : 17 October 2019 to 11 November 2019

Treatment Dates Step-1 : 23 October 2019
Step-2 . 26 October 2019
Step-3  : 29 October 2019
Step-4 . 02 November 2019
Step-5 : 05 November 2019
Step-6 : 08 November 2019
Step-7 : 12 November 2019

Necropsy Step-1 : 06 November 2019
Step-2 : 09 November 2019
Step-3 : 12 November 2019
Step-4 : 16 November 2019
Step-5 : 19 November 2019
Step-6 : 22 November 2019
Step-7 : 26 November 2019

Experimental Completion Date ;26 November 2019

Draft Report Submission Date ;11 December 2019

Study Completion date ;27 December 2019
TEST ITEM INFORMATION

The details of the test item information given in the following section were as provided

by the sponsor (Refer Annexure 3 -CoA)

Test Item name : L-3-Aminoisobutyric Acid
Appearance : White crystalline powder
Batch Number : 20190801

Assay (Dry Basis) : 99.64%

Manufacture date : August 17, 2019

Vedic Lifesciences Pvt. Lid. Confidential Page 10 of 31
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Assay (Dry Basis) : 99.64%
Manufacture date : August 17,2019
Expiry date : August 16, 2021
Storage conditions : Stored in tightly sealed container, away from

9.1.

92,

10.

moisture and direct sunlight (ambient temperature).

Note: The identity, stability and composition of the test item were the responsibility of the

Sponsor. No analysis of the test item was conducted at Test facility to confirm it.
VEHICLE AND JUSTIFICATION

Based on the solubility and syringibility test distilled water was selected as a vehicle.

DOSE FORMULATIONS
The dose formulations were prepared shortly before each dosing for all the steps.

The required quantity of test item (175.01 mg for Step 1, 310.09 mg for Step 2, 550.05 mg
for Step 3, 980.03 mg for Step 4, 2000.02 mg for Step 5, 2000.05 mg for Step 6 and 2000.03
mg for Step 7) was received from Test Item Control Office and was transferred to a mortar
and triturated with pestle. 3-4 mL of the vehicle was added to the mortar and again
triturated. This was then transferred to a calibrated volumetric flask. 1-2 mL of vehicle was
used twice to rinse the mortar and pestle. Sufficient quantity of vehicle was then added to
make up to the final volume of 10 mL. This was then transferred back to the beaker and

mixed properly.

TEST SYSTEM DETAILS
Animal species : Rats
Strain *  Sprague Dawley
Justification for =
. . Recommended by the guideline
selection of species
Sex : Female (nulliparous and non-pregnant)

Number of animals per : 1 animal per step.
step

Vedic Lifesciences Pvt. Ltd. Confidential Page 11 of 31
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Age of animals : 9-12 weeks

Body weight range : 166.45 to 195.61 g at the time of dosing (weight variation
was within an interval of £ 20% of mean weight of
previously dosed animals)

Total No. of Animals  : 15 animals were received for the study and 7 animals were
used for the treatment. Unused animals were returned to the
animal house.

Identification : The animals were marked (towards the tip of tail) with the
temporary animal numbers at start of acclimatization. The
animals were marked with permanent animal numbers
(towards the base of tail) with different colour indelible
marker pen before the start of test item administration. Each
cage card was having details like Study No., Study Code,
Species & Strain, Step, Dose, Sex, Animal No., Cage No.

ANIMAL HUSBANDRY

a). Acclimatization: Animals were acclimatized for minimum 5 days prior to the
treatment. At the time of receipt and before selection for dosing, animals were subjected
to health assessment and only animals without any visible sign of illness were used for the

study.

b). Environmental Conditions: Animals were housed with adequate fresh air supply (12-
15 air changes per hour), temperature of 19.8 to 23.8 °C, relative humidity range of 41 to
66 % and photo period of 12 h light and 12 h dark. The temperature and relative humidity
was recorded once daily.

¢). Housing: One animal per cage was housed in polycarbonate cages (size: 410 X 282 X
150 mm as length, width and height respectively) with stainless steel top grills having

facilities for holding feed and water. Enrichment was provided in the individual cage.

d). Bedding: Sterilized Comfort (Corn Cob), Batch number: 015 was used as bedding
material. Chemical and microbial analysis reports were archived along with study file.

e). Feed: Rat/Mice Pellet feed (Batch Number: 023) was provided ad libitum Proximate,

contaminant and microbial analysis report were maintained along the study file.

Vedic Lifesciences Pvt. Ltd. Confidential Page 12 of 31
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f). Water: Reverse osmosis water was provided ad libitum throughout the study period.

Study No. 190909/ NNB/ PC

The results of analysis of water samples were maintained along the study file.

g)- Animal Selection: The animals were manually selected in such a way that the weight

variation was within + 20 % of previously dosed animals. To enable this, the animals

with highest body weight were selected at each step.

