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Inthe reporting year, as the first step to establish Pasteur Institute of India, Coonoor (PIIC)
Unit -1, the allocated Press colony land was taken over by PIIC in the month of May 2023 from the
Ministry of Housing and Urban Affairs. As the part of Unit - Il establish plan PIIC has submitted a
concept document to the Ministry's perusal and approval. This document is under active

consideration of the Ministry.

All newly established GMP facilities are under routine monitoring and periodical
requalification and maintenance were being carried out without any deviation to the regulatory

guidelines by the in-house Engineering team.

Process optimization was completed for Tetanus and Diphtheria bulk antigens and
Aluminium phosphate manufacturing process and itis under progress for Pertussis bulk antigen.
Media fill studies were completed successfully and demonstrated that the aseptic processes
carried out in manufacturing of bulk antigens and Aluminium Phos gel were adequate to

manufacture quality products without any microbial and fungal contaminations.

In the coming year, PIIC is planned to manufacture Process Validation batches, initiation
of stability studies, initiation of Analytical Methods validation and applying for commercial
license for routine manufacturing of bulk antigens and final product after successful completion

of Processvalidation batches and Analytical methods validation.

The Rabies Diagnostic lab and Clinic are continuing their seamless services to the
common public coming from adjacent districts and states. In the reporting year, the Rabies

Diagnostic Lab has received 59 sera samples from various place of India for the estimation of
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anti-rabies neutralizing antibodies by RFFIT. At Institute's clinic, 316 patients from Nilgiris and
other districts received anti rabies vaccine and among them 3123 patients received anti rabies

serum.

In the reporting year also, PlIIC organized events as a part of Swacchata Hi Seva (SHS) 2023

and Special Campaign 3.0, Vigilance awareness week and Hindi Pakhwada.

The entire staff of PIIC has been working together as a team to achieve the committed

target dates for the supply of DTP and Td Vaccines to UIP (Universal Immunization Programme).

PIIC is sincerely thanking the Union Secretary (Health) and Chairperson of Governing
Body, PII, Coonoor; Additional Secretary; Joint Secretary; Deputy Secretary; Under Secretary,
Section Officer and other officials of Vaccine Institute Section of the Ministry of Health and Family
Welfare, Government of India, for all their supports rendered during this reporting period. | thank

allthe officers and staff of PIl, Coonoor for their co-operation to achieve the tasks as planned.

Dr. S. Sivakumar
Director
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<> CONTROLLING OFFICERS §

. Director : Dr. S. Sivakumar, mv.sc,
Assistant Director : Dr.A.Premkumar, M.sc., Ph.D., (Quality Control)
Senior Research Officer : Shri. R. Mohan, M.sc., (Quality Assurance)
Senior Research Officer : Dr. K.C. Shivanandappa, M.sc., Ph.D.,(DTP Production)
Administrative Officer : Shri. A. Vairamoorthy, M.A, M.A, M.L, M.H.RM., M.BA.,,

PG Dip. Cr.Fsc (Administration)

( RESPONSIBILITIES OF CONTROLLING OFFICERS )

1. DIRECTOR Chief executive Officer of all activities associated with the Institute

viz., Administration, Accounts & Finance, Production, QA, QCD,
Engineering, Estate and R&D.

2. ASSISTANTDIRECTOR All activities associated with QCD (/n-vitro, Microbiology, RM & PM

testing lab, Stability Section, Rabies Diagnosis Lab and
Experimental Animal House), Tissue Culture Anti Rabies Vaccine
production, Lab. Animal Breeding Section and Estate.

3. SENIORRESEARCH OFFICER-I All activities associated with Quality Assurance, Maintenance &

Engineering and Library Sections.

4. SENIORRESEARCH OFFICER-II  All activities associated with DPT group of vaccines manufacturing

units (Diphtheria, Pertussis, Tetanus, Formulation & Filling).

5. ADMINISTRATIVE OFFICER All activities associated with Administration, Establishment,

Security, Legal and Vehicle movement.

( commITTEES )

1. GOVERNING BODY:

(a)
(b)

(©)
(d)
(e)

(f)

(8
(h)
(i)

Secretary to Govt. of India, Ministry of Health and Family Welfare, New Delhi - Chairperson

Secretary, Department of Health Research & Director General, Indian Council of Medial Research,
New Delhi-Member

Director General of Health Services, Ministry of Health and Family Welfare, New Delhi - Member
Additional Secretary, Ministry of Health & Family Welfare, New Delhi - Member

Additional Secretary and Financial Advisor, Ministry of Health and Family Welfare, New Delhi -
Member

Drugs Controller General (India), Directorate General of Health Services, Ministry of Health and
Family Welfare, New Delhi- Member

Joint Secretary, Ministry of Health & Family Welfare, New Delhi - Member
Joint Secretary (RCH), Ministry of Health & Family Welfare, New Delhi - Member

Secretary to Govt. of Tamilnadu, Health and Family Welfare, Chennai - Member
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(j)  Secretaryto Govt. of Tamilnadu, Finance Department, Chennai - Member

(k) Director of Medical and Rural Health Services, Govt. of Tamilnadu, Chennai- Member
(I) Twoeminentscientists nominated by Govt. of India - Member

(m) Two eminentscientists nominated by Govt. of Tamilnadu - Member

(n) Director, Pasteur Institute of India, Coonoor, Nilgiris - Member Secretary

2. STANDING FINANCE COMMITTEE

(a) Additional Secretary, Ministry of Health and Family Welfare, New Delhi - Chairperson

(b) Additional Secretary and Financial Advisor to Govt. of India, Ministry of Health and Family Welfare,
New Delhi- Member

(c) Joint Secretary, Ministry of Health & Family Welfare, New Delhi - Member

(d) Deputy Director General (P), Directorate General of Health Services, Ministry of Health and Family
Welfare, New Delhi- Member

(e) Director of Medical and Rural Health Services, Govt. of Tamilnadu, Chennai - Member
(f) A Senior Scientist nominated by the Governing Body - Member

(g) Director, Pasteur Institute of India, Coonoor - Member Secretary

3. PURCHASE COMMITTEE

(a) Dr. S. Sivakumar, Director - Head of the Committee

(b) Dr. A. Premkumar, Assistant Director - Member

(c) Shri A. Vairamoorthy, Administrative Officer - Member

(d) Shri R. Mohan, Senior Research Officer - Member

(e) Dr. K.C. Shivanandappa, Senior Research Officer - Member

(f) Shri D. Anurag, Assistant Accounts Officer and Drawing and Disbursing Officer - Member

4. LIBRARY COMMITTEE

(@) Dr.S. Sivakumar, Director - Chairman

(b) Dr. A. Premkumar, Assistant Director - Member

(c) Shri R. Mohan, Senior Research Officer - Member

(d) Dr. K.C. Shivanandappa, Senior Research Officer - Member
(e) Shri A. Vairamoorthy, Administrative Officer - Member

(f) Dr. C. Muniandi, Research Officer - Member

(g) Smt. Chandra Charles, Research Officer - Member

(h) Shri D. Anurag, Assistant Accounts Officer - Member
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5. WOMEN WELFARE COMMITTEE (INTERNAL COMPLAINTS COMMITTEE)
(a) Dr. A. Premkumar, Assistant Director - Chairman
(b) Shri A. Vairamoorthy, Administrative Officer - Member
(c) Smt. Usha Franklin, Social Activist, Coonoor - External Female Member

(d) Smt. Chandra Charles, Research Officer - Member Secretary

6. DEPARTMENTAL ESTATE COMMITTEE
(a) Dr. A. Premkumar, Assistant Director - Chairman
(b) Shri R. Mohan, Senior Research Officer - Member
(c) Dr. K. C. Shivanandappa, Senior Research Officer - Member
(d) Shri A. Vairamoorthy, Administrative Officer - Member
(e) Dr. N. Sivananda, Assistant Research Officer - Member
(f) Dr.S.Jagannathan, Assistant Research Officer - Member
(g) Shri P. Sasikumar, Private Secretary - Member
(h) Dr. T. Sekar, Assistant Research Officer - Member
(i) Shri A.K. Jithendran, Lab Assistant - Member
() ShriA. Senthilkumar, Lab Assistant - Member

7. INSTITUTIONAL ANIMAL ETHICS COMMITTEE (1AEC)

(a) Dr.S. Sivakumar, Veterinarian & Director, Pasteur Institute of India, Coonoor- Chairman

(b) Dr. C. Gunasekaran, Assistant Professor, Conservation Biology Lab, Department of Zoology,
Bharathiar University, Coimbatore- Main Nominee

(c) Dr. G. Venkatesh, Department of Pharmacology, KMCH College of Pharmacy, Kalapatti,
Coimbatore - Link Nominee

(d) Dr. A. Justin, Department of Pharmacology, JSS College of Pharmacy, Rocklands, Ooty -
Social Aware Nominee

(e) Dr.K.S.G. Arulkumaran, Principal, KTN College of Pharmacy, Kerala - Scientist from outside the
Institute

(f) Dr.S.Parthasarathy, Assistant Director, Department of Animal Husbandry, Coonoor- Biological
Scientist

(g) Dr. C. Muniandi, Pasteur Institute of India, Coonoor- Scientist from different biological
discipline

(h) Dr. N. Sivananda, Pasteur Institute of India, Coonoor- Scientist from different biological
discipline

(i) Dr.A.Premkumar, Assistant Director, Pasteur Institute of India, Coonoor - Member Secretary
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8. SCIENTIFIC ADVISORY COMMITTEE (SAC)

(@) Dr. A. Michael, Former Associate Professor & Head, PSG College of Arts and Science,
Coimbatore.

(b) Dr.S. Suja, Professor & Head, Department of Biochemistry, Bharathiar University,
Coimbatore - 641 046.

(c) Dr.). Angayarkanni, Professor & Head, Department of Microbial Biotechnology, Bharathiar
University, Coimbatore - 641 046.

9. INSTITUTIONAL BIOSAFETY COMMITTEE (IBSC)

(a) Dr.S. Sivakumar, Director, Pasteur Institute of India, Coonoor - Chairman

(b) Dr. ). Angayarkanni, Associate Professor & Head, Bharathiar University, Coimbatore - DBT
Nominee

(c) Dr.A.Premkumar, Assistant Director, Pasteur Institute of India, Coonoor - Member Secretary
(d) Dr. P. Nallathambi, Director i/c, IARI, Wellington - Outside Expert
(e) Shri R. Mohan, Senior Research Officer, Pasteur Institute of India, Coonoor - Internal Expert

(f) Dr. K.C. Shivanandappa, Senior Research Officer, Pasteur Institute of India, Coonoor
- Internal Expert

(g) Dr. P. Chitra Devi, Medical Officer, Pasteur Institute of India, Coonoor - Internal Expert

(h) Dr. N. Sivananda, Assistant Research Officer, Pasteur Institute of India, Coonoor
- Internal Expert

(i) Dr.T. Sekar, Assistant Research Officer, Pasteur Institute of India, Coonoor - Internal Expert

10. VIGILANCE OFFICER
Shri R. Mohan, Senior Research Officer

11. LIAISON OFFICER FOR SC & ST EMPLOYEES
Dr. K.C. Shivanandappa, Senior Research officer

12. LIAISON OFFICER FOR OBC EMPLOYEES
Dr. A. Premkumar, Assistant Director

13. CENTRAL PUBLIC INFORMATION OFFICER AND APPELLATE AUTHORITY UNDER RTI
ACT, 2005

Central Public Information Officer:
Shri. R. Mohan, Senior Research Officer

Central Assistant Public Information Officer
Shri P. Sasikumar, Private Secretary

Appellate Authority
Dr. S. Sivakumar, Director
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The Pasteur Institute of India, Coonoor (PIIC) is a pioneer Institute involved in the

production of Antirabies and DPT group of Vaccines. It is functioning as an autonomous body
under the Ministry of Health and Family Welfare, Govt. of India since 1977.

(PREAMBLE )

This Institute started functioning as Pasteur Institute of Southern India, on 6th April 1907
and took a new birth as The Pasteur Institute of India (registered as a society under the societies
Act 1860). It is started functioning as an autonomous body under the Ministry of Health and
Family Welfare, Government of India, New Delhi since the 10th of February, 1977. A Governing
Body headed by Secretary of Health and Family Welfare, Govt. of India as Chairman manages the
affairs of the Institute. This Institute is working on the basis of “no profit-no loss basis".

PIIC started in the year 1907 with Rs.1 Lakh, out of Rs.50 Lakh donated by Mr. Henry
Phipps, an American Philanthropist to Lord Curzon, the then Viceroy of India for development of
Medical Institutions in India due to the death of a young English lady Lily Pakenham Walsh by
rabies in 1902 as she did not get anti-rabies treatment on time, led to the establishment of a
Pasteur Institute of Southern India to meet the requirement of ARV (Anti Rabies Vaccine) to the
Southern Indian people.

