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1. OBJECTIVE

I siotabs

The objective of this toxicity study was to assess the potential skin sensitization
and biocompatibility of a polar extract (physiological saline) and non-polar
extract (sesame oil) “Spun melt PP Nonwoven Fabric’ by injecting both polar
extract and non-polar extract as a single intradermal injection to evaluate the
possibility of hyperreactive skin (visible reactions i.e. erythema/oedema)
followed by topical induction (erythema/oedema) and challenge phase for skin
reaction(erythema) in guinea pigs. This test also provides information on health
hazards likely to be arise from acute exposure by the intended clinical route in

humans.
2. STUDY DETAILS
Study Title

Study Number
Study Code
ULR No.
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Test Facility
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4. STUDY SCHEDULE
Study Initiation Date . 22/12/2022
Experiment Start Date : 26/12/2022
Acclimatization Period . 26/12/2022 to 30/12/2022
Treatment Dates . Intradermal induction phase: 31/12/2022

Topical induction phase : 07/01/2023
Challenge phase: 21/01/2023
Experiment End Date : 24/01/2023
Draft Report to Sponsor  : 01/02/2023
Study Completion Date : 09/02/2023
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5. ABBREVIATIONS AND SYMBOLS
AAALAC Association for Assessment and Accreditation of
Laboratory Animal Care
CPCSEA Committee for the Purpose of Control and Supervision of
Experiments on Animals
°C Degree Celsius
cm Centimeter
dB Decibel
FCA Freund’'s Complete Adjuvant
g Gram
GPMT Guinea Pigs Maximization Test
h/hr Hour (s)
IAEC Institutional Animal Ethics Committee
IEC International Electrotechnical Commission
ISO International Organization for Standardization
mL Millilitre
No. Number
rpm Revolution Per Minute
RO Reverse Osmosis
SD Standard Deviation
SDS Sodium Dodecyl Sulphate
TS Terminal Sacrifice
TFM Test Facility Management
% Percent
uv Ultraviolet
< Less than
& and
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6. STATEMENT OF STUDY COMPLIANCE
Study Number : LBPL/NG-2641 (TX)
Study Title . Skin Sensitization Study of Polar and Non-Polar

Extracts of “Spun melt PP Nonwoven Fabric” using
Guinea Pigs Maximization Test (GPMT).

This Study was performed in compliance with ISO/IEC 17025:2017. This study
was conducted in accordance with the standard operating procedures and the
mutually agreed study plan signed by Study Director on 22/12/2022 and
Sponsor Representative on 24/12/2022.

DECLARATION.

The Study Director hereby declares that the work was performed under her
supervision and in accordance with the described procedures. It is assured that
the reported results faithfully represent the raw data obtained during the
experimental work. No circumstances have been left unreported which may
have affected the quality or integrity of the data or which might have a potential
bearing on the validity and reproducibility of this study.

The Study Director accepts overall responsibility for the technical conduct of the
study as well as the interpretation, analysis, documentation, and reporting of the
results.

Bros(oa[ 2023

Study Director
Sign. and Date
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STATEMENT OF QUALITY ASSURANCE UNIT

This is to state that the following study was inspected by Quality Assurance Unit
of Liveon Biolabs Private Limited in compliance with ISO/IEC 17025:2017.

Study Number
Study Title

LBPL/NG-2641 (TX)

Skin Sensitization Study of Polar and Non-Polar Extracts
of Spun melt PP Nonwoven Fabric using Guinea Pigs
Maximization Test (GPMT)

The following study phases were inspected and findings were reported to the
Management and Study Director on the dates shown below.

Dates
Sl In ction Phase
No. Speclion Fhas Inspected Reporting To
on
SD TFM
1 Draft Study Plan 01/12/2022 01/12/2022 01/12/2022
2 Final Study Plan 22/12/2022 22/12/2022 22/12/2022
3 Draft Study Report 01/02/2023 01/02/2023 01/02/2023
4 Final Study Report 09/02/2023 09/02/2023 09/02/2023

Inspections were performed according to the Standard Operating Procedures of
the test facility's Quality Assurance Unit. The report was inspected against the
approved study plan and pertinent raw data and accurately reflects the raw
data.

=

0%[02

Quality Assurance Unit
Sign. and Date

%2023
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8. STATEMENT OF CONFIDENTIALITY

The information and data presented in this study report is considered as
confidential and proprietary information of the KTEX NONWOVENS PVT.LTD.
and will not be disclosed to anyone without the expressed or written approval of
sponsor, except to the employees of this test facility wherever necessary and to
persons authorized by law or judicial judgement.

. o%\o Arum}

Test Facility Management
Sign. and Date
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9. STATEMENT OF TEST FACILITY MANAGEMENT

Study Number  : LBPL/NG-2641 (TX)

Study Title . Skin Sensitization Study of Polar and Non-Polar Extracts
of Spun melt PP Nonwoven Fabric using Guinea Pigs
Maximization Test (GPMT)

This is to affirm that for the above-mentioned study, Test Facility Management
has made available all the resources to the study director necessary for conduct
of the present study in compliance with ISO/IEC 17025:2017 and mutually

agreed study plan.

% 0Y)0 oj(ung

Test Facility Management
Sign. and Date
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10. STUDY SUMMARY

Skin sensitization study was performed to evaluate the sensitization following
application of test item extracts of “Spun melt PP Nonwoven Fabric” using
Guinea Pigs Maximization Test (GPMT) Method as per Biological evaluation of
medical devices - Part 10: Tests for Skin Sensitization ISO 10993-10: 2021. The
test item was extracted in polar Vehicle i.e., 0.9% Sodium Chloride injection and
Non-Polar Vehicle i.e., Sesame Qil as per the guideline ISO 10993 - Part
12.This study also provides rational basis of risk assessment in humans.

Thirty three animals were acclimatized and thirty animals were selected and
grouped into four groups, G1a-Polar Vehicle Control, G2a-Polar Test Item
Extract, G1b-Non-Polar Vehicle Control and G2b-Non-Polar Test Item Extract.

Fur of all animals was closely clipped about 24 hrs prior to induction phase
(induction and topical application) and challenge application phase. In both the
case, care was taken to avoid abrasion on the skin.

The Test Item was non-sterile in condition before Extraction it was sterilized by
Autoclave 121°C.

On Day 1 intradermal induction phase with one each part of FCA and extract
was used for intradermal administration. The animals from control group (G1a
and G1b) polar and non-polar vehicle control for respective group whereas test
groups (G2a and G2b) were injected with polar and non-polar test item extracts.
The animals were injected at the shoulder region with 0.1 mL per injection of 3
pairs of intradermal injections. Injections 1 and 2 were given near the head
region about 1 cm apart and injection 3 was given 2 cm apart towards caudal
part of the body. On Day 2 (24 hours post intradermal administration) and Day 3
(48 hours post intradermal administration) skin reactions for erythema and
oedema were scored and recorded as per Draize method. Skin Irritation was
observed (erythema/oedema) at this phase and hence SDS was not applied.

Topical induction was carried out on Day 8 using patches of filter paper (2 cm x
4 cm) impregnated with 0.5 mL of respective vehicle control and test item
extracts were applied over the dorsal clipped region of the animals and secured
with semi occlusive dressing by hypoallergic tape for 48 hrs. On Day 10 (1-hour
post patch removal) and Day 11 (24 hrs post patch removal) skin reactions for
erythema and oedema were scored as per Draize method.

Challenge exposure was carried out on Day 22 i.e., after 14 Days completion of
the topical induction phase, Patches of filter paper (2 cm x 4 cm) impregnated
with 0.5 mL of Polar and Non-polar control extracts. The respective vehicle
control (G1a and G1b) were applied to the anterior right flank. Similarly, the
patches of filter papers impregnated with 0.5 mL of Polar and Non-polar Test
extracts were applied to the anterior left flank of respective test group (G2a and
G2b) of animals. Patches were held in contact for 24 hours with semi occlusive
dressing by hypoallergic tape. The Re-challenge phase was not performed as
there were no skin reactions during Challenge exposure phase.

All animals were observed for skin reactions erythema at 24h and 48h post
removal of the dressings in the challenge phase. The skin reactions were
scored as per Magnusson and Kligman grading scale. In addition, all the
animals of all the phase were observed once daily for clinical signs and twice
daily for mortality and morbidity till the end of observation period (Day 25). Body

LBPL/NG-2641 (TX) Final Study Report Copy No.1/2 Page 12 of 97



0 = |
Liveon EISCES

weights were on Day of receipt, Day 1 and at the end of the observation period
(Day 25).

Summary of Study Results: No clinical signs and mortality/morbidity were
observed. On Day 2 (24 hours) all animals are normal and Day 3 (48 hours)
post intradermal injections, all the animals of vehicle control and test item
extracts groups elicits very slight erythema and this owing to FCA in the extracts
and conforms the hyperreactive skin prior to topical and challenge phase. On
Day 10 and Day 11 Post topical application, all the animals of vehicle control
and test item extracts group revealed no erythema/oedema. In challenge phase,
all animals of vehicle control and test item extracts group revealed no erythema.
The body weights were unaffected by test item extracts.

Conclusion: Based on the above results, the graded (Magnusson and Kligman
grading scale) score was 0. The comparison of the skin reaction (at the
challenge phase) of the test item treated animals with those of the Vehicle
control group animals show that the test item “Spun melt PP Nonwoven Fabric”
is classified as “Non-sensitizer’ to Guinea Pigs under the stated experimental
condition.

LBPL/NG-2641 (TX) Final Study Report Copy No.1/2 Page 13 of 97
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11. STUDY COMPLIANCE

The study was performed in compliance with the following:

e ISO/IEC 17025:2017, General Requirements for the Competence of Testing
and Calibration Laboratories

e The Standard Operating Procedures of Test Facility and the mutually agreed
Study Plan.

12. STUDY GUIDELINES

The design of this study was based on the study objective and procedures as
detailed in the study plan, the overall product development strategy for the test
item, and the below mentioned guidelines in principles as applicable.

e ISO 10993-10: 2021 - Biological Evaluation of Medical Devices Part: 10
Tests for Skin Sensitization.

13. IAEC APPROVAL

This protocol has been approved by Liveon Biolabs Private Limited Institutional
Animal Ethics Committee (IAEC). IAEC approved protocol number:; LBPL-IAEC-
054-10/2022.

14. ANIMAL WELFARE VETERINARY CARE

Liveon Biolabs Private Limited is an AAALAC International accredited facility
and registered with CPCSEA, Department of Animal Husbandry and Dairying
(DAHD), Ministry of Fisheries, Animal Husbandry and Dairying (MoFAH&D),
Government of India. Also, Liveon Biolabs Private Limited ensures that animal
experiments are performed in accordance with the recommendation of the
regulatory guidelines for laboratory animal facility published in the gazette of
India, 2021. AAALAC International Certificate is attached as Annexure 16.

None of the animals got injured, ill or moribund during the conduct of the study.
15. AMENDMENTS AND DEVIATIONS

There was no amendment and deviation occurred during conduct of study.
16. SAFETY PRECAUTIONS

The personnel involved in study conduct wore all necessary personnel
protective equipment like gloves, head cap and face mask in addition to
protective body garments and shoes to ensure adequate personnel health and
safety and to avoid inhalation and skin contact with the test item.

LBPL/NG-2641 (TX) Final Study Report Copy No.1/2 Page 14 of 97
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MATERIALS AND METHODS

Materials
Test Item Information

[Liveon LY

The Test Item Information provided by the sponsor to Liveon Biolabs Private

Limited is furnished below:

Name of Test ltem

Test Item Code by Test
Facility

Intended use of device in
Human
Site of Contact

Duration of contact with
human body

Material Category
(As per ISO10993 Part 1)

Weight in g (without
packaging)
Material safety data

sheet
Certificare of Analysis
Storage Condition

Test Item Code by
Sponsor
Batch No.

Date of Manufacture
Date of Expiry
Sterility Status

Test Item Manufactured
& Supplied by

Spun melt PP Nonwoven Fabric

S441/T1-001

Human

Use in Gwon, Drapes,CSR, Wraps,diapers
or sanitary pads

Skin

6-12 hours
Surface medical device

35gm.
Yes

Yes
Ambient (+19 to +25°C)

KTEXSMO001

2220524A

24/05/2022

2 Years from date of manufacturing
Non-Sterile (Autoclave Method).

KTEX NONWOVENS PVT LTD

Sdurvey no.241, opp. Khamta village bus

stop Rajkot-jamnagar highway-360 110,
Guarat

The Sponsor is responsible for authenticity of the test item and no further
characterization of test item was performed at Liveon Biolabs Private Limited.
The test item details are as per the TIIS, Certificate of Analysis and Material
safety data sheet provided by the sponsor. The TIIS Certificate of Analysis and
Material safety data sheet is included in the Annexure 7, Annexure 8 and

Annexure 9 respectively.

LBPL/NG-2641 (TX)

Final Study Report Copy No.1/2
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17.1.2 Test System

Animal Species . Guinea Pig (Cavia porcellus)

Strain : Dunkin Hartley

Justification for . The Guinea pig has been the animal of choice

Selection of for predictive sensitization tests for several

Species decades and also as per ISO 10993-10: 2021
specification.

Source . In-house breed animals

Age at treatment : 7-13 Weeks old

No. of Groups C 4

Letal he. efiAnimals 30 Female(Female were Nulliparous and Non-
Pregnant)

Body weight range at . 319.28-371.19¢

treatment

17.1.3 Test System Management
17.1.3.1 Animal Room Preparation

Prior to housing the animals, the experimental room was decontaminated by
fumigation and microbial load was checked by settle plate method. The
experimental room floor was mopped daily once.

17.1.3.2 Husbandry Conditions

Animals were housed in an environment-controlled room temperature of 20.0—
22.9°C and relative humidity of 44-69%.The photoperiod was 12 hours
fluorescent light and 12 hours darkness. Adequate fresh air supply of 12 - 15
air cycles/hour and sound level of <80 dB was maintained in the experimental
room.

The relative humidity, maximum and minimum temperature in the experimental
room was recorded once daily and temperature and relative humidity records
were included in the study report and kept in raw data.

17.1.3.3 Housing

Individual animal was housed in a standard polycarbonate cages (Cage size
approximately Length 43 X Breadth 29 X Height 18 cm) with stainless steel
mesh top, feed was provided in feed hoppers and drinking water with stainless
sipping tubes. Clean sterilized corn cob was provided as bedding material.

The corn cob was analyzed periodically for fungal and microbial contaminations.
The latest analysis reports of bedding material were included in the study report
as in Annexure 10 and Annexure 11.

17.1.3.4 Diet and Water

AF-1000M Guinea pigs Diet manufactured by Krishna Valley Agrotech LLP was
provided ad libifum to Guinea pigs.

LBPL/NG-2641 (TX) Final Study Report Copy No.1/2 Page 16 of 97
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Deep bore-well water subjected to filtration by reverse osmosis and UV
sterilized, was provided ad libitum to guinea pigs in polycarbonate bottles with
stainless steel sipper tubes and Vitamin C Supplement was provided by mixing
with water.

There are no known contaminants in the food and RO water provided to the
animals. The analysis report was included in the Study Report

The latest analysis report of feed and RO water was included in the Annexure
12, Annexure 13, and Annexure 14 & Annexure 15.

17.1.4 Test System Preparation
17.1.4.1 Acclimatization

After examination for good health and the suitability for the study, the animals
were acclimatized for 5 days prior to treatment. During acclimatization animals
were observed daily once for clinical signs and twice daily for mortality and
morbidity. Veterinary examination was performed before selecting the animals
for the study.

17.1.4.2 Animal Identification

During acclimatization period (Temporary identification), each animal was
identified by ear marking with animal number written on the ear lobe using
indelible marker pen. The cages were identified with cage cards indicating study
number, study code, species, strain, sex, acclimatization start and
acclimatization end date.

During treatment period (Permanent identification), each animal was identified
by body marking using 1 % turmeric solution. The cages were identified with
cage cards indicating study number, animal accession number, study code,
species, strain, sex, experiment start date and experiment end date.

17.1.4.3 Randomization and Grouping

The animals for the experiment were weighed and arranged in ascending order
of their body weights. Animals were randomized during acclimatization using
body weight stratification method of randomization and are grouped accordingly
such that the mean body weight did not vary + 20 percent among the groups on
the Day 1 of administration. The unused animals were euthanized by carbon di
oxide asphyxiation.

17.1.4.4 Clipping of Animals

For induction phase, the fur of the animals was closely clipped before 24 hrs
before the treatment from shoulder region (an area of 3 cm x 5 cm). For
challenge phase, the fur was closely clipped from the required flank region [80
sq cm (10cm x 8 cm)] 24 hrs before treatment. In both the cases care was taken
to avoid abrasion on the skin.

LBPL/NG-2641 (TX) Final Study Report Copy No.1/2 Page 17 of 97
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17.2 Method
17.21 Experimental Procedure
17.21.1 Study Design
The following study design was adopted for the study:

Color of Numfber Animal Accession
- o No.
Group Description Cage Animals
cards
and sex From To
G18 | polar Vehicle Control | White 5F | GPb3194 | GPb3198
G2a Polar Test ltem Pink 10F | GPb3199 | GPb3208
Extract
G1b Non-Polar Vehicle White 5F GPb3209 | GPb3213
Control with dots
G2b | Non-Polar Test Item | Pink with 10 F GPb3214 | GPb3223
Extract dots

Note: a: Polar groups; b: Non-polar groups; F: Female
17.2.1.2 Positive Control Response Validation

Reliability test was conducted, using 2-Mercaptobenzothiazole as a positive
control. Results are attached as Annexure 2.

17.2.1.3 Selection and Justification for the Choice of Extraction Medium

The commercially available 0.9% w/v sodium chloride for injection, Normal
saline for polar test item extraction and Sesame oil for non-polar test item
extraction and respective polar and non-polar vehicle control are selected as
per the guideline ISO 10993 “Biological Evaluation of Medical Devices”, Part 12
(Sample preparation and reference materials).

Vehicle Batch and | Manufactured Expiry Manufactured
Name Lot No. Date Date By
0.9% Nacl - Aculife health
Polar 1124208 09/2022 08/2025 care private
Vehicle limited
Sesame oil — KLF Nirmal
Non Polar G/P1 24/10/2022 23/01/2024 | Industries Pvt.
Vehicle Ltd.

17.3 Test Procedure
17.3.1.1 Preparation of Test Item Extract

The Test Item was non-sterile in condition before Extraction it was sterilized by
Autoclave 121°C.

The Test Item was Irregularly shaped device hence extraction ratio 0.2g/ml was
selected for extraction and the contact period of Test Item was Limited contact
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hence the extraction condition was selected (37 = 1) °C for (72 = 2) hours as
per ISO 10993-12:2021 (Annexure 1).

About 2g of test item was weighed and transferred to the beaker containing
10mL of 0.9% NaCl Similarly, About 2g of test item was weighed and
transferred to the beaker containing 10mL of sesame oil. For respective control
extract 10 mL of respective vehicles were taken into beaker without adding test
item and were subjected to extraction in orbital shaker incubator at 110 rpom as
per mentioned in below table.

Before extraction, beakers were sterilized. Test item in respective Polar and
non-polar Vehicles were observed for clarity of extraction and found to be clear
without any particles during pre- and post-extraction period.

Note: The unused test item not used for extraction, stored in container. Similarly, the
left over extract and test item which is used for extraction after dosing were stored in a
container and sent for disposal.

Date Test Item I_’olar Test Item No_n-PoIar
Taken (g) vehicle (mL) Taken (g) vehicle(mL)
28/12/2022 2.0157 10 2.0469 10
04/01/2023 2.0098 10 2.0203 10
18/01/2023 2.0198 10 2.0171 10
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17.3.1.2 Extraction Conditions
Vehicle and extraction condition is as depicted below:

Extraction Temperature S
(in °C) 0
5 o £ £ g g Extract
= X C
Date/phase E § 2 2 w = appearance
= < 'E B
3 = s o
Polar Vehicle
Polar test item
to S 37.0 371 37.0 70 hours and
31/12/2022 0 Poiar 60 mins Clear
Intradermal . 37.0 371 37.0
T Vehicle control
phase | Non-Polartest | oo 5 1 554 | 574
item extract
From Polar Vehicle | 574 | 374 | 370
04/01/2023 conirol
Polar test item
to extract 37.0 Sl S0 71 hours and
07/01/2023 Non-Polar 07 mins Clear
Topical . 37.0 37.1 37.0
. . Vehicle control
imeetion Non-Polar test
phase . 37.0 37.1 37.0
item extract
Polar Vehicle 370 37 1 370
From control
18/01/2023 | Polar test item
to extract 70 37.1 37.0 72 hours and Clear
21/01/2023 Non-Polar 41 mins
Challenge | Vehicle control Dl Sl oy
phase Non-Polar test 37.0 37 1 370
extract

pH of polar and Non-polar test item extract and control was checked using pH
strips and measured between 6 — 7 before and after extraction.
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17.3.1.3 Intradermal Induction Phase

The animals of test groups (G2a and G2b) and control group (G1a and G1b)
were injected with polar and non-polar test item extracts and polar and non-
polar vehicle controls respectively. The animals were injected at the shoulder
region with 0.1 mL per injection of 3 pairs of intradermal injections. Injections 1
and 2 were given near the head region at least 1 cm apart and injections 3 were
given 2 cm apart towards caudal part of the body.

