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“Laboratories are the Temjafes
gf the future.

It is there the man learns to
read the works (_)f

nature”..........
LOUIS PASTEUR
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Myr. HENRY PHIPPS, American )
Philanthropist donated to Lord
Curzon, the then Victory g‘ India
a sum of Rs.50.00 lakhs for the
development of Medical
Institutions, out of which, a sum
of Rupees one lakh was allocated
to start the Pasteur Institution of
Southern India at Coonoor.
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QEDIRECTOR'S MESSAGEg’

In the reporting year we have taken over all the newly constructed state of the art GMP
facilities and modified facilities. Ministry gave the approval for Operation and Maintenance of
facilities and utilities and Performance Qualifications of critical equipments and systems.
Currently this Institute is in full swing in the pre qualification activities like identification of
critical locations for EMP programme, preparation of rationale documents, trial runs of water
systems, HVAC systems, utilities and all process equipments to ensure hassle free operations
during the trial batches manufacturing and PQ activities.

This Institute obtained the approval of manufacturing trial batches from CDSCO, Govt.
of India and State Drug Controller. The trial batches are planned to optimize the process and
standardization of analytical methods to comply with the GMP requirements since there are
critical changes in the facilities, equipments, utilities i.e. new process equipments, analytical
equipments, systems and utilities are installed.

In the reporting year two Local Monitroing Committee meetings were conducted to
update the status of GMP projects to the members, Mrs. Shanthi Gunasekaran, Deputy Drugs
Controller, CDSCO, South Zone, Chennai and Dr. B.Sekar, Director BCG Vaccine Laboratory,
Chennai. The Committee was satisfied with the Institute's compliance status to obtain form 29
license for the manufacture of trial batches.

This Institute engaged 19 interns with stipend belongs to various divisions of Life
Sciences and Engineering in-order to create competent and trained manpower required for
the Biopharmaceutical Industries as per the Ministry of Health and Family Welfare advice.
After adequate training these interns are posted in different sections of PIIC viz., Production,
Quality Assurance, Quality Control, Breeding and Experimental animal sections and various
areas of Engineering based on their educational qualifications. These interns will be engaged
initially for a year and their tenure may be extended for another one more year based on
their competency level.

PASTEUR INSTITUTE OF INDIA, Coonoor -5 |

ANNUAL REPORT-2019-2020



= R 99 3 1305 IR BT GENST JadI iR 351 JIRAT BT VST TEHRA U1 83T |
IS SRIAIRT® ol H ARUBUHIATSC! §RT CIaIS! DI J3RIR IR & ol 108 AT T URIeToT foha
T |

9 9 A1 §9 HRIH 7 8 UITeR &1 Juafafdr & Sucted # &S fagd 7917 | Whel! gedi & fory
fafo= TfcraRTamatl &1 TS b a7 37 fastarsii o qreaR faaRa fey 1y |

9 GIF F fAf=T Bierall 3R favafdemeral & 8966 BHEI ®I U JSMTH ST Bl TG B
3R ST IATEH R SIHIHRT 3MME & IR H SIFTwaar Ul B & forg iteifiie IR @l srgafa < |

39 IR BT D BN o0 Refd &1 S & v e $9 & ®U § & o &l 2 3R
TSl HRIHH & AfdE=T B STRY B & 17 ST AT IR SR ET & |

g, 39 RUIfdT eafy & SR FganT ueE 6y Afve (F[rRey) iR oRil e & aree,
AR UTeeR eI, IR, eIy e, Tgeh Alerd, IU A iR wWwed 3R IRAR Hedror HATerd,
IRT TRBR B IR A fIRT & A S1IaTRaT & ergare <d § | H 9RRT UreeR A, BF,
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In this reporting year 1305 patients received Antirabies vaccine and 351 patients
received Rabies Antiserum. 108 Samples were tested for Antirabies neutralizing antibodies by
RFFIT in the Rabies diagnostic lab.

This year also this Institute celebrated Rabies day in commemoration of the death
anniversary of Louis Pasteur. Various competitions were organized for the school children and
prizes were distributed to the winners.

This Institute permitted industrial visit for 8966 students from different colleges and
universities to enrich their scientific knowledge and to create awareness in vaccine production
and immunization procedures etc.

Every employee of this Institute has been working together as a team to overcome this
situation and formulating appropriate plans for the early release of the vaccines for UIP
programme.

We, sincerely thank the Secretary (Health) and the Chairperson of Governing Body, Pll,
Coonoor, Special Secretary, Joint Secretary, Deputy Secretary and all officials of Department of
Vaccine Institute of Ministry of Health and Family Welfare, Government of India, for all their
supports rendered during this reporting period. | thank all the officers and staff of PII,
Coonoor for all the achievements witnessed during this reporting period.

During the reported year, the Institute progress well in compliance front and highly
productive in pre - qualification activities.

Dr. S. Sivakumar
Director

PASTEUR INSTITUTE OF INDIA, Coonoor C 6 | ANNUAL REPORT-2019-2020
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QECONTROLLING OFFICERS%’

Director . Dr.S. Sivakumar, m.v.sc,
Senior Research Officer Dr.A. Premkumar, Mm.sc.,Ph.D.,
Research Officer Smt. Shanthi Mani, m.sc,
Research Officer Shri.R. Mohan, m.sc.,

Dr.(Smt.)Sibani Barman, M.B.B.S., M.5c.,
Shri. A.Vairamoorthy, MA, M.HRM., M.L,M.BA,

Senior Medical Officer
Administrative Officer

(( RESPONSIBILITIES OF CONTROLLING & OTHER OFFICERSj

1.

Chief executive officer of all activities associated with the
Institute viz., Administration, Accounts & Finance, Production,
QA, QCD, Engineering & Maintenance and R&D.

All activities associated with QCD (QCD, Rabies Diagnosis Lab and
Experimental Animal House), Tissue Culture Anti Rabies Vaccine,
Lab. Animal House, Maintenance & Engineering and Estate.

DIRECTOR

SENIOR RESEARCH OFFICER

RESEARCH OFFICER Activities associated with DPT (Diphtheria, Pertussis, Tetanus,

Formulation & Filling).