12. EXPERIMENTAL DESIGN

Step Dose No. of Animals Animal Number
Step - 1 175 mg/Kg b.wt. 1 001
Step - 2 310 mg/Kg b.wt. 1 002
Step - 3 550 mg/Kg b.wt. 1 003
Step - 4 980 mg/Kg b.wt. 1 004
Step -5 2000 mg/Kg b.wt. 1 005
Step - 6 2000 mg/Kg b.wt. 1 006
Step - 7 2000 mg/Kg b.wt. 1 007

12.1. DOSE SELECTION

Since there is no information about toxicity or LDsp of test item, the starting dose of 175
mg/kg/b.wt was selected as per guidelines’ recommendation. As per the sponsor
suggestion Slope 4 was followed for this study. Based on the mortality or survival pattern
of the previously dosed animal after 48 hours, further doses were decided as per OECD
TG 425 StatPgm.

12.2. 12.2. ROUTE OF ADMINISTRATION

Test item was administered by oral route and it was selected based on the guideline

requirement.

12.3. JUSTIFICATION FOR CHOICE OF VEHICLE

Based on the solubility and syringibility test distilled water was selected as a vehicle.

Vedic Lifesciences Pvt. Ltd.

Confidential
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12.4. DOSE FORMULATION PREPARATION

The test item was formulated in distilled water. The dose formulations were prepared
shortly before each dosing for all the steps. The required quantity of test item (175.01 mg
for Step 1, 310.09 mg for Step 2, 550.05 mg for Step 3, 980.03 mg for Step 4, 2000.02 mg
for Step 5, 2000.05 mg for Step 6 and 2000.03 mg for Step 7) was received from Test Item
Control Office and was transferred to a mortar and triturated with pestle. 3-4 mL of the
vehicle was added to the mortar and again triturated. This was then transferred to a
calibrated volumetric flask. 1-2 mL of vehicle was used twice to rinse the mortar and pestle.
Sufficient quantity of vehicle was then added to make up to the final volume of 10 mL.
This was then transferred back to the beaker and mixed properly.

12.5. TREATMENT

The animals received a single dose of the test item based on their body weight by oral
gavage administration after being fasted overnight (approximately 15 hours), but with free
access to water. Food was supplied approximately 3 hours post treatment. The dose
administered to individual rat was adjusted according to its body weight recorded prior to
dosing. The dose volume was 10 mL/kg body weight.

Note: Homogeneity of the test item in the vehicle was maintained during administration
using a magnetic stirrer. The left-over formulations were disposed as per in house Standard
Operating Procedure.

Vedic Lifesciences Pvt. Ltd. Confidential Page 14 of 31
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13. IN-LIFE OBSERVATIONS

The following observations were carried out during the study.

13.1. MORBIDITY/MORTALITY

All animals were observed for morbidity/mortality twice daily during the study period
(once on holidays).

13.2. CLINICAL SIGNS OF TOXICITY

Animals were observed for clinical signs of toxicity, at least once daily during
acclimatization, at 30 min and 1, 2, 3 and 4 hrs post-dosing on day 0; and thereafter twice
daily for the 14-day observation period (once on holidays and day of sacrifice for each
step). Animals were observed for changes in skin, fur, eyes and mucous membranes and

respiratory, circulatory and nervous system.
13.3. BODY WEIGHT

Individual animal body weights were recorded on the day of animal receipt, selection and
on the day of dosing before administration of test item (day 0) and on Day 7 and 14. Percent
body weight changes were calculated.

13.4. NECROPSY

At the end of the observation period, all the surviving animals were sacrificed using carbon
dioxide asphyxiation in euthanasia chamber and subjected to gross pathological evaluation.

13.5. STATISTICAL ANALYSIS

AQOT425 StatPgm was used to select the doses, stopping criterion and estimation of LDso.

Vedic Lifesciences Pvt. Ltd. Confidential Page 15 of 31
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14. RESULTS
14.1. CLINICAL SIGNS, MORBIDITY/MORTALITY

No clinical signs, mortality and moribundity was observed in any of the test item treated
animals (Table 1).

14.2. BODY WEIGHT

All the animals gained body weight over the course of the study in all the steps as compared
to day 0 (Refer Table 2).

14.3. GROSS PATHOLOGY
No gross pathological changes were observed in any of the treated animals. (Table 3)

15. CONCLUSION

Based on the results of this study, the median lethal dose (LLDsp) of L-3-Aminoisobutyric
Acid after single oral administration to female Sprague Dawley Rats, observed over a
period of 14 days is greater 2000 mg/kg body weight and it is classified as ‘Category 5’
based on The Globally Harmonized System of Classification and Labelling of Chemicals
(GHS).