Annexure 3: Site of intra-dermal injections in the Guinea pig for maximization
test of Magnusson and Kligman.

Site A: 15t pair of injection

Site B: 2" pair of injection

Site C: 3" pair of injection

FCA details: Manufactured By: Sigma Aldrich

Lot. No.:SLCL6285

Polar Vehicle Control (G1a)

e Site ‘A’ was injected intradermally with 0.1 mL of 1:1 mixture (v/v) of Freund’s
Complete Adjuvant (FCA) in Physiological saline.

» Site ‘B’ was injected intradermally with 0.1 mL of polar vehicle control.

o Site ‘C’ was injected intradermally with 0.1 mL of 50% v/v polar vehicle
control in 1:1 mixture (v/v) of FCA in in Physiological saline.

Non-Polar Vehicle Control (G1b)

o Site ‘A’ was injected intradermally with 0.1 mL of 1:1 mixture (v/v) of FCA in
Physiological saline

e Site ‘B’ was injected intradermaily with 0.1 mL of non-polar vehicle control.

e Site ‘C’ was injected intradermally with 0.1 mL of 50% v/v non- polar vehicle
control in 1:1 mixture (v/v) of FCA in in Physiological saline.

Polar Test Item Extract (G2a)

e Site ‘A’ was injected intradermally with 0.1 mL of 1:1 mixture (v/v) of FCA in
Physiological saline

» Site ‘B’ was injected intradermally with 0.1 mL of undiluted polar test item
extract.

 Site ‘C’ was injected intradermally with 0.1 mL of 50% v/v undiluted polar test
item extract in 1:1 mixture (v/v) of FCA in in Physiological saline.

Non-Polar Test Item Extract (G2b)

e Site ‘A’ was injected intradermally with 0.1 mL of 1:1 mixture (v/v) of FCA in
Physiological saline

e Site ‘B’ was injected intradermally with 0.1 mL of undiluted non-polar test
item extract.

e Site ‘C’ was injected intradermally with 0.1 mL of 50% v/v undiluted non-polar
test item extract in 1:1 mixture (v/v) of FCA in in Physiological saline.
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17.3.1.5

17.3.1.6

18.
18.1

[Lveon Ly

On day 7, the treated area was observed for irritation, as there was irritation at
site 1 and site 3.

On day 8, both vehicle controls and the test item extracts were applied topically
using approximately 2 cm X 4 cm = 8 cm? of absorbent cotton gauze the
application is done as per below mentioned table.

Topical Induction Phase

G1a: | Filter paper or absorbent cotton gauze dipped in Polar Vehicle
Control

G2a: | Filter paper or absorbent cotton gauze dipped in undiluted Polar
Test Item Extract

G1b: | Filter paper or absorbent cotton gauze dipped in Non-Polar Vehicle
Control

G2b: | Filter paper or absorbent cotton gauze dipped in Undiluted Non-
Polar Test Item Extract

Patches were removed after 48 hours of application and wiped with RO water
and details were included in the raw data and study report.

Challenge Phase

After 14 days, completion of the topical induction phase (i.e., Day 21), fur was
removed from left and right flank areas using electric clipper.

On day 22, the absorbent cotton gauze (2 cm x 4 cm) was impregnated with
0.5mL respective Vehicle control and test item extract as below:

Gla Anterior Right Flank | Polar Vehicle Control

Anterior Left Flank Undiluted Polar Test Iltem Extract
G2a Anterior Right Flank | Polar Vehicle Control

Anterior Left Flank Undiluted Polar Test ltem Extract
G1b Anterior Right Flank | Non-Polar Vehicle Control

Anterior Left Flank Undiluted Non-Polar Test Item Extract
G2b Anterior Right Flank | Non-Polar Vehicle Control

Anterior Left Flank Undiluted Non-Polar Test Item Extract

The patches were secured with semi occlusive dressing. Patches were
removed after 24 hours and wiped with RO water and details were included in
the raw data and study report (Annexure 4).

Re-challenge Phase

Re-challenge phase was not done as there was no signs of any irritation were
observed during challenge phase.

OBSERVATIONS

Body Weight

Individual animal body weights were measured on the first day of
acclimatization (at receipt), prior to initiation of the treatment (Day 1) and on
study termination (Day 25).
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18.2 Mortality , Morbidity and Clinical Signs

Animals were observed twice daily for mortality, morbidity and once daily for
clinical signs throughout the acclimatization and observation period. As there
were no clinical signs observed hence the animals were observed once for
morbidity and mortality during weekends and holidays.

18.3 Grading of Skin Reaction
Induction Phase (Intradermal and Topical Application)

The skin reactions were observed in both the control and test animals at 24 hrs.
and 48 hrs,after the intradermal administration.

The skin reactions were observed of the control and test animals at 1 hr., and
24 hours, post removal of dressing after induction (topical application). The skin
reactions for erythema and oedema were observed and recorded according to
Draize method as per Annexure 5.

Challenge phase

The skin reactions were observed in both the test and control animals at 24 hrs
and 48 hrs, after removal of dressing in the challenge phase. The skin reactions
for erythema were observed and recorded according to Magnusson and
Kligman grading as per Annexure 6.

19. RESULTS
19.1 Body Weights
Refer to Table 2 and Appendix 2.

There were no changes in body weight (g) and body weight gain (%) in the test
animals when compared to respective vehicle control during the study period.

19.2 Mortality , Morbidity and Clinical Signs

Refer to Table 1 Appendix 1.

There were no mortality, Morbidity and clinical signs observed in any of the
animals during the study period.

19.3 Grading of Skin Reactions
Refer to Table 3 and Appendix 3.
Induction Phase (Intradermal and Topical Application)

On Day 2 (24 hours) post intradermal injections all animals are normal and Day
3 (48 hours) post intradermal injections, very slightly erythema and oedema
(barely perceptible) was observed in all the control and test group animals.

On Day 10 and Day 11 Post topical application, all the animals of control and
test group showed no skin reactions.

Challenge phase

Animals of control and test group showed no skin reactions to the challenge
exposure during the 24 hours and 48 hours observations after the patch
removal of challenge application.
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20. CONCLUSION

Based on the above results, the graded (Magnusson and Kligman grading
scale) score was 0. The comparison of the skin reaction (at the challenge
phase) of the test item treated animals with those of the Vehicle control group
animals show that the test item “Spun melt PP Nonwoven Fabric” is classified
as “Non-sensitizer” to Guinea Pigs under the stated experimental condition.

21. DATA COMPILATION

All individual animal data were presented in appendices and summarized and
presented in tables. All findings were presented in the study report.

22. ANIMAL EUTHANASIA AND DISPOSAL

At the end of experiment period all the animals were sacrificed using carbon
dioxide asphyxiation. The carcasses were stored in deep freezer and disposed
through Medicare Environmental Management Pvt. Ltd.

23. STUDY REPORT DISTRIBUTION

The Final Study Report will be distributed as follows:
Copy No. 1/2 — Sponsor
Copy No. 2/2 — Archives, Liveon Biolabs Private Limited

24, ARCHIVING

All study-related records, Study Plan, Raw Data, Study Report, and the Test Item
sample was maintained in the archives of Liveon Biolabs Private Limited for 5 years
from the date of study completion. All the records and test item was handled
according to ISO/IEC 17025:2017. After the completion of archiving period, the test
facility management will coordinate with the sponsor for further course of action on
archived material.
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Table 1. Summary of Mortality, Morbidity and Clinical Signs

Refer to Appendix 1.

Number of Moxtality Clinical
Group Treatment Animals and Sians
Morbidity 9
G1a Polar Venhicle 05 0/05 1
Control

Polar Test Item

G2a Extract 10 0/10 1

Non-Polar

G1b Vehicle Control 05 003 L
Non-Polar Test

G2b Iltem Extract 10 0/10 1

1- Normal; 0/5 = 0 denotes no mortality/morbidity out of 5 animals
0/10 = 0 denotes no mortality/morbidity out of 10 animals
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Table 2. Summary of Body Weights (g) and Body Weight Gain (%)

Refer to Appendix 2.
. Body Weight
Gr;up Body Weights (g) Change (%)
Day
Treatment Day 1 Day 25 1-25
Mean 322.98 380.68 17.87
G1a
& + SD 2.26 2.06 1.00
Polar Vehicle Control
N 05 05 05
Mean 339.58 392.81 15.68
G2a
&
Polar Test Item + SD 3.39 493 1.09
Extract
N 10 10 10
Mean 328.08 452.89 38.02
G1b
&
Non-Polar Vehicle + SD 2.32 17.05 443
Control
N 05 05 05
Mean 355.76 398.18 11.71
G2b
&
Non-Polar Test Item +SD 7.74 15.87 4.11
Extract
N 10 10 10

SD: Standard Deviation; N= Number of Animals per Group
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Table 3. Summary of Skin Reactions Scoring after Induction Phase

Refer to Appendix 3.
Group Intradermal Induction Topical Induction
& Treatment After Intradermal injection After Removal of the patches
Sex At 24 hrs At 48 hrs 1 hour 24 hours
ERY |EDE |ERY |EDE ERY |EDE |ERY |EDE
Gla &

Female | Control 0*/05 | 0*/05 | 04*/05 | 05*/05 | 0*/05 | 0*/05 | 0*/05 | 0*/05

G2a &
Female | Treated 0*/10 | 0*/10 | 07*/10 | 09*/10 | 0*/10 | 0*10 | 0*/10 | 0*/10

G1b &
Female | Control 0*/05 | 0*/05 | 04*/05 | 05*/05 | 0*/05 | 0*/05 | 0*/05 | 0*/05

G2b &
Female | Treated 0*/10 | 0*/10 | 09*/10 | 10*/10 | 0*/10 | 0*/10 | 0*/10 | 0*/10

Key: ERY-Erythema, EDE-Oedema
Note: - » - Represents the number of animals showing Skin reactions out of the total number of

Animals in induction phase of each group.
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Table 4. Summary of Skin Reactions Scoring after Challenge Phase Patch Removal

Refer to Appendix 4.

Group &
Sex

Treatment

Skin Reaction Scoring

24 Hours after Challenge

48 Hours after Challenge

G1la
&
Female

Control

0*/05

0*/05

G2a
&
Female

Treated

0*/10

0*/10

G1b
&
Female

Control

0*/05

0*/05

G2b
&
Female

Treated

0*/10

0*/10

Note: - * - Represents the number of animals showing sensitization response out of the total
number of animals challenged in each group.
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Appendix 1. Individual Animal Mortality, Morbidity and Clinical Signs

Group/Sex & Animal Day
Treatment No. 1/2|3|4(5|6|7|8|9|10(11/12/13|14
GPb3194 | 1|41 |1 111 [a[a[1]1 111
G1§’F GPb3195 |11 4|1 A1 [ 11111111
. GPb3196 | 1 |11 |11 1 112111111
ol el ™ aPba197 [ [ 1 [ [ [ 11 [ 1111 [1[1[1]1
GPb3198 |1 |11 |11 [ 11 a1 1111111
GPb3199 |1 |1 1|1 |A 111111111
GPb3200 | 1|4 A |1 1A A A [a[1]1][1]1]1
GPb3201 | 1|11 |1 1A A a1 ]1[1]1]1
G2alF GPb3202 |11 1|1 (1|11 (a1 |1 [1][1]1]1
& GPb3203 |1 |1 (A 1|1 A (A [ [ ]1[1]1]1
Polar Test GPb3204 1(1/1]1 1111111 (1(111]1]1 1
ltem Extract | GPb3205 | 1|11 1|1 (4[4 [1 4[] 1][1]1]1
GPb3206 | 1|11 |1 A A [A 1[4 [1]1[1]1]1
GPb3207 | 1|44 |1 1A A (1|11 1111
GPb3208 | 1|11 |1 1A a1 [1 1 [1]1]1
G1b/E GPb3209 | 1|41 |1 1A 4 [a ][4 [1 |1 [1]1]1
& GPb3210 | 1|1 A1 A A1 [1][1][a 1111
Non-Polar | GPb3211 |1 |41 |11 A (4[4 [1[1]1]1]1]1
Vehicle GPb3212 |1 A (A 1|1 A (A1 [1 1111
Control GPb3213 [1 111111141 [1]1]1]1
GPb3214 |11 A1 11 A1 1|11 1111
GPb3215 |11 (A 11111111111
GPb3216 | 1|1 (1 |1 |11 [ 1] 1111111
Gz;’F GPb3217 |11 (1 1|1 111|111 ][1[1]1
Non-Pojar |__GPb3218 [ [ [ [ [ 1[4 [ 4[4[ 11 [ 1 [ 111
T iiar GPb3219 |11 (1 |11 A1 1111111
el GPb3220 |11 A 1|11 [ 1] 1|11 1111
GPb3221 |1 1A A1 11111111111
GPb3222 |11 (A 1|1 (A (1[4 1111
GPb3223 |1 |1 11|11 11|11 [1]1]1]1

F: Female; 1- Normal; there were no mortality/morbidity occurred in the study.
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Group/
Sex Animal Day
& No. 15 16 |17 |18 |19 | 20 | 21 | 22 | 23 | 24 |25
Treatment
GlalF GPb3194 | 1 | 1 | 1 111 1111 1]1
& GPb3195 | 1 | 1 [ 1 | 11 1] 11111
Polar GPb3196 | 1 | 1 | 1 | 11 | 111111
Vehicle | GPb3197 | 1 | 1 | 1 | 1| 1 | 1] 4] 1] 111
Control | GPb3198 | 1 | 1 | 1 1 1 | 1 | 1 |11 1] 1]1
GPb3199 | 1 | 1 | 1 [ 11 1] 1] 1] 111
GPb3200 | 1 | 1 | 1 [ 11 111111
GPb3201 | 1 | 1 | 1 [ 1 1] 111111
ngf" F GPb3202 | 1 | 1 11 | 1 111114 ]1]1]1
Pol Test |_GPD3203 | 1 [ 4 [ A [ 4 [ 4[4 [ [ 1 [ 1 [ 11
il GPb3204 | 1 | 1 | 1 | 1 | 1] 1| 11111
Extmes | GPb3205 | 1 [ [ 4 [ 1 [ 1 [ 1 [ 1 [ 1 [ 1| 1[4
GPb3206 | 1 | 1 | 1 1 114 1 1] 4] 14111
GPb3207 | 1 1 1 | 1 1 1] 1 1 1] 4] 1111
GPb3208 | 1 | 1 [ 1 | 1 | 111|111 1]1
G1b/F GPb3209 | 1 | 1 | 1 1 1 | 11 1| 111111
& GPb3210 | 1 | 1 [ 1 | 1 | 1] 1 | 11111
Non-Polar | GPb3211 | 1 | 1 | 1 | 1 | 1| 1 [ 1] 1] 1|11
Vehicle | GPb3212 | 1 | 4 | 14 | 1 | 1 [ 1 |1 [ 11|11
Control GPb3213 1 1 1 1 1 1 1 1 1 1 1
GPb3214 | 1 | 1 | 1 1 1111 1111111
GPb3215 | 1 | 1 | 1 1 1 | 1111111
GPb3216 | 1 | 1] 1 | 1 | 1111111
ng’i” Forops217 |1 1 1 141 1 111111111
Nombofar |_GPD3218 [ 4 [ 4 [ 4 [ [ 4 [ 1 [ 1[4 [ 111
o oy [ GPb3219 [ 1 [ 1 [ 1 [ 1 [ 1 [ 4 [ 4 [ 1 [ 1 [ 11
Extraot | GPD3220 [ 4 | 4 [ 4 [ 4 [ 1 [t [ 1[4 111
GPb3221 | 1 | 1 1 1 11 | 11111 [1]1][1
GPb3222 | 1 | 1 | 1 1 1 | 1 [ 1 11111
GPb3223 | 1 | 1 | 1 | 1 | 1 1 | 11111
d

F: Female; 1- Normal; there were no mortality/morbidity occurred in the study.
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Appendix 2. Individual Animal Body Weights (g) and Body Weight Gain (%)

Group Body Weights (g) on days Bogy_ W?,'ght
. ain (%)
& Sex Animal No. D
Treatment Day 1 Day 25 1_32‘5”
G1a GPb3194 319.28 381.78 19.58
& GPb3195 322.96 377.91 17.01
Polar F GPb3196 323.08 379.23 17.38
Vehicle GPb3197 324.65 381.53 17.52
Control GPb3198 324.95 382.97 17.86
GPb3199 336.86 388.11 16.25
GPb3200 335.21 382.12 13.99
G2 GPb3201 336.85 396.10 17.59
. GPb3202 338.28 392.21 15.94
Polar Test F GPb3203 340.96 395.22 15.91
ltem GPb3204 340.95 396.91 16.41
Extract GPb3205 341.08 391.02 14.64
GPb3206 341.25 395.22 15.82
GPb3207 343.26 392.12 14.23
GPb3208 344.09 399.03 15.97
G1b GPb3209 326.28 382.21 31.68
& GPb3210 326.99 381.92 36.69
Non-Polar F GPb3211 327.08 383.07 37.23
Vehicle GPb3212 327.96 387.91 42.21
Control GPb3213 332.08 387.02 42.31
GPb3214 345.60 390.11 12.88
GPb3215 346.28 396.12 14.39
G2 GPb3216 352.09 383.09 8.80
3 GPb3217 354.28 372.29 5.08
Non-Polar E GPb3218 355.16 382.22 7.62
Test [tem GPb3219 356.28 406.22 14.02
Extract GPb3220 356.18 406.18 15.17
GPb3221 355.26 410.20 16.89
GPb3222 365.28 415.27 15.01
GPb3223 371.19 420.10 7.27
F - Female
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Appendix 3. Individual Animal Induction Phase Skin Reactions

(Topical Application—
Boosting)
Observation at post
removal of the test patch

(Intradermal induction)
Observations post administration

Animal

N Group/ at injection site

o- Sex 24 hrs. 48 hrs. 1 hour 24 hours
Injection | ERY | EDE | ERY | EDE | ERY | EDE | ERY | EDE

site No. RIL R IL Shou_lder Shou_lder

region region
A
GPb3194 0 0 0 0
GPb3195 0 0 0 0

GPb3196 | G1lal/F

GPb3197 0 0 0 0
GPb3198 0 0 0 0
GPb3209 0 0 0 0
GPb3210 0 0 0 0

GPb3211 | G1b/F

GPb3212

OO0 |0O|0O|0OI0CIOIO|O|O|O|O|O|O|0O|0O|O|O|O|O|lO|O|O0|O|O|O|O|O
OO0 |0O|0|0O|O0O|0O|0O|O0O|0O|0O|0|0O|0O|O|0OjO|0O|0O|0O|0O|0O|0O|0C|0O|O|O0O|O
OO0 0|0O|0|0|0O|0C|0O|0O|0O|O|0O|0O|0O|O|0O|O|0O|O|0Oj0O|O|0O|O|O|O|O| A
O|)|0O0|0|0O|0|O|0|O|—=OC|O|O0|O|0C|0|O|0O|0O|O|O|~|O|0O|0C|O|OC|—=

0 0 0 0

O|0O|0O|0O|0C|0O 0|0 |0O|0O|0O|0O|O|0O|O|O|O|O|O|O|0O|O|O|O|O|O|O|O|O| T

GPb3213

OO0 |00 |O|0|0|0O|0O|0O|0O|O|O|O|O|0C|O|~|O|0O|O|n|O|O|O|OC|O| T

O P OW>FPOE>OEXOWE>OmPOW>OWPOow>ow
o|lo|lo|o|lo|o|o|o|=x|-|o|lo|x|o|jo|lo|o|a|a|o|jo|o|lo|o|lo|o|=a|-|o|lo