The cool and equitable climate led to the choice of Coonoor as the most suitable location
for the construction of the Institute. Spread over an area of 16 acres of land the Institute is
situated on a grassy knoll on the upper reaches of Coonoor town amidst beautiful surroundings
with, lush greenery, manicured lawns and flower gardens. It has a glorious tradition of single-
minded dedication to alleviate the suffering of humanity by its contribution to the research and
developmentofvaccinesinthe country

( SETTING THE PACE IN TECHNOLOGY )

PIIC has consistently set the pace in innovating and adapting newer technologies to suite
Indian conditions and needs in the field of vaccinology. The vast experience and expertise which
makes this Institute well equipped to meet the challenges of applying advanced technologies
and GMP regulations in vaccine production. Currently, this Institute has established seven, the
state of the art GMP facilities for bulk antigens and final product manufacturing, and other
supportive departments. These new GMP facilities are equipped with the major equipment like
commercial scale bacterial fermentors, zonal centrifuge for purification of viral antigens,
industrial freeze drier, bulk autoclaves, hot air ovens, fully automated filling machine,
commercial walk-in cold rooms, deep freezers, bioreactors, purified water system, WFI plant,
TOC analyzers, column chromatographies, oil & moisture free air compressor, Effluent
Treatment Plant (ETP) and Sewage Treatment Plant (STP). A dedicated Research and
Development Lab is available, equipped with HPLC system, high speed centrifuges, ELISA
equipmentand equipment for molecular biology work.
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This Institute is recognized by the Tamilnadu Dr. M.G.R. Medical University, Chennai for
M.D degree in Microbiology and by the Bharathiar University for Ph.D. in Microbiology,
Biotechnology and Biochemistry in the Faculty of Science.

(INSTITUTE'S PRODUCT PROFILE )

< Tissue Culture Antirabies Vaccine (Vero Cell Purified)

R

<  DPT group of vaccines viz., Diphtheria-Pertussis-Tetanus (DPT) Vaccine, Diphtheria-Tetanus
(Td) for Adults and Adolescents Vaccine and Tetanus Toxoid (TT) Vaccine

(INSTITUTE'S QUALITY POLICY )

The institute is committed to produce safe, potent and cost effective vaccines with continual
improvement in our Quality systems. The employees of PIIC discharge their duties professionally while
ensuring safety, efficacy and quality of the vaccines manufactured.

PIIC as a team, dedicates itself to achieve the Quality by following the Quality Objectives

To adhere the cycle time for production, testing and dispatch.
Improve the yield of production components.

Reduce in-process rejections.

Enhance customer satisfaction.

Maintain nil customer complaints.

Impart regular in-house training for employees.

Recognize each employee's responsibility for Quality.
Encourage team approach.

Continually improve through Quality Management System.

( IMPORTANT MILESTONES )

> 1907 Manufacture of Neural Tissue Antirabies Vaccine.

> 1957 Isolation of Asian Flu Virus during the pandemic and development of Influenzavaccine
againstthe samevirus.

> 1970 The Development of BPL-inactivated Rabies Vaccine for the first time in India which
made the treatment easier and cheaper with less volume of dose and reduced number
of injections duetoits high potency.

> 1970 Research, Development, Production and Supply of Trivalent (Sabin) Oral Polio Vaccine
forthefirsttimeiniIndia

> 1982 Release of DPT group of vaccines for the National Programme of Immunization.
> 1988 Release of Tissue Culture Anti Rabies Vaccine for Canine Prophylaxis.

> 2001 Development and release of Vero Cell Derived Purified Rabies Vaccine for human use
at an affordable price to common man for the first time in India by the Government
controlled Institutions.

> 2003 This is the first Government sector Vaccine Institute awarded with 1ISO 9001-2000
certificate by BVQI, UKin Quality Management System.

> 2006 Renewal ofISO9001:2000 Certificate for further period of 3 years by BVQI, UK for QMS

> 2019 Taken over of all newly established cGMP production facilities

> 2020 Ministry of Health and Family Welfare and Indian Council of Medical Research have

approved Pasteur Institute of India, Coonoor as a testing laboratory of COVID-19 by
RT-PCR
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((CONTRIBUTION OF Pll, COONOOR IN THE NATIONAL HEALTH SECURITY))

> Research, Development, Production and Supply of Trivalent (Sabin) Oral Polio Vaccine for
the first time in India during the year 1970.
> PII, Coonoor is the first Institute in the country both in public and private sectors to adopt

and install the PROSTAK system for downstream process of Diphtheria and Tetanus bulk
antigens and concentration of Pertussis organisms.

> Developed and released Vero Cell Derived highly Purified inactivated Rabies Vaccine for
human use at an affordable price to common man for the first time in India by a Government
controlled Institutions.

( FUTUREPLAN )

> Creation of new GMP facilities for the manufacture of Tissue Culture Antirabies Vaccine
and other viral vaccines at Press colony land, Coimbatore.

> Research and Development of newer cost effective Pentavalent, Hexavalent and conjugate
vaccines at Press colony land, Coimbatore, Tamilnadu.

( INTERNATIONAL ACCREDITATION )

Developing Countries Vaccine Manufacturing Network (DCVMN)

DCVMN is a public health driven, international alliance of manufacturers, working to
strengthen the vaccine manufacturers especially of developing countries. DCVMN works through
the provision of information programs and professional training on technical improvements, research
in vaccine production, encouraging technology transfer initiatives, and educating the public about the
availability of safe and effective vaccines, from developing world manufacturers and related
programs. Over the years, the network grew reaching out today to include 43 vaccine
manufacturers, in 15 countries and territories, producing and supplying over 40 different types
of vaccines, in several presentations and using a variety of technology platforms totaling around
200 products. From those nearly 40 are prequalified by WHO.

The Objectives of the Network is to provide a consistent and sustainable supply of quality
vaccines atan affordable price to developing countries.

The Governing Body of this Institute in its meeting held on 19.04.2017 noted the
recommendations of the Standing Finance Committee and approved the proposal of PII,
Coonoortobecome amember in Developing Countries Vaccine Manufactures Network (DCVMN)
payingthe requisite annual fees.

By joining the DCVMN network, the services of the DCVMN in terms of technical assistance
in all aspects of production & distribution of vaccines including technology transfers, vaccine
related products and other health related technologies may be availed by this Institute.

((PRESENT ACTIVITIES):I

> Regular monitoring and periodical qualification of water systems, facilities, utilities and
process equipmentas per GMP requirements.

Rabies Diagnostic Lab and treatment center to cater the need of the general public.
Academic programmes like Ph.D. Microbiology, Biochemistry and Biotechnology (Part time &
Full time) affiliated to Bharathiar University, Coimbatore and M.D (Microbiology) affiliated to
Tamilnadu Dr. M. G. R. Medical University, Chennai.

> Manufacturing of consistency (PV) batches.
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DETAILS OF GRANT-IN-AID RECEIVED FROM THE MINISTRY OF HEALTH AND FAMILY
WELFARE, NEW DELHI AND THE EXPENDITURE INCURRED DURING FY 2023-24.

The Ministry of Health and Family Welfare, New Delhi released a total sum of Rs.67.80
croresto this Institute during the financial year 2023-24.

The details of Budget Head-wise expenditure incurred are given below:

Grant-in-Aid (GIA) Received and Expenditure incurred during FY 2023-24

SI.No. Head of Account O 205554 " | Qg FY 200524
(Amount in Rs.) (Amount in Rs.)
1. GIA-General 53,75,00,000 53,30,32,697
2. GIA-SAP 23,00,000 22,85,416
3. GIA-Salaries 8,82,00,000 8,02,70,189
4, GIA- Capital 5,00,00,000 5,00,00,000
TOTAL 67,80,00,000 66,55,88,302
SI.No. Particulars (Amountin Rs.)
1. Unspent/Opening Balance 2022-23 2,09,72,831
2. Interestreceived during 2022-23 27,10,994
3. Opening Balance 2022-23 (1+2) 2,36,83,825
4, GlAreceived 2023-24 67,80,00,000
5. Interest received 2023-24 36,33,122
6. OtherIncome 2023-24 5,76,356
TOTAL 70,58,93,303
Less: Expenditure 2023-24 66,55,88,302
Less:Interestreceived for 2022-2023 deposited back to the Govt. 27,10,994
Closing Balance as on 31-03-2024 3,75,94,007

PROGRESS OF NEW GMP GREEN FIELD PROJECT :
The following are the status of GMP project for manufacturing of DPT group of vaccines at PII,

Coonoor.

* The qualified GMP facilities are under routine monitoring and they are under periodical
requalification.

* The qualified Utilities, Water systems, pure steam generators & compressed air are under
routine maintenance and periodical qualifications.

* Mediafill activities for manufacturing process are completed successfully.

* Protocol preparation for analytical method validation & cleaning validation studies are
under progress.

* Processvalidation (Consistency) batches are under process

PASTEUR INSTITUTE OF INDIA, Coonoor
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PIIC obtained permission to manufacture new drug or investigational new drug for
examination, test and analysis (Pre-clinical Toxicological studies) dated 01.11.2019 valid till
31.10.2022. On expiry of the same, an application was filed for extension of CT-11 to CDSCO.
CDSCO had conducted aJointinspection along with state drug control authorities in the month of
October, 2022 and subsequent to the same CT-11 license was issued for a further period of three
yearstill 29.12.2025

Based on the fresh CT-11 obtained, PIIC filed an application with the State Drug Control for
issue of test license to manufacture new drug or investigational new drug for examination, test
and analysis (Pre Clinical Toxicological studies) with a validity of three years. The Test License (in
Form 29) was issued for the period from 02.03.2023 to 01.03.2026, to manufacture drugs for
purposes of examination, test or analysis.

It is expected that PIIC can supply Vaccines to UIP by 3™ or 4" quarter of 2025.
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> PRODUCTION DIVISION <X

v-w

( BACTERIAL VACCINE DIVISION )

The bacterial vaccine division comprises of three bulk antigens manufacturing units
namely:
4 Diphtheria
4+ Tetanus
4 Pertussis

( DIPHTHERIA )

Diphtheria Block is a dedicated facility for the manufacturing of Diphtheria bulk antigen.
This section is adopting fermentation technology for the production of Diphtheria toxin.

This new Diphtheria block is having 167.71 square meterss of functional area with
modular panel walls and HVAC system to facilitate clean room environment for the production
which encompass the compliance with Schedule M and World Health Organization (WHO)
regulations. The functional area is having dedicated area for Meat Digestion, Media & Buffer
preparation, washing and sterilization, seed preparation, upstream and downstream processes.
The production facility is equipped with Clean-In-Place (CIP) and Sterilization-In-Place (SIP) skids
for cleaning and sterilization of fermentors and other vessels. The upstream area is equipped
with fully automated SCADA controlled seed fermentor and production fermentor. The capacity
of the production fermentor is 400 lit. The downstream area is equipped with fully automated
Diafiltration system for the purification of the bulk antigen. There is a dedicated room for sterile
filtration activities for bulk antigen.

The following activities performed during the reporting period:

+ SOP training for individual staffs.

+ Validation & study protocol preparation.

+ Execution of media fill study for critical equipment (Seed Fermentor, media filtration
system & Production Fermentor).

+ Qualification (Thermal Mapping) & Requalification of critical equipment.

4+ Execution of Pre-trial and PV batches . Three trial batches and three PV batches were
manufactured.

The newly dedicated Tetanus manufacturing block is having functional area of 304.39
Sqare Meter with modular panel walls and HVAC system to facilitate clean room environment
for the production which encompass the compliance with Schedule M and World Health
Organization (WHO). The functional area is having dedicated area for Media & Buffer
preparation, washing and sterilization, seed preparation, upstream and downstream processes.
The upstream areais equipped with fully automated SCADA controlled two 500 litres. production
fermentors. This facility is also equipped with Clean-In-Place (CIP) and Sterilization-In-Place (SIP)
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skids for cleaning and sterilization of fermentors and other vessels. The downstream area is
equipped with fully automated microfiltration system for the purification of the bulk antigen.
Thereis adedicated room for sterile filtration activities for bulk antigen.

The following activities performed during the reporting period:
4+ 12 Pre Trial Batches were manufactured.

+ 6 Process Validation Batches were manufactured.

+ 30 Nos of experimental Batches on Pot culture were carried out.

( PERTUSSIS )

The dedicated Pertussis bulk manufacturing manufacturing is having 185.77 square
meters of functional area with modular panel walls and HVAC system to facilitate clean room
environment for the production which encompass the compliance with Schedule M and World
Health Organization (WHO). The functional area is having dedicated rooms for Seed Preparation,
Media & Buffer preparation, preparatory and sterilization, upstream and downstream process.
The upstream area is equipped with two seed and two 500 litres. Fermentors. They are fully
automated and controlled by SCADA. The downstream area is equipped with Microfiltration
system for the concentration of organisms, full automated Heat inactivation vessel. This facility is
also equipped with Clean-In-Place (CIP) and Sterilization-In-Place (SIP) skids for cleaning and
sterilization of fermentors and other vessels. The manufactured and Quality Control released
individual strains are pooled in a blending room to make a bulk antigen for final vaccine
preparation.