RESEARCH OFFICER
(Quality Assurance)

SENIOR MEDICAL OFFICER
ADMINISTRATIVE OFFICER

Activities associated with Quality Assurance and Library.

Activities associated with Dispensary.

Activities associated with Administration, Establishment,
Security, Legal and Vehicle movement and Accounts.

( coMmMITTEES )

1. GOVERNING BODY:

PASTEUR INSTITUTE OF INDIA, Coonoor - 8 |

(@) Ms. Preeti Sudan, Secretary to Govt. of India, Ministry of Health and Family Welfare,
New Delhi- Chairperson.

(b) Prof. (Dr.) Rajiv Garg, Director General of Health Services, Govt. of India, Ministry of Health and
Family Welfare, New Delhi- Member.

(c) Prof. Balram Bhargava, Secretary, DHR & Director General, Indian Council of Medical
Research, New Delhi- Member.

(d) Shri Arun Singhal, Special Secretary to Govt. of India, Ministry of Health & Family Welfare,
New Delhi-Member.

(e) Dr. Dharmendra Singh Gangwar, Additional Secretary and Financial Advisor to Govt. of India,
Ministry of Health and Family Welfare, New Delhi- Member.

() Dr. V.G. Somani, Drugs Controller General (India), Directorate General of Health Services,
Ministry of Health and Family Welfare, New Delhi- Member.

(g) Smt. Padmaja Singh, Joint Secretary to Govt. of India, Ministry of Health & Family Welfare,
New Delhi- Member.

(h) Ms. Vandana Gurnani, Joint Secretary (RCH), Ministry of Health & Family Welfare,
New Delhi - Member.

(i) Smt. Beela Rajesh, Secretary to Govt. of Tamilnadu, Health and Family Welfare, Chennai -

Member.
ANNUAL REPORT-2019-2020
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(j) Shri S. Krishnan, Principal Secretary to Govt. of Tamilnadu, Finance Department, Chennai -
Member.

(k) Dr.S. Gurunathan, Director of Medical and Rural Health Services, Govt. of Tamilnadu, Chennai -
Member.

() Dr. Sridevi Gnanaiah, Director-in-charge, King Institute of Preventive Medicine, Chennai -
Member.

(m)Dr. P. Chandrika, The Director, Institute of Veterinary Preventive Medicine, Ranipet - Member.

(n) Dr. S.N. Saxena, F/A-164, Lajpat Nagar, GDA HIG Houses, Sahibabad 201 005, Dist.Ghaziabad.
U.P.-Member.

(o) Dr. L.R. Sood, No0.403, KBR Manicoms, Srinagar Colony, Hyderabad 500 073. - Member.
(p) Dr. S. Sivakumar, Director, Pasteur Institute of India, Coonoor, Nilgiris - Member Secretary.

2. STANDING FINANCE COMMITTEE

(a) Shri Arun Singhal, Additional Secretary, Ministry of Health and Family Welfare, New Delhi-
Chairman

(b) Dr. R.K. Vats, Additional Secretary & Financial Adviser to Govt. of India, Ministry of Health and
Family Welfare, New Delhi-or nominee.

(c) Smt. Padmaja Singh, Joint Secretary to Govt. of India, Ministry of Health & Family Welfare,
New Delhi-Member.

(d) Dr.Inder Parkash, Advisor (PH), Govt. of India, Ministry of Health and Family Welfare, New Delhi -
Member

(e) Dr.S. Gurunathan, Director of Medical and Rural Health Services, Govt. of Tamilnadu, Chennai -
Member.

(f) Dr.V.D. Ramanathan, Scientist G & Head (Retd), 40/10, Muthiyalu Chetty Street, Vepery, Chennai-
600007 - Member.

(g) Dr.S. Sivakumar, Director, Pasteur Institute of India, Coonoor - Member Secretary

3. DEPARTMENTAL PURCHASE COMMITTEE

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

(b) Dr (Mrs) Sibani Barman, Senior Medical Officer - Member

(c) Dr. A. Premkumar, Senior Research Officer - Member

(d) Mrs. Shanthi Mani, Research Officer / CV.O., - Member

(e) Shri A. Vairamoorthy, Administrative Officer and Drawing and Disbursing Officer - Member
(f) Shri R. Mohan, Research Officer - Member

(g) Shri P. Sasikumar, Sr. PA. to Director and Officer-in-Charge, Purchase/Stores - Member

4. LIBRARY COMMITTEE

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

(b) Dr (Mrs) Sibani Barman, Senior Medical Officer - Member
(c) Dr. A. Premkumar, Senior Research Officer - Member

(d) Mrs. Shanthi Mani, Research Officer - Member

(e) Shri R. Mohan, Research Officer - Member

(f) Dr. K.C. Shivanandappa, Research Officer - Member
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5. INTERIM STAFF COUNCIL

Official side

(a) Dr.S. Sivakumar, Director & Chairman

(b) Shri A. Vairamoorthy, Administrative Officer & Secretary

(c) Dr. A. Premkumar, Senior Research Officer & Member

(d) Smt. Shanthi Mani, Research Officer & Member

(e) Shri. R. Mohan, Research Officer & Member

() Dr. K. C. Shivanandappa, Research Officer & Member.

(g) Shri P. Sasikumar, Officer-in-Charge (Purchase & Stores) & Member

Staff side
a) | ShriR. Sathyamoorthy [ Technical Assistant & Leader : Rep. of Gr.01
b) | ShriN. Chandran Lab. Technician & Dy. Leader : Rep. of Gr.02
c) | ShriC. Vadivelu Lab. Assistant : Rep. of Gr.03
d) | ShriC. Doraiswamy u.D.C., : Rep. of Gr.04
e) | ShriR. Parvathi MTS : Rep. of Gr.05
f) | Shri B. Ramu MTS : Rep. of Gr.05
g) | Shri A. Senthil Kumar | MTS : Rep. of Gr.05
h) | ShriV. Radhakrishnan | Maintenance Assistant : Rep. of Gr.06
i) | Mrs. B. Jayalakshmi Lady Staff Representative for Cadre 'C' : Rep. of Gr.08
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. WOMEN WELFARE COMMITTEE (INTERNAL COMPLAINTS COMMITTEE)