0(0|0|O 0
Key: F-Female, ERY-Erythema, EDE-Oedema, L-Left, R-Righ
1-very slight erythema/oedema

Z = |O|0|0O|0O|=»|O|O|O|O|O|O|O|O|~|mO|0O|0O|0C|O|m|O|lO|O|O|OC|O|O|C| A

—

, 0-No Erythema/ No Oedema,
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Key: F-Female, ERY-Erythema, EDE-Oedema, L-Le

1-very slight erythema/oedema

R

(Topical Application—
(nracerma ncucton) | o, Bostng)
Observations post administration
Animal remova_l 9f th_e tes_t patch
No. Group/ at injection site
Sex 24 hrs. 48 hrs. 1 hour 24 hours
Injection | ERY | EDE | ERY | EDE | ERY | EDE | ERY | EDE
site No. LIRILIRILIRILIR Sl::gui:)dner S?:gt:gi:r
A 0|0j0(0l0O|O|1]|0
GPb3199 B oj0|0f(0|0O|O|O0O]O 0 0 0 0
C 0O/|0|0|O0O|0|O0|O0O]|1
A ojo0(0j0(0O|1|0]0O
GPb3200 B 0,0/0|0|0]0|0]|O 0 0 0 0
C o,0/0(0|1]0]0]|0O
A oj0|0(0]0Of1|0]O
GPb3201 B 0/0(0j0|O0|O0|O]|O 0 0 0 0
C 0/[|0|0|0O|0O|0O|O0O]1
A o/0|0(0[0O]O0O(|1]O0
GPb3202 B 0j0j0j0j0fOfO0]O 0 0 0 0
C 0O/|0|0|O0O]|Of[O(|O0]1
A ojo|o0(0O|1|[0f|0O]O
GPb3203 B 0/,0/0(0]|0]0O0|O0]1 0 0 0 0
C 0/,0|0|0[0]O0|O0]|1
G2alF A Tolololo[1]0]0]0
GPb3204 B 0|0|0|0|0|0OfO0]|O 0 0 0 0
C 0|0|0(O0O]|0O|0|1]|0O
A 0/,0|]0(0|0]O0]O0] 1
GPb3205 B 0/0|0(0]|0]0O]O0]O 0 0 0 0
C 0/0|]0|0O|1]0]0|O0
A 0/|0|0|0O|0O|O0OfO 1
GPb3206 B 0joj|0o(0]j]0Of[O|0|O 0 0 0 0
C ojo0(0|0|1|0]0]|O
A 0,0|]0(0]0]1]0]0
GPb3207 B o,o0(0j]0f0OfOfO0O]O 0 0 0 0
C 0/j0|0|0|0]|0fO]|1
A 0|0|0jOfO|1|0]0O
GPb3208 B 0,0/0[{0|0|0]0|0 0 0 0 0
C ojo0o(0|0jO0O|0O0]1]|0O
ft, R-R

ight, 0-No Erythema/ No Oedema,
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Appendix 3. (Contd.,) Individual Animal Induction Phase Skin Reactions

(Topical Application—
. . Boostin
Opsatmiadermalinductior) | Observatonat ost
Animal remova'l c_>f th_e tes_t patch
No Group/ at injection site
) Sex 24 hrs. 48 hrs. 1 hour 24 hours
Injection | ERY | EDE | ERY | EDE | ERY | EDE | ERY | EDE

site No. LIRILIRILIRIL S?:gl;gi:r Sr:gui:;iner
A 0O([0[0|0|0O|0]|O]1

GPb3214 B 0/0|0|0|0]0O0|0]|O 0 0 0 0
C o/0j0|j0|1/0|00
A oj0(0|j0O(0]|1|0|0O

GPb3215 B 0/]0(0|0O|0]|O0O|0O]|O 0 0 0 0
C o|oj0|j0(0]|J0O(1]|0O
A o(fof0o|0|0|0]|0]1

GPb3216 B o(o|o0o|0|0l0|0]O 0 0 0 0
C 6j]o0f0|0O(0]|1(0]0O
A 0j0(0|0O(1]0(0]O

GPb3217 B 0/0(0|0(0|0|0]O 0 0 0 0
C 0{0j0|0f0O]O0|1]0
A ojo0j0|0|0O]|0O0|1/0

GPb3218 B 00|00l 0]|0O0|0]|O 0 0 0 0
C 0|00 |0(0]|1|0O0{0O
G2b/F A ojo0fo|j0(1)0(1/0

GPb3219 B ojo0ofo0ojO0|0|j0|0]|O0 0 0 0 0
C 0j0(0|0|0]0|1]0
A oj{o0oj0|0f1]0|1]0

GPb3220 B 0|0j0|0|0]0|0]O0 0 0 0 0
C 0/|0(0|0|0|O0 |10
A o0j0(0O|0O|0O|0O(O(1

GPb3221 B 0/0|0|0|0]0|O0O]fO 0 0 0 0
C 0/0(0|]0O|0|110|0
A o(o0oj0|0|0fO|O]|1

GPb3222 B 0ojo0oj0|/0f0O]0O0|0]|O 0 0 0 0
C o(ojoj0|1|0(1]0
A ojo(fo|jo0oj0|1(0]O

GPb3223 B 0/0|j0|j0|0|0f0O|O 0 0 0 0
C ojofo|j0j0/0(f1]|0O0

Key: F-Female, ERY-Erythema, EDE-Oedema, L-Left, R-Right, 0-No Erythema/ No Oedema,

1-very slight erythema/oedema
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Appendix 4. Individual Animal Skin Reactions Scoring after Challenge Phase Patch

Removal

(Challenge)
Observation at post removal of the test patches at right

i and left flank
fAImal Sex Group

No. 24 hours 48 hours
ERY ERY
Test Site Control Site | Test Site Control Site

0 0 0

GPb3194 0

GPb3195

GPb3196 | F Gla

GPb3197

GPb3198
GPb3199
GPb3200

GPb3201
GPb3202
GPb3203

F G2a

GPb3204

GPb3205

GPb3206

Ol ool 0Ol0o|l0ojloloo|O0o|] o | o©

GPb3207

[« B I o T B e 2 B e B BN = B B = 2 B = T I = 4 B o I [ o I Y o 200 Y o 0 Y o O Y o)
Ol o0 | 0| 0O | 0|0 0Ol0ojlojlo|lo|]o|o | o©
Ol O | 0Ol O0o|lOo0oO|lO0O|O0O|O0O |0 0| 0O | O

GPb3208 0
Key: F-Female, ERY-Erythema, 0-No Visible Change.
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Appendix 4. (Contd.,) Individual Animal Skin Reactions Scoring after Challenge

Phase Patch Removal

(Challenge)
Observation at post removal of the test patches at right
Animal and left flank
No Sex Group
. 24 hours 48 hours
ERY ERY
Test Site Control Site | Test Site Control Site

GPb3209 g > 0 0
GPb3210 0 0 0 0
GPbaot1 | F G1b 0 0 0 0
GPb3212 0 g 0 y
GPb3213 g 0 0 0
GPb3214 : g 0 .
GPb3215 0 e 0 0
GPb3216 0 0 0 0
GPb3217 0 . g g

0 0 0 0
GPb3218 | _ -
GPb3219 0 0 0 0
GPb3220 0 0 0 0
GPb3221 0 0 0 0
GPb3222 0 0 0 0
GPb3223 0 0 0 0

Key: M-Female, ERY-Erythema, 0-No Visible Change.
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Annexure 1. Standard Surface Areas and Extract Liquid Volumes

Thickness? Extraction ratio
(surface area or mass/volume) Examples of forms of materials
s £10 %
<0,5 6 cm-/ml film, sheet, tubing wall
05t010 3 em?/ml tubing wall, slab, small moulded items
»1,0 3cmt/ml larger moulded items

vowder, pellets, foam,
irregularly shaped solid devices 0,2g/ml non-absorbent moulded items,
porous high-density materials

irregularly shaped porous devices :
(low-density materials) 0,1g/ml membranes, textiles

3 [fthe medical device includes multiple tissue contacting components with different thicknesses, the extraction ratio
should be justified. One way ro do this is to base the ratio on the thinnest material layer of that component.

NOTE While there are no standardized methods available at present for testing solvent absorbing polymer materials
(e.g. absorbents and hydrocolloids), a suggested protocol is as follows:

— determine the volume of extraction vehicle that each 0,1 g or 1,0 cm? of material absorbs;

— then. in performing the material extraction, add this additional volume to each 0.1 g or 1,0 cm? in an extraction mixture.
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Annexure 2. Study Details and Result of Reliability Check

T Blolab:

POSITIVE CONIROL STUDY SUMMARY

Study Number: LBPL/G-2436 (TX)

Test Item Name (Positive Control): 2-Mercaptobenzothiazole
Lot No.: MKCN 6664

Experimental Period: 24/09/2022 to 24/10/2022

Valid Upto: 15/05/2023

The study was conducted to evaluate the skin sensitivity and reliability of the Test Item “2-
Meracaptobenzothaizole" by the Guinea pig maximization test (GPMT) in guinea pigs as
per ISO 10993-10:2021 - Biological evaluation of medical devices - Part 10: Tests for Skin
Sensltizatloh and OECD Guidellne No.406.

This study was performed using 30 animals that were grouped into two groups 10 (05
males /05 females) for the control group and 20 (10 males/10females) for the treatment
group. Fur of all the animals of both the groups were clipped, 24 hours prior to induction
(induction and topical application) exposure as well as challenge exposure of the test item.
On Day 1, intradermal induction phase was conducted. During intradermal induction
administration, animals of control (G1) were injected with three pairs of intradermal
injections [Injection A) Freund's complete Adjuvant +Physiological saline (1:1), injection
B) 80 % Ethanol and C) 1:1 mixture of injection A and injection B on the either side of
midline on shoulder region. Animais of test group (G2) were injected with three pairs of
intradermal injections [Injection A) Freund's complete Adjuvant +Physiological saline (1:1),
Injection B) 5 % (w/v) of the test item formulated in 80 % ethanol and C) 5 % (w/v) of the
test item formulated in 1:1 mixture (v/v) of FCA+ Physiological saline on either side of the
midline on the shoulder region. The skin reactions were observed on Day 2 (24 hours post
intradermal administration) and Day 3 (48 hours post intradermal administration) and
recorded as per Draize method.

Topical induction was carried out on Day 8 using a filter paper with 0.5 mL of 80 % Ethanol
for control animals and 0.5 mL of 50% (w/v). The test item was applied to the test animals
on the dorsal region and secured with non-irritant adhesive tape for 48 hours. On Day 10
(1-hour post patch removal) and Day 11 (24 hours post patch removal) skin reactions, for
erythema and oedema were observed and recorded as per the Draize method.

Challenge exposure was carried out on Day 22 (after completion of 14 days of the topical
induction phase, Patches of filter papers loaded with 0.5 mL of 80% Ethanol was applied
to the anterior right flank of animals and 0.5 mL of 25 % (w/v) test item was applied to the
anterior left flank of all animals of both test and control groups. Patches were held in
contact for 24 hours by a semi occlusive dressing.
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Annexure 2. Cont., Study Details and Result of Reliability Check

Results:

There were no moértality, morbidity, bodyweight loss and clinical signs observed in control
and test groups during the experimental period.

Challenge Application:
Refer Table 1

09/20 Animals had score of 1 (Discrete or patchy erythema) at 24 hours and 48 hours
observations after the patch removal of test patches in challenge phase.

The Skin sensitization rate was 45% at 24 and 48 hours post treatment respectively.

The comparison of the skin reactions (at challenge phase) of the test item treated animals
with those of the control group animals showed that the test item “2-
Meracaptobenzothaizole” is classified as “Moderate-sensitizer” under the experimental
condition tested.

Conclusion:

Based on the results of this study, 2-Meracaptobenzothaizole” is classified as “Moderate-
sensitizer” to Guinea Pigs according to Magnusson and Kligman grading scale.

Table — 1: Positive Control (2-Mercaptobenzothiazole) Challenge Phase Data

R o | Challenge Phase _
Concentration Application Skin S
Sreup (Yowiv) Site Time (hours) Reaction Sensmzitlon

R Rate (%)

_ _ esponse | =
G1 (Vehicle | 0.5 mL of 25% | Anterior Right | 24 0*/10 0
[ Contral) 2-MBT Flank 48 0*/10 0
G2 (Test 0.5 mL of 25% Posterior 24 _ 9*/20 45
Item) 2-MBT Right Flank 48 9*/20 45

2-MBT: 2-Mercaptobenzothiazole

Note: * Represents the number of animals showing sensitization response out of the
total number ‘of animals challenged in each group.

The next reliability (Positive Control) study will be conducted on April 2023.

Study Director
Sign and Date
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Annexure 3. Intradermal Injection and Topical Patch Application Sites Diagram

I
|
/ : \ Treat A [
[ I reatment Animals
G 1+ o
| A: 1:1 viv of FCA + physiological
: " saline
: v B: Undiluted test item extract
\ : / C:1:1vivofA+B
¥
|
|
/ : \ Control Animal
I ontrol Animals
B '@
1 A: 1:1 viv of FCA + physiological
™0
: i saline
: } B: Vehicle only
3 .
\ ‘ J C:11vivofA+B
I
1. Cranial End

2. Intradermal Injection Sites
3. Clipped Intrascapular Region
4. Caudal End
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Annexure 4. Challenge Phase at Flanks of Animal

All Animals

X: Treatment Animal Site C
Y: Control Animals Site C

1. Cranial End

2. Intradermal Injection Sites

3. Clipped Intrascapular Region
4. Caudal End
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Annexure 5. Evaluation of Skin Reactions (Draize Method)

1. Erythema and Eschar Formation

Score

No erythema

0

Very slight erythema (barely perceptible)

Well defined erythema

Moderate to severe erythema

1
2
3

Severe erythema (beef redness) to eschar formation
preventing grading of erythema

4

Maximum Possible Score -4

2. Oedema Formation

Score

No oedema

Very slight oedema (barely perceptible)

Slight oedema (edges of area well defined by definite
raising)

Moderate oedema (raised approximately 1 millimeter)

W N

Severe oedema (raised more than 1 millimeter and
extending
beyond area of exposure)

Maximum Possible Score — 4

LBPL/NG-2641 (TX) Final Study Report Copy No.1/2
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Annexure 6. Magnusson and Kligman Grading Scale for the Evaluation of Challenge

Patch Test Reactions

Patch Test Reaction Grading Scale

No visible change

Discrete or patchy erythema

Moderate and confluent erythema

w| N -~ O

Intense erythema and/or swelling
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Annexure 7. Test Item Information Sheet

MEDICAL DEVICES TEST ITEM / REF‘ERENCE ITEM iNFORMATION SHEET

Sl No. Particulars Details

1 Sponsor Name and Address Ktex Nonwavens Pvt Ltd

(As in Study Plan and Study Report) | Survey No.241, Opp. Khamta Village Bus Stop,
Rajkot-Jamnagar Highway- 360 110, Gujarat

2 Manufactured by

(Name and address)

(Specify “same as study spansor”,

if applicable. Otherwise prc side detlails)
3 Supplied by

(Name and address)

(Specity “same as study sponsor”,

if applicable. Otherwise prcide details) . .
4 Address for Communicatior with Email Mmustanshir@ktexnonwovens.com,
docs@ktexnonwovens.com

same as study sponsor

same as study sponsor

5 Address for Invoicing same as study sponsor
6 Sponsor Representative Neme Mustanshir Vohra
7 Monitoring Scientist Name
8 Test Itém / Reference Iter information | Spun melt PP Nenwoven Fabric
(Mark as applinnhla)
Name of the Test ltem =
Refersnce liem O
9 Intended Use of device n Human /| Human
Others (to Specify) Use in Gown, Drapes, CSR Wraps, Diapers or
sanitary pads. |
10 Site of Contact Skin
11 Duration of Contact with Human Body 6-12 Hours
12 Material Category Surface Medical Device
(As per ISO 10993 Part 1)
13 Weight in g. (without packing) ® 35 gm.

Surface Area in cm20d

Thickness in mm O
Ollers'(to Specify) O
14 pH (If applicable)

15 Material Safety Data Sheet Attached B Yes O No
16 Certificate of Analysis Attacned 2 Yes O No
17 Storage Condition B Ambient (+19 tc +25°C) O Cool and Dry (+2 to +8°C)
O Frozen (-18t0 -20°C) [ Hygroscopic
0 Light Sensitive O Any other
1 : | (Please specify )
18 ‘ Test Item Code by Sponsor (If any) { KTEXSMO01 ' . '

19 ‘ Batch No. / Lot No. I 2220524A
20 | Date of Mfg. | 24/05/2022
| B

L =S N

45 of 97
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Annexure 7. (Contd.,) Test Iltem Information Sheet

21 Date of Exp. / Ratesl date 2 Ysars Fiuun Date of Manuracturing
(When stored as detailed below) (fill-up
expiry date and/ retest date, whichever
is applicable), IF not, provide ;usfiﬁcation
22 Quantity Dispatched znd Date of | 19/C9/32022

Dispatch
23 Name of Carrier / Mode of Shipment Couritr
24 Type of Packing and No. of Packs / Zipper bag 2 packs of 1 or 2 mirs Nonwavan
Bottles .
fabrics
25 Sterility Status 0 Sterile: 3 Nen-stenle™

Stedleby
B Autoclave Metnod
*If Non-sterile, Select method of | O Surface Sterillzation

Sterilization [0 Post Extraction Filtration
L1 Cther i
26 Material Category Medical Davices tems

List out the test to be conducted:

Si. No. Test / Study Name Test Guideline
‘ Skin Sensitizatian Test 30 10993-10:2021 & OECD Test Guideline 406
2. Skin Irritation Test SO 10993-23:2021

Sponsor’s Authorization:
As a Sponsor or Sponsor representative of these studies, | agree with below points:

»  The studies requesicd are to meat tha regulatory requirements of test iz=m.

= The animal usage is necessary {o- requested studies as per guideline raquirements. The species chosen is
appropriate to the study znd as per guidelines requirements. '

»  The studies requested are not an “nnacassary duplication of previous viork,

Sponsor or Sponsor Representative: .“\_,U‘"%%

Mustanshir Vohra
25/09/2022
Sign. and Date

Instructions for filling Test Item / Reference ltem Information Sheet:

> Fili the information sheet with avaiable information, .

°  Ifthe information is not available mantioned as NA and if section or cclumn is not applicable for test item,
reference item, mention 5 NA (Not Applicabie),

»  Add column or rows as per raquirsments.

- . . - -
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Annexure 8. Certificate of analysis

Ktex Nonwovens Pvt. Ltd. | pocne:kn/co/aa/e/o2

| POLYPROPYLENE SPUNBONDED NON WOVEN FABRICS | RevNo :03

| Partnvrs in Growih ] CERTI FICATE OF ANALYSIS | Rev Date : 01-02-2022

| COA Number :- | KN-DPHP-3172 Date :- 05-Sep-22

| Cunl. Nu :- GdJ. 23.Y. 6471 . .

[ Customer Name:- DPHP ,' Invoice No.:- KTPL/22-23/416

I - Propertie_s_ . Units T TESLME-CI:UI.;-‘_ i |I Typical i Speciﬁcati.on [ Rém;ck

: | ___ .. 5 L - acs L Analysis® | k =L

| Product Code/Type | 35.0 Spunmelt

| Treatment | Hydrophobic

| Structure | oval

["Colour White
Lot No. KTEXSMO001

| slit Width MM | By Std. Measuring tape | 800 *5 | Passed

| Weight g/m® | NWSP 130.1.R0(15) 34.65 +2 Passed

| Tensile Strength MD N/5 cm NWSP 110.4.R0(15) 85.52 I >70 | Passed
Tensile Strength CD N/5 cm NWSP 110.4.R0(15) 52.12 | >34 Passed
Tensile Elongation MD % NWSP 110.4.R0(15) 87.43 45-130 Passed
Tensile Elongation CD % NWSP 110.4.R0(15) 90.47 45-130 Passed
Water resistance(100cm?) mmvice NWSP 080.6.R0(15) 631 | >370 Passed
Test Certified: This certifies that the above item and run number have been produced and inspected in
Conformance with the Ktex product specification.
The results are presented without any implied warranty. The certificate is strictly and exclusively limited
for Customer reference only.
Klex Nonwovens Pvt. Ltd. Compliee with the strictest product and process controls according to the latest
international standards.
Ktex Nonwovens Pvt. Ltd., reserves the right to update production data according the process and
technological developments.
The above data sheet gives typical figures only and no implied warranty should be assumed.