Currently PIIC is using 4 different strains of B. pertussis for better immune response and
protection.

The following activities performed during the reporting period:

+ SOP training for individual staffs.

+ Validation & study protocol preparation.

+ Execution of Media fill study for cell bank preparation process (Liquid Cell Bank &
Lyophilized Cell Bank).

+ Execution of media fill study for critical equipment (Seed Fermentor, Production
Fermentor, Microfiltration & Blending Vessel).

+ Qualification (Thermal Mapping) & Requalification of critical equipments.

+ Execution of Pre-trial fermentor culture studies.

( FORMULATION & FILLING )

The new Formulation &Filling block is having 249.61 Square Meter of functional area with
modular panel walls and HVAC system to facilitate clean room environment for the production
which encompass the compliance with Schedule M and World Health Organization (WHO). This
block is having dedicated areas for Gel preparation, Filling of final lots, Visual Inspection, Packing
and Labeling and cold storage for final products. This manufacturing facility is equipped with
fully automated vial washing, sterilization tunnels and filling machine with a capacity of 200 vials
per minute. The visual inspection of the vials will be carried out with the help of semi automated
visualinspection machine. Theinspected vial will be stored in dedicated cold storage areas.
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The following activities performed during the reporting period:
4+ Trial run for the following equipment are being done.
» CIP system 01 and 02
» Blending vessel
» Gel sterilization vessel
» Filling line
+ Media fill for Gel sterilization vessel completed successfully
+ Machine suitability with the vials for the entire filling line was completed.

+ Suitability checking of vials (physical parameters and filling station) in filling line was
performed.

Requalification of HVAC and clean room equipment was performed.

+ Requalification of ACBP, Gel sterilization vessel, Blending vessel and Cold room was
completed.

+

((WARE HOUSE AND RAW MATERIAL & FINISHED GOODS AREA))

The Ware House has functional area of 410.54 Square Meter, with modular panel walls
and HVAC system to facilitate clean room environment which encompass the compliance with
Schedule M and World Health Organization (WHO). This block is having dedicated rooms for
Receipt, Quarantine, Sampling and approved materials area for raw materials and packing
materials. The ware house is equipped with suitable storage facilities to store temperature
sensitive raw materials and excipients. Upon receipt all materials will pass through the dedusting
tunnel at the receiving bay. This block is equipped with five dedicated cold rooms for storing CDL
released final lots prior to shipment.

( ANIMAL BREEDING )

PIl, Coonoor has CCSEA approval for breeding, experiment and supply of lab animals

The new Animal Breeding block has functional area of 227.69 Square Meter, with modular
panel walls and HVAC system to facilitate clean room environment which encompass the
compliance with Schedule M and World Health Organization (WHO). This facility is having
dedicated area for breeding of Mice and Guinea pigs, Quarantining of Animals, Animal Stock
rooms, Store Rooms and wash area. This facility is equipped with double door autoclave for
autoclaving bedding materials and cages.

21% Institutional Animal Ethics Committee meeting was held on 28.10.2023.
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> QUALITY COEI;ROL DIVISION <-

Quality Control is an independent department reporting directly to the Head of the

Institute. Quality Control Division is divided into (i) Raw Material testing section (ii) Microbiology
(iii) in-vitro (iv) in-vivo (v) Animal Breeding (vi) Stability (vii) Rabies Diagnostic centre (viii) Sample
Management.

The following activities are carried out in Quality Control Division.

Development and maintenance of Quality system.

Preparation, coordination, review and approval of qualifications / validations.

Review of Process Controls, Batch Production Records and Batch Manufacturing Records.
Incidence reporting, deviation reporting, Change Control, Vendor Qualification, Quality Risk
managementand Product Quality Review.

Coordination/facilitation of training activities like internal, on job, cGMP and external etc.
Coordination for audits and ensure the overall compliance of the site.

Conducting and coordinating for external audits & internal audits

Regular monitoring of seed stock in cold storage for bacterial vaccine (DTP Group of Vaccine)
and also to maintain the inventory control of production seeds, receipt, issue based on
requirements and storage pertaining to different products.

Review and approval of changes made in Organogram and job responsibilities for all sections.
Preparation, coordination, review and approval of qualification/ requalification / validation
protocols.

To schedule and co-ordinate the PQ & RQ activities in concurrence with user, QC & the
validationteam

Coordination, review and approval of study protocols and their reports

Coordination, review and approval of media fill activities and their reports

Quialification / Requalification of facility (HVAC) & Clean Room Equipments.

Periodic Requalification of utilities like compressed air

Qualification / Requalification of Process Vessels and Building Management System
Requalification of equipments as per the requalification criteria

Issuance of worksheets / logbooks etc. to the production/testing departments as and when
requested.

Reviewing of worksheets / logbooks / Lab note books etc. pertaining to QA / Production/
Engineering & Testing laboratories

Monitoring/ reviewing the routine production & testing activities

To co-ordinate for the Local Monitoring Committee as and when scheduled.

Routine communications to different vendors / manufacturers pertaining to their equipment
issues/services atPIIC.

To monitor and review the implementation and compliance status of quality system related
procedures such as Incidence reporting , deviation reporting, failure investigation, CAPA,
Change Control, Vendor Qualification, Quality Risk Management, Rationale Documents,
SOP's, BPR, MFR & protocols.

To ensure the annual calibration plan of critical equipments is adhered and all the measuring
devices are within the due calibration period.
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( RAW MATERIAL TESTING )

UTILITY TESTING
TOTAL NUMBER OF WATER SAMPLING POINTS IN PIIC

DEPARTMENT SW | FW | PW | WFI | PSSP T;;ian'tssa,";fgic"f
Pre-Treatment 08 - - - - 08
Microbiology - 67 07 - 04 17
Formulation - 07 13 | 13 06 39
Tetanus - 07 15 15 12 49
DP Block - 07 25 22 19 73

TOTAL 08 | 27 60 | 50 | 41 186

TOTAL NUMBER OF WATER SAMPLES TESTED
DURING APRIL 2023 to MARCH 2024

DEPARTMENT SW | FW | PW | WFI | PSSP T;;f.:tssat"ggt'gag
/ Block
Pre-Treatment 32 - - - - 32
Microbiology - 91 | 680 - 85 856
Formulation -1 825| 821| 125 1,882
Tetanus - | 100 | 890| 904| 313 2,207
DP Block - 99 (1,158(1,080| 497 2,834
TOTAL 32 | 401 |3,553|2,805| 1,020 7,811
TOTAL NUMBER OF PURE STEAM TESTED DURING ROUTINE ANALYSIS
DEPARTMENT Pure Steam Testing
Microbiology 4
Formulation 4
Tetanus 4
DP Block 4
TOTAL 16

TESTs PERFORMED FOR UTILITY SAMPLES
SI.No. TYPE OF WATER TESTED PARAMETERS
1. Total Alkalinity
2. Total Hardness
3.TDS
1. | SOURCE WATER 4. Conductivity
5. pH
6. Sulphate
7. Chloride
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1. Description/Appearance
2. Total Hardness
2.| FEED WATER 3.7DS
4. Conductivity
5.pH
1. Description/Appearance
3. PURIFIED WATER 2 C?nductivity
3. Nitrate
4. Acidity/Alkalinity
1. Description/Appearance
2. Conductivity
4. | WATER FOR INJECTION 3. Nitrate
4. Acidity/Alkalinity
5. PURE STEAM CONDENSATE 1. Conductivity
1. Dryness Value
6. | PURE STEAM 2. Non-Condensable Gas
3. Super Heat
TOTAL NUMBER OF TESTs PERFORMED
DURING ROUTINE ANALYSIS
Sl. TEST Total Number of Test Performed
No. during Routine Analysis
1. | Description and Appearance 6,759
2. | Conductivity 7,811
3. | Acidity / Alkalinity 6,358
4. | Nitrate 6,358
5. | TDS 433
6. | pH 433
7. | Total Hardness 433
8. | Total Alkalinity 32
9. | Chloride 32
10. | Sulphate 32
11.| Dryness value 16
12.| Super Heat 16
13.| Non Condensable Gas 16
TOTAL 28,729
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e, 2023 9 HrdH, 2024 B a’i'\frrr SHT &I 2195
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TOTAL NUMBER OF WORKSHEETS SUBMITTED DURING ROUTINE ANALYSIS

SI.No. MONTH NUMBER OF WORKSHEETS
1. APRIL - 2023 160
2. MAY - 2023 195
3. JUNE - 2023 184
4, JULY - 2023 189
5. AUGUST -2023 192
6. SEPTEMBER-2023 180
7. OCTOBER-2023 175
8. NOVEMBER-2023 192
9. DECEMBER-2023 183
10. JANUARY-2024 184
11. FEBURARY-2024 180
12. MARCH-2024 181
Total Number of the Worksheets Submitted 2195

during April, 2023 to March, 2024 '

Quality Control Department (in-vitro) plays a critical role in testing of DTP vaccine. QCD (in-
vitro) performing the following tests for Drug intermediates, Drug substances, Final bulk
vaccines and Final lot of DTP group of vaccines.

Preparation / Restandardization of IHRS

QCD (/n-vitro) prepared the following IHRS for testing Purpose :
a) Diphtheria Toxoid working standard

b) Tetanus Toxoid working standard

c) Diphtheria Antitoxin working standard

d) Tetanus Antitoxin working standard

QCD (/n-vitro) Re-standardized the following IHRS for testing Purpose :

a) Diphtheria Toxoid working standard

b) Tetanus Toxoid working standard

c) Diphtheria Antitoxin working standard

d) Tetanus Antitoxin working standard
Testing Activities

(DIPHTHERIA )

QCD (/n-vitro) received 242 samples (media and drug intermediates) from Diphtheria
laboratory and performed Lf Estimation, Amino Nitrogen Estimation, Protein Nitrogen
Estimation, Iron Estimation, Test for pH, Test for Free Formaldehyde, Thiomersal Estimation and
Appearance as per the Test Request Form.
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NAME OF THE TEST

TOTAL NUMBER OF SAMPLES ANALYZED

Appearance

Lf Estimation 37
Amino Nitrogen Estimation 162
Protein Nitrogen Estimation 21
Iron Estimation 47
Test for pH 2
Test for Free Formaldehyde 2
Thiomersal Estimation 4
1

QCD (/n-vitro) received 77 samples (Drug intermediates) from Tetanus laboratory and
performed Lf Estimation, Protein Nitrogen Estimation, Test for pH, Test for Free Formaldehyde,

Thiomersal Estimation and Appearance as per the Test Request Form.

NAME OF THE TEST

TOTAL NUMBER OF SAMPLES ANALYZED

Lf Estimation

78

Protein Nitrogen Estimation

Test for pH

Test for Free Formaldehyde

Thiomersal Estimation

Appearance

RN N (NNIEN N O

( PERTUSSIS )

QCD (/n-vitro) received 79 samples from Pertussis laboratory and performed Test for

Opacity, Testfor pH and Appearance as per the Test Request Form.

NAME OF THE TEST TOTAL NUMBER OF SAMPLES ANALYZED
Test for Opacity 74
Test for pH 69
Appearance 1

( FORMULATION )

QCD (/n-vitro) received 21 samples from Formulation laboratory and performed
Aluminium Estimation, Test for pH and Thiomersal Estimation as per the Test Request Form.

NAME OF THE TEST

TOTAL NUMBER OF SAMPLES ANALYZED

Aluminium Estimation 18
Test for pH 21
Thiomersal Estimation 18
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(ANIMAL EXPERIMENT )

QCD (In-vitro) received 5 samples from Animal Experiment laboratory and performed Lf
Estimation and Test for Opacity as per the Test Request Form.

NAME OF THE TEST TOTAL NUMBER OF SAMPLES ANALYZED
Lf Estimation 2

Test for Opacity 3

Sample Management Activities

QCD (In-vitro) involved in sample receipt (Drug intermediates, Drug Substances,
Environmental monitoring, Utility and Miscellaneous samples) allotment of Analytical Reference
Number for the samples, distributing samples to the analysts, receiving results from the analysts
inthe form of worksheets and handover the worksheets to QA for archival.

(ANIMAL EXPERIMENT & IN-VIVO )

Animal Experiment & In-vivo plays a critical role in testing of DTP vaccine. QCD (/n-vivo)
performing the following tests for Drug intermediates, Drug substances, Final bulk vaccines and
Finallot of DTP group of vaccines.

TESTING ACTIVITIES
(DIPHTHERIA

QCD (/n-vivo) received 03 samples from Diphtheria department and performed the
following tests as per the Test Request Form

NAME OF THE TEST TOTAL NUMBER OF SAMPLES ANALYZED
Test for Determination of Minimal Reactive
Dose (MRD) of Diphtheria Clarified Toxin 21 Nos.
Detoxification test for Formalized
Diphtheria Toxin 05 Nos.
Test for Absence of Toxin of Bulk Purified
Diphtheria Toxoid (Specific Toxicity Test) 02 Nos.