(a) Dr (Mrs) Sibani Barman, Senior Medical Officer - Chairperson
(b) Smt Shanthi Mani, Research Officer - Member

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

(d) SmtT. Lalitha, Assistant Research Officer - Member

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

. DEPARTMENTAL ESTATE COMMITTEE

(a) Dr. A. Premkumar, Senior Research Officer - Chairman
(b) Smt Shanthi Mani, Research Officer - Member

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

(d) Smt T. Lalitha, Assistant Research Officer - Member

(e) Dr. N. Sivananda, Assistant Research Officer - Member
(f) Dr.S.Jagannathan, Assistant Research Officer - Member

. INSTITUTIONAL ANIMAL ETHICS COMMITTEE (IAEC)

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

(b) Dr.S.P. Muthukumar, CPCSEA main nominee - Principal Scientist & Head, Animal House facility,
CSIR - Central Food Technological Research Institute, Mysuru, Karnataka - Main Nominee.

ANNUAL REPORT-2019-2020




(3) stEt.euoF, AR R, oldRed UMHe AfsHH, dfe ) ofaw Trs Rud e,

ATHdh A—637002 — HIDH ATHIhd D |

(3) st.3aR.afEder, BHGol O9Y, SIUHTT dierol 3B BRI, $Hel — GXH & die) ®

CEIRED

(3) st.dt.®wdior, 20, JAdeled, BHEGICG WY, SITHTH Diciol ATH HBIHWAL, Hel — 643 001 —

1T ®T F S0 ATHifhd fh |

(%) StuIHEAR, IRS IHI ABRY, IR UreaR FeqH, R, — Afr= v & dsnfe

e Al |

(k) 3Y.va fewpene, Y] farfdhedes, UgquTel 9T, R — Uy fRIfbead
(@) st &t TpERT, IuTe T, et — fafr= fawal & aerfe

9. H¥ Hachdl T

5

-~

2 2

10.

n.

12.

13.

) YU ST, TR Ud G, SHaRAr fq9NT, WRIGIR fagafderncry, Biday—641046—37edel
31 st.ve Rragar, Mewe, 9RO UeeR GIH, $R— 9a

) StuAEHhd, AR UHHR, YLOHSH Bielol 3% ATCH YUS AGN, HRITCR—AGR]

) StatsimeRewll, AEARl UMER Ud U, WS dacdHds  fuET,  MRER

faeafqenery, PRITRR—641046

HT HdhdT 3Tfereprdt

31.51T F 31.57.51T haar==l & v dus rfees$t
sft & =it Rramewr, srgaar e

1.0 g pHamR=nN » 30 =uss 3rfeep<t
SLUNTRAR, RS I AfRTDHRI

Bt Hrdsteh =T PR a Rt e = & sreflq srditeftr
3TfErapTEt

BT Ardoiferes e ifereprdt
sfteft eTifer woft, SIHET SIEBRT (31.05.2020 Tah) Ud S71.3TR.AIEH, SJTHT ATABRT

BT HETID FTeloiferes el 3ifererdt
sft.dt wifrepare, fFeee & 94

srdictier siferaprdt

afifen et -2019-20 iD

(c) Dr.D.Kannan, Associate Professor, Deptt. of Laboratory Animal Medicine, Veterinary College and
Research Institute, Namakkal 637 002 - Link Nominee.

(d) Dr.R.Vadivelan, Dept. of Pharmacology, JSS College of Pharmacy, Ooty - Scientist from outside
thelnstitute.

(e) Dr.T.K. Praveen, 20, Rocklands, Deptt. of Pharmacology, ]SS College of Pharmacy, Ooty-643001. -
Socially aware nominee.

(f) Dr. A. Premkumar, Senior Research Officer, Pll, Coonoor - Scientist from different discipline,
Member Secretary.

(g) Dr.S. Vishnukandan, Veterinarian, Dept. of Animal Husbandry, Coonoor - Veterinarian

(h) Dr. B. Sugumaran, Dept. of Animal Husbandry, Ooty - Scientist from different discipline

9. INSTITUTIONAL SCIENTIFIC ADVISORY COMMITTEE (ISAC)

(a) Dr. S. Suja, Professor & Head, Deparment of Biochemistry, Bharathiar University,
Coimbatore-641046 - Chairperson

(b) Dr. S. Sivakumar, Director, Pasteur Institute of India, Coonoor - Member

(c) Dr. A. Michael, Assistant Professor & Head, PSG College of Arts and Science,
Coimbatore- Member

(d) Dr.J. Angayarkanni, Associate Professor & Head, Deparment of Microbial Biotechnology,
Bharathiar University, Coimbatore - Member

10. CHIEF VIGILANCE OFFICER
Mrs. Shanthi Mani, Research Officer

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

12. LIAISON OFFICER FOR OBC EMPLOYEES
Dr. A. Premkumar, Senior Research officer
13. CENTRAL PUBLIC INFORMATION OFFICER AND APPELLATE AUTHORITY UNDER RTI ACT, 2005

Central Public Information Officer:
Smt. Shanthi Mani, Research Officer (till 31.05.2020) & Shri. R. Mohan, Research Officer

Central Assistant Public Information Officer
Shri P. Sasikumar, Sr. PA. to Director

Appellate Authority
Dr. S. Sivakumar, Director
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.g OVERVIEW g’

Pasteur Institute of India, Coonoor is an autonomous body under the Ministry of Health
and Family Welfare, Govt. of India, pioneer in the production of Tissue culture based Antirabies
Vaccine and DPT group of Vaccines.

(PREAMBLE )

This Institute started functioning as Pasteur Institute of Southern India, on 6" April 1907
and took a new birth as Pasteur Institute of India (registered as a Society under the Societies
Registration Act 1860) and Started functioning as an autonomous body under the Ministry of
Health and Family Welfare, Government of India, New Delhi from the 10" of February, 1977.The
affairs of the Institute are managed by a Governing Body. This Institute is functioning on no profit
no loss basis.