(This is system generated report hence signature is not required.)

MANUFACTURER:-
Ktex Nonwovens Pvi. Ltd.
Survey No 241,Sanosara,

Opp. Khamta Bus Stop, Jamnagar Highway,
Village - Khamta, Tal - Dhrol,

Jammnagar, 360110, Gujarat, India.
Tel #: +91-9727055055
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Annexure 9. Material safety data sheet

Partners an Giowih

Rev. Date:20/12/2021 Ver-01
Supersedes: 01/07/2018

SECTIONI1: PRODUCT IDENTIFICATION AND MANUFACTURER
1.1 Product Identifier
. Trade Name: PP Spunbond/Meltblown Nanwoven Fabric

1.2 Relevant identified uses of the substance/mixture and uses advised against
Product Use: Hygiene, medical, industrial use&Filtration.
Uses Advised Against: None known.

1.3 Supplier Details
Address: KTEX Nonwovens Pvt. Ltd.
Survey No 241, Sanosara,
Opp. Khamta Village Bus Stop,
Rajkot - Jamnagar Highway,
Tal. Dhrol,
Dist. Jamnagar 360 110.
Phone: +91-9727055055, +91-9909355055.
E-mail: docs@ktexnonwovens.com
Emergency Phone Number
Info: +31-8758855055

SECTION 2: HAZARDS IDENTIFICATION
2.1. Classification of the substance/mixture Classification
Classification (Regulation (EC) No. 1272/2008)

Not a Hazardous substance or mixture according to Regulation (EC) No. 1272/2008.
2.2. Label Elements:

Labelling (Regulation (EC) No. 1272/2008)

Not a Hazardous substance or mixture according to Regulation (EC) No. 1272/2008
2.3. Other Hazards: None known.
SECTION 2: COMPOSITION/INFORMATION ON INGREDIENTS

3.1 Mixture: >95% Polypropylene with max & S%other additives.

SECTION 4: FIRST AID MEASURES:

4.1 Inhalation: N/A.

4.2 If swallowed: Do not induce vomiting; get immediate medical attention.

4.3 Eye Contact: Rinse eyes with water. If irritation persists, contact & physician. If symptoms,
Persist, Obtain medical attention.

SECTION 5: FIRE FIGHTING MEASURES:

5.1 Extinguishing media: Dry Powder.

5.2 Special hazards arising from the substance or mixture
Specific hazards during fire fighting : Exposure to decomposition products may be a
hazard to health.

5.3 Advice for fire fighters

Page10of4
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Annexure 9. (Contd.,) Material safety data sheet

W
Parineis i Growih
Rev. Date:20/12/2021 Ver 01
Supersedes: 01/07/2018

Special protective equipment for : Wear self- contained breathing apparatus for
Fire fighters fire Fighting if necessary. Use personal protective
= ' Equipment, ° E

SECTION 6: ACCIDENTAL RELEASE MEASURES:

6.1 Personal precautions, protective equipment & emergency procedure
Personal precautions : Ensure adequate ventilation, especially in confined
areds. Avoid inhalalion of vapour or mislL.
6.1 Environmaontal preoautions
Crvironmantal precautions < DU Lol telease nn water ur satntary sewer syslem &
land openly.
Il Lthe product containales land, river & lakes
) , inform respeclive authorilies.
6.3 Methods and material for containment and Cleaning up - .
Methods for cleaning up : Keep in suitable, closed containers for disposal.

SECTION 7: HANDLING AND STORAGE:

7.1 Precaution for safe handling:

Advise on protection against : Normal measures for preventive fire protection.
fire & explosion.
Hygiene measures. : Handle in accordance with good industrial hygiene

and safety practice.
: General industrial hygiene practice.

7.2 Condition for safe storage, including any incompatibilities:

Advice on common storage : Keep away from food, drink and animal
feedingstuffs.
Safe Storage : Store in tightly closed container in cool, dry, well-

ventilated area away from heat or Sources of ignition.
: Store at ambient temperature out of direct
sunlight.
Other data : No decomposition if stored and applied as
directed.

SECTION 8: EXPOSURE CONTROLS/PERSONAL PROTECTION:

8.1 Control parameters: Contains no substances with occupational exposure limit values.
8.2 Exposure controls

Engineering measures Non required.

Hand Protection : Non required.

Eye Protection : Safety goggles or glasses.

Respiratory Protection : Respiratory protection is not normally required if

good ventilation is maintained and exposure
guidlines are not exceeded.

SECTION 9: PHYSICAL AND CHEMICAL PROPERTIES

9.1 Basic Properties:

Page 2 of 4
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Annexure 9. (Contd.,) Material safety data sheet

%i

Pariners in Groweth

Rev. Date:20/12/2021 Ver 01
Supersedes: 01/07/2018

Physical state : Solid.

Colour : As per Customer requirement.
Odor/Odor Threshold . : Characteristic odor/No data available.
pH, @25°C :7.0

Density : 0.855 gm/cc.

Flash point : Not measured.

Melting Point :180°C

Solidification Point 1145 °C

Boiling Point : Not measured.

Solubility in water : Not soluble.

Oxidizing Properties : Not Applicable.

SECTION 10: CHEMICAL STABILITY AND REACTIVITY

10.1 Reactivity f :Hazardous polymerization will not occur.
10.2 Chemical stability :No decomposition if used as directed.
10.3 Possibility of hazardous reactions
Hazardous reaclions :No decomposition If stored and applied as directed.
10 4 Canditinons tn avaid : Mone known.
10.5 Incompatible materials
Materials to avoid : None known.
10.6 Hazardous decomposition products
Hazardous decomposition products : Build-up of dangerous/toxic possible in cases of

fire/high temperatures.

SECTION 11: TOXOLOGICAL INFORMATION:

11.1 Information on toxicological effects
Acute toxicity

Acute oral toxicity : Not classified.
Skin corrosion/irritation : Not measured.
Skin Sensitization : Not measured.

SECTION 12: ECOLOGICAL INFORMATION

12.1 This product has no known eco-toxicological effect.

SECTION 13: DISPOSABLE CONSIDERATIONS

13.1 Waste disposal recommeéndation Waste materials may be disposed in a sanitary landfill.

SECTION 14: TRANSPORTATION INFORMATION:

14.1 Each and every slit roll and pallet roll are labelled with proper tracebility of process used.
No other specific requirement.

SECTION 15: REGULATORY INFORMATION:

15.1 Classification and labeling Danger symbol : N/A.

15.2 Danger Label :N/A.

15.3 Safety phrases :N/A.

Page3of4
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Annexure 9. (Contd.,) Material safety data sheet

Partners in Growih

Rev. Date:20/12/2021 Ver-01

Supersedes: 01/07/2018

SECTION 16: OTHER INFORMATION:

16.1 Applicatiors:-

Hygiene

Medical

Industrial Application
Dust Collectors
Filtration

16.2 Physical Properties:-

Thermo bonded No chemical

Excellent bi-directional and wear properties
Soft and Comfortable

Grammage between 08-150 g/m2

16.3 Possible Additional Nonwoven Features:-

Printing
Lamination
Electrostatic charging

16.4 By using Additives or pigment pastes:-

Drying in every imaginable Shade

Fire retardant properties

Antistatic properties

Increased UV and Gamma ray protection.
Hydrophilic Properties.

Alcohal repellency Properties.

Page 40of4
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Annexure 10. Contaminant Analysis Report of Bedding Material

SMS LABS SERVICES PRIVATE LIMITED

SMSLA TEST REPORT

P4 N
TC 6118
ULR - TC6118320000103596F Page | of 3
Repart Na: FD?20S0R7-01 Report Date: 02 Jun 2022
Customer Name M/s. Liveon Biolabs Private Limited
Customer Addrass #48 & 47 Water Tank Read, KIADB Industrial Area. Phase I,
Acatharasanahallt. Tumuakuru-372106
Sample Nume Corn Cob Sample Sent on 27 May 2022
Sample Drawn By Customer Samples Recoived on 28 May 2022
Sample Quantity 500gm x INo Test Started on 28 May 2022
Saaple [Beulilivation LBPL-CC-0029 lest Compteted on 02 Jun 2022
TEST RESULTS
| S.NO [ Parameter | Test Methaod | Unit Results
| Food :&\gn— Coreals, Pulses & Cercal Pradu“c:s - i S ) !
Biologicul
| Escherichia coli ) | 1ssseviPamtin [ pere [ Absent i
Frendomonas | SMSELA/MBSOP/36 [ _Pc_r]t'l_f: I Absenl
Sairvonelia ing - B I IS0 6579 (Part 1) ! [Per 250 | Absens |
|4 Steyprlvdocaceus aurens 1 [§ 5887 (Parz 2) . Perg _l Ahsent
| Myreotoxing - : N — ) N o
[ 5 |afeoxinBl - SMSLA/HC/SOPA2 * sk _ BLQILOQ:.30)
|6 | Anatoxin B2 | SMSLAMOSOP2 | ek BLO(LOGN.S0)
7 | Alatoxin GI _ SMSLAICBOP02 | apks BLO(LOQO S0,
L8 | Abatoxin G2 - SMSLA/HC/SOP2 | ueke CBLOILOGOSD)
| Pesticides =— -
g | 4-Bromo-2-Chlorophenol o | SMSLAYGS/SOP/OZ I mphe BLOKLOG:0.0 )
10 | Accphaic [ SMSLA/LS/SOPO2 | me/kg BLQ{LOQ:0.01)
_ 11 Aldrin SMSLA/GS/SQP/O2 | make BLQ(LOQ:0.01) |
12 1 Chlordane ) . SMSLA/GS/SOP/02 | mgaikg - BLQ(LOQ:0.01) |
|13 _: Chlorfenvinphos o SMSLA/GS/SOPAN , mgkg | BLYILOQ:0.01) !
14| Chlorothatonil SMSLA/GS/SOP/2 me/ke BLQ(LOQ:0.01} ]
I5 | Chlarpyrifos Ethyl SMSLANGSSOPD2 J me'ke BLOLOQ:0.01} }
16 | Chlompyrifos Methy) SMSLA/GSISOP/02 mpke BLQ(LOQ:0,01) - |
17 Diazinon | SMSLA/GSISOPAO2 mg/ke BLOT1.O:0.01)
18| Dichlorvos ) SMSLA/GS/SOP02 | meke B BLQ(LOQ:0.01) |

"Q ﬂtfpu‘{j \Jflﬁ

Laboratory Addrass | 386, Thiruvallur High Road, Puduchatram Paost, Thirumazhisai Via, Pocnramalles Taluk, Chennmad - 600124
Laboratory - Accredited by : NABL (TC-6118) ; Approved By - £IC. BIS ; Recognised By : MoEF, APEDA, AGMARK, £SS&i ; Certified By : ISO 9001 & 1S0 45001

& The msults relate only Lo lbe itemns tasteg

*  Repors stial nol be resaduced srcaps 0 full siliout the approval of e Laoorasxare
Tha laboraiony's tesseasitilty undes IS repart 12 imited o praven il Neyligerice and wIl Mo Ces2 be mare MR e Mvorad amourt The Lanoraleey
acagts roliebility with regard 1o IFe o7igin or 2ource froxm which the seenple(s) Is ' ara 23K 10 D@ exlracked
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ﬁ; SMS LABS SERVICES PRIVATE LIMITED

SMSLA TEST REPORT

TC-6118

Page 2of3

Report Date: 02 Jun 2022

ULR -TC611822000010396T
Report No: FD22030367-01

S.NOI Parameter : Test Method Linit \ Resulls i

[ 19 | Dietdrin | SMSLA/GS/SOPN2 me'kg BLQILOQ:0.01) '
26 | Dimethoate SMSLALS/SOPUL merkg HLOILOQ:0 01)
21 | Isndosultan Sulfare SMSLAIGSSORI02 mi'ke BLO(LOQO.O

| 22 Endosulfan-Alpha SMSLA/GSISOPI02 ek BLO(LOQ (.01

i_>3 | Endosullin-Betn SMSLASGSSOP02 Cmpkp | BLQ(LOQ.0.01)

|24 | Endein e SMSL A/GS/SOP02 make BLQ(LOQ:0.01}

|25 | Ehion - SMSLA/GS/SOPQ2 mgky | BLQILOQL.01) |
26 | Ewimphos o SMSLA/LS/SOP/02 medke BLQLOQL.01)

| 27 |Fenitrothion SMSL A/GS/SOP/02 mefke BLQ(LOQ:0.U1}

| 28 |HCH-Alpha SMSLA/GS/S(PI02 meke | BLQ(LOQ:0.01)

! 29 ;HCH-BEM SMSLA_}'GS/‘SOP."UZ mg/kg BLQ(LOQ:0,01)

| 30  HCH-Gamma SMSLA/GS/SOPN2 mg'ky BLQ(LOQ:0.01)

30 | Heptachlor ) SMSLA/GS/SOPI02 maka BLQILOQ:0.01)

32 I...;,i_.;...-..,.l.;..\';fg.h:‘_,_:. i) SwIX ,L‘\n"q,._gr,r-rp- moivg LR TR TR RN Y ]
33 | Malathion SMSLA/LS/SOP/02 mekg BLQLOQ:0.01)

| 34 | Methamidophos SMSLALS/SOPAR me/kg BLQ(LOQ:0.01}

| 33 | Mosogrotophas SMSLAMS/SOPO2 ma'ke BLO(LOQ:0.01)

36 | 0,p-DDD SMSLA/GS/SOP/A2 mgfks BLQ(LOQ:0.01) B
37 | 0p-DDE SMSLA/GS/SOPIN2 ma'ke BLQILOQ:0.01) ’
38 | op-DDT SMSLA/GS/SOPA2 mekg | BLOQ(LOQ:0.01)

39 | o.p-Dicatol SMSLA/GS/SQP/D2 mekeg | BLQ(LOQ:0,01)

40 | Omethoate SMSLA/LS/SQP:02 ma/kg BLQ(LOQ:0.01)

41 | Oxydemeton methyl SMSLA/LS/SOP/0Z mg'ke BLLOQ:0.01) i

42 | p.p-DDD SMSLA/GS/SOP/02 maky BLQ(LOQ:0.01)

43 | p.o-DDE SMSLA/GS/SOP/02 mefke BLQ(LOQ:0.01) |
44 | pe-DDT o SMSL A/GS/SOP/02 meke BLQ(LOQ.0.01) |
45 | pp-Divofol SMSLA/GS/SOP02 mgkg | BLO(L.0Q:0.01)

46 | Parathion ethyl SMSLA/LS/SOPA2 meg/kg | BLOQLOQ:0.01)

47| Parathion methyl SMSLALS/SOP/2 mgke | BLQ(LOQ:0.01)

A Kananﬁ
Authorized Signators Chemical

Labeoratory Address : 39(6. Thiruvaliur High Road, Puduchatram Past, Thirumarhisai Viz, Poonamallee Taluk, Chennai - 500124,
Laboratory - Accredited by : NABL (TC-8210)  Approved By : EIC. BIS ; Racognised By - MoEF, APEDA, AGMARK, FSSAI i Certified By : 1SO %001 & 1SO 45001,

*  The resuills relate oaly 1o the items Insiad

*  Repors snal ao be raprosueed axseal in ul Aot e aopemea 3f e Labarabary

¥ The aburatneg s raspon ¥ =nEan NS 1SRO8 it 10 Srownn wilfy) necipence and will n e cgees e mare tFar tha invo.ced armowit The Latoralons
BERSEIE 00 Lahsth, AU cegatd 110G OrQIe 31 souroe o e iz samiieis] £ ArF 331 10 D6 exlusied,
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Liveon

SMS LABS SERVICES PRIVATE LIMITED

TEST REPORT

/[t \

TC-6118

ULR - TCG118220000 ] 6596F Page3af 3
Report No @ FI322030367.01 Report Date: 002 Jun 2022
. - — —_—
S.NOI Parameter Test Method | Unit | Resulis
3 | Phocate - | SMSLAAS/SOP/Z meke | BLOLOQLOI)

49 | Phusalone | SMSLALS/SOPM2 mifke BLQILOO0.01 |
| 50 Phosphamidon ) | SMSLALS/SOPD2 | mghks | ALGLOO:0.01} ‘
| %1 | Profenofos | SMSLALS/SOPOZ | mgke | BLQILOOW.OL} |
| 32 | Quinalphes | SMSLAGESOP/02 | mpke | BLINLOUAL01)

‘i I'rinzophos N SMSLALSSOP/C2 ; BLOQULORQOT ) ]
Tracc Metal Elements - ]

54 |Arsenic | sMsLansisopoz merkg BLOLOQ:0.1)

| 35| Cadmium - SMSLA/S/SOPO2 | muks B BLQILOQ:0.01)

|36 | Lead SMSLA/SISOP/02 me/ke BLQ(LOQ:0.1)

| 57 | Mercury SMSLA/IS/SOPO2 | mghke BLQILOG: 1) B

Note: BLQ: Belpw Limit of Quantification. LOQ: Limit of Quantificati o,
= 10CHu/g can be waken as absent in 1:10 dilution.efu-colony ferming unis

Bebnbesrrees Cod of the Repart *P*20eserery;

PSSR

K. Elakkiyathasan
Authorized Sigr.amry-ChcmLca! L gﬂvﬁl

Authorized Siznatery - Chemical

Laberatery Address : 2196, Thiruvallur High Road, Puduchatram Post, Thirurmarhi=ai Via, Poonamaliee Taluk, Chennal - 600124,
Laboratory - Accradited by : NASL JTC-8118) ; Approved By : EIC, BIS ; Recognised By : MoEF, APEDA. AGMARK, F55Al ; Cartifled By : 150 9Q01 & 50 45001.

*  The resiits relain orey 10 the ilems tosber

& Ragurts stall ror 5e rapoduss, 2 Ihwethoudl the @

+ The alory s rasponatily ues Us repor 19 imited ba ¢
3ccepls noliabiily with regars io tre QN o4 souree from an

# ol tra Labarasiry
Wil negligeniae ane will In 40 2ase De Torg an e invuized aTount Tha Laberstary
e s@erplan in | 80 58 10 De exlrpssad
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Liveon {3

Annexure 11. Analysis Report for Bedding Material

ANNEXURE 7: RECORD FOR THE RESULTS OF MICROBIAL MONITORING REPORT
OF AUTOCLAVED BEDDING MATERIAL

o | .
Date of Sampling: 1 (eq|2024~ Date of Reporting: _*\[o4{ge 2

| SIL -
Source

No. Resulis
Cane. Colo No Cl{uou)-“l d baril--‘- &
iy ol ‘.
o\ @f_ Cl L"\—a MY o "l‘f\ Mu,,tl Ly A a
PLG.E:;)

LBPL - CC-039 . |

o~

»
Analyzed by %w?%

frrm="
23/ foe rs

Verified by -

Sign. and Date

Sign.. and Date

LBPL/NG-2641 (TX)

Final Study Report Copy No.1/2
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Annexure 12. Contaminant Analysis Report of Feed

SMS LABS SERVICES PRIVATE LIMITED

SMSLA TEST REPORT g .}*'

TC-61 1 3
ULR - TC6118220000]1C397F Pape 1 0f 3
Report No : FD22030367-02 Eeport Date: 02 Jun 2022
Customer Name M/s. Liveon Biolabs Private Limited
Customer Address 746 & 47, Water Tank Road. KIADB I[ndustrial Arza, Phase-11,
Antharasanahalli, Tumakuru-572104
Sample Name Guines Pig Feed Sample Sent on 227 May 2022
Sample Quantity 500gm x 1No Sample Regeivad on - 28 May 2022
Sample [dentification . Batch No: 523, Mfs Date: 22 04 22, Test Started on .30 May 2022
Exp Date: 22,11),22
Sample Drawn 8y . Customer Tesl Completed an 02 Jun 2022
TEST RESULTS
=
l S,NO]— Parameter Test Method Unit I[ Results
| Animat Food & Feeds -
Thcmica] B )
"1 [ caleium S 7874 (Part 2) | yt00g 103
2 | Carbohydrates ) SMSLA/FDISQPAOLT | g/100g | 60.01 '
3| Crude Fat - IS 7874 (Part ) &/1002 ] 302
1 | Crude Fibre IS 7874 (Part 1) 21002 | 1243
5| Crude Protein ; AOQAC 2001 11  ploe | 1800 B
| 6 | Moisture 1S 7874 (Part 1) 2100 999 |
[ 7 | Phasphorus IS 7874 (Part 2) /100g 1.0l
8§ | Total Ash IS 7874 (Part 1) /100g 5.98
. Mycotoxing ) ) )
9 |AflaoxinBl SMSLAHC/SOPI02 | Lphe BLQ(L.OQ:0.50)
10| Alatoxin B2 SMSLAHC/SOPA2 | pake BLQ(LOQ:0.30)
| 11| Afatoxin Gi _ SMSLAMC/SOPO2 | paike BLQ(LOQ:0).50)
12 | Afletoxin G2 | SMSLAMICISOP/G2 |l peke BLOULOQ:0.50
Pesticides ] _
13 4-Bromo-2-Chlorophenad SMSLA/GS/SOP/02 mgkg BLQ{LOQ:0.00)
14 | Aldrin i SMSLA/GYSOP/02 - mgkg BLQ(LOQ:0.0[)
|13 [ Chlordane SMSLA/GS/SOPAO2 | mgkg BLQ(LOQ:0.01}
| 16 | Chiorfenvinphos _ SMSLA/GS/SOPG2 | mg/ke BLO(LOQ:0.01}
17 | Chlorothaleail SMSLA/GS/SQP/E2 | mgke  BLOLOQ:0.01) |
| 18 | Chlcspyrifos Ethyl A SMSLASGS/ISOP/02 make BLQLOQ:0.01)

i

Aoupthorized Sigralon

Laboratory Address : 396, Thiruvallur Righ Road, Puduchatram Past, Thirumazhissi Via, Poonamailae Taluk, Chennai - &00124,
Laboratary - Accredited by : NABL (TC-8118) ; Approved By ! EIC, BIS ; Recognised By : MoEF, APEDA, AGMARK, FSSAI ; Cartified By : 150 5001 & 150 45001,

*  The ~esulls reate gty 1D tha ilerns wesled

+  Repors shal 10! B8 raprodusad sacest n ul! wenous the appraval af the Laboralosy.