QCD (/n-vivo) received 30 samples from Tetanus department and performed the following
tests as per the Test Request Form

NAME OF THE TEST TOTAL NUMBER OF SAMPLES ANALYZED
Test for Determination of Minimum Lethal
Dose (MLD) of Clarified Tetanus Toxin
Test for Determination of Maximum Toxin
Value (MTV) of Clarified Tetanus Toxin

Detoxification Test for Formalized Tetanus Toxin 06 Nos.
Test for Reversion to Toxicity of Bulk Purified

. 02 Nos.
Tetanus Toxoid

Test for Absence of Toxin of Bulk Purified
Tetanus Toxoid (Specific Toxicity Test)
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( PERTUSSIS )

QCD (In-vitro) received 06 samples from Pertussis laboratory and performed the
following tests as per the Test Request Form.

NAME OF THE TEST TOTAL NUMBER OF SAMPLES ANALYZED
Test for Absence of Dermonecrotic Toxin
(DNT) in the Inactivated Samples of Pertussis 58 Nos.

vaccine Sublots and Bulk Antigens

Specific Toxicity Test for Pertussis

Component (Mouse Weight Gain Test) 11 Nos.

Quality Control Department (Microbiology)
During the period of April 2023 to March 2024, the Quality Control Department
(Microbiology) carried out the following activities.
1.  QC MB performed Environmental monitoring program for Diphtheria, Tetanus, Pertussis,
Formulation, Microbiology and Warehouse departments.
* Facility requalification
* Routine monitoring of Grade A, B, C and D of all blocks.
* Periodical requalification of Microbiology, Warehouse, Diphtheria, Tetanus, Pertussis
and Formulation departments.
2. QC MB performed Personnel monitoring Activity for analyst working in Microbiology,
Warehouse, Diphtheria, Tetanus, Pertussis and Formulation department analysis.
3. QC MB performed Gowning qualification Activity for analyst working in Microbiology,
Warehouse, Diphtheria, Tetanus, Pertussis and Formulation department analysis.
4. Sampling and testing of Utility samples (Water analysis and Compressed air analysis).
Water Analysis
* TAMC ( Total Aerobic Microbial Count)
Analyzed Source Water, Feed Water, Purified Water and Water for Injection samples for TAMC
* SpecificPathogen Test
Analyzed Source Water, Feed Water and Purified Water samples for Specific Pathogen
* TOC(Total Organic Carbon analysis)
Analysis performed only for Purified Water, Water for Injection and Pure Steam Condensate
samples for TOC.
* BET(Bacterial Endotoxin Test)
Analysis performed only for Pure Steam Condensate and Water for Injection samples for
Bacterial Endotoxin Test.
Water Sample Analysis

Number of Water Samples Tested ( April - 2023 to March - 2024 )
S I I I Il e
1. | Microbiology 32 91 680 NA 85
2. | Formulation NA 111 825 821 125
3. | Tetanus NA 100 890 904 313
4. | Diphtheria &
Pertussis NA 99 1158 1080 497
TOTAL 32 401 3553 2805 1020
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Routine Monitoring of EMP Activity

EMP Details (April, 2023 to March, 2024)

SI.No. Department Settle Plate Air Sampling Contact Plate

1. | Microbiology 4175 4665 2396

2. | Ware House 336 1050 720

3. | Formulation 10644 8997 6802

4. | Tetanus 6388 6576 5149

5. | Diphtheria 4826 5462 4060

6. | Pertussis 8176 8541 6188
TOTAL 34545 35291 25315

Miscellaneous Samples Analyzed

QC-Microbiology involved in testing of Animal Feed, Animal Feed Water, Biological
Indicator, Seed Characterization study, Bio Inactivated Water samples testing and Sterility. Also,
prepared mediafor microbial testing and involved in GPT for in-house and outsourced media.

Sl.No. TEST DETAILS April- 2023 to March - 2024)
1. | Animal Feed 03
2. | Animal Feed Water 22
3. | Biological Indicators (Autoclave & Fogging) 2818
4. | Bio Inactivated Water 571
5. | Seed Characterization Study 04
6. | Sterility 412
7. | Gram Staining 27
8. | Bioburden 16
9. | Endotoxin 12
10. | Viability 09
11. | Media Fill GPT 116

TOTAL 4010
( ENGINEERING )

1. The following are the routine activities carried out by the Engineering Department:

* Operation and maintenance of Boilers, Air compressors, Water system, HVAC system,
Chillers, Cold rooms, Cooling tower, Bio inactivation system, ETP & STP.

* Operation and maintenance of electrical system like HT & LT panels, Diesel Generators

and UPS system.

* Ensure the safety for men and material throughout the facility by operating and
maintaining the safety system along with regular safety training for employees.

* Providing sufficient utilities like air, water, electricity and steam to the users without any

interruption for 24/7 operations.

* Raisingthe Change control, Incidence reporting and deviation reporting as per QA SOPs.
* Coordination/facilitation of training activities like internal, on job, cGMP and external etc.
* Coordination for audits and ensuring the overall compliance of the site in Engineering

aspects.

* Coordinating for external audits and internal audits.
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* Preparation of organogram and responsibilities for personsin Engineering Department.

* Preparation and review of User Requirement Specification (URS).

* Preparation and review of Standard Operating Procedures (SOP).

* Performing the annual calibration of measuring instruments internally or with external
vendors.

* Coordination and review of qualification/validation protocols

* Toassociateinthe facility (HVAC) & Clean Room Equipments qualification.

* To supportin the qualification of utilities like water system, pure steam and compressed
air.

* Toassociateinthe Qualification of Production Vessels and Building Management System.

* Qualification and Requalification of equipments as per the PQ and RQ protocol.

* Support to manufacturing process compliance with engineering principles & process
specifications.

* Routine communications to different vendors / manufacturers pertaining to the
equipmentissues/ services at PlIIC and review of vendor documents, drawing, datasheets
and specifications.

* Routine communication to purchase and stores pertaining to the consumables and
spares.

* Imparttrainingtoworkforceonjobrelated areas.

* Toensurethe compliance of Engineering SOPs.

* Tocoordinate with AMC/CMCvendors during their service visits.

* Sum of Rs.7,10,084.00/- amount has been claimed from the M/s National Insurance and
United India Company for various equipments.

2. Preventive Maintenance (PM):

Preventive maintenance involves the systematic inspection of equipment where potential
problems are detected and corrected in order to prevent equipment failure before it happens. To
avoid any unexpected failures, the Preventive Maintenance has been carried out as follows.

* Total no of PM carried out for Engineering Equipment : 1281
* Totalnoof PM carried outfor Process Equipment: 1708
* Totalno of PM carried out for Instruments: 738

3. Breakdown Maintenance (BDM):

Breakdown maintenance is the technical activity performed after a malfunction has
occurred and it is intended to restore the asset to a condition in which it can function normally,
either by repairingitor replacingit.

* Total Number of BDM received : 661
* Total Number of BDM completed : 606
* Total Number of BDM pending : 55

4. Calibration :

Calibration determines if a device or instrument is producing accurate results within the
specified limits compared to those produced by a traceable standard over an appropriate range
of measurements. Calibration is crucial for justifying qualification and validation.

* Total Number of Instruments/Equipments identified for calibration and calibration
performed : 4461
For the FY 2023-24, the calibration activities had been conducted through the external vendor.
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5. Utilities:

The utilities refer to a category that provide basic amenities, such as water, compressed
air, electricity, steam etc. tothe end user.

* Total Plant Steam generated : 3615.87 Tons

* Total Pretreatment water consumed : 30662 KL

* ETP treated : 2394.26 KL

* STP treated :3822.80 KL

* Effluent treated in Kill tank of Bio-inactivation Plant : 626.50 KL

* Electricity Consumed and Amount Spend : 8703MW & Rs.7,57,20,606.00/-
* HSD consumed and Amount Spend : 399.821KL & Rs.3,74,77,241.42/-

6. Statutory Compliance:
* License for Consent to Operate for AIR obtained on : 19/07/2022 - 31/03/2027
* License for Consent to Operate for WATER obtained on : 19/07/2022 - 31/03/2027
* License for Consent to Operate for BOILER obtained on : 10/03/2023
* Fire Service License Obtained on : 06/12/2023
* Central Electricity Authority License obtained on: 20/02/2024
* Renewal for Bio-waste Authorization - 18/01/2023
7. Change Controls :

* The total number of change controls raised during the reporting period: 08 (04 open
& 04 closed)

8. Incidents:

* The total number of incidences reported during the reporting period: 01
9. Deviations:

* The total number of Deviations raised during the reporting period: 03
10. Otherimportant major activities during the reporting period:

Water System:

* Theventfiltersin all the water system have been replaces and same were brought into
proper operation.

* Intetanus block PWGS, EDI have been replaced.

* Intetanus block PWGS, RO-EDI Power Source have been replaced.

* In Formulation block PWGS, EDI have been replaced.

* For EDI Clean-in-place has been carried out.

* HSRO Membrane needs to be replaced in all water system.

* Welding work and pipe line replacement work has been carried out.

HVAC System:

* 24 Nos. of motor bearings replaced.

* 15 Nos. of F9 filters are procured as a Spare.

* As per the requalification schedule of clean rooms and equipments, ACPH, Filter
integrity, Air flow pattern, Recovery, LUX & Noise and NVPC for all blocks has been
completed.

* Re-qualification of cold roomsin MB, WH and FOR blocks has been completed.

* Re-qualification of Bacterialincubatorin MB, TTand DP blocks are completed

* Split AC service completed for all blocks.

* AHU duct leakages were arrested and re-insulated in all blocks

* 200 liters of ethylene glycol procured for the operation of Brine chillers.

* 10 Nos. of Fire and smoke dampers are serviced and re-fixed.

* 12 Nos. of motor are re-winded and installed.
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* 20 Nos. of Temperature sensors and 10 Nos. of Temperature & RH sensor are procured
andinstalled.

* General Service has been carried out all chillers.

* 20 Nos. of VFD panel fan are procured and installed.

* 2 Nos. of tapper lock key Bush are procured and installed.

* 1No. of Siemens DDC controller has been procured and installed.

Boiler:

* Service maintenance carried outand modular and electrical panel in Boiler I upgraded.
* Service maintenance carried out and modular in Boiler Il upgraded.

Air Compressors :

* Service Maintenance carried out and spare parts for Compressor and Dryer are
replaced forits efficient operation.

ETP &STP :

* Every month TNPCB has taken samples from ETP & STP plant and no deviations
observedintestreports.

((RABIES TREATMENT CENTRE & DISPENSARYj

Rabies treatment centre is established in 1907 for treatment of dog bite cases and
continuously functioning for the last 116 years more effectively and efficiently. During the day
time, the dispensary is also providing basic health care facilities to employees of PIIC and their
dependents. Rabies treatment center is also engaged in collecting epidemiological data of
animal bite cases. In order to minimize the cost and quantity of tissue culture, vaccine intra
dermal administrationis practiced.

((DISPENSARY PERFORMANCE STATISTICS)

Staff and family dependent patients examined and treated : 2254
Staff and their dependent chronic illness patients : 103
( PATIENT TREATED WITH TCARV )
o Details Nilgiris Ot,fl'ﬁéitr?sa” Total cases
1. Post-Exposure 120 171 291
2. Re-Exposure 28 32 60
3. Advice Cases 168 108 276
TOTAL 316 311 627
4. Class — | 8 10 18
5. Class—1I 113 60 173
6. Class —1lI 195 241 436
TOTAL 316 311 627
7. A.R.S. Given cases (Class lll) 58 65 123
8. Male Adult 161 182 343
9. Female Adult 107 75 182
10.| Male Child 26 35 61
11.| Female Child 22 19 41
TOTAL 316 311 627
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SI. Details Nilgiris Oth‘er'than Total cases
No. Nilgiris Treated
12. | Pre-Exposure / Annual Booster 32 5 37
13. | Regular follow up cases

(3,7,14 & 28" Day) 197 19 216
14. | RFFIT Test 22 37 59
15. | Hydrophobia NIL NIL NIL
16. | Total Cases Reported at OPD 567 372 939

( RABIES FREE NILGIRIS )

With the prevailing situation of no case of human Rabies reported from Nilgiris District for

the past 14 years, Pll has initiated steps to declare the Nilgiris District Rabies free with a
collaboration of Directorate of Public Health, Government of Tamilnadu.

( QUALITY ASSURANCE )

“Quality Assurance” is a wide-ranging concept covering all matters that individually or

collectively influence the quality of a product. It is the totality of the arrangement made with the
object of ensuring that pharmaceutical products are of the quality required for their intended
use. Quality Assurance therefore incorporates GMP and other factors.
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Development and maintenance of Organization Quality system.

Preparation, coordination, review and approval of qualifications/ validations.

Review of Process Controls, Batch Production Records and Batch Manufacturing Records.
Incidence reporting, deviation reporting, Change Control, Vendor Qualification, Quality
Risk managementand Product Quality Review.

Coordination/facilitation of training activities like internal, on job, cGMP and external etc.
Coordination for audits and ensure the overall compliance of the site.