16. ARCHIVING

The study plan, raw data, slides and study report will be maintained in the archives of
Vedic Lifesciences Pvt Ltd. for 9 years from the date of completion of the study. The soft
copies of the study plan, study report and compiled data will be copied to compact disc
and will be archived for 9 years from the date of completion of the study. A sample of the
test item will be maintained in the archives of Vedic Lifesciences Pvt Ltd. till the expiry
date of the test item. At the end of the archiving period, the sponsor’s instructions will be
sought either to extend the archiving period or to return the archived material to the

sponsor or for the disposal.

Vedic Lifesciences Pvt. Ltd. Confidential Page 16 of 31
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TABLE 1 - SUMMARY OF CLINICAL SIGN OBSERVATION AND

MORBIDITY/MORTALITY
Step - 1 Dose: 175 mg/kg Body weight Sex: Female
Day
Animal 0 1|2 |3|4|5|6| 7| 8|9 ]|10]|11]12]13]14

No. hour(s)
PD05|1/2|3]| 4

001 | O |0|O|OfO|O(OfOfOfO|jO|O|O]-|O|OJO|O|O|OjOfO|OfO[O|-|O|-|O|O|OfO|O

I(IT) X |X0) 0|00 X (XX 0 (X0} (X0} 0|00} X |00 X (00 0 (00 0 jXe| @ o xu 1

Step - 2 Dose: 310 mg/kg Body weight Sex: Female

Day
Animal 0 1|2 3|4|5|6|7|8]|9|10]11]12]13]14
No. hour(s)

PDJos| 1] 2] 3] 4 I\X0{ XXX X XN X (XX{ ¥ (XK| XXX\ X (X)X (X0} 0 |X0| 0 (X0 O (XK| OO0 0|IN| I

002 (0 (O|0OjOJO[0O|O|-(O|OjOfO|O|OfO|OJO|OfO|-]Of-|O|OJOJO[O|OJO[O|O[O]O

Step -3 Dose: 550 mg/kg Body weight Sex: Female
Day
Animal| 0 1|2 |(3|4|5|6|7 |8 (9 (10]11]1213]14
No. hour(s)
I|X0| T |00| X000 |X0f 0 |X0) 0 |X0| 0 |XX{ X (XN} 0 XN} 0 )00) X Xx}x(nnejum I

PDos| 1| 2[3] 4
003 | 0 |o|o|jo|o|o|o|o|lo|ofo|olo|-|o|-|oflo]ojo|olo]olojo|olo]olo]-|of0]0

Step - 4 Dose: 980 mg/kg Body weight Sex: Female
Day
Animal 0 1| 2|3|4|5|6|7|8|9|10]11]12]13]14
No.
hour(s) v (xef o x o o o e ] o o o e x f  (

PD|05s| 1| 2|3 4
004 ([ 0 |O|O|O|O|O]|O|-|{O0|lO|O|O|O|O|O|O|O|O|O|O|O|-|O|O|O|O]JO(O|O|OfO|O|O

PD: Pre dose; I: 1* observation; II: 2* observation; 0: Normal; -: Not observed; 0.5 hours: 30 minutes

Vedic Lifesciences Pvt. Ltd. Confidential Page 18 of 31
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TABLE 1 Continued
Step -5 Dose: 2000 mg/kg Body weight Sex: Female
Day
Animal 0 1 (23| 4|56 |7 (8|9 |10]|11]12]13]|14
No. hour(s)

PDl0s| 1] 2]3] 4 T({XX{ XXX} XXX\ X |XX{ O (00| O (XN{ O QOOC{ X |XX{ X (NN} X QX)X )00) 0 (X0} 0 |00 O

005 | 0 |0O|O|OfO]|O]|O|O|OfOJO|OfO|O[O|-fOfO|jOfO|O|O|O|O|O|O(Q|-|0O|-]0]|O| O

Step - 6 Dose: 2000 mg/kg Body weight Sex: Female

Day
Animal| 0 1|12 |3|4|5|6| 7|89 |10]11|12]13/14
No. hour(s)

PD[os| 1] 2] 3] 4 T(XX| 0 |XI0f X (XX} X |XN| X (X0} 0 (00} 0 (NN} O (N0 0 {0000 (XN} X JN0) 0|00 0|00} X

006 (0 |Of0O|j0OfO|O]|OfOjO|-|OJOfO|OfOfOjO|OJO|O|O|-|O|-|OfO|O|OfO|O[OfO]O

Step - 7 Dose: 2000 mg/kg Body weight Sex: Female

Day
Animal 0 1|2|3|4|5]|6|7|8|9|10|11]12/]13]|14
No. hour(s)

PDJ0s| 1] 2| 3] 4 I (10| X{Xnfx (X x| X0 XX Xjon 1 (X @ (o0 X |I0 @ (X0 1|00 @O0 I (X0) I