The death of a young English lady Lily Pakenham Walsh, due to hydrophobia in the year
1902, who could not get antirabies treatment in time, led to the establishment of Pasteur
Institute of Southern India. Mr. Henry Phipps, American Philanthropist donated to Lord Curzon,
the then Viceroy of India a sum of Rs.50.00 lakhs for the development of Medical Institution in
India, out of which, a sum of Rupees one lakh was allocated to start the Pasteur Institute of
Southern India at Coonoor.

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
development of vaccinesin the country.

(VISION OF THE INSTITUTE )

To produce and supply of DPT group of vaccines to Universal Immunization Program of
Govt. of Indiato strengthen the vaccine security of the country.

( MISSION OF THE INSTITUTE )

This Institute is committed to fullfil its vision with the tangible Quality Policy and Quality
objectives.

( QUALITY POLICY )

We are committed to produce safe, potent and cost effective vaccines with continuing
improvement in our Quality systems. The employees of PIIC discharge their duties provisionally
while ensuring the safety, efficacy and quality of the vaccines manufactured.
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(QUALITY OBJECTIVES )

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

> To adhere to 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.
> Review and renew this Quality Policy on regular basis.

( IMPORTANT MILESTONES )

1907 Manufacture of Neural Tissue Antirabies Vaccine.

1957 The isolation of Asian Flu Virus during the pandemic and development of Influenza
vaccine against the same virus.

1970 The Development of BPL-inactivated Rabies Vaccine for the first time in India which
made the treatment easier and cheaper with less dose and less injections with a vaccine
of increased potency.

1970 Research, Development, Production and Supply of Trivalent (Sabin) Oral Polio Vaccine
forthefirsttimein India

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 Government controlled
Institutions.

2003 This is the first Government sector vaccine Institute awarded with ISO 9001:2000
certificate by BVQI, UKin Quality Management System.

2006 Renewal of ISO9001:2000 certificate for further period of 3 years by BVQl, UK for QMS
2019 Taken over of all newly established cGMP production facilities

(SETTING THE PACE IN TECHNOLOGY))

Pasteur Institute of India has consistently set the pace in innovating and adapting newer
technology to suit Indian conditions and needs. The vast experience and expertise in the filed of
vaccinology equipped this Institute to meet the challenges of applying advanced technology in
vaccine production. Among the major equipments available in the Institute are production scale
bacterial fermentors, zonal centrifuge, industrial freeze drier, several bulk autoclaves, hot air
ovens, fully automated filling machine, large cold rooms, deep freezers, bioreactors, purified
water system, WFI plant, TOC analyzer, column chromatography, oil & moister free air
compressors, Effluent Treatment Plant (ETP) and Sewage Treatment Plant (STP). Research and
Development facility is equipped with HPLC system, lab scale lyophilizer, ultra low freezers,
automatic ELISA washer and reader, gel documentation system, Biosafety cabinets and
equipments for molecular biology work.
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The Institute is recognized by 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 inthe faculty of Science.

( INSTITUTE'S PRODUCT PROFILE )

2

«»  Tissue Culture Antirabies Vaccine (Vera Cell Purified)

K2

<  DPT group of vaccines viz., Diphtheria-Pertussis-Tetanus (DPT) Vaccine, Absorbed
Diphtheria and Tetanus vaccine for adults and adolescents (Td) Vaccines and Tetanus Toxoid
(TT) Vaccine

I:(CONTRIBUTION OF Pll, COONOOR IN THE NATIONAL HEALTH SECURITY))

4 Research, Development, Production and Supply of Trivalent (Sabin) Oral Polio Vaccine for
the first time in India during 1970.

4 PIl, Coonooris the first Institute in the country both in public and private sectors to adopt and
install the PROSTAK system for downstream process of bulk antigen manufacturing and
concentration of Pertussis organisms.

4 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 Government controlled
Institutions. Which triggered the slash down the price of TCARV.

( FUTUREPLAN )

® Creation of cGMP facilities for Tissue Culture Antirabies Vaccine and other emerging viral
vaccines.

® ResearchandDevelopment of newer cost effective Pentavalent and Hexavalent vaccines.

Modification of old DTP production laboratories as a fully equipped R&D lab.

® Establishing a fully equipped training center with process equipments for students and newly
joined staff members to impart hands on training / practice prior to post them in regular
production process.

® Creation of New Ware house for Primary and Secondary Packing materials, Engineering
materials, acids and alkalis and flammable materials to comply with cGMP requirements.

® Creation of a new multiproduct manufacturing unit on campaign basis.

I:(INTERNATIONAL COLLABORATIONj

Developing Countries Vaccine Manufacturing Network (DCVMN)

This Institute was joined as a full time member of Developing Countries Vaccine
Manufacturing Network (DCVMN) in the year 2019. DCVMN is a public health driven,
international alliance of manufacturers, working to strengthen vaccine manufacturers of
developing nations. DCVMN works through the provision of information programs and
professional training on technical improvements, research in vaccine production, encouraging
technology transferinitiatives, and educating the public about the availability of safe and effective
vaccines, from developing world manufacturers and related programs. Over the years the
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network grew reaching out today to include over 40 vaccine manufacturers, in 14 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 over 70
are prequalified by WHO.

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

As a part of collaboration with DCVMN this Institute is actively involving in various activities
and projects.

(a)3R's:

The 3 R's (Reduce, Replace and Refine) work group formed by the Developing Countries
Vaccine Manufacturing Network (DCVMN) to implement the 3 R's principles in the vaccine
testing. The Pasteur Institute of India is signed the Consortium Agreement to take part in Pertussis
serological potency test (PSPT) project as alternative potency assay for mouse challenge method
used to determine pertussis vaccine potency along with other vaccine manufactures in different
part of the world. Further it is under discussion among the group members to implement the
possibilities for monocyte activation test instead of in-vivo rabbit pyrogen test for the estimation
of pyrogen in the vaccine and proposed the imitation of 3R's project in the field of Rabies,
Diphtheria & Tetanus vaccine testing.

(b) DCVMN COVID-19 Committee:

In view of current COVID-19 pandemic situation, DCVMN has created the COVID-19
committee to share its related knowledge among the different vaccine manufactures and address
all the queries and requests from WHO, GAVI and other organization. The online meeting were
arranged fortnightly to discussion among the group members about current status of the disease
severity and spread in different part of the world and strategies to develop the candidate vaccine
against COVID-19.