Conducting and coordinating for external audits & internal audits.

Regular monitoring of seed stock in cold storage for bacterial vaccine (DTP Group of
Vaccine) and also to maintain the inventory control of production seeds, receipt, issue
based onrequirements and storage pertaining to different products.

Review and approval of changes made in Organogram and job responsibilities for all
sections.

Preparation, coordination, review and approval of qualification/ requalification/
validation protocols.

To schedule and co-ordinate the PQ & RQ activities in concurrence with user, QC & the
validationteam.

Coordination, review and approval of study protocols and their reports.

Coordination, review and approval of mediafill activities and their reports.

Qualification/ Requalification of facility (HVAC) & Clean Room Equipments.

Periodic Requalification of utilities like compressed air .

Qualification/ Requalification of Process Vessels and Building Management System.
Requalification of equipments as per the requalification criteria.
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% Issuance of worksheets/ logbooks etc. to the production/testing departments as and
when requested.

% Reviewing of worksheets/logbooks/ Lab note books etc. pertaining to QA/ Production/

Engineering & Testing laboratories

Monitoring/ reviewing the routine production & testing activities

To co-ordinate for the Local Monitoring Committee as and when scheduled.

Routine communications to different vendors / manufacturers pertaining to their

equipmentissues/servicesatPIIC.

% To monitor and review the implementation and compliance status of quality system
related procedures such as Incidence reporting, deviation reporting, failure investigation,
CAPA, Change Control, Vendor Qualification, Quality Risk Management, Rationale
Documents, SOP's, BPR, MFR & protocols.

% To ensure the annual calibration plan of critical equipments is adhered and all the
measuring devices are within the due calibration period.
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((OTHER IMPORTANT EVENTS DURING THE REPORTING PERIOD )

1.

6

Performance Qualification Activities

The initiation of protocols for temperature mapping activities for classified cold rooms in
Diptheria, Pertussis and tetanus blocks were initiated and completed.

. Cold Room Qualification

Performance Qualification for 5 Nos. of classified cold rooms of Diphtheria, Pertussis and
Tetanus blocks was carried out from 11/09/2023t0 27/10/2023.

Sterilization Qualification

Performance Qualification for SAT and DAT were performed with additional loads in
Diphtheria and Tetanus blocks from 03/05/2023 to 05/06/2023. Totally 16 cycles were carried
outduring process qualification of the sterilization package.

Requalification Activities

The preparation, review and approval of protocols were carried out for performing the
Requalification Activities like HVAC, Clean Room Equipments, Unclassified Cold Rooms,
Walk in-incubators, Bacterial incubators, Sterilization Autoclaves and Decontamination
Autoclaves.

. Requalification Activities of Sterilization Package

RQ Activity for Sterilization Package was carried out in Animal breeding, Animal
Experimental, Microbiology, Diphtheria, Pertussis, Tetanus and Formulation blocks from
26/04/2023 - 06/06/2023 for 5 Sterilization Autoclaves, 6 Decontamination Autoclaves &
1 Autoclave cum Bung Processor. Totally 36 cycles were carried out during requalification
of the sterilization package.

Requalification Activities for Temperature Controlled Areas (Cold Rooms, Hot Rooms

& Incubators)

RQ Activity for Temperature Controlled Areas was carried out in Microbiology, Diphtheria,
Formulation, Tetanus and Pertussis blocks for 13 Nos. of Unclassified Cold Rooms from
25/09/2023 to 22/02/2024, 05 Nos. of Bacterial Incubators from 20/07/2023 to 16/11/2023
&3 Nos. of walk-inincubators from 14/08/2023to0 31/08/2023.
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7. Requalification Activities for Facility

Facility Requalification (HVAC) for Diphtheria, Pertussis, Tetanus, Formulation, Microbiology,
Animal Breeding, Animal Experiment and Warehouse was carried out from 06/04/2023 -
18/05/2024. The activity included NVPC test, VPC testand ACPH test which was carried out for
3daysindynamic condition to verify the performance of the HVAC system.

8. Requalification Activities for Clean Room Equipments:

RQ activity for clean room equipments like Dynamic Pass Box, Static Pass Box, Dynamic
Garment Cubicle, Static Pass Box, Laminar Air Flow (LAF), Bio Safety Cabinet (BSC), Vertical
LAF (VLAF), Ceiling (CLAF), Mobile Trolley and Dispensing Booth etc were carried out for
126 Nos of clean room equipments in Microbiology, Formulation, Pertussis, Animal
breeding, Animal experimental, Diphtheria, Tetanus and Warehouse blocks from 06/04/2023
to 18/05/2024. The activity included NVPC test, VPC test and ACPH test which was carried out
for3days at operation condition to verify the performance of the Clean Room equipments.

9. Process Equipment Requalification
Requalification for critical process equipment of Formulation, Pertussis, Tetanus and
Diphtheria blocks were carried out from 03/04/2023 to 25/04/2024. 21 Nos. of critical process
equipments have been qualified for the reporting period which includes 20 Nos. of ESIP
cyclesand 12 Nos. of FSIP cycles. Requalification for fermentor 2 in Tetanus block was carried
outfrom 06/01/2024to 11/01/2024 with 1 ESIP & 1 FSIP cycles

10. Requalification for Compressed Air
Requalification for compressed air was carried out in 47 critical points located in Diphtheria,
Pertussis, Tetanus, Formulation, Utility and Microbiology blocks from 08/01/2024 -
18/01/2024.

11. Media Fill Activities

* Media fill activity in Formulation block for Gel sterilisation process using Gel Sterilisation
Vessel was carried out from 05/08/2023 to 23/03/2024 and was completed in three
successfulruns.

* Mediafill activity in Diphtheria block (seed revival to fermentation process) for Fermentor
was carried out from 25/04/2023 to 26/05/2023 and was completed in three successful
runs.

* Media fill activity in Pertussis block for fermentation process (seed flask to Fermentor 1
and Fermentor 2) was carried out from 18/05/2023 - 14/08/2023 and 14/06/2023 -
14/08/2023 respectively, in three successful runs.

* Media fill activity in Pertussis block for fermentation process (seed fermentor 1 to
Fermentor 1) was carried out from 03/01/2024 - 29/04/2024. Similarly, fermentation
process (seed fermentor 2 to Fermentor 2) was carried out from 16/02/2024 - 29/04/2024,
inthree successful runs.

* Mediafill activity for Tetanus block (seed revival to fermentation process) for Fermentor 2
(11/01/2024-02/03/2024) was completed in three successful runs..

12. Process Validation

* ProcessValidationin Diphtheria block for upstream process was initiated on 04/03/2024.

* 06 Nos of Process Validation/ Optimization batches was carried out Tetanus block for
upstream process from 25/09/2023 - 04/04/2024.
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5. | wHeldl 92 AT
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3. Documentation :

Sl. o Numbers of Documents
No. Description of documents Prepared (Approx.) Status
1. PQ Protocol 09 Approved
2. RQ Protocols 69 Approved
3. Study Protocols 03 Approved
4. URS 01 Approved
5. SOPs 92 Approved
6. Laboratory Note Books 11 Issued
7. Equipment Log Books/

General Records 794 Issued

14. Change Controls

The total number of change controls raised during the reporting period:

* Quality Assurance - 27 Nos. of change controls raised (06 Open & 21 Closed )

* Production/QC/Engineering/Admin - 71 Nos. of Change Controls were raised (12 Open &

59 Closed).

15. Deviations

The total number of Deviations raised during the reporting period:

* Quality Assurance - 1 No. of deviation was raised (Closed)

* Production/ QC/Engineering/Admin - 18 Nos. of deviations raised (3 Open & 15 Closed)
16. Incidents

The total number of Incidents raised during the reporting period:

* Production/QC/Engineering/Admin - 18 Nos. of incidents raised (03 Open & 15 Closed)

17. Calibration

The calibration of 4169 instruments and equipments installed in various departments
were initiated and completed with vendor support.

18. Internal Audit

Aninternal audit for all departments under GMP purview was conducted from 05/09/2023 to
16/09/2023 and as such the facilities were inspected and a detailed report has been
submitted.

19. Training courses conducted during the period

On job training & cGMP Training was conducted on approved SOP's and policy documents
and other cGMP topics as and when applicable. (540 sessions)

20. Online training attended
* Comparison between existing Schedule M & draft upgraded Schedule M
* 24" DCVMN Annual General Meeting
* Workshop on Revision of Schedule M
* Filter Intergrity Testing
* Institutional Biosafety Committee - Guidelines & Roles
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( Siua R ;)
1. Taeear {9y aifdrne 3.0

YRA WRHR & faen—Fdel & R, WA f1d 02 acar 2023 I 31 ydaR 2023 Th
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((ESTATE DEPARTMENT:))

1. Special Campaign 3.0

As per directions of the Government of India, PIIC implemented Special Campaign 3.0
from 2™ October, 2023 to 31* October, 2023 for institutionalizing Swachhata and minimizing
pendency in Government offices and updated the progress daily to the Ministry of Health &
Family Welfare during the campaign period. Even the campaign was over, monthly reports
regarding the continuation of the activities of Special Campaign was also submitted to the
Ministry. The details of the total activities during the reporting period are tabulated below:

Special Campaign 3.0 on Daily basis: From 02.10.2023 t031.10.2023.

SI.No. PARAMETER NUMBER
1. | Identification of cleanliness campaign Sites 721
2. | Physical files weeded out 1634

Special Campaign 3.0 on Monthly Basis: April, 2023 to March, 2024

SL.No. Activities Number of Cleanliness
campaign conducted
1. | Cleanliness of Building /Premises 240
2. | Pest Control Services to the various
facilities and surroundings of PIIC 244
3. | Collection and disposal of Bio Waste 32
4. | Periodical maintenances of plants
during summer 70
5. | Collection and disposal of household Waste 80

2. Swacchata Pakhwada - Swacchata Hi Seva (SHS) 2023

The Government of India directed to conduct massive cleanliness drive with participation
of general public on 1% October 2023 at 10.00 AM across the country as a tribute to the father of
Nation, Mahatma Gandhi on the eve of his birth anniversary i.e. 2" October as a part of
Swachhata pakhwada - Swacchata Hi Seva (SHS) 2023.

The program was inaugurated by Mr. A. Abdul Khadar, Principal District Judge,
Udhagamandalam. Seventeen teams comprising more than 400 persons of PIIC including
officers and staff members participated in the event. As part of this event, the officials performed
cleaning activities in the (i) Ghat Road (28 Kms from Coonoor to Kallar- NH 181), (ii) Surroundings
of Coonoor town about 3 Kms (iii) 5 Km in the Nilgiris Mountain Railway track from Coonoor
Railway station to Kattary and (iv) Cleaning of Tourist locations and other Garbage vulnerable
points. During the period Swachhata Hi Seva (SHS) 2023 banners were displayed in various
placesfor publicawareness.
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( RESEARCH & DEVELOPMENT LABORATORY )

Research and Development is the source of the discoveries that will shape the future of
our organization by providing continuous improvement for existing products and executing
against new product.

R & D Laboratory is equipped with the following facilities:

< Conventional PCR, Gradient PCR and Real time PCR.

% High performance Liquid Chromatography (HPLC) for the analysis of proteins.

% Two Bio-reactors for vero cell cultivation for R & D activity for rabies vaccine production
technology.

% Cell imager system - Bright Field cum Fluorescent Microscope for cell culture studies.

% Mini Pellicon system for the concentration and purification of biological products.

% DNA, Protein analysis by electrophoresis and western blotting facility.

% Bio-safety cabinet, laminar air flow cabinet to handle sterile work and pathogen
handling.

% Lyophilizer.

% Sonicator, refrigerated centrifuge, incubators spectrophotometer with micro cuvette.

% -20°C and -80°C Deep freezers for storage of temperature sensitive materials.

% Gel documentation system equipped with UV and white light facility (DNA and Protein).

% ELISA washer and Reader for the development of in-house ELISA methods.

During the reporting period, the following works were carried out:

* Research work related to Rabies virus, Canine Parvo virus & Roto virus.
* Provided the laboratory facility for rabies diagnosis work.

Publications & presentation made by staff members:

1. Naseera K. P, Jagannathan.S, Sarika Baburajan pillai, Raju S, Kavitha D,
K.C.Shivanandhappa, Premkumar A.A, Sivakumar S (JULY2023) “Design and
Development of Cocktail Vaccine candidate against the structural and non-structural
proteins of Nipah virus using Inmunoinformatics Approach.” International Conference
on Infectious Diseases & Antimicrobial Resistance (ICiDAR). 4™ MICROSUMMIT 2023
Department of Microbiology, Centre for Infectious Diseases. Saveetha Dental College
and Hospital, Chennai(Conference Proceedings Page No.11).