*  The lasortory’s respanzdikly arder s rapsn § bmiled o proven willtyl nagigence and aill in no 2ase D2 more than e irvgiced aroor Tha Labarators
azvepts md DabIlEy w1 regerd 1o the ZRgin o Sau od from wiich he Sanpie|s] '3 1 are 50010 DE 6« Acte:
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SMSLA

ULR - TCOTT1822000010507TF

Report No @ FD22030367-02

TEST REPORT

SMS LABS SERVICES PRIVATE LIMITED

Report Date:

Page 2 of 3

02 Jun 2022

3NO Parameter Fest Mcethod Unir Results
19 | Chiorpyrifos Muthyl SMSLA/GS/SOPAZ | meke BLQ(LOQ:0.01) |
| 20 | Diazinon SMSLA/GS/S0P02 me/ke BLOC.0Q:0.01)
21 | Dichlorvos SMSLAGS/SOP2 | mgke BLQLDQ:0.01) B
22 | Dicldrin | SMSLA/GS/SOPr2 L ke BLOILOQ:0.01) _
23 | Dimetheate ¢ SMSLALS SOP02 mgkg BLOLOURD.0LY
24| Endosuitan Sullate | SMSLAJGS/SORUZ meske ~ BLOILOQ:0.1)
25 | Endosulfan-Alpha SMSLA/GSOP/2 ma/ke CBLOLOQOOL
|26 | Endosulfan-Reta SMSIA/GE/SOPIOZ mekE BLQ(L.OQ:0.01
27 | Endrin | SMSLA/GS/SOP02 | mprkg BLQ(LOQ:0.01)
28 | Bthion | SMSLA/GS/SOP02 | mpkg BLQLOQ:0.01) ]
29 | Feniirothion . I SMSLA/GS/SQP/02 | mekg BLQILOQ:0.01)
30 HCH-Alpha j SMSLA/GS/SOPI02 mefkg BLQILOQ:0.01)
31 HCH-Bea ) | SMSLA/GS/I30P/02 mafkg BLQILOQ.OL}
32 |HCH-Defm SMSLA/GS/SOPA02 | mafks BL.QULOQ:0.01)
33 |HCH-Gamma SMSLA/GS/SOP2 | mglke BLQ(LOQ:D.01)
| ;_i‘l Heptacklor ' SMSLAYGESOrD2 rr_ag,"k_g_ BLQI{LOO:0.01)
35 | Malathien SMSLA/LS/SOP/02 meks BLQ(LOQ:0.01}
36 | a,p-DDD SMSLA/GSSOP/N2 | maka BLQILOQ:0.01)
37 | a,p-DDE SMSLA/GS/SOP/02 mgko BLQ(LOQ:0.01)
38 | o0p-DDT SMSLA/GS/SOPA)2 ma'ke BLQ(LOQ:0.0N)
39 | o.p-Dicotol SMSLA/GS/SOP/2 mafke BL(LOQ.0.01) A
40 | Oxvfluorfen SMSLA/GS/SOPI02 maikg BLQ(LOQ:0.01)
41 | pp-DDD " SMSLA/GS/SOPO2 ma/ka BLQILOQ:0.01)
42 |pp-DDE SMSLA/GS/SOP/0Z me/kg BLQ(LOQ:0.01)
| 43 | pp-DDT | SMSLA/GS/SOP/GR2 mekg BLQ(L.OQ:0.01)
| 44 | pp-Dicofol SMSLA/GS/SOP/G2 mpkg BLQILOQ:0.0L)
| 45 | Paraoxon methy! SMSLAY/LS/SOP/G2 kg BLQLOQ:0.01)
| 46 | Parathion ethyl SMSLA/LS/SOP/02 mgks BLQILOQ:D.0L)
47 | Pasathion methy) SMSLALS/SOP2 mivkg BLO{LOQ:0.01)
o

Laboratory Addrass | 3W6, Thiruvallur High Road, Puduchatram Post, Thirumazhisal Via, Poonansaties Taluk, Chennad - 600124,
Laboratory - Accradibed by | NABL (TC-8118) ; Appraved By | EIC, BIS : Recognesed By Mo&F, APEDA, AGMARK, FSSAJ ; Certified By : ISO 9001 & I1SQ 45001,

*  The rasults reale anly o the tems hested

W
*

Peperts sRall 106 be repraduced axcept Nl athedl the sporcya of the Labaracry
(b2 iabaralory 9 respensitility under tis rapzr is limaed o proven wil%ul neglhgence and «il N #u case be more than the Invoeed amours Tra |_shoraey
30030IS Ne liabiily with regard 0 he origin er source from which tho sampg(s) 18 ! Sre 32d to be axiracicd
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& SMS LABS SERVICES PRIVATE LIMITED
SMSLA TEST REPORT

ULR - TC611822000010597F Page 5 ot 3
Report No : FD22050367-02 Report Date: 02 Jun 2022
S.NO Parameter Test Mcthad Unit | Results
48 | Phoraze _ | SMSLALS/SOPR mgke | BLOLOQOOH
49 | Phosalvae B | SMSLAMLSSOPA2 mgky BLQYLOQ:0.01)
| 50 | Profenafos | SMSLALSSOP2 mekg | BLQ{LOQ:0.01)
_’ Trace Metal Elem:Lls ___ ) - o - _J
31 | Arsenic f SMSLAAS/SQPO |  mese BLO(LOQM 1)
fl 150 _;_(‘_-;ﬂl_.m_h:m_ B | SE\JSLA-’!S."SCl_P.'Ol | mgike BLQ_(LOQEOUI )
[ 51 |Lead ' | SMSLAASISOPOI | mesg BLQ(LOQ:0.1)
| 34 | Magnesium ) SMSLA/AS/SOPOS l mekg 0.21298
| 3% I__Mtrcury - - ] SMSLAASSEQPOT | mafke . BLQ(LOQ:0.1) ]
| 36 | Potassium SMSLA/ISISOPAOS mg/kg, .I 1.3500
57 Sodium . SI‘«-{S_LA/'IS'"SOP;OE ma'ks E 0.2375 !
38 | Zine | SMSLAASISOPOT | mpkg | 53.10 ]

Note: BLQ: Below Limit of Quantification: L.O0: Limit of Quantification,

FESS0EBEDEes Do nfthe R\‘_‘pl'lﬂ AAAAL AL AL L FS

A= i

Laboratory Address | 3Q6, Thiruvallur High Read. Puduchatram Post, Thirumazhlsai Vis, Poonamallee Tatuk, Chennal - 500124,
Laboratory - Accredited by : NABL (TC-8418) ; Appraved By : EIC, BIS | Racognised 3y MoEF, APEDA, AGMARK, FSSAI ; Certified Gy : IS0 9001 & 1S0 45001,

*
*
*

The r3su1s relate arly o the tams lesisd

Rapgrts shall net 2e repreduced axcapl in il wilhou! tne appeoval af he Laboraloey.

The laborazory’s rasparsbdily under thes raport e limsted 1o proven wilkl ragigarse & wil ic N 2356 58 Mora han Ire imesiced amount Tha Labaratony
8C03DL3 N0 Ibsily wWith regard B W 8rQin or source Sam whoh e s3mpdels) 5 ¢ s sad 1o be Rtrecisd
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Annexure 13. Analysis Report for Feed

ANNEXURE 5: RECORD THE RESULTS FOR MICROBIAL MONITORING OF FEED
SAMPLES REPORT

Date of Sampling: 29 J]\hoﬁL Date of Reporting: C'}l \'1\'10'2 L
e #_ snlie o e —— SEreS
N Summary of Findings ' ' Results !
0.

1 :!. Name 7 Source 9"‘5”60‘ ?‘”\\ «Q"‘“( ﬁeﬂ

Hﬁ%\rwﬁ Va l[a

2 | Batch No. e '
3 | Total viable organisms | 2\ Xlo" cFo| _:
| | q
| 4 | Fungi | Y ';
t | = ‘ 2\ Ko™ CFD/ 1 .i
L ; i I
| 5 Mesophilic spores , A ¥e" ¢ ,:U/cg |
6  Salmonella sp
7 E. coli
L | ‘ S, )
8 | Coliforms !

!
| i

Remarks: —

N\ ff-,:’//, 7
Analyzed hy; %\ Verified by: —7" 05[”/“’

Sign. and Date Sign. and Date

LBPLSOP-MIC-004
Version No.: G4
Page 25 of 22
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Annexure 13. (Cont.,) Analysis Report for Feed

Krishna Valley Agrotech LLP

Y 3 é AnISO 9D0 1:20 15 & GMP Certiried Compan,
b Corgate CHoze aGagen b Rlcerpatia G Puae 111073

Seormerac.

> —e i

LR S L] 1
Factory address: £-43 & £3/14, MIDLC, Kupwad block, Sangll, Mabarashtra-416436
AF- 1M Guinea Pig Diets (Autoclavable)

CERTIFICATE OF ANALYSIS

Proximaute anatysis

Lot No = 351 Analysis Result %
Date of manuafacture: 15.11.2022 Crude Protein 17.40
Expiry date: 14.05.2023 Ether extract 3.90
Report date: 17.12.2022 Crudc iber 11.10
Moistire 8.98
3 Calcium 0.82
L Phosphorus 0.72
N Total ash 7.80
Authorized signatory Gross Energy 3.0 Kcaligm
Heavy Metals
Arsenic 0.12 ppm 1.00
Cadmium 0.03 ppm 0.50
iead 0.08 ppm 1.50
Mercury 0.02 ppm 0.20
Mycotoxins
Aflatoxin B1,B2, G1, G2 <5.00 ppb 5.00
Chlorinated Hydrocarbons <0.01 ppm 0.05
Organophosphates <0.10 ppm 0.5
Phytoestrogen Complies Leg/e 12
Microbial Examination
Total Aerobic Count Complies CFU/gm <1x10° CFU/gm
Mold Count Absent CFU/ 10gm Absent/10 gm
Escherichia cofi Absent CFU/ 10 gm Absent/10 gm
Salmoneila Absent CFU/ 10 gm Absent/10 gm
Shigella Absent CFU/ 10gm Absent/10 gm
Pseudomonas aeruginasa Absent CFU/ 10 gm Absent/1Q gm

QC/F/ 05,00,1.1.2020

LBPL/NG-2641 (TX) Final Study Report Copy No.1/2 Page 60 of 97



SMS LABS SERVICES PRIVATE LIMITED

SMSLA

LLR - TCHT1R2200001099

TEST REPORT

12F

Report No : QEN-22030203 -1

Customer Name
Customer Address

M/s. Liveen Biolabs Private Limited,

R

Plot No. 46 & 47, Water Tank Road, [l Phase, KIADR [nddustrial Area.
Antharssanshalli, Turnakuru, Karnataka 572106

TC- 6118

Page | 0f d

epart Date : 07 Jun 2022

Sample Name Water Sarople Quantity IS L

Sanaple Desctiption RO Water Sumpling Dale 26 May 2022
Reference Test Request Form Dated 26.05 2022 Sample Reecived on 28 May 2022
Sample Drawn By Laboratory Test Started on 28 May 2022

Sample Location
Sample Procedure

Liveon Biclah Plant

SMBLA/EN/SOPAUT & SMSIAMB/SOP/6
TEST RESULTS

Test Completed an

|
sNQ |

r Test Method

Resules

06 Jun 2022

Requirements as per IS |
_ 10300- -2012-Amd:4

Pv.rnm.uble Limit)

rurmete [ Ac[cgmiablc in the absence of
[ I . #llernative sowree|
Rinlogicul - N B T - I - |
bscherichia IS 13185 Teert0omi | Absemt | Abson100mi] Abseni/100mL
‘ Tatat Coligorms | isisiss Per 100mL|  Ahsent Abscal/100mL| Abseny/100mi.
i_CIausc 4, Table | Organoleptic And l’bu:ml parnmeters - - o . o ]
|3 [Colour N IS 3025 (Past 04) tzen | 20 | soMax £5.0 Max
4 | Odour B o LS 3025 (Part (5) | Agrecable Agreenhie Agrecable
S pll Value IS 3025 (Parz 1 1) = ] 727 | 65-85 | NoReclaxaion |
6 |Tase IS 3025 (Part 08) - Agreeable | Agresble | Agreeable |
7| Total Dissulved Salids IS 3925 (Part 16) e, 170 5000 Max | 2000.0 Max
[ &8 [Tuoaiy | S3025Pan10) [ NTu | 04 | lomm 5.0 Max
| Clause 4, Table 2 Gcnera! Parameters { oncerning Substances Undwesirable lin Excessive Amoints o o -
9 | ‘\lumuuum IS5 3025 (Par 63) mgl. | BLO(LOQ .G.f;;l! | 0.03 Max 0.2 Max
10 | Ammmi_a_l_ns__zroual Ammania-N) 153023 (Past 34) mel | BLOOGQO05) | 0.5 Max Nuo Relaxation
o | Anoine [Jetergents (as MBAS) Ansiex K of 1S 13428 mel. | BLOLO0:0.02) 02 Mizx 10 Max
12 Barium IS 3025 (Por 65} g1 BLOKL (.1(5 noen | 07 Max | No Relexavon |
[ 13 Born SRS (Par6s) | gt | BLQLOD00ZS) | 0.SMax | 24 Max

- P

D KARTIIK
Microbiologist

R

R.PRABHU
Senlor Chemist

Lanoratory Address . 3808, Thiruvallur High Road, Puduchatram Post, Thirumazhisai Via, Poonamailee Taluk, Channal - 600124,
Catifizd By : 1ISO 9001 & 1SO 45001
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. SMS LAB'S SERVICES PRIVATE LIMITED

SMSLA TEST REPORT P

-

TC-6118

ULR TCH1 182200001991 2} Page 2 of 4
Report No : QEN-22030203-01 Report Date : 07 Jun 2022

E.( uwirements 8s per 1S
10500-2012-Amd:d

| S.NO Parameler 1| Method Uimit Results Acceptshie ermissible | il |
TRt | ar Aacnue of |
| . e - - | :'.afl‘ol.l'nnl T
4| Calowm (as Cu) [ IS 3023 ¢lart 40) [ | 75.omax | 2000 war |
15| Chloramises (as C12) APIA Drd EAonASU0 CIG | e miQuio0 10y | 40Max | Ne Relaxation
15 | Chiorlde (ax €13 T Tswispway | met 1w ] ashoMex
17 Capper IS 3025 (i'w? 65) | mwd | BLOMLOQOGH) | 00§ Max
[ 13 Fluoride a5 T _ I 3025 (Part 6 wel | BLOGOODD) | 1.0Mas ||
19 Free Residual Chlorine | IS 3025 (Part 26) L omel | BLOMOQON | Gzmin | 1oMi
| 20 |Jroniasfe} 1 IS 3025 (Part 53) i l_ mgll | BLOWU.0G:0 05} 16 Ma.\'_ | _\ln Rclaxaiim_n !
[ 21 Magossium acnty | 15 3025 (Part 46) ; T | 30.0 ba 1000 Mox
22 _\-liq._-t_nm‘m_ ) . 1S 3025 (I'ar1 65) | sl BLO(LOG:0 001 01 Max 03 Mav
23 Micerl Of 183025 (Part39) | mpl | BLOUOGAG) | 10Max | NeRelaxation
| 20 Nitrate (s NO3) APHA 23rd Edition:dS00 NO2 B g | 450Man | NoRelussion
25 [repap o round s o IS 3025 (Parr 43) | met | BLQMLOQOOON) | G0DI My | 0002 Max
| 2 |selenum | 1S3025¢(Pun6$) | mgl | BLOGOQODOI) 001 Mex | N Relaxation |
| 27 [sitver il 1S 3025 (Purt 65) mpl | BLO(LOQ:0001) | 01 Max | No Relaxation |
28 | Sufphate (us 504) ] 83025 (Pan24) | mgl | 13 | 2000 Max | 4000 Max
29| Sulphide (as H25) i IS 3025 (#ari 29) | mefl | 80000004 | G05Max | No Relaxaticn
| 30 | Towl Alkalinity (£ CaCO3) | 1S 3025 (Part 23 | mgl | 62 | 2000Max | 600Max
1| Tatal Tardness (ms_Ca_COJL! IS 3025 (Part 21 ComgL | 51| 200.0Max | 600.0 Max
32 |Zine 1 15 3025 (Pant 43 | mgd BLOLOQO00Y) | 5.0 Mux 15.0 Max
Clause 4, Tuhic 3 Parameters Concerning Toxle Substances o B ]
33| Arsenic | 153025 (Part 63) | met I mQc0won) | 001 Max | Na Relasation .
| 31 | Bromao dich 3 ] - SMSLA/GEF/SQPiI mgl 5 BLOQ (1L.0O0:0.00%) | 0.06 Max ! No rclaxation
r}S | Bmmoro_rm SMSLA/QEF/SOP/03 I ] BLO (LOQ.0.00S3 ' 0.1 Mex | No Relsxariom
| e | Cadmium _ 152025 (Part 65) | mgt | 8LQILEG0001 ._’ 0.003 Msx | No Retwaation |
| 37 | Chloroform | SMSLAGEFSOPM3 | mal. | ALQ(LOQ:0.005) | 02 Mar | No Relaxatian
i L Chramium I 1S 3025 (Part 6351 . med | BLONLOQ:0001) | 0.05 Max No Relaxation
l i9 1 C__nn ide {as C _J___ [ _\Ugj (Pury 27) mpsl. l BLO(LOG.G.01) 0,05 Max | No Relaxaljoun |

D 0
K

ceABRIL

Chommist

Soniav

Laboratory Address : 39/6, Thiruvallsr High Road. Puduchatram Post, Thirumazhisal Vie, Poonamallee Tatuk, Channal - 600124,
Ceriifiad 8y : 150 3001 & SO 45001

The results relate only o the sems lesled

Reparts smali nat be eproduced 2xcesi in Il witkout ke approwal of the Laborstary. !