07 (0 |Of0O|0O|O|0O|OfO|O|O|O|O|O|-|Of-|O|O|O|OJO|O|OfO|O|OfO|O|Of-[O|O|0

PD: Pre dose; I: 1* observation; II: 2™ observation; 0: Normal; -: Not observed; 0.5 hours: 30 minutes

Vedic Lifesciences Pvt. Ltd. Confidential Page 19 of 31
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TABLE 2 - INDIVIDUAL ANIMAL BODY WEIGHT (G) AND DOSE

ADMINISTRATION DETAILS
 Body | . % Change in Body |
Step & I | Body weight (g) - ;
Dose I Animal |-eight (®) | V]:l(:ls :1e .
(mg/kg No. * Day Day
b.wt.) : Day 0 (mL) Day 7 Day 14 0-7 0-14
| Step 1 | - T
& 175 001 195.61 2.0 206.61 i 212.49 5.62 8.63
Step 2 ‘
' &310 | 002 »195.41 2.0 209.73 | 226.21 7.33 15.71
Step3 | |
& 550 003 19323 | 19 209.80 @ 225.94 8.58 16.93
Step 4 ‘
& 980 ‘0?4’ 187.92 1.9 - ﬁﬁ?&Ol | 221.09 8.03 17.65 )
Step 5
& 2000 005 167.73 ] 1.7 178.91 185.73 6.67 10.73
Step 6 ‘
& 2000 006 166.45 1.7 182.34 | 200.02 9.55 20.17
Step 7
& 2000 | 007 169.94 1.7 188.09 195.93 10.68 15.29
Vedic Lifesciences Pvt. Ltd. Confidential Page 20 of 31
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TABLE 3 - INDIVIDUAL ANIMAL GROSS PATHOLOGICAL FINDINGS

Step & .
Dose (mg/kg s Fa‘te " External Internal

b Number | animals

.wt.)

Step 1 & 175 001 TS NAD NAD
Step 2 & 310 002 TS NAD NAD
Step 3 & 550 003 TS NAD NAD
Step 4 & 980 004 TS NAD NAD
Step 5 & 2000 005 TS NAD NAD
Step 6 & 2000 006 TS NAD NAD
Step 7 & 2000 007 TS NAD NAD

TS: Terminal Sacrifice; NAD = No Abnormality Detected

Vedic Lifesciences Pvt. Ltd.
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ANNEXURE 1 - AOT425 STATPGM (VERSION: 1.0) TEST RESULTS AND
RECOMMENDATIONS

Acute Oral Toxicity (OECD Test Guideline 425) Statistical Program
Date/Time: 29 November 2019, 17:17:13

Data file name: work.dat

Last modified: 29/11/2019 17:17:13

Test type: Main Test

Limit dose (mg/kg): 2000

Assumed LDso (mg/kg): Default

Assumed sigma (mg/kg): 0.249999

Recommended dose progression: 2000, 980, 550, 310, 175, 98, 55, 31, 17.5, 9.8, 5.5, 3.1, 1.75
DATA:

Test Animal Dose Short-term Long-term

Seqq ID (mgkg) Result Result
1 001 175 0 0]
2 002 310 (0] O
3 003 550 0 O
4 004 980 0] O
5 005 2000 (0] 0]
6 006 2000 0 0
7 007 2000 0 0

(X = Died, O = Survived)
Dose Recommendation: The main test is complete.
Stopping criteria met: 3 at Limit Dose.

SUMMARY OF LONG-TERM RESULTS:

Dose O X Total
(mg'kg)
175 1 0 1
310 1 0 1
550 1 0 1
980 1 0 1
2000 3 0 3
All Doses 7 0 )

Statistical Estimate based on long term outcomes: The LDso is greater than 2000 mg/kg.
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ANNEXURE 2- DOSE PROGRESSIONS - OECD TG 425

Study No. 190909/WGI/PC

Slope = 1 2 3 4 5 6 7 8
375 275
44 41
47
55 55 55 55
65
69 73
81 82
99 91 97
109 120
126 129
175 175 175 175 175 175 175 175
240 230
275 260
310 340 310
375 375
440 410
470
550 550 550 550
650
690 730
810 820
990 910 970
1090 1200
1260 1290
1750 1750 1750 1750 1750 1750 1750 1750
2400 2300
2750 2600
3100 3100
3750 3400
4100
5000 5000 5000 5000 5000 5000 5000 5000
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ANNEXURE 3 - CERTIFICATE OF ANALYSIS L-3-AMINOISOBUTYRIC ACID

‘ﬁm Nanjing Nutrabuilding Bio-tech Co., Ltd.