2. Naseera Kannanthodi Pariyapurath, Selvaraj Jagannathan, Sarika Baburajan Pillai, Raju
Subbiah, KavithaDhandapani, Shivanandappa Kukkaler Channappa, Ananda Arona
Premkumar, Sivakumar Sakthivel (DECEMBER2023). “Homological Analysis of
Structural & Non-structural Proteins of Nipah virus towards Identification of an
Effective Vaccine Candidate through Reverse Vaccinology - A Preliminary Approach.”
16" International Conference of Medical Arthropodology (ICMA-2023) on Emerging &
Re-Emerging Infectious Vector-borne & Zoonotic Diseases: Impact of Climate change
and Global Warming. Department of Zoology, University of Calicut, Kerala (Book of
Abstracts Page No.57).

3. Sarika Baburajan Pillai, Selvaraj Jagannathan, Naseera Kannanthodi Pariyapurath,
Raju S, Sumitha Jagadibabu, Shivanandappa Kukkaler Channappa, Ananda Arona
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TR (ATA17224)", 31 W CH TS AISH Bietol, DIAGCR, AT, AR |

6. NTHT HYd e, HEdRTST ST, THRT HI-2ITS! UTRATYR, ATRDT qIgRIo [Ueels, Ramawr
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EAHSG oild a5 IR IR A (THRIICITSUE  2024)", WRICAR  fawafaene,
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(( gmaﬂaaj)
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BHIBITAT &, [S9d foly JiFels Ugd SUaTe © | Iad W YRIbTerd H SURIh &3 H oI 4329
Qe 3IR UFRAHIRI & YR bl & ST 12935 IS S diegH & | JRABIA 3 1907 I YR 3 © 3IR
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Premkumar, Sivakumar Sakthivel (2023). “Identification and Analysis of Immuno-
dominant protein through Immuno-informatics approach towards the development of
Multi-Epitope Based Peptide Vaccine of Kyasanur Forest Disease (KFD) Virus”, 16th
International Conference on Medical Anthropodology on “Emerging and Re-emerging
Infectious Vector-borne and Zoonotic diseases: Impact of Climate Change and Global
Warming"” organized by the Department of Zoology, University of Calicut, Malappuram,
Kerala, India.(Conference Proceedings ICMA-VBZ46 p-78)

4. Sarika Baburajan Pillai, Selvaraj Jagannathan, Naseera Kannanthodi Pariyapurath, Raju
S, Sumitha Jagadibabu, Shivanandappa Kukkaler Channappa, Ananda Arona
Premkumar, Sivakumar Sakthivel (2023). “Design and development of epitope-based
peptide vaccine candidate against the immunodominant protein of Kyasanur forest
disease (KFD) virus using reverse vaccinology tools”, 4" MICROSUMMIT 2023,
International Conference on Infectious Diseases and Antimicrobial Resistance (ICiDAR),
Saveetha Institute of Medical and Technical Sciences, Chennai, Tamilnadu, India.
(Conference Proceedings ICiDAR p-120)

5. Reshma Muthuvel, Selvaraj Jagannathan, Naseera Kannanthodi Pariyapurath,
SarikaBaburajan Pillai, Shivanandappa Kukkaler Channappa, Ananda Arona
Premkumar, and Sivakumar Sakthivel (2024). “A new hope towards the development of
vaccine candidate from Immunogenic proteins of Pseudomonas aeruginosa using
Reverse vaccinology-A Preliminary approach”, National conference “Bioscience in
Modern Era (BioME'24)", Sri Krishna Arts and Science College, Coimbatore, Tamilnadu,
India.

6. Reshma Muthuvel, Selvaraj Jagannathan, Naseera Kannanthodi Pariyapurath, Sarika
Baburajan Pillai, Shivanandappa Kukkaler Channappa, and Sivakumar Sakthivel (2024).
“Identification and analysis of the highly antigenic proteins of Pseudomonas
aeruginosa towards the design and development of vaccine candidate using
Immunoinformatic approach”, National Conference on “Multiomics & Structural
Biology in Redefining Therapeutics (MOTIF 2024)", Bharathiar University, Coimbatore,

The Library covers the general field of medicine and the specialized ones of bacteriology,
virology, pathology, microbiology, immunology, biochemistry, biotechnology and tropical
medicine. It subscribes for foreign & Indian journals and has the updated pharmacopoeias like IP,
BP, USP and EP with the online access for the same. Currently the library is well stocked with
around 4329 books in the above fields and around 12935 bound volumes of journals back issues.
The library has back issues from 1907 and serves the need of research scholars and the college
students atlarge.

Books added to the Library during the reporting period

1. European Pharmacopoeia 11.0 Vol: 1,2,3

2. European Pharmacopoeia 11.1 & 11.2

3. British Pharmacopoeia 2023, Vol:l to V

4. Practical Aspects of Vaccine Development By: Parag Kolhe & Satoshi Ohtake
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A=t fqwi @& Sieistl @ BHEI & oy AT TN AT HRATY 1Y o S8l I Al &
SIUEN & AII—|T dai & ITe Ud gaA dI e faf=mior Al & aw # garn 1 e
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TATATS B RIS Aed S d). Hde! I B JTHT foham T, fieiF 86 ©% WRR & e
@ <P Bl H IoTTT B DI Maeadhdr 3R Agd @ R | g |

e Rt -2023-24




List of Journals purchased
1. CIMS - 4issues

List of Daily/ Weekly News papers purchased

The Hindu (English)

Indian Express (English)

The Hindu (Tamil)

Dhinamani

5. Employment news (English & Tamil)

Eal S

Particulars of Industrial Visit conducted during the reported period

The industrial visits were conducted for the college students from various disciplines
where they were briefed about the history of the Institute including vaccine production and
current Good Manufacturing Practices followed by a video featuring the all the facilities in the
Institute complying with cGMP standards. It was being scheduled two days a week namely
Wednesday & Friday.

Number of Colleges visited : 70 colleges from various places in India

Number of Students visited : Around 3000 persons including faculties

((CELEBRATION OF VIGILANCE AWARENESS WEEKjI

As per directions of Central Vigilance Commission and Ministry of Health and Family
Welfare, Vigilance Awareness Week-2023 was observed in the Institute between 30.10.2023 to
5.11.2023 onthe theme of “Say No To Corruption; Commit to the Nation”.

Vigilance Awareness Week-2023 commenced with a total of 300 employees taking
Integrity Pledge. Competitions like Painting, Quiz, Elocution, Essay Writing, Poem Recitation,
Debate, Short Film Making and Skits were organized. Price Distribution programme was also
organised for the winners of the competitions. The main focus points were as follows:

1. Awareness building on PIDPI resolution.

2. Capacity Building.

3. Indentification and implementation of systemic improvements.
4. Leveraging of IT for complaints disposal.

5. Updation of circulars/guidelines and manuals.

6. Disposal of complaints.

((HlNDl PAKHWADA 2023 )j

According to the guidelines of Department of Official Language, Ministry of Home Affairs,
the institute has been organizing Hindi Pakhwada every year. During the reporting year, Hindi
Pakhwada was organized with six different competitions like Translation, Hindi copy writing,
Hindi poemrecital, Hindi reading and Hindi singing competition.

Apart from Hindi competitions, one Hindi workshop was also organized and Shri B. Kavetti
Rangan, Assistant Director, BSNL was invited who enlightened us about the need and
importance of Hindi as an Official Language in day-to-day work of Central Government Offices.
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( YOGA DAY CELEBRATION )

As per the directions of Ministry of AYUSH, Government of India, the institute celebrated
the 9th International Day of Yoga on 21st June, 2023 with the theme of “Vasudhaiva
Kutumbakam”(The world is one Family).

Two different sessions were organized in the office to practice Yoga. Dr. llango, Yoga Guru
was invited to teach Yoga to all. Participation from all employees made both the sessions
successful.

( RIGHT TO INFORMATION ACT, 2005 )

During the reporting period, 15 RTl applications and an appeal were received under Right
to Information Act, 2005 and were disposed of timely.

( concLUSION)

During the reporting year 2023-2024, PIIC completed all the qualification activities
pertinentto facilities, utilities, water system, HVAC system and compressed air and all of them are
under regular monitoring. The Rabies Diagnostic lab and Anti Rabies Clinic are continuing
seamless services to public. PIICis gearing up to establish Unit-Il at Press Colony, Coimbatore.
PIIC acquired 30 acres of land from the Ministry of Housing and Urban Affairs. Process validation
batches were initiated for Diphtheria and Tetanus bulk antigens, expected to be completed by
end of 2024.
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CA.R.ARAVIND m.com., ACMA, FCA, ACS.

461, Il Floor, Vivekanandha Street,
Near KMCH City Center, Cross Cut Road,
Ramnagar, Coimbatore - 641 009.
Phone : 0422-4393929, Mobile : +91 94861 44974
E-mail : tripletecbe@gmail.com

R ARAVIND & ASSOCIATES

Chartered Accountant

(AUDITOR'S REPORT )

We have audited the attached Balance Sheet of M/s. PASTEUR INSTITUTE OF INDIA,
COONOOR as at 31"March 2024 and also the Income and Expenditure Account and Receipts and
Payments Account for the year ended on that date annexed thereto. These financial statements
are the responsibility of the Institute's management. Our responsibility is to express an opinion
onthesefinancial statements based on our audit.

We conducted our audit in accordance with the Generally Accepted Auditing Standards in
India. Those standards require that we plan and perform the audit to obtain reasonable
assurance about whether the financial statements are free of material mis-statement. An audit
includes examining, on a test basis, evidence supporting the amounts and disclosure in the
financial statements. An audit also includes assessing the Accounting Principles used and
significant estimates made by managements, as well as evaluating the overall financial
statement presentation. We believe that our audit provides areasonable basis for our opinion.

We reportthat:

i We have obtained all the information and explanations, which to the best of our
knowledge and belief were necessary for the purposes of our audit,

ii. The Balance Sheet and Income and Expenditure account dealt with by this reportisin
agreementwith the books of accounts,

iii. In our opinion and to the best of our information and according to the explanations
given to us, the said accounts read with the Statement of significant Accounting
Policies and notesthereon,

Give a true and fair view

(a) In the case of the Balance Sheet, of the STATE OF AFFAIRS of the Institute as at
31" March 2024.

(b) In the case of the Income and Expenditure account, EXCESS OF EXPENDITURE
OVERINCOME of the Institute for the year ended on that date,and

(c) Inthe case of Receipts and Payments Account, of the RECEIPTS AND PAYMENTS
of the Institute for the year ended on that date.

UDIN : 24228731BKBYLJ9650 For R. ARAVIND & ASSOCIATES
Chartered Accountant
Place : Coimbatore FRN 021714S
Date :13-09-2024
sd/- sd/- sd/-
D. ANURAG DR. S. SIVAKUMAR CA, R. ARAVIND M.com., ACMA, FCA, ACS.
Assistant Accounts Officer/DDO Director M No.228731

PASTEUR INSTITUTE OF INDIA, Coonoor € ANNUAL REPORT-2023-24



ARG 9Fa? H¥edled, fhoviy—643 103
Sfltws3te 12-T
[ 238(1) <]

(Rt af 2023-24 & fMu 3u=ir gaToTgS )

1. IO BT A

2.

3.

i) g 31

i) et
4.

Iradt / Ax aadf © deg A

WM & /el /944 / Yol uReufeaal &1 fFHfor anfe
AT AT
(S Wz @) AfR= SUTE YIRSl &1 g1 =)

FAT ATIATAR—TEH JJE & D) A — SISY— ATH, SIATGY—TAUY], TG SISy~

@) IR — GoINTd URAYRT &7 =707

foci ad & o9 # Jre™ a1 Reftn:
i) 9% /81 | AP

%. 2,36,83,825.00
0.00

.

%. 2,36,83,825.00

9T 3gaT, Ty T & Ud 3 2y 6 faaroT: (arfde)

(*ud_H M)

Y 202223 B G|
T STETT T
99T 31i1) | i
# fa orgaR, st

Y 202324

RGN Bl
T o
T =TT

q§ & IR W AgE

g T
fafer
(142-3+4+5=6)

q¥ 202324
P IR T
T

aifem <y
6)-()=(6)

3 I

1 2

3

4

5 6 7 8

Aol g&a1

femi®

<R

-11011/02/2022-31375,

03-05-2023

13,91,00,000 5,76,356

41-11011/02/2022- 035,

03-05-2023

8,00,000

A-11011/02/2022/31 37,

02-05-2023

1,72,00,000

-11011/02/2022/3137.

03-05-2023

5,00,00,000

1-11011/02/2022-T13T%,

25-07-2023

2,00,000

1-11011/02/2022-T19%,

28-07-2023

9,93,00,000

1-11011/02/2022-T19%,.

28-07-2023

2,61,00,000

d1-11011/02/2022-4135./2

05-10-2023

7,00,000

{-11011/02/2022-T1 35 /1

05-10-2023

15,00,00,000

{1-11011/02/2022-1 35 /3

05-10-2023

2,49,00,000

1-11011/02/2022-T197E.