The Labgraloey's responstity uncer g reocet .8 limied 10 aroven witsul nsgiigence ard wil n ra case be moee than the imwiced amount The Laboratary
sccepts no §20ilty wil regart o the angtn ar 30wree rom which the sampla(s) 13/ane sald 1o oe extrecied
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TEST REPORT

ULR - TC6113220000099 1 2F Page 5 of 4
Report No : QEN-22050203-01 Report Date : OF Jun 2022
] - — o l Requirementcas per 1S
P
5N arumelc | esl Me lai rsulu issi mit
| 0 Par ter Test Methng | Uit Results Acf‘;ﬁ:im": l;':::,l;s:g:;:nlt:;ﬂor
| B afiernative source.
40 | Dibremoshommetane | SMSLA/GER/SOPOS | mgl | BLQLOQO00S) | 01Msx | No Refaxation
| Al | Leas | 1S3025 (Parc6S) | ewend BLOLOQ.0.001) | DOl Max | No Relaxaian
| 42| Mercury . EPa 200.8 mpfd BLO(L.O:0 p003) | 0.G2I Max No Relaxation
| a3 | Molybdenum ) IS 3025 (Pt 65)  mel BLQ(LOQ:0.001) | .07 Max | No Relaxation
|4 Nkl J_  TS025(Part6d) | g, BLO(LOQ OO0 | 0.02Mav | No Refaxation |
45 | PAlis SMSLAGS/SOPIOL | mgA. | RLOMLOO:0.0000 jeach| 000G Max | Na Relasation
46 | PCBs ﬂ‘ SMSLASGSSOPRM | mgil BLOLOGQ0.0000 1 yesch. Q.OUGS Max | No Relaxanon
| 47 | Ursnium Il | IS 3025 (Part 65) [ g BLOLOG0 001 DO3 Max | Mo relsxation
Clause 4, Tabie 5 Pesticide Rcsldu& - - o T - T . o
TR i | SMSLALSSOMOL | mat | BLQILOQ:0.DI) I 300 Mux | No Relaxation
[ 49 Alachior | SMSLAIGS'SORNOI | apl LU | 200 Max | No Relavation
30 Aldrin - SMSL ASGS/SOP01 poll | BLLOQOA1) L (.03 Max Mo Relaxation
31 Atraine | SMSLAGSISOPOI g BLQLOQ:UE1) | 20Max | NoRelaxation |
| 51 | Bum-chlo_f___ - _| SMSLA/GS/SOPA L mel B BLQ(LOQ:OQI} P_._jm _.!_Melu,\mion
33 | Chlorpyrifos Ethl | SMELA/GS/SQPAO] gl BLQLOQ:001) | 300Max | No Relaxation |
S4_ | Diebrin SMSLA/GS/SOPAl | i BLOULOQ:0.01) | 0.05Max | Norelaxation |
| 55 |Endosuifen Sulfsie | SMSLA/GS/SOPAOI | el | RLO(LOGA0.01) 0.4Max | No Relaxation |
56 |Endosifen-Alphs | SMSLA/GS/SOPOI | agl | BLOILOQOON | 04Max | NoRefaation |
| 57 |Endosulfan-Ben | sMSLAGS/SORIL /L B1.0L09Q:0.01) 04Max | Mo Rclavation |
| 38 | Etuon | SMSLAGS/SOPDL pesl. BLQ(LOQ:0.01) 30Msx | Ne Relaation
59 | 1ICEE-Alpka | SMSLA/GS/ISOPAI  wal BLQ(LOQ:0.01) 0.0l Max | NoRelaxation
60 | HCH-Bew SMSLA/GS/SOPO! | et | BLO(LOQ:001) .04 Max | No Relaxation
61 | neii-Deta | SMSLAGS/SOPio wet. | BLOILOQ:D.OT) | (.04 Max | No Relaxation
62 |HCH-Gamme |  SMSLAGSSOPUI | agl BLQ(LOQ:0.01) 20Max | No Relaxaiion
53 | [soprowron - ) * _ SMSLAMSSORDL 1 pg.-'l____ BLO(LOQ:0.08) i 9.0 Max | No Reloxation |
64 Malalhion B | SMSLA/LS/SOPGI | et | BL_Q(!.OQ:E] ory 1900 Max | No Relaxation
65 | Monocratophos ]_  SMSLA/LS/SOPA] __!_ pel. BLQ{LOG:0 1) | 10Max | Mo Refaxation |

5, Zassjvjh
K.PRAKASH
Senior Chemist

Laboratory Addrass | 396, Thiruvaliur High Road, Puduchatrarmn Pest, Thirumazhiaal Via, Poonamallee Taluk, Chennai - 600124,
Certifled By . iSO 9001 & 150 45001.

The rasuits relate oty 10 the ilems lesed

Raports shall not ba reproducac exceptin il withou! the apareval af the Lahoratary

The Latoratony's responsitility Lndes s report s imiled % proven wilfie negbgence and wll i ao sase ks more thar the inuoiced amaLnt The Labaratory
3ccedts 10 kabiry wh regard ta the (rign o sourca from ATICh e samplels) [shane sarl o b exliactad
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SMS LABS SERVICES PRIVATE LIMITED

SMSLA TEST REPORT

TC-6118

LLR - TCCLIRZ2GN0N099 2 Page 4 of &
Report No : QEN.22050203-}1 Report Dute 0 U7 Jun 2022

| o . Requirenments as per IS
A0E00-2012- Amd: 4

§.M0 Farameter Test Method it Results | . Il‘ermmnbie ¥ imir

| | | "\Cff.g:ﬂhl" in the ahsence of
- — S S— | [wiermanve source
|66 __;-. whbo | SMSLA/GESQPA] ! sl | BL !)l!( oy 10 Max Mo Relavation |
L 67 |upn- I)I.\' - L SMSLAMGE/SOP/OL . wugdl BLO{ G001 10 Max . blo Refaxation
i | opDDY | SMSLA/GS/'SCPAL pedl BLQILOQO DI | 10 Max No Relaxaiion
) | pp-DOD ) ‘  SMELAGSSOPOL gl 1 BLQ0 Og0.et) ‘ 1.0Max | No Relaxation
I‘ Rl SMSLA/GS/S0P01 _ BEO(1.0Q:0.013 | 1.0 Max No Relaxation
71 B SMSLA/GSISOPDI BLO(LOG:0.01; 1.0 Max | No Relaxation
zz_*f‘tzr:tlhinn.-nnh;- ) S?biS[-.:‘\J‘LSISO‘P/‘Ol L ﬁT.Q{i.OQ.U,ﬂ!J ] 03Max | Na Rcim:-slion
13 l'hor_ab_e I 3_?3’15I.AJL_S:'SOWUI S . BLOLOQ:0.01) J ra( Mruf. | No Rclaxation

Noie t BLO Achiw dimi af Quantificstion LOQ 1 mit of Qweificanon
Fioe Hesiduwal Clanes Limil w be applicable ondy Uhlurinated Water

Remarke : The RO Water samysle conforms o the requiremenss of Acceptabbe | Toats as ger 1S 105¢0 2012 Amd 4
foa the Parameters tested abave,

ressssseestne fng o) the Repor *4=teeeerees;

r"‘a

ih *» e
‘F\A“Li‘d )
=nlor Chernis

Y =)
{

-. I'-"

Laboratory Address : 306, Thiruvallur High Road, Puduchatram Post, Thirumazhisei Via, Poonamalies Taluk, Chennai - 500124,
Certificd By * 150 9001 & 130 45001,

i3 TEW anly 0 Me Nems edkes

5 shal nol 08 "aproducad excapt i “ull witniou! the approval of the Labarssany,
BOMBIONY 5 resbonsizility undsr s sapar mited o peovsn wiliful = ard wil n neasise be move thar ne invoiced arount The Laboralony
Hraects 50 Tablity with regand 10 the oagin oc source from whch inz <a are st 1o 2 B n“‘ed
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Liveon

Annexure 14. (Contd.,) Contaminant Analysis Report of RO Water

SMS LABS SERVICES PRIVATE LIMITED

TEST REPORT

Page 1 of 1

Report No @ QEN.22050203-0] Report Date : 07 jun 2022

Customer Name M/s, Livean Biolubs Private Limited.
Plot Ne. 46 & 47, Water Tank Road. [i Phase, KIADS Industrial Arey

Custorner Address
Antharasenanalli. Temakuru, Kamataka 572106

Sample Name Water Sumple Quantizy Si5 Lir
Sample Descriptinn RO Waier Sampling Nate 26 May 2022
Reference Test Roguest Focm Dated 26 05,2022 Sample Received on 28 May 2022
Sample Drawn By Laboratory Test Started on . 28 May 2022
Sample Location Liveon Riolab Plant Test Completed on <06 Jun 2022
Sample Procedure SMSLA/EN/SOPAIOI

TEST RESULTS

I [ [ Requirements s per IS
10500-2012-Amd:d

|S_N0 Parameler Test Method Unid Resuiiz Accrptahie E‘mnissi-hh: Loimmis |
| CPIRK | i the wheence of
| | [imit 3 )
LR N | = daliemaive spurcel
| Clause 4, Table 4 Parametcrs Coacerning Radivactive Substances 1
& — =t i e e == — =11
|t | Alpha Emitterse IS 14194 (Part 02) Bl | BLQUOQD |  01Max | NoRelavsrion |
| 2 Bew Gmiters® 1S 14094 i1'ant D1 LB/l | Qu0Q:1 o) | 1.0 Max | Nao Relaxation

Note s BILQ) Below Limét of Qu.mlT‘ll.‘_a‘I’.i:ﬁ L0 Limi of Quantihastoon & Bq: lir;:‘g:n:[l:i *Sub Contracted i;anunulwrs

Remarks : The RO Water sarmnpde conforms 10 e requiremnents of Acceptable | anils as per IS 10590 2012 Amd 4
for the Parameters lesied above

""O"!V"$I4 End ar(be Rm“n .C#.‘O""ll]'
R. T}”‘b‘x‘
R.PRABHU

Semior Chemist

Labaratery Address : 3, Thiruvallur High Road. Puduchatram Post, Therumazhisai Wia. Poonamallee Taluk, Chennai - 600124,

Ceorlified By : IS0 9001 & IS0 45001,

¥ Tha rzauis relite arly to the items 1asee
3 ueed exzapt in ll wigut e apgroval of tie Lao
15 bnted 2 o
with regand 1D e ¢gin 2 §0uUrse Tom anie

o EICry

»

and will 11 no caze te more M the nviiosd amaunt fha Labarstory
= sakl ) be axtracted

SCCEDIS NO
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Annexure 15. Analysis Report for RO Water
o (S L e ~~
ANNEXURE 2: RECORD FOR TILZ RIZSUL IS OF MICROBIAL MONITORING OF
WATER SAMPLES

<119 120971 . 2 e
Start Date: (,c?[[q \? s End Date: C‘"‘l‘? IQ’;‘)L
N T L e —
No‘ Source/sample Coliform counts | E. coli count/ Remarks
. B i 1100 mL 100 mL ) el
G) A8 I?‘L‘ wu_ﬂl‘ QC‘ Y o O N ‘ () —
N o e - )
@ @0 L;)a.&m. Qoml« — N ?
S, gwt!md ffﬂﬂi(? S |
. = el :
© ol e oo NP -
e :f,,cﬁ‘f : R
e ('\DO LQL\.Q: @.Df r\»‘ (aYe] . P
25! al N -
L___ I fgc{ @ . B _
D |Ro wals g | NP -
(e & moem)
\
-,_H‘H__\ —_
G
s T
Presumptive Test
Quality of Water | Cofiform count /100 mL T
| Excellent 0 - -
Satisfag:_rory | 1-3
| Infermediate | 4-09 o B ]
Unsatisfactory 10 Coliforms or any Coliform organism present in consecutive samples
or presence of any Coliform organism in more than 5% of routine
| samples. |

Differential test

Quality of water Escherichia coli count / 100 mL
Excellent 0 _ ] _ o
Unsatisfaclory 1 or more Escherichia coli or any Coliforms organism

present in consecutive samples or presence of any
Coaliforms organisin in more than 5% of routine
samples.

o "
. gL

nalyzed by: O?ZWL)O&Q Verified by: oeliize
(Sign. and Date) (Sign. and Date)

de > NO C ook ffoumed )

2LSOP-MIC-004
sion No.: 04
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Annexure 16. AAALAC Certificate

5205 Choirman’s Court, Suite 300
frederick, MD USA 21703

October 29, 2019

R. Rajesh, M.Sc.

Scientist In-Charge

Animal Facility

Liveon Biolabs Private Limited
#46 & 47 Water Tank Road
KI1ADB Industrial Area
Kamataka 572106

India

Dear Mr. Rajesh:

The AAALAC International Council on Accreditation has reviewed the report of the recent site visit to Liveon Biolabs Private
Limited, Karnataka, India. The Council commends you and the staff for providing and maintaining an excellent program of
laboratory animal care and use. Especially noteworthy were the very involved Institutional Official and all staff members during
the entire site visit; the clean and refabricated animal rooms and corridors; the well established traffic flow and personal protective
equipment; and the good water and feed quality reports. The Council is pleased to inform you that the program conforms with
AAALAC International standards as set forth by the Guide for the Care and Use of Laboratory Animals, NRC 2011 and the
Guidelines of the Committee for the Purpose of Control and Supervision of Experiments on Animals (CPCSEA). Therefore,

FULL ACCREDITATION shall continue,

Council acknowledges receipt of the correspondence dated September 13 and August 12, 2019 detailing actions taken relative to
concemns expressed by the site visitors during the exit briefing. Specifically, the items addressed satisfactorily included: ensuring
social housing of mice and rabbits when possible or unless otherwise justified and providing resting boards for rabbits housed on

wire-bottom cages.

Council has no further recommendations to offer for improvement of the animal care and use program at this time. We look
forward to following your program activities and wish you continued success.

AAALAC International requires an Annual Report detailing changes made during the year in accredited units. In the interim,
AAALAC International expects ta be apprised in a limely manner of significant programmatic changes ar concerns should they
occur. Please note that, at your request, AAAT,AC International will pravide yaur institution with a separate letter simply verifying
that your animal care and use program is accredited. Should you alzo wish to distribute an electronic copy of this letter to program
staff, a Portable Document Format (pdf) version will be sent upon request.

Council acknowledges the September 13, 2019 correspondence describing the previous use of poultry and wishes to clarify that
per the AAALAC International Rules of Accreditation ... “All animals used or to be used in research, teaching, or testing at
accreditable units are to be included and evaluated in accordance with the standards...”. If poultry studies are conducted in the
future, the AAALAC International Executive Office must be notified and an updated Program Description must be submitted.

Sincerely,

Bart Carter, D.V.M., M.S,
President, Council on Accreditation

BC:cma
001655 el: 301 656 9625
jan 301.676.7637

cecredi@osoias og

v gaslec oig
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Annexure 17. Study Plan

STUDY PLAN

STUDY TITLE
SKIN SENSITIZATION STUDY OF POLAR AND NON-POLAR EXTRACTS
OF SPUN MELT PP NONWOVEN FABRIC USING GUINEA PIGS MAXIMIZATION TEST
(GPMT)

TEST GUIDELINE: ISO 10993-10:2021

STUDY NO.: LBPL/NG-2641 (TX)
STUDY CODE: GPMT

STUDY DIRECTOR
Ms. Rangalakshmi G.R

0

SPONSOR
KTEX NONWOVENS PVT. LTD. _
SDURVEY NO.241, OPP. KHAMTA VILLAGE BUS STOP
RAJKOT-JAMNAGAR HIGHWAY-360 110,
GUARAT

TEST FACILITY
LIVEON BIOLABS PRIVATE LIMITED
PLOT NO. 46 & 47, Il PHASE, WATER TANK ROAD
KIADB INDUSTRIAL AREA, ANTHARASANAHALLI
TUMAKURU-572106, KARNATAKA
INDIA.

LBPL/NG-2641 (TX) " Study Plan Copy No.1/2 Page 1 of 30
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Annexure 17. (Contd.,) Study Plan

TABLE OF CONTENTS p

1. OBUECTIVE oo et e 4
2, STUDY DETAILS ... OTT TOTTTT TORT b s ssenasanens 4
B STUDY RESPONSIBILITIES ..ottt 4
4, STUDY SCHEDULE ...ttt 4
By ABBREVIATIONS AND SYMBOLS ...t 5
6. QUALITY ASSURANCE UNIT RESPONSIBILITIES ....cocoien e 6
7. STUDY COMPLIANGE ...t b 6
8. STUDY GUIDELINES ..ottt ea e et 6
9. IAEC APPROVAL............. I RS s e 6
10. ANIMAL WELFARE AND VETERINARY CARE ... 6
11. AMENDMENT AND DEVIATION PROCEDURES ... 7
12. SAFETY PRECAUTIONS .. .ottt e 7
13. MATERIALS AND METHODS ..ottt s 7
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13.1.4.4  Clipping Of ANIMEIS.....c..oiiiiiiiieie e 10
13.2 MIEENOTS oot ettt 10
1.3.2.1 Experimental 'Procedures .................. .................................... e 10
13.2.1.1  Study Design ..o e eae s v ee e AR T 10
13212 Selection and Justification for the Choice of Extraction Medium cevieeeeerenninnnneen 10
13.2.1.3 Positive Control Response Validation ... 10
13.3 TSt PrOCEAUI ...t s e 10
13.31 Preparation of Test ltem EXtract. ... 10
134 TEEAMTIEIE - oottt ettt et e e e e e e e e 1
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Annexure 17. (Contd.,) Study Plan

13.4.1. Intradermal Induction Phase

13.4.2 Topical INAUCHON Phase ... .o s 12
13.43 Challenge Phase ...l R e AL B TS 13
1344 Re-challenge Phase. ..o o =~~~ 13
14. OBSERVATIONS .o e e e 13
14.1 Body Weight ... e e GRS 13
14.2 Mortality, Morbidity and Clinical Signs...........ccooii 14
14.3 Grading of SKiN REACHONS. .........o.iiiii i 14
14.31 Induction Phase (Intradermal and Topical Application) ... 14
1432 Challenge PRASE ..o 14
15. EVALUATION CRITERIA ..ottt 14
16. ANIMAL EUTHANASIA AND DISPOSAL.......ooiiiiiie i 14
17. DATA COMPILATION ..ottt bbb 14
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Annexure 1. Standard Surface Areas and Extract Liquid Volumes ... 19
Annexure 2. Intradermal Injection and Topical Patch Application Sites Diagram............... 20
Annexure 3. Challenge Phase at Flanks of Animal ... 21
Annexure 4. Evaluation of Skin Reactions (Draize Method)............c.cocciiiinn. 22

Annexure 5. Magnusson and Kligman Grading Scale for the Evaluation of Challenge Patch

BT Ao (01110 A1 U U T U U U TR U S P DOt TR PP DT SPPPPOPRSPRETEEPR 23
Annexure 6. Test ltem Information Sheet.........covv e e 24
Annexure 7. Certificate of ANAIYSIS .......viiiiiiieiiiiii i 26
Annexure 8. Material Safety Data Sheet ... 27
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LBPL/NG-2641 (TX)

Annexure 17. (Contd.,) Study Plan

OBJECTIVE

The objective of this toxicity study is to assess the potential skin sensitization and
biocompatibility of a polar extract (physiological saline) and non-polar extract
(sesame oil) of “Spun melt PP Nonwoven Fabric" by injecting both polar extract and
non-polar extract as a single inlradermal injection to evaluate the possibility of
hyperreactive skin (visible reactions i.e. erythema/Oedema) followed by topical
induction (erythema/Oedema) and challenge Phase for skin reaction (erythema) in
guinea pigs. This test also provides information on health hazards likely to arise
from acute exposure by the intended clinical route in humans.

STUDY DETAILS
Study Title

Study Number
Study Code
ULR No.

Sponsor

Test Facility

Skin Sensitization Study of Polar and Non-Polar
Extracts of Spun melt PP Nonwoven Fabric using
Guinea Pigs ngimization Test (GPMT).

LBPL/NG-2641 (TX)
GPMT
TC-679422000001263F

KTEX NONWOVENS PVT.LTD.
Survey no.241 opp.khamta Village Bus Stop,
Raijkot-Jamnagar Highway-360 110,Gujarat

LIVEON BIOLABS PRIVATE LIMITED

Plot No. 46 & 47, Il Phase

Water Tank Road, KIADB Industrial Area
Antharasanahalli, Tumakuru — 572106
Karnataka, India. .

STUDY RESPONSIBILITIES

Study Director
Study Veterinarian
Sponsor Representative

STUDY SCHEDULE

Study Initiation Date
Experiment Start Date
Acclimatization Period
Treatment Dates

Experiment End Date
Draft Report to Sponsor
Study Completion Date

Ms. Rangalakshmi G.R
Dr. Sunkad Meghana
Mr.Mustanshir vohra

: 22/12/2022

. 26/12/2022

: 26/12/2022 to 30/12/2022

- Intradermal induction phase: 31/12/2022
Topical induction phase : 07/01/2023
Challenge phase: 21/01/2023

: 24/01/2023 i

. Latest by 02/02/2023

- Latest by 02/03/2023 or Within a week after
receiving comments for draft report from
sponsor.