I:(PRESENT ACTIVITIES OF THE INSTITUTE )

Prequalification activities like trial runs of all process equipments in sequence, facilities,
systems and utilities are on going to ensure hassle free operation of these during PQ, trial batches
manufacturing, media fills process validation and applying license for commercial batches
manufacturing.

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

DETAILS OF GRANT-IN-AID RECEIVED FROM THE MINISTRY OF HEALTH AND FAMILY
WELFARE, NEW DELHI AND THE EXPENDITURE INCURRED, ETC., DURING 2019-20

The Ministry of Health and Family Welfare, New Delhi has released a total sum of Rs.32.10
croresto this Institute during the financial year 2019-20.
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AT & A & T S0 9d1 Y31 gRT Gerd fhar 737 o {6 Jorr ugfa gemaq While releasing the Grant-in-Aid, the Ministry has, vide above letter informed that the
G Aied A G AT AT AT bl R garil e ¥ fofar Sy | @ 1 g el &7 oy normal expenditure of the Plan scheme including the administrative expenses of grantee
?g?ﬁﬁa‘\fwﬁﬁ%[m@ﬁ%\ | institutions may be met from the above amount. The details of the head wise expenditure
incurred are given below:
¥ 2019-20 B SRS U 37erel UG 5 o1 B |
GRANT IN AID RECEIVED AND EXPENDITURE MADE DURING 2019-20
B3 I3 AT 5T B H oret o _
@‘cjﬁ I\SIL Sanction Letter No. and Date Amount in Rupees | Head of Account
1. V.11011/04/2019-V.1/1 dated 25-07-2019 11,00,00,000 RIS
1. V.11011/04/2019-V.1/1 dated 25-07-2019 11,00,00,000 General
2. V.11011/04/2019-V.1/2 dated 25-07-2019 3,00,00,000 qa- -
2. V.11011/04/2019-V.1/2 dated 25-07-2019 3,00,00,000 Salaries
3. V.11011/04/2019-V.1/3 dated 24-10-2019 10,00,000 EeIye]
3. V.11011/04/2019-V.1/3 dated 24-10-2019 10,00,000 SAP
4, V.11011/04/2019-V.1/1 dated 24-10-2019 10,00,00,000 FHTY
4. V.11011/04/2019-V.1/1 dated 24-10-2019 10,00,00,000 General
5. V.11011/04/2019-V.1/2 dated 24-10-2019 3,00,00,000 qa- :
. 5. V.11011/04/2019-V.1/2 dated 24-10-2019 3,00,00,000 Salaries
6. V.11011/04/2019 5,00,00,000 tj\Trﬁ )
6. V.11011/04/2019 5,00,00,000 Capital
Bl | . 32,10,00,000 TOTAL 32,10,00,000
/IR 201920 19,44,63,362 Unspent/ Opening Balance 2019-20 19,44,63,362
Gl 51,54,63,362
2 TOTAL 51,54,63,362
<qg 2019—20 38,68,63,023 -
Expenditure 2019-2020 38,68,63,023
AR
= = ABSTRACT
: S 2019—20 & SR | 2019—20 & QR
o4 A PlISECH R oy w5 SI. Head of Account GlA received | Expenditure made
No. during 2019-20 during 2019-20
1. IS 2100.00 2916.36 —
1. Grant-in-Aid-General 2100.00 2916.36
2. TgaTH—adH 600.00 950.25 —— :
2 Grant-in-Aid-Salaries 600.00 950.25
3. 31q< F—THTY 10.00 2.02
3. Grant-in-Aid-SAP 10.00 2.02
4, 3gaT— ' 500.00
S o 4 Grant-in-Aid-Capital 500.00 Nil
Bl 3210.00 3868.63
TOTAL 3210.00 3868.63
o orar o 2019-20 B <RT
EREEE] I\?l) Particulars Amount in Rupees
1. 3l / URfA® 2T 2019—20 1944.63 )
1. Unspent/Opening Balance 2019-20 1944.63
2. 2019—20 ¥ 9T 3T 3210.00 : :
2. Grantinreceived 2019-20 3210.00
3. 2019—20 ¥ YT &1l 68.27 :
3. Interest received 2019-20 68.27
del 5222.90
2 TOTAL 5222.90
$HH : 2019—20 H Ed 3868.63 )
Less: Expenditure 2019-20 3868.63
31.03.2020 &I 3Ad AW 1354.27 -
Closing Balance ason 31.03.2020 1354.27
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.g PRODUCTION DIVISION g’

The installed capacity of the new GMP filling facility is 130 Mds. Working capacity will be
approximately 100 Mds.

I:(A. BACTERIAL VACCINE DIVISION (DTP group of Vaccines))j

The bacterial vaccine division comprises of four basic functional units, which are
producing bulk antigens for the production of DPT group of vaccines.

4 Diphtheria

4 Tetanus

4 Pertussis

4 Formulation and Filling

All the production blocks are equipped with clean rooms for the manufacture of bulk
antigens and finished products and they encompass the compliance with Schedule M and
World Health Organization (WHQO) GMP requirements.

( DIPHTHERIA )

Diphtheria unit, housed in DP block is a dedicated one for the manufacturing of Diphtheria
bulk antigen. This block's built up area is 167.71 sg.m. of functional area. The functional area is
having dedicated area for Meat Digestion, Media & Buffer preparation, washing and sterilization
area, seed preparation area, upstream area and downstream area. 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 and production fermentors. The capacity of the production fermentor is
500 lit. The downstream area is equipped with fully automated Dia-filtration system for the
purification of the bulk antigen. There is a dedicated room for sterile filtration activities of bulk
antigen. Inthisreporting year trial runs for all the equipments were taken up.

Tetanus bulk antigen manufacturing block is a dedicated block. The facility is equipped
with blown out unit in HVAC system to ensure the environmental safety by preventing the escape
of Tetanus organism from the production facility.