CERTIFICATE OF ANALYSIS
L-3-Aminoisobutvric Acid
Product Name 1-3-Amncisobutyric Acd
Batch No. 20150801 : Sample
[ Mamfactring Date 2019.08.17 g&- 2021.08.16
" Test ltem | Specification | Resalt T Niethod
Phyical and Chemical Examination B
Loss oo Drying NMT 0.5% 0.12% USP<731>
[ Asay Oy Basis) | NIT980% 99.64% Titration
| Readue on Igmtion NMT 0% 0.04% USP<281>
Heavy Matals NMT 20 ppen < 20 ppen ICP-MS
Arsesic (As) NMT 20 <20 CPMS
T=d (%) NMT 20 ppm <20 ppm TCP-MS
NMT 1.0 ppm < 1.0 ppm ICPMS
Cadmium (Cd) NMT 1.0 ppen < 1.0 ppm ICPMS
%M_ — ==
Total Plate Count NMT 10000 cfu'g < 10000 cfo/g USP<61>
Yeast & Mold AT 1000 cha'g = 1000 chv'g USP-61-
Colform NMT 10 mpo's = 10 npa/s MPN
ECob Negatme m 10 g Negative UsP-62~
Salmonalla ive i 10 Negative USP<62~
[ r— Negatem 10 & Negate USP-62-
Others
E’ Double PE in 2ot cardboard drum.
ShelfT:fe 24 months from munufacturing date.
Conchrsion Mset the Entergrise Standard.

Eangsn Life Scisnre snd Technolopy Innovetion Park. Xixia District. Nanjing. China 210046
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ANNEXURE 4 - CERTIFICATE OF ANALYSIS OF FEED

-

e - ¢ i
VRK Nutritional Solutions ‘ i
VRK's "Sclentist's Cholce™ Laboratory Animal Feed "
a0, Gu-p t:au«n {Dhan Ganga Busirsss Centra). = <
Gi-Horchwa Road, Pune - 411 037, Inda. . »
" Yal.: -01 zoztzc 1165, E-mall : whgroup2009Egmal.com batate é
CERTIFICATE OF ANALYSIS (
Name of the Product: Rat/Mice Pellet Feed Date of Mfg.: 13.08.2019
Date of Sampling: 14.08.2019
Description: A whitish brown colored pellets Date of Reporting: 14,08.2019
Pellet Size 1 10-14 mm Solid Pellets Date of Expiry :12.08,2020
Batch No: 023
I.__Proximate anal 2
No, Test parameters Detected values(in Standard values(in
percentage) percentage)
i Moisture 8.48 12 MAX
= Crude Protein 18.25 18 MIN
3 Crude Fat 354 3 MIN
4 Crude fiber 540 6 MAX
3 Calcium 1.20 1MIN
6 Phosphorus 054 0SMIN |
7 Total ash 6.00 6 MAX
3 Carbohydrates 64.00 60-65 MAX
9 Energy 3090 keal/kg 3000 keal/kg MIN
2. Microbiologlcal examinati
No. Test parameters Detected values Seadiard vkt
1 Total Bactcrial count | 36 Clu * /gm 1°10°
2 Escherichia coli NIL** NIL
3 Pseudomonas acruginosa NIL**
NIL
4 Staphylococcus aureus NIL** NIL
5 Salmonella spp NIL** NIL
6 Total mould count 00 Cfu* /gm 12
7 Aflatoxin Bl <10 ppb T ppb
8 Aflatoxin B2 <10 ppb <10 ppb
9 Aflatoxin G1 <10 ppb <10ppb «
10 Aflatoxin G2 <10 ppb <10 ppb

* cfu- colony forming unit.
**Nil : Not detected in first dilution ( microorganisms below detectable limits)

Instruetions : 1, Store the feed in cool, dry and well ventilated place off the floor.
2. Use within specified period.
Slnp usage of feed if found defective.

I'\ e 3t p,{@(:!b’ '7 i

TR kot
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ANNEXURE§ -

EHADAVATHUANALADS.