01-02-2024

14,91,00,000

3-11011/02/2022-3137%,

05-02-2024

2,00,00,000

-11011/02/2022-03E,

01-02-2024

6,00,000

36,33,122

27,10,994

5,76,356

2,36,83,825 |36,33,122

27,10,994

67,80,00,000 5,76,356(70,31,82,309 | 66,55,88,3023,75,94,007

gchaR IS ST SUYIT:

(e ¥ M)

Mel-dl SAgald
—TH g

Aelddl CHHQI"I

HETIdT 3TaT
— dd+

stelddl Sqald —

ysiira uReuiy &1 feior B

53,30,32,697

22,

85,416

8,02,70,189

5,00,00,000 66,55,88,302

gy & 3 H fgard B R &1 fderor:

) B /81 H AdsS
i) sraHTAfoTa Srfrw

iii) el

g Raid-2023-24

%. 3,75,94,007.00
0.00

2.

%. 3,75,94,007.00




PASTEUR INSTITUTE OF INDIA, COONOOR-643 103.
GFR 12-A
[(See Rule 238(1)]

(( UTILIZATION CERTIFICATE FOR THE YEAR 2023-24 j)

in respect of recurring/non-recurring
GRANTS-IN-AID GENERAL /SAP/SALARIES/CREATION OF CAPITAL ASSETS

1.Name of the Scheme :  PlanScheme

(Revival of DTP group of vaccines production laboratories)

2.Whether recurring or non-recurring grants : a) Recurring—GIA—General, GIA-SAP and GIA—Salaries
b) Non-recurring—Creation of Capital Assets.

3. Grants position of the beginning of the Financial Year :

i) Cashinhand/Bank :  Rs.2,36,83,825.00
ii) Unadjusted Advance :  Rs. 0.00
i) Total : Rs. 2,36,83,825.00

4. Details of Grants received, expenditure incurred and closing balances : (Actual)
(Amount in Rupees)

Unspent balances | |nterest Interest Exp. incurred
of Grants received | eaned | deposited ) ] Jotal pduring Closing
during 202223 | - thereon toatﬁé Grant received during the year Ir%grire a\]{ﬁgggle 01-04-2023 balance
(figures as at during govern- (1+2-3+4+5=6) to (6)-(7)=(8)
S.No. 3 (iii)) | 2023-24 ment 31-03-2024
1 2 3 4 5 6 7 8
Sanction No. Date Amount Head
V-11011/02/2022-V.1. | 03-05-2023| 13,91,00,000 |General | 5,76,356}
V-11011/02/2022-V.I. | 03-05-2023 8,00,000 | SAP
V-11011/02/2022/V.I. | 02-05-2023 | 1,72,00,000 |Salaries
V-11011/02/2022/V.I. | 03-05-2023| 5,00,00,000 | Capital
V-11011/02/2022-V.1. | 25-07-2023 2,00,000 | SAP
V-11011/02/2022-V.I. | 28-07-2023| 9,93,00,000 |General
V-11011/02/2022-V.I. | 28-07-2023| 2,61,00,000 |Salaries
V-11011/02/2022-V.1./2 | 05-10-2023 7,00,000 | SAP
V-11011/02/2022-V.1./1 | 05-10-2023 | 15,00,00,000 [General
V-11011/02/2022-V.1./3 | 05-10-2023| 2,49,00,000 [Salaries
V-11011/02/2022-V.I. | 01-02-2024 | 14,91,00,000 |General
V-11011/02/2022-V.I. | 05-02-2024 | 2,00,00,000 |Salaries
V-11011/02/2022-V.1. | 01-02-2024 6,00,000 | SAP
36,33,122(27,10,994 5,76,356
2,36,83,825 (36,33,122(27,10,994 67,80,00,000 5,76,356(70,31,82,309 | 66,55,88,302(3,75,94,007
Component wise utilization of Grants : (Amount in Rupees)
Grant-in-Aid Grant-in-Aid Grant-in-Aid _ Grant-in-Aid Total
General SAP Salaries Creation of Capital Assets
53,30,32,697 22,85,416 8,02,70,189 5,00,00,000 66,55,88,302

Details of Grants position at the end of the year :

i) Cash in Hand/Bank : Rs. 3,75,94,007.00
ii) Unadjusted advances . Rs. 0.00
iii) Total : Rs. 3,75,94,007.00
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Certified that | have satisfied myself that the conditions on which grants were sanctioned have been
duly fulfilled/are being fulfilled and that | have exercised following checks to see that the money has been
actually utilized for the purpose for which it was sanctioned.

(i) Themainaccounts and other subsidiary accounts and registers (including assets registers) are maintained
as prescribed in the relevant Act/Rules/Standing instructions (mention the Act / Rules) and have been
duly audited by designated auditors. The figures depicted above tally with audited figures mentioned in
financial statements / accounts.

(i) There exist internal controls for safeguarding public funds/assets, watching outcomes and achievements
of physical targets against the financial inputs, ensuring quality in asset creation etc. & the periodic
evaluation of internal controls is exercised to ensure their effectiveness.

(iii) Tothebestofourknowledge and belief, no transactions have been entered that are in violation of relevant
Act/Rules/Standinginstructions are scheme guidelines.

(iv) The responsibilities among the key functionaries for execution of the scheme have been assigned in clear
termsand are notgeneralin nature.

(v) The benefits were extended to the intended beneficiaries and only such areas/districts were covered
where the scheme was intended to operate.

(vi) The expenditure on various components of the scheme was in the proportions authorized as per the
Scheme guidelines and terms and conditions the grants-in-aid.

Date : 13-09-2024

Place : COONOOR For R. ARAVIND & ASSOCIATES
Chartered Accountant
FRN 021714S

sd/- sd/-
D.Anurag Dr.S.Sivakumar sd/-
Assistant Accounts Officer Director CA, R. ARAVIND m.com., ACMA, FCA, ACS.
/DDO (Head of the Organization) M No.228731
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PASTEUR INSTITUTE OF INDIA
COONOOR - 643 103.

( BALANCE SHEET AS AT 31°" MARCH 2024 )

Particul Schedul 31.03.2024 31.03.2023
articulars cheaule | Rs. in Lakhs Rs. in Lakhs
CORPUS / CAPITAL FUND
AND LIABILITIES:
Corpus / Capital Fund 1 25,659.83 26,226.74
Reserves & Surplus 2 - -
Earmarked / Endowment Funds 3 395.92 256.81
Current Liabilities & Provisions 4 51.98 51.21
TOTAL 26,107.73 26,534.77
ASSETS:
Fixed Assets 5 10,646.56 12,306.41
Current Assets, Loans, Advances Etc., 6 15,461.17 14,228.36
TOTAL 26,107.73 26,534.77
For R. ARAVIND & ASSOCIATES
Place : COONOOR Chartered Accountant
sd/- sd/- sd/-
D. ANURAG DR. S. SIVAKUMAR CA, R. ARAVIND M.Com., ACMA, FCA, ACS.
Assistant Accounts Officer/DDO Director M No.228731
a
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PASTEUR INSTITUTE OF INDIA
COONOOR - 643 103.

INCOME & EXPENDITURE ACCOUNT

FOR THE YEAR ENDED 31°" MARCH 2024

Particulars Schedule 31.03.2024 31.03.2023
Rs. in Lakhs Rs. in Lakhs
INCOME:
Income from Sales 7 9.88 11.27
Interest Earned 8 1,078.75 1,047.07
Other Income 9 13.19 12.20
Increase / (Decrease) in Stock of Finished
Goods and Work-in-Progress 10 - -
TOTAL (A) 1,101.81 1,070.53
EXPENDITURE:
Establishment Expenses 11 - -
Other Administrative Expenses Etc., 12 8.88 2.18
Depreciation 1,659.85 1,933.25
TOTAL (B) 1,668.73 1,935.42
Excess of Expenditure over Income carried to
Corpus / Capital Fund (A-B) (-) 566.91 (-) 864.89
Significant Accounting Polices 13
Contingent Liabilities and Notes on Accounts| 14

For R. ARAVIND & ASSOCIATES

Place : COONOOR Chartered Accountant

sd/- sd/- sd/-
D. ANURAG DR. S. SIVAKUMAR CA, R. ARAVIND m.com., ACMA, FCA, ACS.
Assistant Accounts Officer/DDO Director M No.228731
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PASTEUR INSTITUTE OF INDIA, COONOOR - 643 103.
SCHEDULES FORMING PART OF BALANCE SHEET AS AT 31 MARCH 2024

Particulars 31.03.2024 31.03.2023
Rs. in Lakhs Rs. in Lakhs
SCHEDULE: 1
CORPUS / CAPITAL FUND:
Balance at the beginning of the year 26,226.74 27,091.64
General Reserve Transferred to Capital Account - -
Balance of Net Income / Expenditure (-) transferred
from the Income and Expenditure Accounts (-) 566.91 (-) 864.89
25,659.83 26,226.74
Plan Fixed Assets (Changes during the year) - -
Total 25,659.83 26,226.74
SCHEDULE: 2
RESERVES AND SURPLUS:
General Reserve: - -
As per last Account - -
Total - -
SCHEDULE: 3
EARMARKED / ENDOWMENT FUNDS:
A) TC & DPT (PLAN)
a) Opening balance 20,628.02 15,106.62
b) Additions to the Funds:
i. Donations / Grants 6,780.00 13,058.09
ii. Income from Investments Made on Account of Funds 44.01 28.60
iii. Other Additions
Provisions & Misc Receipts 146.42 129.78
Total [a+b] 27,598.45 28,323.08
Less: Utilisation / Expenditure
Unspent Grants repaid 889.83 862.72
i. Capital Expenditure
Fixed Assets 10,378.34 12,023.39
Others (Loans & Advances and Stock) 8,166.54 7,634.84
Deposits
ii. Revenue Expenditure
Salaries, Wages and Allowances etc., 4,266.79 3,532.80
Other Administrative Expenses 3,521.00 4,032.48
Total 27,222.51 28,086.25
Net Balance at the year end Pending Utilisation
Represented by Bank Balances [A] 375.94 236.84
Note: Net Cumulative balance of funds utilised 19,664.24 20,628.02

For R. ARAVIND & ASSOCIATES
Chartered Accountant
FRN 021714S

Place : COONOOR
Date :13.09.2024

sd/- sd/- sd/-
D. ANURAG DR. S. SIVAKUMAR CA, R. ARAVIND M.Com., ACMA, FCA, ACS.
Assistant Accounts Officer Director M No.228731
/DDO
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PASTEUR INSTITUTE OF INDIA, COONOOR - 643 103.
SCHEDULES FORMING PART OF BALANCE SHEET AS AT 31 MARCH 2024

. 31.03.2024 31.03.2023
Particulars Rs. in Lakhs Rs. in Lakhs
SCHEDULE: 3 (Contd.)
EARMARKED / ENDOWMENT FUNDS: (Contd.)
B) TOPV
a) Opening balance (-)0.15 (-)0.15
b) Additions to the Funds : Donations / Grants - -
Total (-)0.15 (-)0.15
Less: Utilisation / Expenditure
i. Capital Expenditure - -
ii. Revenue Expenditure - -
Total - -
Net Balance at the year end [B] (-)0.15 (-)0.15
C) WHO
a) Opening Balance 20.12 20.12
b) Additions to the Funds : Donations / Grants - -
Total 20.12 20.12
Less: Utilisation / Expenditure
i. Capital Expenditure - -
ii. Revenue Expenditure - -
Total - -
Net Balance at the year end [C] 20.12 20.12
Net Balance at the year end Total [A+B+C] 395.92 256.81
SCHEDULE: 4
CURRENT LIABILITIES AND PROVISIONS:
A. CURRENT LIABILITIES:
1. Sundry Creditors: (Non Plan)
a) Supply of Goods & Services - -
b) Others 41.90 41.43
2. Advances Received from Customers 0.55 0.55
TOTAL (A) 42.46 41.99
B. PROVISIONS:
Post Master H.P.O. - -
Recovery from Staff - -
Group Insurance Received from LIC -CBE 0.20 0.20
Due to Reterenched / Ex employees - -
Director - Plan 9.32 9.02
TOTAL (B) 9.52 9.22
TOTAL (A+B) 51.98 51.21
SCHEDULE: 5
FIXED ASSET:
Plan Account 10,378.34 12,023.39
Non Plan Account 268.21 283.01
TOTAL 10,646.56 12,306.41
Place : COONOOR For R. ARAVIND & ASSOCIATES
Date :13.09.2024 Chartered Accountant
FRN 021714S
sd/- sd/- sd/-
D. ANURAG DR. S. SIVAKUMAR CA, R. ARAVIND M.Com., ACMA, FCA, ACS.
Assistant Accounts Officer/DDO Director M No0.228731
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PASTEUR INSTITUTE OF INDIA, COONOOR - 643 103.
SCHEDULES FORMING PART OF BALANCE SHEET AS AT 31°" MARCH 2024