This production block is having functional area of 304.39 Sq.m. The functional area is
having dedicated area for Meat Digestion, Media & Buffer preparation, washing and sterilization
areas, seed preparation area, upstream area and downstream area. The upstream area is
equipped with fully automated SCADA controlled two 500 lit. production fermentors. 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 downstream area is equipped with
fully automated microfiltration system for toxin seperation and ultra filteration system for the
purification of the bulk antigen. There is a dedicated room for sterile filtration activities of bulk
antigen. Inthisreporting year trial runs for all the equipments were taken up.
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( PERTUSSIS )

Pertussis unit, housed in DP block is a dedicated one for the manufacturing of Pertussis
bulk antigen. Pertussis unit is having 185.77 sq. m of functional area. The functional area is having
dedicated rooms for Seed Preparation, Media & Buffer preparation, preparatory and sterilization
areas, upstream and downstream areas. The upstream area is equipped with two seed
fermentors and two 500 lit. capacity production fermentors. They are fully automated and
controlled by SCADA. The downstream area is equipped with Microfiltration system for
concentration of organisms, as well as Heat inactivation function automatically. 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 manufactured and QC released individual
strains are pooled into Blending Vessel installed in a blending room to make a bulk antigen for
vaccine preparation. This unitis also SCADA controlled.

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

Inthisreporting year trial runs for all the equipments were taken up.

( FORMULATION & FILLING )

The Formulation & Filling block is having 249.61 sq.m. of functional area. This block is
having dedicated areas for Gel preparation, Filling of final lots, Visual Inspection areas, Packing,
Labelling and cold storage facility. 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 visual inspection
machine. The inspected vial will be stored in dedicated cold storage areas.

Inthis reporting year trial runs for all the equipments were taken up.

I:(B. WARE HOUSE AND RAW MATERIAL & FINISHED GOODS AREA))

The Ware House has functional area of 410.54 sq.m. with modular panel walls and HVAC
system to facilitate clean room environment which encompass the compliance with Schedule M
and World Health Organization (WHO) norms. This block is having dedicated rooms for Receipt,
Quarantine, Sampling area and approved materials area. The ware house is equipped with
suitable storage facilities to store temperature sensitive raw materials and excipients. All the
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.

( C. QUALITY CONTROL DIVISION )

Quality Control is an independent functional department reporting directly to the Head of the
Institute. Quality Control Divisionis divided into

(i) Raw Material testing section (ii) Microbiology (iii) in-vitro (iv) in-vivo
(v) Experimental Animal House (vi) Stability testing and (viii) Rabies Diagnostic centre.
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The following activities are carried out in Quality Control Division.

a) Quality Control Tests on in-process, intermediates, bulk antigens and final lots of DPT group of
vaccines.

b) Environmental Control and Monitoring Programme (EMP) is carried out for the production
areasto ensure and monitor the performance of clean rooms.

c) Testing of utilities like source water, potable water, soft water, WFI, pure steam condensate
and compressed air.

d) Rabies Diagnostic Tests and
e) in-vivo tests to ensure safety and efficacy of the products.

Inthe current reporting year preparation of SOPs, Rationale documents for EMP and water
sampling, study protocols for different studies recommend by GMP guidelines and Validation
protocols have been taken under preparation.

Details of tests carried out by Rabies Diagnostic Centre :

During this period, we tested 27 R&D samples for in-vitro Virus Titration using Cell Culture
method. 108 Serum Samples were tested and reported for Rabies Neutralizing Antibodies
through RFFIT. The details are tabulated as follows :

S. No. Type of Samples Number of Samples
Tested and Reported
1. Out Patient's Serum 12
2. Pl Staff Serum 26
3. Pet Animal Serum 30
4. Validation Samples 40
TOTAL 108

( D. EXPERIMENTAL ANIMAL HOUSE )

PlICis having dedicated facility of Experimental Animal Block having functional area of 171.2
sg.m. with modular panel walls and HVAC system to facilitate clean room environment which
encompass the compliance with Schedule M and World Health Organization (WHO) norms. This
block has dedicated rooms for holding different species of animals. PIIC is using Anesthesia
Chamber to anesthetize the animals prior to carrying out intra cerebral inoculation method.

PIIC installed Euthanasia Chamber for human method of sacrificing the animals after
completion of tests.

The following samples were received and tested and the results were reported during the
reporting year to the concerned departmentsintime.

NIH potency testing - 05 samples
Virus Titration on TCARV - 13 samples
A Virulence Test (AVT) - 02 samples
Virulence Test - 02 samples
Abnormal Toxicity on Old Gel & New Gel - 02 samples
Diphtheria Potency - 02 samples
Tetanus Potency - 02 samples
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Total 18 environmental isolates found in Grade B and C during validation/Routine
monitoring was identified to the species level and Picture library was maintained.

Smoke studies in clean rooms (Grade B) of new cGMP facility was carried out for 2 times by
cleanroom fogger.

( F ANIMAL BREEDING )

Pll, Coonoor has CPCSEA approval for breeding, experimental and supply of animals

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

12" Institutional Animal Ethics Committee meeting held on 04.04.2019. 13" Institutional
Animal Ethics Committee meeting held on 16.10.2019.

( G. ENGINEERING )

Inthe new GMP area, a dedicated utility system is functioning to enable smooth functioning
of allequipments and machineries on 24 x 7 basis.

Manufacturing and laboratory areas in the site are provided with appropriate Heat
Ventilation and Air Conditioning (HVAC) system. The HVAC system consists of appropriate
features to maintain the desired environmental conditions such as temperature, humidity etc, as
applicable around the facility during all seasons.

i) Building Automation System & Control Philosophy:

For automation and control, a state of the art building automation system is designed for
AHU's catering to clean rooms.

In the building automation system, the temperature sensors/transmitters, RH sensors,
velocity sensors, pressure sensors/transmitters are provided to control temperature, humidity
and pressure differentials. BMS are programmed for normal, fumigation and emergency mode
operation. DDC's are validatable type and conforming to 21 CFR part11.

(ii) Water System

a. Source Water:

Source Water for this Institute is well and municipal water. The capacity of the collection
tanks are 200 m’ and 150 m’ capacities respectively. The capcity of the Main water tank is of 45
KL. 200 m’ of water is distributed to fire hydrant system and 150 m’is used for storing well water
andtherejected pre-treatment water is used for gardening.