TEST REPORT

Study No. 190909/WGL/PC

CERTIFICATE OF ANALYSIS OF WATER

NABL HY-001
ULR : TCE040180000084829
Tast Raport Ne. BALPLMS-20/0L-1 738
Lab Samipla Godo 27178007
1ssue Date 10082010 .
PA——— PD No. ERFIPOI6-201044
| Ret.Onte TINTRND
Sample Ootalln RO Wator Date of Regiwiration 2TRITI208
Do of ot 9 w
Date of compietion of testing oNoe2om
Sample Condition of recolpt Foud Ok
Sampln Caliected By M. Join Kenndy [Ambient
Cty. Rocelved Shr % 1he. and 10 x YR SAMPLE TESTED AS BECEVED
Teals Roquired An par Guete | INGBH.417.10 0577/70C; Dotes
200712009
s one by (ho fepirsor of BALPL Paopa Na. 4
TEST RESULTS
e Trst Pararmetors UoM Tost Mothor o il Limi Posute
‘ (Aceeptable In the absence of
Limiy) as por 1S aMernato sourco
10800:2012 »s por'lS 10800-2012
Table 1 Or leptic and Phy Par
' [Hnson Unita [vs::as () S max 15 max «l
B - 2026 (P.6) T Ags Agreesnia
3 |H - Jis-a028 (P.19) CERET Mo Ralmation 68
A [rese® . k5 3025 (P.788)} A Agresatie
6 |Twbicty NTU 15:0026 (P. 10} 1 5 M 1
6 |[Tolal Dissolved Solds el |1=:8026 (2. 15) | 500 max 2000 max 4B
Toble 2 % G ning 1 in a
7 [Aluminies ns A [nan 028 (P.2) 003 rrax 0.2 men <0.01
a Ia [ ) mgn [APHA 4600 NH3-F 0.8 max No relaxition <0.06
) Delergents a5 MBAS mgi Annex K of 15 13420-2005 02 max 4.0 max <0.4
10 os Ba® R 15 2025 (P.2) 0.7 i | No reseoation =0.61
11 JBoron as B* mp 15 2025 (P.2) ™ 1.0 max 0,01
12 JCarctom 2 Co mgn 1573026 (. 40) TS men = ad
13 |CHoromines ae O12° mal [CETT) A0 mas relnxnlion =0
T |Criohdos st CI o 15:3023 (P.33) 250 max 3000 mese o
18 [Copporsa Gu* mgn 15 3028 (P.2) 0.0 max 1.2 mex <001
(0] oo b Mo APHA ABOD F-D 1.0 1.3 mex 102
WP wavREF O
Senlor chemist
Aulhorized Signatory
Bhagavathi Ana Labs Pye, Lod.
(A Bueean Veritas Goomp Company)
Plot N, 7-2 € 7 & 874, hwdosirial Fstare, . ’
Sanathnagar, Hivderabad SO0 013 ! W
TELANCGANA, INTHA "
Tel: 491 40 68144100 / 65144101 pustibnieni iy copic: F}! t"jwj
e L5 4
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ANNEXURE 5 Continued
VE
e A
~ i
L]
TEST REPORT
828
AMATEYATHIANA LARS
NABL HY-001
ULR : TC504019000008482P
Test Roport No. BALAUAG-200CL-1738
Lat Sample Code 27173807
Ilnsuo Date 100azM9
Custamir R, PO No. ERFIPONS20/044
RotDwte 207200
Samplo Dolalis RO Water Dato of Rogistralion 2707120190
Date of of g 2700702019,
Date of complotion af toeting | pa0az019
Sumple Condition of recelgt Found Ok
Ssmple Collocted By M. Joihn Kenndy Ambigant
| Qly, Rocotved S An. andd Tiir x Tno.
SAMPLE TESTED AS RECEIVED
Teosts Roquired As par Quole . IND.DMA1.18.05T7/FOC, Dated .
20702010
Sampie coliected una submiliod by the reprosontative of BALPL Fagu No. 3%
TEST RESULTS
SN0, Tost Parametors uom Tost Method q F isslnle Limit Roasuit
(Accoplabio i tho absonce of
Linait) e por IS aiternate source
10500:2012 a8 por IS 10500:2012
17 [Residunl ree chicrine, if moh [15:3026 (P 28) 0:2 win
e (P 28) " 0 min <0 01
0 fron 23 For g 19,5025 (P 2) 0.3 max o Raimeation <0.00
16 [Magnesium &3 My moh 153025 (P 48) 230 max 100 e <1
20 [Mangonesa as Mo mgn 15 2026 1P.2) Q.1 max {03 max <0.01
21 [Minecsl O g | EETEDN '”m o Netaxalior %0.1
22 |Niteslo b NOS A JAPHA at00 NO3-8 Pumx No Relsustion 184
23 |Phenchc Compaunds os Tmpn 159005 (P.43) 2,001 — [0.0 max <0.001
24 | Jren’ |B::‘zsp_.n 0.01 Mg No Rataxation 0.0
25 [stveras Ag* ] s acas .2, Jout mex |No Retaation «0.01
38 [Suphng os 604 = S3025 (P.24) 200 max 400 max <1
27 |Suichide o8 H25 mot 1S 3025 (9.29) 0,05 max Ho Relaxation =0,01
28 ]ru-l Adlinky CaC03 g 15:3025 {P.2%) [ 600 max 10.27
29 frou Hergnass os CaCOS gt 15:3026 {P.21) lm mx 800 Mk 13.2
] as Zn' g 18 3026 {P.2) ls mx 16 max “0.01
Table 3 Py C Ing Toxic Sub
31 s Co* man |ns 2025 (P.2) [o.m max No rulecation <0.003
3z [Cyanide s CN mg ||s.-am Pam) 0,08 max Mo ralsaation =0.1
33 |Load as Pb* mgd ]nsm ®.2) 0.01 max lmm “0.01
L4
RS
Senior chemist
Authorizod Slgnatory

Bhagavathi Ana Labs Pvt, Lid.
(A Burcau Veritas Group Company)

Flot No. 7-2-C 7 & 8/4, Industrial Esware,
Sanathnagar, Flyderabad - 500 018.
TRLANGANA, INDIA

Tel.: +91 410 GE144100 7 6R144101

Vedic Lifesciences Pvt. Ltd.