Particulars 31.(?3.2024 31.93.2023
Rs. in Lakhs Rs. in Lakhs
SCHEDULE: 6
CURRENT ASSETS, LOANS, ADVANCES ETC,,
A. CURRENT ASSETS:
1. Inventories: (Non-plan)
a) Stores and Spares - -
b) Stock-in-trade
Finished Goods - -
Work-in-progress - -
Raw Materials - -
TOTAL - -
2. Sundry Debtors: (Non Plan)
a) Debts exceeding six months 162.05 162.05
b) Others - -
TOTAL 162.05 162.05
3. Cash in hand (Including cheques / drafts) - Non Plan 0.01 -
Cash in hand (Including cheques / drafts) - Plan 0.12 0.13
TOTAL 0.13 0.13
4. Bank Balances: (Non-plan)
a) With Scheduled Banks:
In Deposit Accounts 14,838.44 13,782.66
In Savings Accounts 80.26 40.28
b) Earmarked Funds - Plan:
In Deposit Accounts - -
In Savings Accounts 375.82 236.71
15,294.53 14,059.65
TOTAL (A) [1+2+3+4] 15,456.71 14,221.83
B. LOANS, ADVANCES AND OTHER ASSETS:
1. Loans: To Staff (Non-plan) - 0.02
2. Advances and other amounts recoverable in cash
or in kind or for value to be received
a) Prepayments - -
b) Others 2.60 411
2.60 4.11
3. Income Accrued: (Non-plan)
On Loans and Advances 1.59 1.95
(Includes income due unrealised Rs.Nil)
4. OTHER CURRENT ASSETS 0.27 0.45
TOTAL (B) [1+2+3+4] 4.46 6.54
TOTAL (A+B) 15,461.17 14,228.36
Place : COONOOR For R. ARAVIND & ASSOCIATES
Date :13.09.2024 Chartered Accountant
FRN 021714S
sd/- sd/- sd/-
D. ANURAG DR. S. SIVAKUMAR CA, R. ARAVIND m.com., ACMA, FCA, ACS.
Assistant Accounts Officer/DDO Director M No0.228731
a
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PASTEUR INSTITUTE OF INDIA, COONOOR - 643 103.
SCHEDULES FORMING PART OF
INCOME AND EXPENDITURE ACCOUNT FOR THE YEAR ENDED 31°" MARCH 2024

. 31.03.2024 31.03.2023
Particulars Rs. in Lakhs Rs. in Lakhs
SCHEDULE: 7
INCOME FROM SALES: (Non-plan)
a) Sale of Finished Goods 2.78 3.38
b) Sale of Raw Material 6.50 4.66
¢) Sale of Scraps 0.61 3.23
Total 9.88 11.27
SCHEDULE: 8
INTEREST EARNED: (Non-plan)
a) On Term Deposits With Scheduled Banks 1,076.85 1,043.94
b) On Savings Accounts With Scheduled Banks 1.32 1.51
¢) On Loans to Employees / Staffs 0.58 1.62
d) On Other Receivables - -
Total 1,078.75 1,047.07
SCHEDULE: 9
OTHER INCOME: (Non-plan)
a) Profit on Sale / disposal of Owned Assets - -
b) Fees for Miscellaneous Services 5.97 7.20
c) Miscellaneous Income 7.21 4.99
Total 13.19 12.20
SCHEDULE: 10
INCREASE / (DECREASE) IN STOCK OF FINISHED GOODS &
WORK-IN-PROGRESS:
a) Closing Stock
Finished Goods - -
Work - in - progress - -
b) Less: Opening Stock
Finished Goods - -
Work - in - progress - -
NET INCREASE / (DECREASE) [a-b] - -
SCHEDULE: 11
ESTABLISHMENT EXPENSES:
a) Salaries and Wages - -
b) Allowances and Bonus - -
c) Staff Welfare Expenses - -
d) Expenses on Employees' Retirement -
and Terminal Benefits - -
e) Others (Specify) - -
TOTAL - -
SCHEDULE: 12
OTHER ADMINISTRATIVE EXPENSES ETC:
a) Consumption of Raw Materials & Stores - -
b) Electricity Power & Water Charges - -
c) Rent, Rates & Taxes - -
d) Other Charges 8.88 2.18
TOTAL 8.88 2.18
Place : COONOOR For R. ARAVIND & ASSOCIATES
Date : 13.09.2024 Chartered Accountant
FRN 021714S
sd/- sd/- sd/-
D. ANURAG DR. S. SIVAKUMAR CA, R. ARAVIND M.com., ACMA, FCA, ACS.
Assistant Accounts Officer/DDO Director M No0.228731
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PASTEUR INSTITUTE OF INDIA, COONOOR - 643 103.

SCHEDULES FORMING PART OF
INCOME AND EXPENDITURE ACCOUNT FOR THE YEAR ENDED 31 MARCH 2024

SCHEDULE:13
SIGNIFICANT ACCOUNTING POLICIES:

1. ACCOUNTING CONVENTION:

The financial statements are prepared on the basis of historical cost convention, unless otherwise
stated and on the accrual method of accounting.

2. INVENTORY VALUATION:

2.1. Stores and Spares ( including machinery spares) are valued at cost.

2.2. Raw materials, semi-finished goods and finished goods are valued at lower of cost and net
realisable value. The costs are based on weighted average cost. Cost of finished goods and semi-
finished goods is determined by considering materials, labour and related overheads.

3. FIXED ASSETS:

3.1. The original Cost of Fixed Assets existing as on 01-04-2002 have not been ascertained and
hence Assets existing on that date are stated at its written down value and all Fixed Assets acquired
after that date are stated at cost of acquisition inclusive of inward freight, duties and taxes and
incidental and direct expenses related to acquisition. In respect of projects involving constructions,
related pre-operational expenses (including interest on loans for specific project prior to its
completion), form part of the value of the assets capitalised.

3.2. Fixed Assets received by way of non-monetary, (other than towards the Corpus Fund), are
capitalised at values stated, by corresponding credit to Capital Reserve.

4. DEPRECIATION:

4.1. Depreciation is provided on Written Down Value method as per rates specified in the Income
tax Act, 1961 except depreciation on cost adjustments arising on account of conversion of foreign
currency liabilities for acquisition of fixed assets, which is amortized over the residual life of the
respective assets.

4.2. In respect of additions to / deductions from fixed assets during the year, depreciation is
considered on pro rata basis.

5. MISCELLANEOUS EXPENDITURE:

Deferred revenue expenditure is written off over a period of 5 years from the year it is incurred

6. ACCOUNTING FOR SALES:

Sales are net of sales returns, rebate and trade discount.

Place : COONOOR For R. ARAVIND & ASSOCIATES
Date :13.09.2024 Chartered Accountant
FRN 021714S
sd/- sd/- sd/-
D. ANURAG DR. S. SIVAKUMAR CA, R. ARAVIND m.com., ACMA, FCA, ACS.
Assistant Accounts Officer/DDO Director M No.228731
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PASTEUR INSTITUTE OF INDIA, COONOOR - 643 103.

SCHEDULES FORMING PART OF
INCOME AND EXPENDITURE ACCOUNT FOR THE YEAR ENDED 3 1° MARCH 2024

7. GOVERNMENT GRANTS / SUBSIDIES:

7.1. Government grants in the nature of contribution towards capital cost of setting up projects are
treated as Capital Reserve. Plan Funds received from the Central Government are shown as distinct
category of Fund. The revenue generated out of Plan activities other than Interest on deposits are
recognised in Income and Expenditure account and not included in the separate Fund. Revenue
and Capital Expenditure are segregated between Plan and Non-Plan activities on the basis of
Budget and as per Past Practices.

7.2. Grants in respect of specific Fixed Assets acquired are shown as a deduction from the cost of
therelated assets.

7.3. Government grants / subsidy are accounted on realisation basis.

8.FOREIGN CURRENCY TRANSACTIONS:

8.1. During the year, amount is transferred to Switzerland for renewal of DCVMN membership fee.

9. RETIREMENT BENEFITS:

9.1. Liability towards gratuity payable on death/ retirement, Pension on retirement of employees
enrolled in the services prior to 1/1/2004 and Encashment of Earned Leave are administered
through separate Funds. Contributions made to these funds are on ad hoc basis is considered as
expenditure of the year. The actuarial Liability of the Institute is adjusted in the subsequent year.

9.2. Liability towards pension in respect of employees enrolled after 1/1/2004 are considered in
accordance with the new Pension Scheme as defined vide Notification of the Government dt
22/12/2003.

9.3. Provision for accumulated leave encashment benefit to the employees is accrued and
computed on the assumption that employees are entitled to receive the benefit as at each year

end.
Place : COONOOR For R. ARAVIND & ASSOCIATES
Date :13.09.2024 Chartered Accountant
FRN 021714S
Asd/- AG sd/- sd/-
. D. ANUR . DR. S. SIVAKUMAR CA, R. ARAVIND m.com., ACMA, FCA, ACS.
Assistant A/chglc.l)nts Officer Director M No.228731
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PASTEUR INSTITUTE OF INDIA, COONOOR - 643 103.
SCHEDULES FORMING PART OF
INCOME AND EXPENDITURE ACCOUNT FOR THE YEAR ENDED 31°" MARCH 2024

Particul 31.03.2024 31.03.2023
articulars Rs. (in Lakhs) Rs. (in Lakhs)

SCHEDULE: 14
CONTINGENT LIABILITIES AND NOTES ON ACCOUNTS:
1. CONTINGENT LIABILITIES:

1.1. Claims against the Entity not acknowledged as debts - -
1.2. In respect of:

Bank guarantees given by / on behalf of the Entity Letters
of Credit opened by Bank on behalf of the Entity Bills
discounted with banks

1.3. Disputed demands in respect of:
Income-tax - -
Goods and Service Tax - -
Municipal Taxes - -

1.4. In respect of claims from parties for non-execution
of orders, but contested by the Entity - -

2. CAPITAL COMMITMENTS:

Estimated value of contracts remaining to be executed on
capital account and not provided for (net of advances) - -

3. CURRENT ASSETS, LOANS AND ADVANCES:

In the opinion of the Management, the current assets,
loans and advances have a value on realisation in the
ordinary course of business, equal at least to the
aggregate amount shown in the Balance Sheet.

4. TAXATION:
The Institute has been granted Exemption under the
Provisions of Income Tax Act,1961 and hence there being
no taxable income, no provision for Incometax has been
considered necessary.

5. FOREIGN CURRENCY TRANSACTIONS:

5.1. Value of Imports Calculated on C.I.F Basis:

Purchase of finished Goods - -
Raw Materials & Components (Including in transit) - -
Capital Goods - -
Stores, Spares and Consumables - -

5.2. Expenditure in foreign currency:
a) Travel - -

b) Remittances and Interest payment to Financial
Institutions / Banks in Foreign Currency

c) Other expenditure:
Commission on Sales - -
Legal and Professional Expenses -
Miscellaneous Expenses - -

5.3. Earnings:
Value of Exports on FOB basis - -

Place : COONOOR For R. ARAVIND & ASSOCIATES
Date :13.09.2024 Chartered Accountant
FRN 021714S
sd/- sd/- sd/-

D. ANURAG DR. S. SIVAKUMAR CA, R. ARAVIND m.com., ACMA, FCA, ACS.
Assistant Accounts Officer/DDO Director M No0.228731
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PASTEUR INSTITUTE OF INDIA, COONOOR - 643 103.
SCHEDULES FORMING PART OF

INCOME AND EXPENDITURE ACCOUNT FOR THE YEAR ENDED 31°" MARCH 2024

Particulars 31.03.2024 31.03.2023
Rs. (in Lakhs) Rs. (in Lakhs)
6. QUANTITATIVE DETAILS OF TURNOVER:
Animal Vaccine - ARV M. - -
Human Vaccine - ARV M. - -
Diphtheria, Tetanus, Pertussis (DTP) Doses - -
Diphtheria, Tetanus (DT) Doses - -
Tetanus Toxoid (TT) Doses - -
Tetanus Toxoid - Non-EPI Doses - -
Pertussis Bulk - Non-EPI Doses - -
Diphtheria Bulk - Non EPI Doses - -
Tetanus Bulk - Non EPI Doses - -
Tissue Culture - Human Vaccine Doses - -
Rs. (in Lakhs) Rs. (in Lakhs)
7. REMUNERATION TO AUDITORS:
As Auditors - -
For certification - -
Others - -

8. LIQUIDATED DAMAGES FOR SUPPLY OF DTP GROUP OF VACCINES:

Vaccines.

necessary.

Sundry Debtors includes Rs. 1,17,37,599/- being amount deducted by the Ministry of Health &
Family Welfare, New Delhi, towards Liquidated Damages against the supply of DTP Group of

9. Corresponding figures for the previous year have been regrouped / rearranged, wherever

10. Schedules 1 to 14 are annexed to and form an integral part of the Balance Sheet as at
31st March 2024 and the Income and Expenditure Account for the yearended on that date.

Place : COONOOR
Date :13.09.2024

sd/-
D. ANURAG
Assistant Accounts Officer
/DDO

PASTEUR INSTITUTE OF INDIA, Coonoor

sd/-
DR. S. SIVAKUMAR
Director

For R. ARAVIND & ASSOCIATES
Chartered Accountant
FRN 021714S

sd/-

CA, R. ARAVIND m.com., ACMA, FCA, ACS.
M No0.228731
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