The source water is passed through dual Media filter, Micron cartridge filter and Reverse
osmosis treatment system to meet the source water specification for pre-treatment.

b. Feed water for purified water:

Feed water for purified water is generated from the source water through several stages of
pre-treatment and finally through RO (Reverse Osmosis) system.

The pre treatment plant is designed to reduce the level of suspended solids, microbial
load, dissolvedimpurities, colloids and organicsolidsin the source water.

PASTEUR INSTITUTE OF INDIA, Coonoor €} ANNUAL REPORT-2019-2020




Ra=t a1 (3mRan) Rivear/disaey, seere Rivea:

Ra<d IR UoTTell &1 g Ul H Sied [SRiTess Aiforeq (SISITd) VR ®I 3R HH B &
forg &g fobar w1 2 | a1l Scured e A &1 g diferedr ¥ ffde srgaRr 94qitd garsal |

gafserd £ |
eI T
TS hIgATAS sATh 100feT
feefiRar ok uSRa <ife 200fet
e =i 200fct
BT 200fet

(31) 9= TFaT ORI eiERYT Td 3R faazer womett :

YISty SIFINEM Wiic ¥ Y& U1 SURICH CI8U ofdd WeR gRT [ufed iR I favan smar

2 | 3 Hol oo & AT ¥ SUANT {6 SiaTel uiges & faa=or far S € |

eI &I
TS hIATASI SATh 500fet / Ufer ®er
fSeNRar ok uSRa it 3500fcT / gfel EeT
s «ild 2000fet / UfeT &er
BT 300011 /Uy ger
(31) gE AU Fere(THsH) wiie:

Reverse Osmosis (RO) System / PW Generation System :

The Reverse Osmosis system is designed to further reduce the Total Dissolved Solids (TDS)
level in the purified water. Individual production blocks are equipped with dedicated units as

specifiedin the table given below.

Location Capacity
Microbiology block 100L
Diphtheria and Pertussis block 200L
Tetanus block 200L
Formulation 200L

a. Purified Storate and Distribution System :

The purified water from PW generation plant is stored and the distribution is controlled
by capacitance type level sensor. It is distributed to the user points through mother loops.

Location Capacity
Microbiology block 500L/hr
Diphtheria and Pertussis block 3500L/hr
Tetanus block 2000 L/ hr
Formulation 3000 L/ hr

b. Pure Steam Generator (PSG) Plant :

TUESH BT ol HATA Udell fhed arsiiehRoT gIRT A & 3R 39H U AR TYF B Taador
o €, STet fhed arsfianxor §IRT T SiaReT faar ST & St Uil &) 8% §8 & fory Soa JRemft
YT B BT AT Sl © | DSTIIRS HRATs gRT WIBR /0T &G db UIRIo-d s &
TSI &9 3T STTaT 2 | I~ G 919 Bl Jdl U & Add | SUANTHAT d [9dRa fdhar Sir 2
IR IR—E-1d 11, 2Nfe T 37R TTaedahd] & STTAR GETU 3727 SI [orail YRIeTol & fefi faa
AT E |

Basic operation of the PSG is distillation by thin film evaporation and consists of shell and
tube heat exchanger where heat transfer is done by falling film evaporation which gives assurance
for achieving high temp for every drop of water. Separation of pyrogenic load is reduced to an
acceptable / negligible limit by centrifugal action. The generated pure steam is distributed to user
points through mother loop and subjected to quality tests like non-condensable gases, degree of
super heat and dryness fraction as per requirement.

EJIE] eHar
TS hIgATAG] sATh 100 f& /9fa =er
feefiRar ok uSRHa <ifd 500 f /ufdr =T
<N ild 500 T /9fcr =T
T 500 fd» /9fa ger
(3) ATSUBATE wie

Location Capacity
Microbiology block 100 kg / hr
Diphtheria and Pertussis block 500 kg / hr
Tetanus block 500 kg / hr
Formulation 500 kg / hr

c. WFIPlant

Ig WY a5 (THRAISIAT ) & foly gg uril &1 =12y & | TAdeIdl 9 et arsuharrg &l
TR qISUHIATE HSRY ¢b H FUBIA [T SIAT € | I8 <b U (IR U (ol <U) & aredgd |
STARTRAT I ddh dTsUHaTs bl adl & O TATAE! 80° C TR 11U X1 ST € | e STe &ildh
BT AT YO B 3R ST eaT < <1 T arferasr ® URgd @l T8 8 | S dISUHaNS (WFI) Bl
THIYT (SOPs) # (e & AR Fafid wu § gd®! ifesd Iorex & forg wifiex fdaar Siar e |

Purified Water is the feed water for multi column distillation point (MCDP). WFI from
MCDP is stored in main WFI storage tank. This tank feeds WFI to the user point through a
distribution loop (mother loop) which is maintained at a temperature NLT 80°C. Each production
block has its own system and their capacity is presented in the table given below. The generated
WFlis monitored for its desired quality routinely as specified in the SOPs.

QI T
feefiRar sk uSRHa <ifd 3000feT / gfar ©er
eI Alh 2000fe1 /U &er
BT 2500fet /Ufal ger
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Location Capacity
Diphtheria and Pertussis block 3000L/ hr
Tetanus block 2000 L/ hr
Formulation 2500 L/ hr
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((PUBLIC ADDRESSABLE SYSTEM)

Public Address system is an efficient tool in broadcasting pre defined messages or live
announcements throughout the premises or specific location of the building. Public Address
system further simplifies the evacuation operation in delivering evacuation messages / spot
announcements that provides a clear view of the problem with necessary action to be taken
following fire / emergency situation. This system is the most reliable way to evacuate people from
the premises without panic.

PA system and call station with amplifier installed in Animal Breeding, Animal Experiment,
Microbiology, Diphtheria, Pertussis, Formulation, Tetanus and Warehouse Department.

((TALK BACK SYSTEM WITH MIXER AMPLIFIERj

Talk back system is the form of transmission which both station (call station and receiver
station) transmit information.