Study Plan &)py No.1/2
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* 5. ABBREVIATIONS AND SYMBOLS ’
~AAALAC Association for Assessment and Accreditation of Laboratory
Animal Care
CPCSEA Committee for the Purpose of Contral and Supervision of
Experiments on Animals '
Cm Centimeter
dB decibel
FCA Freund's Complete Adjuvant
hr/h(s) Hour (s)
IAEC [nstitutional Animal Ethics Committee
ISO International Organization for Standardization
IEC. international Electrotechnical Commission
GPMT Guinea Pigs Maximization Test
g. Gram
mL Millilitre
No. Number
rpm Revolutions Per Minute
SDS Sodium Dodecyl Sulphate
Sign. Signature
THS Test Item Information Sheet
uv Ultraviolet
< Less than

. . .

Note: The additional Abbreviations and symbols (if any) will be provided in the Stud

Report

LBPL/NG-2641 (TX)
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6. *  QUALITY ASSURANCE UNIT RESPONSIBILITIES

The Quality Assurance Unit of Liveon Biolabs Privale Limited will inspect at
different phases of the study to review the draft study plan, final study plan, raw
data, Draft Study Report and Final Study Report to assure the integrity of study
in compliance with ISO/IEC 17025:2017. Findings of all the inspections during
the study will be recorded and reported to the Study Director and Tesl Facility
Management. A statement of Quality Assurance will be provided in the Study
Report.

7. STUDY COMPLIANCE

This study will be performed in compliance with the following:

¢ ISO/IEC 17025:2017, General Requirements for the Competence of Testing
and Calibration Laboratories.

« The Standard Operating Procedures of Test Facility and the mutually agreed
Study Plan.

8. STUDY GUIDELINES

The design of this study is based on the study objective and procedures as
detailed in the study plan, the overall product development strategy for the test
item and the below mentioned guidelines in principles as applicable:

e ISO 10993-10:2021 - Biological Evaluation of Medical Devices-Part 10:
Tests for Skin Sensitization.

9. = IAEC APPROVAL & .

The use of animals for this study has been approved by Liveon Biolabs Private
Limited IAEC. IAEC approved Protocol No.. LBPL-IAEC-054-10/2022. Any
significant changes to this study plan will be intimated to [AEC and approvals
will be sought subsequently. If required.

10. | ANIMAL WELFARE AND VETERINARY CARE

Liveon Biolabs Private Limited is an AAALAC International accredited facility
and registered with CPCSEA, Department of Animal Husbandry and Dairying
(DAHD), Ministry of Fisheries, Animal Husbandry and Dairying (MoFAH&D),
Government of India. Also, Liveon Biolabs Private Limited ensures that animal
experiments are performed in accordance with the recommendation of the
' regulatory guidelines for laboratory animal facility published in the-gazette of
India, 2021.
During study if any animal gets injured, ill or moribund, care will be taken as per
the current veterinary practices. If required, for human reasons animals will be
euthanized as per the standard procedures. The objective of the study will be
considered before any decision and event of any unlikely situations will be
intimated to the sponsor.
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AMENDMENT AND DEVIATION PROCEDURES . P

This Study Plan may be amended or subjected to alterations. The amendment
to the approved Study Plan will be put in writing and realized only after written
consent from the Study Sponsor. If immediate action is necessary, verbal
agreement with the Sponsor will be confirmed as soon as possible by Study
Plan Amendment.

Any unintended change(s) to the Study Plan will be documented in the raw data
and mentioned in the report as deviation(s).

SAFETY PRECAUTIONS

The personnel involved in study conduct will be wearing all necessary
personnel protective equipment like gloves, head cap and face mask in addition
to protective body garments and slippers/shoes to ensure adequate personnel
health and safety and to avoid inhalation and skin contact with the test item.

MATERIALS AND METHODS

Materials
Test ltem Information

The Test Item Information provided by the sponsor to Liveon Biolabs Private
Limited is furnished below:

Name of Test ltem
Test ltem Code by Test [Facility

Intended use of device in Human

Site of Contact

Duration of contact with .human
body

Material Category
(As per ISO10993 Part 1)

Weight in g (without packaging)
Material Safety Data Sheet
Certificate of analysis

Storage Condition

Test item Code by ’Sponsor

Batch No.

-SEdy Plan CopyﬁéT/Z_

Spun melt PP Nonwoven Fabric
S441/T1-Q01
Human

Use in Gwon, Drapes ,CSR Wraps,
diapers or sanitary pads

Skin

6-12 hours .
Surface medical device

35gm.

Yes

Yes

Ambient (+19 to +25°C)
KTEXSMOO1

2220524A
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Date of Manufacture . 24/05/2022

Date of Expiry . 2 Years from date of manufacturing

Sterility Status ' . Non-Sterile (Autoclave Method).

Test ltem Manufactured & : KTEX NONWOVENS PVT LTD

Supplied by Sdurvey no.241, opp. Khamta village bus
stop Rajkot-jamnagar highway-360 110,
Guarat

The Sponsor is responsible for authenticity of the test item and no further
characterization of test item will be performed at Liveon Biolabs Private Limited.
The test item details mentioned are as per the TIIS, Certificate of Analysis and
Material safety data sheet provided by the sponsor. The TIIS Certificate of
Analysis and Material safety data sheet is included in the Annexure 6, Annexure
7 and Annexure 8 respectively.

13.1.2 Test System
Animal Species . Guinea Pig (Cavia porcellus)
Strain . Dunkin Hartley
Justification for . The Guinea pig has been the animal of choice for
Selection of Species predictive sensitization tests for several decades
and also as per 1SO 10993-10: 2021 specification.
Source . In-house breed animals
Age at treatment . 7- 13 Weeks (exact age will be provided in the
‘ report) ‘
No. of Groups c 4
Total No. of Animals : 30 Male / Female (Female will be Nulliparous and
Non-Pregnant)
Eggtym";i?ht range at : 300-500g(Exact animals Body weight will be
‘ provided in the Study Report)
At the commencement of treatment, the weight
variation of guinea pig used will not exceed + 20%
of the mean body weight.
13.13 Test System Management
13.1.3.1 Animal Room, Preparation
Prior to housing the animals, the experimental room will be decontaminated by
fumigation and microbial load will be checked by settle plate method.The
experimental room floor will be mopped daily once.
13.1.3.2 Husbandry Conditions
Animals will be housed in an environment-controlled room at temperature of
20+3°C and relative humidity of 30-70%. The photoperiod will be 12" hours
fluorescent light and 12 hours darkness. Adequate fresh air supply of 12 - 15 air
cycles/hour and sound level of < 80 dB will be maintained in the experimental
room.
LBPL/NG-2641 (TX) " Study Plan Copy No.1/2 ~ Page 8 of 30
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The relative humidity, maximum and minimum temperature in the experimental
room will be recorded once daily. The copies of results will be included in Study
File.

13.1.3.3 Housing

Individual animal will be housed in a standard polycarbonate cages(Cage size
approximately - (Length 43 X Breadth 29 X Height 18 cm) with slainless steel
mesh top, food will be provided in feed hoppers and drinking water with
stainless sipping tubes. Clean sterilized bedding material will be provided as
bedding material. The corn cob will be analyzed periodically for fungal and
microbial contaminations. The latest analysis reports of bedding material will be
included in Study Report.

‘1 3.1.3.4 Dietand ther

AF- 1000M Guinea pigs Diets manufactured by Krishna Valley Agrotech LLP
will be provided ad libitum to Guinea pigs or others to specify in the report.

Deep bore-well water subjected to filtration for reverse osmosis and UV
sterilized, will be provided ad libitum to guinea pigs in polycarbonate botties
with rubber corked stainless steel sipper tubes and Vitamin C Supplement will
be provided by mixing with water.

Based on the latest analytical certificate/s available, there are no known
contaminants in the food and RO water that are expected to interfere with the
results of this study. The analysis reports will be included in the Study Report.

13.1.4 Test System Preparation

13.1.4.1 Acclimatization, @

After examination for good health and the suitability for the study, the guinea
pigs will be acclimatized at least for 5 days before start of the treatment. During
acclimatization animals will be observed at least once daily. Veterinary
examination will be performed before selecting animals for the study.

13.1.4.2 Animal Identification

During acclimatization period (Temporary identification), each animal will be
identified by ear marking with animal number written on the ear lobe using
indelible marker pen. The cages will be identified with cage cards indicating
study number, study code, species, strain, sex, acclimatization start and
acclimatization end date etc.

During treatment period (Permanent identification), each animal will be
Jidentified by body marking using 1 % turmeric solution and potassium
permanganate solution. The cages will be identified with cage cards indicating
study number, animal accession number, study code, species, strain, sex,
treatment start date and experiment end date etc.

13.1.4.3 Randomization and Grouping

The animals for the experiment will be weighed and arranged in ascending
order of their body weights. Animals will be randomized during acclimatization |
using body weight stratification method of randomization and are grouped
accordingly such that the mean body weight will not vary * 20 percent among
the groups on the Day 1 of administration. Guinea pig with extreme body

LBPL/NG-2641 (TX) "~ Study Plan Copy No.1/2 " Page 9 0f 30
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weights and/or not selected.for the treatment will be excluded. Grouping will be
done during the acclimatization period.

13.1.4.4 Clipping of Animals

For induction phase, the fur of the animals will be closely clipped approximately
24 hrs before the treatment from shoulder region (at least an area of 3 ¢cm x 5
cm). For challenge/re-challenge phase, the fur will be closely clipped from the
required flank region [approximately 80 sq cm (10 cm x 8 cm)] approximately 24
hrs before treatment. In both the cases care will be taken to avoid abrasion on
the skin. If required, the fur will be re-clipped to facilitate observation or to
accommodate repeated exposure.

13.2 Methods

13.2.1 . Experimental Procedures

13.2.1.1 Study Design
The following study design will be adopted for the study:

Number Animal Accession

Color of of No
Group Description g;%t; Animals SIS
and sex From To

“(G1a) | Polar Vehicle Control | White | 5 M/F GPb3194 | GPb3198

(G2ay [ —Foi=r Test flem Pink | 10M/F | GPb3199 | GPb3208
- ~ Extract | - _..

(G1b) Non-Polar Vehicle White 5MF | GPb3209 | GPb3213
| Controf with dots o 1B

(G2b) | Non-Polar Test item | Pink with 10M/E | GPb3214 | GPb3223

Extract dots T SRE——

Note: a: Polar groups; b: Non-polar groups; M: Male; F-Female
13.2.1.2 Selection and Justification for the Choice of Extraction Medium

The commercially available 0.9% w/v sodium chloride for injection (Normal
saline) for polar test item extraction and sesame oil for non-polar test item
extraction and respective polar and non-polar Vehicle Control are selected as
per the guideline ISO 10993 “Biological Evaluation of Medical Devices”, Part 12
(Sample preparation and reference materials).

The details of polar and non-polar Vehicles used will be recorded in the raw
data and presented in the study report.

13.2.1.3 Positive Control Response Validation

The results of latest positive control response validation study will be presented
in study report as an Annexure.

©13.3 Test Procedure

13.3.1  Preparation of Test Item Extract

The Test item is in Non-Sterile condition before extraction it will be sterilized
under Autoclaved at 121°C.

LBPL/NG-2641 (TX) h Study Plan Copy No.1/2 ) Page 10 of 30
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The Test Item is Irregularly shaped device hence extraction ratio 0.2g'ml will be .
selected for extraction and the contact period of Test Item is Limited contact
(£24h) hence the extraction condition will be selected (37 1) °C for (72 £ 2)
hours as per 1ISO 10993-12:2021 (Annexure 1): :

Example preparation of 10mL: 2g of test item will be taken and transferred to
the clean beaker / suitable container containing 10 mL of 0.9% NaCl Similarly,
2q of fest item will be taken and transferred to the beaker / suitable container
containing 10 mL of sesame oil. Similar procedure will be followed for polar and
non-polar Vehicle Control without test item.

All the (polar and non-polar test item and polar and non-polar Vehicle Control)
beaker / suitable container will be subjected to extraction at 37 + 1 °C for a
period 72 + 2 hrs with continuous agitation in orbital shaker incubator at 110 £ 2
rpm.

Pre and post extraction condition for the appearance of extracts will be
checked. The extract will be filtered if any particulates observed using syringe
filters / filter papers. The extracts will be prepared under aseptic conditions.

Note: Before extraction, beakers / suitable container will be sterilized.
pH of extracts wili be checked using pH strips for pre- and post-extraction and will be
mentioned in the raw data file and Study report.

134 Treatment
13.41 Intradermal Induction Phase

Preparation of Polar Vehicle Control (Group G1a)

» Site ‘A, will be injected intradermally with 0.1 mL of 1:1 mixture (viv) of
FCA in physiological saline /distilled water.

« Site ‘B’ will be injected intradermally with 0.1 mL of polar Vehicle Control.

« Site ‘C’ will be injected intradermally with 0.1 mL of 50 % v/v polar Vehicle
Control in 1:1 mixture (v/v) of FCA in physiological saline,

Preparation of Non-Polar Vehicle Control (Group G1b)

« Site ‘A’ will be injected intradermally with 0.1 mL of 1:1 mixture (v/v) of FCA
in physiological saline /distilled water. :

s Site ‘B’ will be injected intradermally with 0.1 mL of non-polar Vehicle

Control.
o Site ‘C’ will be injected intradermally with 0.1 mL of 50 % v/v non-polar
Vehicle Control in 1:1 mixture (v/v) of FCA in physiological saline.

Preparation of Polar Test Item Extract (Group G2a)

» Site ‘A’ will be injected intradermally with 0.1 mL of 1:1 mixture (vv) of FCA
in physiological saline / distilled water.
« Site ‘B’ will be injected intradermally with 0:1 mL of undiluted polar test item

Extract.
s Site ‘C’ will be injected intradermally with 0.1 mL of 50 % v/v undiluted polar

Test Item extract in 1:1 mixture (v/v) of FCA in physiological saline.

Prebaration of Non-Polar Test Item Extract (Gro'up G2b)

o Site ‘A’ will be injected intradermally with 0.1 mL of 1:1 mixture (viv) of FCA
in physiological saline /distilled water.

LBPL/NG-2641 (TX) " Study Plan Copy No.1/2 Page 11 of 30
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.« Site ‘B’ will be injected intradermally with 0.1 mL of undiluted non-polar test
ltem Extract.

« Site ‘C' will be injected intradermally with 0.1 mL of 50 % viv undiluted Non-

Polar Test Item Extract in 1:1 mixture (v/v) of FCA in physiological saline. ‘

Administration

The animals of control groups (Gla and G1b) and ftest groups
(G2a and G2b) will be injected with polar and non-polar Vehicle Control and
polar and non-polar test item exiracts, respectively. The animals will be injected
at the shoulder region with 0.1 mL per injection of 3 pairs of intradermal
injections. Injections 1 and 2 will be given near the head region at least 1 cm
apart and injection 3 will be given 2 cm apart towards caudal part of the body as
per Annexure 2.

Site A: 15t pair of injection
Site B: 2" pair of injection
Site C: 3" pair of injection
Details of FCA will be included in the raw data and Study Report.

13.4.2 Topical Induction Phase

On day 7 + 1 i.e., after completion of the Intradermal Induction phase, irritation
of the treated area will be observed for erythema and Oedema. If the irritation is
not produced/observed on skin over the injection sites (i.e., same area of
Intradermal Induction Phase) and that sites will be massaged with 10% (wiw)
SDS in petroleum jelly to provoke a mild acute inflammation (discoloration of
injection site). After 24 + 2 hrs of SDS application, any remaining SDS residue
will be gently removed with cotton gauze. If any irritation is observed (erythema
and Oedema) after 7 + 1 day, SDS will not be applied. If not also, SDS will not
' applied and switch over challenging phase. '

After removal of SDS, test Item extract with Vehicle Control (i.e., respective
Vehicle Control and test item extract will be prepared separately similar to
intradermal induction phase) and will be applied on to each animal of
intradermal region by topical application using absorbent cotton gauze
(approximately 2.cm X 4 cm = 8 cm?) dipped with respective Vehicle Control
and test item extract as per Annexure 2, and It will be secured in position by
adhesive tape wound around the torso. The details of treatment are as
mentioned below.

G1a: | Filter paper or absorbent cotton gauze dipped in Polar Vehicle Control

G2a: | Filter papér or absorbent cotton gauze dipped in undiluted Polar Test

Item Extract
G1b: | Filter paper or absorbent cotton gauze dipped in Non-Polar Vehicle

| | Control o o
G2b: | Filter paper or absorbent cotton gauze dipped in Undiluted Non-Polar

L Test ltem Extract

Remove the semi-occlusive dressing and patches after 48 + 2 hrs of application
and wiped dressed with RO / distilled water and details will be included in the
raw data and study report.
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14.1

LBPL/NG-2641 (TX)

Challenge Phase ) . .

On Day 14 + 1 after completion of the topical induction phase (i.e., Day 21), fur
from both anterior flank region, which is not treated during the induction phase
will be clipped from all the animals.

On Day 22, the filler paper/ absorbent cotlon gauze of approximate size of 8
cm? (2 cm x 4 cm) will be dipped in the respective control vehicle and test item
extract as per Annexure 3. The dipped filter paper/ absorbent cotton gauze will
be applied to the respective group as below:

Anterior Right Flank Polar Vehicle Control
G']a e ——— e S = o - ——— ——— — -
Anterior Left Flank Undiluted Polar Test [tem Extract
) Anterior-Right Flank - Polar Vehicle Control -
Ga I Pt = e e ey
Anterior Left Flank Undiluted Polar Test [tem Extract
Anterior Right Flank Non-Polar Vehicle Control
G1b M e g T T = = e R
Anterior Left Flank Undiluted Non-Polar Test Item
I R (R =11 o S—
Anterior Right Flank Non-Polar Vehicle Control
G2b . mi 1 tad Non-Polz o
Anterior Left Flank Undiluted Non-Polar Test ltem
S Extract B

Remove the semi-occlusive dressing and patches after 24 + 2 hrs of application
and wiped dressed with RO / distilled water and details will be included in the

raw data and study report,

Re-challenge Phase

If the response is equivocal, re-challenge will be recommended to confirm the
results from the first challenge. The outcome of the test will be presented as the
frequency of positive challenge results in treatment and Vehicle Control
animals.

Re-challenge will be done to confirm the results of first challenge under

following conditions:

¢ The scores of Vehicle Control animals are greater than one.

o Greater number of animals shows response, but intensity of the reaction is
not greater than Vehicle Control group.

The second challenge (i.e., a re-challenge), will be done one week after the first
challenge. The posterior part of both flank region of the animal which is not
treated previously during the induction or challenge phase will be used for the
re-challenge. The test patches will be applied in a similar way as that of the first
challenge.

OBSERVATIONS
Body Weight

Individual animal body weight will be measured on the first day of
acclimatization (at receipt), prior to initiation of the treatment (Day 1) and at
termination of the study. _
Study Plan Copy No.1/2
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14.2 Mortality, Morbidity and Clinical Signs .

Animals will be observed twice daily for mortality, morbidity and at least once
daily for clinical signs throughout the observation period. Based on clinical signs
the animals will be observed once for morbidity and mortality during weekends
and holidays.

14.3 Grading of Skin Reactions

14.3.1 Induction Phase (Intradermal and Topical Application)
The skin reactions will be observed of the control and test animals at
(24 + 2) hrs, (48 + 2) hrs, after the intradermal administration.
The skin reactions will be observed of the control and test animals at (1% 0.5)
hrs, and (24 2) hours, post removal of dressing after induction (topical
application). The skin reactions for erythema and Oedema will be observed and
recorded according to Draize. method as per Annexure 4. -

14.3.2 Challenge phase
The skin reactions will be observed of the test and control animals at
(24 + 2) hrs., (48 + 2) hrs. After removal of dressing in the challenge/re-
challenge phase. The skin reactions for erythema will be observed and
recorded according to Magnusson and Kligman grading as per Annexure 5.

15. EVALUATION CRITERIA

o The skin reactions for erythema and Oedema will be observed and recorded
according to grading. If the Magnusson and Kligman grades of test group
animals are 1 or greater compared to respective Vehicle Control group
animals, it indicates sensitization due to test sample.

o If gradés of control group animals are 1 or greater ‘compared to test item’
group animals, it indicates sensitization due to Vehicle Control samples.

o If the response is equivocal, re-challenge will be done to confirm the results
from the first challenge.

o If the test group animals have a greater number of animals showing a
response than the controls, although the intensity of the reaction is not
greater than that exhibited by the respective Vehicle Control, a re-challenge
will be carried out to define the response clearly. It will be carried out 1 week
to 2 weeks after the first challenge.