Confidential
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ANNEXURE 5 Continued
TEST REPORT
SHADRYATH m.. LA
ULR : TCS04019000008482P
| Tout Report Ma. CALPLA 0-20/CL- 1730
| Laty Bampde Coue INTIET
tasue Date 10062019
Catbmer Rel. PO No. ERFPOM 8200044
Rot.Onte FHOT20N
Sampie Netnbs 0 Wnter Do of Reglstretion ZravRown
DOt of commencement of tasting ITOTIRCAR
Dwte of compistion of 1esting CU0NZA1E
Bumpio CondWion of rectiot Found Ok
Snmple Colloctnd By - Me. Jonn Kunndy Ambient
- i W0, 608 Wrx 1an. SAMPLE TESTED AS REGEIVED
Tents Reeyuleou As por Ouole * IND.BHA1.10.0872408, Nated
FH0TR010
Sempln cobocied o By the tog of RALPL Page No, 38
_TEST RESULTS
o Test Parvietors uom Teat Mothod T Feque e Rasult
(Accoptibe In the atsenco of
Lienit) as per IS emomate sotres
195002012 88 por |5 10600:2012
34 IrAeroy as 14" mgh 1% 2026 (P 2) 0.001 mex No rotasation <0001
25 [rntynetsnim an hins mgA 5 2026 (P.2) 0 07 max N cotmation 0,01
Ty e [t 153078 b7 0,02 st Ne retomlion oo
EY aced etz - [ M of 15 13198 [9.0005 max Mo retaration prrT]
» Aromntio nooA LAPHA 0440 ©.0001 max Ne retaxaton < 0.00001
% Anene as Ant mga 15 2025 (P.5) 0.01 e ‘k.u- <001
40 |Tolsl Chwombum as Cr mgn 15 302S (P.2) 0,08 man Mo retusation <001
Tritmiomath
41 ot Jera mes 1 max No relxction “0.0008
42 |[DRromochisramaiiane (ot EPA 5243 1 max Ne ruinsealion ~0.0005
o) = ‘Ie:mma .00 mex NO redanoon <0.0005
4 imgn lbmwu 0.2 o No resasation ~0,00GS
Tobls & Posticide Rogiduos .
“5 & Cieidrinn USEPA 500 0.0 max - )
a ooT ual USEPA 500 1 max - 01
47 |pp - DOT = USEPA 508 1 e N <001
40 fop- DDE st USEPA S08 1 T o =Ho
0 [op-DoR | i'u_nTnm 1 ma A <001
wyrres
Senlor chemist
Authorized Sigastory

Bhagavathi Ana Labs Pyt. L.
(A Burean Veritas Ciroup Company)

Plot No 7 2-C 7 & /4 Jodvstrial Buae
Sanathnapar. Hyderabad - SO0 01x
TELANCANA, INDIA

Tel: vO1 A0 68144100 7 a8 114100

Vedic Lifesciences Pvt. Ltd.

Confidential
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Study No. 190909/WGI/PC

ANNEXURE 5 Continued
i
TEST REPORT
8ze
ULR : TCS5040180000084829
, Test Roport No. BALPLADANCL-1738
Lab Sample Coua 27173007
sus Dite 100082019
Bastomer Ret. PO Na. ERFIPOITL-200044
Aol Date 27072019
F"‘ﬂ' Oetatls RO Wator Date of Roghstration FTTI2008
Date of commancamont of Losting 2TOTI00
Oale of complation of Lesting QIONZO1 8
of ratelpt Fomnd O
Sampie Collosied By M. Jonn Kanedy, Amblent
Gty. Recvived Strx oo and 1% x 0o AAPLE TESTED A WOSHINED
Yoets Requirod As par Gucsin - IND.AH 41, 18.08PT/FOC, Dhted .
2650772019
Bample ana By they mge of DALPL Fuge No. 4
TEST RESULTS
WNo, Test Paramoters uom Teout Mothod o P Limit Rasult
F (Mecoplsble In the sbeonce of
Limit) as por |5 Mlernale souTes
10600:2012 =6 por |5 10500:2012
G0 jo.p-CDD N UBEPA S00 1 s 1 <0.01
51 |inp - D00 on [USErA oo [ o - <a.01
52 |Unduee on USEPA 608 7 n <0.00
23 [Bncosaten (sum of Isomers & USerA 008 4 max - ¥ P
[ Tren PA-GOD B 5 =001
Ty Dan A 800 = <001
50 HCH on USEFA 508 Tax - <501
57 |Molhyl Parathion oo USEPA B1ATA 5.3 mase - 20,01
56 pustmior o (Usera ez e - <001
89 |Awsaine o USTPA BI41A 2 mox o <o
o0 [Butochior o USEFA Bi4IA 125 max - “0:01_
CI G5 ) USEPA B1&1A E TS <001
oz |Eihon (on BGITA 1BHTA S = =001
63 |oproiuron ™ UGEPA 532 9 max - <001
CR o USEPA 83414 T80 e s <561
65 [Monocrolophos art UBEPA B141A T max: =0.01
88 [Phoreis e USTPA 81414 [ oo = =0.04
a7 [240 Pon USEPA 815.1 30 max = =
e
Sonior chamist
Autherlzod Signatory