16. ANIMAL EUTHANASIA AND DISPOSAL

After the completion of the experiment, the animals will be sacrificed using
carbon dioxide asphyxiation and the carcasses will be sent to,disposal through
Medicare Environmental Management Pvt. Ltd or others to be specify in the
study report.

17. DATA COMPILATION

All individual animal data will be presented in Appendices and/or summarized
and presented in Tables. All findings will be presented in the Study report as per
the standard reporting format.
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18. * STUDY REPORT ° ‘

The Final Study Report will include but not limited to the following information,
as appropriate:

e The descriptive title. )

e The name and address of the Sponsor and the Test Facility along with the
study schedule.

e List of Scientists/Professionals.

o The test item and its code, composition and other appropriate
characteristics and vehicle with identification by name.

o Vehicle:

« Justification for the choice of vehicle.

o A description of the test Guinea pigs, including species, strain, source,
number, sex, age at start of the treatment, body weight range, housing
conditions, and method of identification.

o Test conditions:

« Details of food, bedding material and RO water quality and analysis reports

o Descriptions of the dose volume, dose regimen, route of administration,
extract preparations, and duration of the treatment period.

¢ Observation and Results:

« Tabulation of response data and dose level for each animal (i.e., tables

clinical signs and Guinea Pigs showing signs of toxicity (if any) including

mortality, nature, severity ,skin reaction and duration of effects)

Individual weights of Guinea Pigs

Pathology data (if done).

Conclusion.

A description bf all circumstances if dny, that may have affetted the quality

or integrity of the study.

All study plan deviations, if any.

The Quality Assurance Statement signed by Quality Assurance Unit.

The storage location of all raw data, the report, a sample of test item and

the archiving period.

Statement of Confidentiality.

Statement of Study Compliance.

Statement of Test Facility Management.

AAALAC Certificate.

A copy of the final signed study plan and any amendments if any as an

annexure.

Note: If response from sponsor for finalization of draft report is not received within six

months after sending draft report in spite of repeated reminders, management could

approve termination of study, or finalization of report and archiving. In such an event,
any subsequent requests from sponsor for modification, correction or addition to the
final report will be subject to report amendment at additional cost.
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19. STUDY PLAN DISTRIBUTION .

The Final Study Plan will be distributed as follows:
Copy No. 1/2 — Archives, Liveon Biolabs Private Limited

Copy No. 2/2 — Sponsor
20. STUDY REPORT DISTRIBUTION

The Final Study Report will be distributed as follows:
Copy No. 1/2 — Sponsor
Copy No. 2/2 — Archives, Liveon Biolabs Private Limited

21. ~ ARCHIWVING

All study-related records, Study Plan, Raw Data, Study Report, Study Plan
amendment and Deviation (if any) and the test item samples will be maintained
in the archives of Liveon Biolabs Private Limited for 5 years from the date of
study completion. All the records and test item will be handled according to
ISO/IEC 17025:2017. After the completion of archiving period, the test facility
management will coordinate with the sponsor for further course of action on
archived material.
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22. REFERENCES
s 1SO 10993-1:2018: _ Biological evaluation of medical devices-Part-1:
Evaluation and testing within a risk management process.
o 1SO 10993-2:2006: Biological evaluation of medical devices-Part 2: Animal
welfare requirements.

o 1SO 10993-10:2021: Biological evaluation of medical devices-Part 10: Tests
for Skin Sensitization.

e ISO 10993-12:2021: Biological evaluation of medical devices-Part 12
Sample preparation and reference materials.

s ISO/IEC 17025:2017, General Requirements for the Competence of Testing
and Calibration Laboratories.

o The Standard Operating Procedures of Test Facmty and the mutually agreed
Study Plan.
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STUDY PLAN APPROVAL

Ms Rangalakshmi G.R
Study Director

Quality Assurance Unit :

For KTEX NONWOVENS PVT LTD. (Sponsor):

Mustanshir Vohra
Sponsor Representative

StchPlan Copy No 202

|
(Sign & Date)

LBPL/NG-2641 (TX) nas been agreed by the
Sponsor through E-mali on 07112/2022 and approved by the Study Director.

For LIVEON BIOLABS PRIVATE LIMITED (Test Facility):
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aQ o . N
sorous high-density materials
membranes, textiles
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{e.g abso

aile

luz
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— delzgiinl e the valume of ext

here are no standardized .
nd hydrocolloids). 2 suggested proteeal iz az follaws:
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el of Tnat component.:

y sciven: abgorbing polymer maverial
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© Annexure 2. Intradermal Injection and Tépical Patch Application Sites Diagram

P

BB
-

=) &
B-F----g -
= &

Treatment Animals
A: 1:1 v/v of FCA + Physiological saline
B: Undiluted test item extract
C:t:1vivofA+B

Control Animals

A: 1:1 viv of FCA + Physiological saline
B: Vehicle control only
C:t1vivofA+B

: 1 g "
2 Ty
L@
| g
'
|
X (J

B
8
i
1. Cranial End

2. Intradermal Injection Sites

3. Clipped Intrascapular Region

4. Caudal End
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. Annexure 3. Challenge Phase at Flanks of Animal

‘1

.

=

® |.

I

i

I

|

i

I

|

I |
1

|

|

I

I

>

N

All Animals
X: Treatment Animal Site C
Y: Control Animals Site C

1. Cranial End

2. Intradermal Injection Sites

3. Clipped Intrascapular Region
4. Caudal End
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Annexure 17. (Contd.,) Study Plan

Annexure 4. Evaluation of Skin Reactions (Draize Method) g

[1. Erythema and Eschar Formation - | Score
Nb_ertherH_ - o 0
Very sight erythema (barely perceptible) | 1
“Well defined erythen?__r - o T2
‘Moderate o severe enythema | 3
Severe erythema (beef redness) to | eschar formation|
preventing grading of erythema 4
Maximum Possible Score — 4 o -

2. Oedema Formation n | score
No Gederma— 0 |
"Very slight Oedema (barely perceptible) I
SIightIOEdema (é@es of area well Hgﬁﬁéa_by'maﬁng)_' 2
"Moderate Oedema (raised approximately 1 millimeter) N
"Severe Oedema (raised more than 1 millimeter and extending

beyond area of exposure) 4

Maximum Possible Score — 4

- - -
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Annexure 17. (Contd.,) Study Plan

Annexure 5. Magnusson and Kligman Grading Scale for the Evaluation of Challenge

Patch Test Reactions

" Patch Test Reaction | Grading Scale |
7 Novisblechange | 0o
~ Discrete or p_afcﬁy'eryﬁeﬁﬂ?_ 1
~ “Moderate and confiuent erythema | 2
Intense erythema and/or swelling | 3
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Annexure 17. (Contd.,) Study Plan

Annexure 6. Test Item Information Sheet

HES

JICAL DEVIGES TEST ITEM / REFEREMCE ITEM INFCRMATION SHEET

——— ———e = —
I_Sl. No. Particulars Details
0 -§honsgr Name and Address | Kiex Nonwovens Puilid T T
(As in Study Plan and Stedy Report) | Survey No 241, Opp. Khamta Village Bus Stop,
Ao _Rail(o?alan'ln:l_g_:r High\.\r’ay_—__._%o 10, Gujarat ol
2 Manufactured by & '
(Name and address) .
(Specify “same as study sgansor’, Nl TR ey
| i applicable. Otherwise pre side detaiis) .
3 Supplied by
(Name and address) N
(Specify “same as study spansor”, same.as study sponsor
_it applicable. Othérwise pre side details) _ 5 ) - =]
4 Address for Communicatior wilh Email mustanshir@kiexnonwovens.com,
docs@ktexnonwovens.com
5 Address for Invoicing same as study sponsor
& Sponsar Representative Nzme Mustanshir Vohra
i Monitoring Scientist Name ' T
8 Test Item / Reference Iten: information Spun melt PP Nonwoven Fabric N
{Mark as applinnhin)
Name or the Test ltem |
| Referance llem O
g Intended Use of device n Human /| Human
Others (to Specify) Use in Gown, Drapes, CSR Wraps, Niapers or
) sanitary pods. ]
10 Site of Coniact SKin .
(13 | Duration of Contactwith Huinan Body | 6-12 Hours
12 Material Category Surface Medical Device
(As per 1SO 10993 Part 1) )
13 Weight in g. (witheut packing) = 35 gm.
Surface Area in em? O - N
Thickness in mm [ T
Olhiers (to Specliy) O 5
14 7| pH (If applicabie)
15 | Material Safety Data Sheet Allachad ® Yes O No
16 | Certificatz of Analysis Altacaed 1B VYes ONe 7
17 | Storage Condifion & Ambient (+19 tc +26°C) 0 Cool and Dry (+2 to +8°C)
O Frozen (-18 to -206°C) O Hygroscopic
0 Light Sensitive 0O Any other
' * |
(Please specify )
T8 | Testitem Code by Sponsor (Ifany) | KTEXSMO01 . B
I L A 7T ] D
| e e e e e =

20 _l'_Dat_é_-ﬁf Rlfgs

1 24/05i2022
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Annexure 6. (Contd.,) Test Item Information Sheet

| 21 [Untc of Exp. J Releal tata

| {When stored as detailed below) (fitl-np
expiry date and/ retest date, whichevar
is apglicablis). If not, prowrie justificaton
22 Guantly Lispatehed znd  Dale  of

L. (Dispateh -

23 Name aof Carriar f Mode of Shipmenl

24 | Type of Packing and No of Prks /|
RBoltles

25| Slerdlity Stas

*If  MNon sterile, Select method of

19/C9/2022

Courier

fabrivs

Fiuin Date of Manutactunng

'Zipgper bag 2 packs of 1 or 2 miis Nnnwaven

| 01 Sterlle

-~

ile by

Sterilization O Post Extraction Filtration
e S - L Gther o
26 Maternal Category Medical irvices tems

& Aitoclava Metrod
O Surface Sterillzation

R Non-sterile™

List out the test to be conducted:

st F\l‘&_—_“. “T_"li'_e.sfulnsiudy Name o ‘_Te.st Guideline
1 Skin Sensitizalion Test 150 10983-10:2021 & OECD Test Guidaline 406
2. o Skin Irritalion Tost s

SO 10993-23:2021 B 5

. —
Sponsor’s Authorization:

As a Sponsor or Sponsor represcntative of these studies, | agree 'with below points:

. The studies requested are to meet the regulatory requirements of test iz,

= The animal usage is necessary fo- requesled studios as per guideline raquirements. The species chosen is
appropriate ta the study gnd as per guidelines requirements,

. The studies requested are not an annecessary dupiication of previous vsork

Z .',?./"'. | .
| ‘Tw‘;z(?/ o k

Sponsor or Sponsor Representative: .
Mustanshir Vohra ’

25/0912022

Sign. and Date

Instructions for filling Test item / Reference Item Information Sheet:

> Fill the informalion sheet wilh avaable information.

e It the information 1s not available mentioned as NA and i sezlicn or cciumn is not applicable for lest item, .

reference item, meption as NA (Nat Applicabic)
> Add column or rows as per raquirements.
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Annexure 17. (Contd.,) Study Plan

.Annexure 7. Certificate of Analysis

Kteyx Nonwovens Byt Lid.

POLYPROPYLENE SPUNBONDED NON WOVEN FABRICS !

| - CERTIFICATE OF ANALYSIS

, Dur Wo: KN/CUO/A/FT /02
i

i Rev N() lJ

« Rev Date : 01-U4-2022

| COANumber- | KN-DPHP-3172 “Date :- T s
| Gont, No B lnvoice No.i- KTPL/22-23/416
| Gustomer Name:- | AT —— —_— —
Properties Units Tes( Methoo ;‘Iv:’:ll;:n.s Specification Remark
; Er_gggct_CoclelType N o ) = ﬂ_s’_;ml relt
| Treatinent B Hydrophobic
i Sf‘IUCtUTE_ - o -:- R ___ ) e _"—- -6\’;' e __:- .
1 Cotour il e
1 LOLN“ R ) = o
S|lt Width | MM | By Std. Measuring tapa Passed
Weight gin® | NWSP 130.1.R0(15) Passed_
T Ni5cm TNWSP 110.4.20(15) | Passed
| | Nisem | NWSP 110.4.R0(18) Passed
[ TenSIIe Elongati | % | nwsp 110.4.R0(15) Passed _
] Tenslle Elungation ¢ _I:I il % __NWSP 110.4.R0{15) Passed
| Water resistance(100en?) | 'ggnwhi? NWSP 080.6.R0(15) Passed

1 Test Certlfled This certlfles that the abcve itetn and run number have hecn produced and inspected in

| Gonformanca with the Kiex product specification.
The results are presonted withotl any impliod warranty. The
for Customer referenca only.

international standards.

Ktex Nonwovens Pvt. Ltd., reserves the right to update produclion data according the process and

technological developments.

Tho above data sheet gives fypical figures only and no implied warianty should be assumed.

(This is system genc‘rated report hence signature is nt;t required.)

MANUFACTURER:-
Ktex Nonwovens Pvt. Ltd.
Survey No 241,5anosara,
Opp. Khamta Bus Stop, Jamnagar Highway,
Village - Khamta, Tal - Dhrol,
Jamnagar, 360110, Gujarat, India.
" Tel #: +91-9727055055

ceriificate is stricily and exclusively limited

\
i
‘ Klux Nonwovent Pyl Ltd. Complice with the strictost product and process controls accordling to the latest
|
|

. .
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Annexure 8. Material Safety Data Sheet "

Ruv. Dale,20/12/2021 Vet 0l
supersede:: 01/07/2013

SECTIONL: PRODUCT IDENTIFICATION AND MANUFACTURER
1.1 Product Identifier
Trade Name: PP Spunbond/Maitblown Nanwoven Fabric

1.2 Relevant identified uses of the substance/mixture and uses advised against

Product Use: Hygiene, medical, indusrrial use&Filtration

Uses Advised Against: None known.
1.3 Supplier Details

Address: KTEX Nanwovans Pvt. Ltd.

Survey No 241, 5anosara,

Opp. Khamta Village Bus Stap,

Rajkot - Jamnagar Highvsay,

ral. Dhrol,

Dist. lamnagar 360 110

Phane: +91-9727055055, +81-9909355055

E-mail: docs @ktexnonwovens.com

Emergency Phone Number

Info: +91-8758855(055

SECTION 2: HAZARDS IDENTIFICATION
2.1. Classification of the substance/mixture Classification
Classification {(Regulation (EC) Mo. 1272/2008)
Not a Hazardous substance or mixlure according to Regulation (EC) Mo. 1272/2008
2.2. Label Elements:
Labelling (Regulation {EC) No. 1272/2008)
1 Not a Hazardous substan&e or mixture according to Regulatiofi (EC) No, 1272/2008
2.2. Other Hazards: None knovsn.
SECTION 3: COMPOSITION/INFORMATION ON INGREDIENTS

3.1 Mixture: >95% Polypropylene with max & 5%other additives.

SECTION 4: FIRST AID MEASURES:

4.1 [nhalation: N/A,

4.2 If swallowed: Do not induce vomiting; get immediate medical attention.

4.3 Eye Contact: Rinse eyes with water! If irritation persists, contact a physician, If symptoms,
Persist, Obtain medical attention .

SECTION 5: FIRE FIGHTING MEASURES:

5.1 Extinguishing media: Dry Powder.

5.2 Special hazards arising from the substance or mixture
Specific hazards during fire fighting : Exposure to decomposilion products may be a
hazard to health

5.3 Advice for fire fighters

. . ' Pagelofa
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Annexure 8. (Contd.,) Material Safety Data Sheet

Rev. Date:20/12/2021 ver 01
Stpersedes: 01/07/7018

Special protective cquipment for : Wear self- contamed bieathing apparatus for
Fire fightets fire Fizliting if necessary. Use personal prolective
s ¥ Equipnient. . *

SECTION 6: ACCIDENTAL RELEASE MEASURES: . a

6.1 Personal precautions, protective equipment & emergency procedure
Personal precautions : Ensure adequate ventilation, especially in confined
areas, Avoid inhialalon of vapour or misl.
§.2 Bnviranmental precautians
Cavironmental precautions LU hiol release i walis v sainlary sewer syslizin &
1and openty.
If thie product Latitanmnates land, nver & lakes
infurn respeclive authorities
6.3 Methods and materia! for containment and Cleaning up - .
Methads for cleaning up : Keep in suitable, closed containers for disposal

SECTION 7: HANDLING AND STORAGE:

7.1 Precaution for safe handling:

Advise on protection against : Normal measures for preventive fire protection.
fire & explosion.
Hygiene measures . Handle in accordance with good industrial hygiene
and safety practice.
. ¢ ° : General industrial hygiene pfactice. =
7.2 Condition for safe storage, including any incompatibilities:
Advice on common storage : Keep away from food, drink and animal
feedingstuffs.
Safe Storage : Store in tightly closed container in cool, dry, well-

ventilated area away from heat or Sources of ignition
: Store at ambient temperature out of direct

sunlight.
QOther data : No decomposition if stored and applied as
directed.
‘ SECTION 8: EXPOSURE CONTROLS/PERSONAL PROTECTION: '

8.1 Control parameters: Contains no substances with occupational exposure limit valucs.
8.2 Exposure controls

Engineering measures 'Non required.
Hand Protection : Non required.
Eye Protection : Safety goggles or glasses.
Respiratory Protection : Respiratory protection is not normally required if
good ventilation is maintained and exposure
v . guidlines are not exceeded. . .

SECTION 3: PHYSICAL AND CHEMICAL PROPERTIES

9.1 Basic Propertias:

Page 2 of 4
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Annexure 8. (Contd.,) Material Safety Data Sheet

Rev Date:20/12/2021 Ver 01
Supcersadan: 01/07/2018

Physical state -1 Solid

Colour : As per Customer requirement
Odor/Odor Thrashold A : Characteristic odor/No data available.
pH, @25°C 170

Density : 0855 gm/cc

Flash point : Not measured,

Melting Point 1180 °C

Solidification Point 145 °C

Boiling Point : Net measured,

Solubility in water : Not soluble.
Oxidizing Propertics : Nol Applicable.

SECTION 10: CHEMICAL STABILITY AND REACTIVITY

10.1 Reactivity ‘lazardous polymerization will not occur.
10.2 Chemical stability ‘No decomposition if used as directed
10.3 Possibility of hazardous reactions .
Hazaldous teaclivns :No decomposltlon [f stored and applied as directed.
10 4 Conditinns tn avnid : Nene known,
10.5 Incompatible materials
Materials to avoid : None known. R a
> 10.6 Hazardous décompositiun products ¢
Hazardous decompasiticn praducts : Build up of dangerous/toxic possible in cases of

fire/high temperatures.

SECTION 11: TOXOLOGICAL INFORMATION:

11.1 Information on toxicalogical effects
Acute toxicity

Acute oral toxicity : Not classified
Skin corvosion/irritation : Nol measured.
Skin Sensitization : Not measured.
SECTION 12: ECOLOGICAL INFORMATION . . .

12.1 This product has no known eco-loxicological effect.

SECTION 13: DISPOSABLE CONSIDERATIONS

13.1 Waste disposal recommeéndation Waste materials may be disposed in a sanitary landfill,

SECTION 14: TRANSPORTATION INFORMATION:

. 14.1 Each and every slit rolband pallet roll are labelled with proper tracebility of process used
No other specilic requirement.
SECTION 15: REGULATORY INFORMATION:
15.1 Classification and labeling Danger symbol : N/A.

15.2 Danger Label TN/JA
15.3 Safety phrases INJAL
Page 3 of4
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Annexure 8. (Contd.,) Material Safety.Data Sheet A

Rev. Date:20/13/2021 Ver-01

Supersedes 01/07/2018

SECTION 16: OTHER INFORMATION:
16.1 Applications:-

o Hyaiene
o Medical
e Industrial Application
o Dusl Colleclors
e  Filtration
16.2 Physical Properties:-
s Thermo honded No chemical
s Excellent bi-directional and wear properties
e Soft and Connforlable
« Grammage between 08-150 g/m2
16.3 Possible Additional Nenwoven Features:-
e Printing
« Lamination
» Elcctrostatic charging
16.4 By using Additives or pigment pastes:-
o Diying in every imaginable Shade
o  Fire retardant properties
e Antistatic properties
e Increased UV and Gamma ray protection.
e Hydrophilic Properties
o Alcohal repellency Propeities
4
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