Bhagavathi Ana Labs Pvt. Ltd.
{A Burenu Veritas Group Company)
Plot No, 7-2-C 7 & 8/4, Lindustrial Estate,
Sapathnagar, Hyderabad - 500 0) 8.
TELANGANA, INDIA

Tel.: +9] 40 63144 1K) 7 a8 144101

Vedic Lifesciences Pvt. Ltd. Confidential

Authoiized Phato copy,. “%—G ) ]\ \

Page 29 of 31




[

Vedic Lifesciences
Crimgetera Relabie Ol

ANNEXURE 5 Continued

BHADAVATHLANA LAES

TEST REPORT

Study No. 190909/WGI/PC

Test Report N,
Samprs Codle
wnuo Cato
Customer Ral,
Rat.Dase
Amoia Detalin O Walar ey
of commentement of teating
Bals of camplation of teatimg
Sempie Canditian of rocelot
Sample Colleclod By M. Jobn Menndy
Oty. Rocstvad £ x 400, and 1 ¥ Tro, -
Roquired A3 por Qvotn - IND.EBH 41.18.0577/F OC, Died . IR
WTETR
Sampte coleclcd wed By the of BALFL s i
TEST 3
8-No. Test Paramators uom T—uﬁMLW Pormismbie Liem Teeun
In the stsanco of
Limit) as pir 1S shorrate cauvreo
. 105002012 28 per I8 18400:2012
Tabie € Bocteral Quadity of Drinking Water
1 |Thead Coflform beciurla por 100mé 1810%:20M0 ol be [Abacee
he i ey
N T e —
Ebol o ihermatolent coliorin [perfooml |15 151852000 2 b2
{Fecat Ceitorms) i ey
= e 100 of sampin
) The s waler for Drireng purPose with feapect 10 S00VE (RElad pammaors.

" madkod paasdnclom afe sol toveied Onder NABL Ecopr.

Bhagavathi Ana Labs Pvt. Ltd,
{A Hurcau Verisas Group Company)

Plot No, 7-2-C7 & 874, Industrial Hstate,
Sanathnagar, Hyderabad - 500 018,
TELANGANA, INDIA

Tel: 491 40 68144100 7 68144101

Vedic Lifesciences Pvt. Ltd.
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ANNEXURE 6 - CERTIFICATE OF ANALYSIS OF BEDDING MATERIAL

150 9oox-zooa c:a-rmm
" e

v )=
NOR IR

Opposite Sadh-na Petrol Pump, Kolhmur Road. oangtl 41e 416 Maharuhtra (Bham) ‘
= o Email: nlkNl _lab@yahoo.com « Phona: 00196!267“1]

___ CERTIFICATE OF ANALYSIS .
[p— ]

i
g
f

— BB

%, o0 T
4 Ak S el
Anahest [ Lab n-Charge Managing Dirnete
Nikhil Subas Khambe
B Toch |Bin-tech)
IA.S).H Mot The rupes oo nol bo used far coud purpose W e el ronpondibiv e amy ‘egnl inatier,
FOUL FEED, WATER, SO, PLANT MATERIAL, ORGANIC MANURE, CHEMICAL - I QGICAL
'l!/“ - -~ FERTILIZER, PGR, AYURV[DII' & PHARMACEUTICALS, INDUSTRIAL MATERIAL -SOLID WAS .

WASTE WATER, AIR POLLUTION, ENVIRONMENTAL MONHORING & ETP CONSTRUCTION,

&mw- T o G-3ioasmzer e Lan T rom N Myﬂm quumnl of Mw. mp«:meua of Inca & 3Lode Govt,
Agreove fur Bod & Water Analyeis [ENG/STLR Mo 10772071 Approved for Fritiner Testieg
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