A set of talk back console and mixer amplifier is installed in Animal Breeding, Animal
Experiment, Microbiology, Diphtheria, Pertussis, Formulation, Tetanus and Warehouse
Departments.

( FIRE ALARM SYSTEM ]

1. Alarm initiate device

This system is equipped with Multi sensor detector senses the smoke, heat and
communicates tothe fire alarm paneland modular. The modular activates the hooter for alarm.

In case of emergency or fire whenever the employee pull the manual call point the hooter
will activate through modular and communicates to the fire alarm panel.

As a part of this system, external fire hydrant, internal fire hydrant, fire portable
extinguisher and sprinkler systems are installed at various places to protect building, premises
and personnel.

((H. RABIES TREATMENT CENTRE & DISPENSARY))

Rabies treatment centre is established in the year 1907 for the treatment of dog bite cases
anditis continuously functioning for the last 113 years more effectively and efficiently. During the
day time the dispensary is also providing basic health care to the employees of Pasteur Institute of
India 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 in the feasible cases.

((l. DISPENSARY PERFORMANCE STATISTICS j

a. DETAILS OF STAFF STRENGTH
Staff and family : 2702
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b. PATIENT TREATED WITH TCARV

SI. No Details Nilgiris Other than Nilgiris Total cases
1. Class — 1 18 9 27
2. Class -1l 166 74 240
3. Class = Il 439 519 958
4, A.R.S. given cases 95 256 351
5. Adult Male 332 358 690
6. Adult Female 209 147 356
7. Child Male 82 49 131
8. Child Female 80 48 128
9. Advice cases 228 77 305
10. Pre-Exposure 56 - 56
11. Re-Exposure 14 9 23
12. Post-Exposure 381 516 897
13. Annual Booster 24 - 24
14. Hydrophobia - 1 1
15. RFFIT Test 12 30 42

Role of Institute in RABIES FREE NILGIRIS movement

With the prevailing situation of no human Rabies reported from Nilgiris District for the past
11 years Pll, Coonoor has initiated steps to declare the Nilgiris district Rabies free with a
collaboration of Directorate of Public Health, Govt. of Tamilnadu.

The data of Pasteur Institute of India Antirabies clinic shows that no case of Rabies
reported from Nilgiris District since 2003-04 and the same situation prevails in the other health
facilities in the District. No case of animal rabies was reported for the past 16 years as per the
Department of Animal Husbandry, Nilgiris District.

((J. PHARMACOVIGILANCE (POST MARKETING Surveillance))j

This Institute has planned to establish a separate 'Pharmacovigilance' department for the
detection, assessment, understanding and prevention of adverse effects or any other drug related
problems during post marketing. This department will be headed by a Senior Medical Officer /
Medical officer, supported with a pharmacist and other biological sciences background staffs. It is
planned to involve District health Authorities in this team for the effective monitoring of this
activity. This department will functional fully once the adequate regular staffs are appointed.

( K. QUALITY ASSURANCE )

The Quality Assurance Department is provided with separate areas viz.,

1. Quality Assurance Office |, 2. Quality Assurance Office Il, 3. Documentation Area |,

4.DocumentationAreall, 5.Seed Storage Area, 6. Training Area and
7.Conference Halls.
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The following activities are being carried out in Quality Assurance Section as a continuous
and continual process.

4 Preparation, Review, approval and control of complete GMP documentation of

thesite.

Monitoring and improving the Quality system of the organisation

Preparation, Coordination, Review and Approval of Qualifications / Validations.

Review of process controls and Batch Release.

Incidence reporting, Deviation reporting, Failure investigation CAPA, Change Control,

Vendor Qualification, Quality Risk Management and product Quality review.

Coordination / Facilitation of training activities.

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

Vaccines) andissue to the production laboratories based on the requirement.

Documentation control.

Environmental monitoring (Viable & Non-Viable particle count) at critical area

undertaken (as and when requested).

4 Organisation of Calibration of critical equipments available in different sections.

4 Actively participated in key meetings such as URS finalization, DQ Review & Discussion,
pre bid, Kick off, FAT & SAT Protocol review, etc for various equipment packages.

4 Attending FAT & SAT program at vendors location / PIl, Coonoor for various equipment
packages.

4 Participation in Local Monitoring Committee as and when scheduled.

Form CT-10 & CT-11

Application in Form CT-10 for grant of permission to Manufacture New Drug or
Investigational New Drug for Clinical Trial or Bioavailability or Bioequivalence Study or For
Examination, Test and Analysis was submitted to Central Licensing Authorities (CLA) on
13.08.20109.

A Joint Inspection of new cGMP facilities was conducted by CLA, SLA and NRA authorities
on 14.10.2019 to 15.10.2019 to verify the GMP compliance. Subsequent to the same permission
in CT-11 was issued by the CLA vide No. Permission/ CT-11/5Z/2019/084 (Biologicals) dated
01.11.2019 to Manufacture batches for test and analysis (Pre clinical toxicological studies).

R

R

++

Test License in form - 29

Application along with Permission in CT-11 obtained from the CLA was submitted to the
SLA for issue of test license in form 29. The SLA after scrutiny of documents and payment of
requisite fees issued test license in form 29 valid from 08.01.2020 to 07.01.2023 for the purpose
of examination, test or analysis vide No. TNO0005640 dated 08.01.2020.

( RESEARCH & DEVELOPMENT LABORATORY )

Research and Developmentisthe source of the discoveries that will shape the future of our
organization by providing continuous improvement for existing products and executing against
new product.
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R & D Laboratory is equipped with the following equipments and Instruments.

4 Conventional PCR, Gradient PCR and Real time PCR.

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

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

Cellimager system and 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 chamber to handle sterile work and pathogen
handling.

Lab scale Lyophilizer.

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

4 -20°C and -80°C Deep freezers for storage of temperature sensitive materials.

4 Geldocumentation system equipped with UV and white light facility (DNA and Protein).
4 ELISA washer and Reader for the development of in-house ELISA methods.

++4 4

++

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

% Microcarrier culture based Rabies Vaccine preparation in bioreactor system was carried
outinexperimentalscale.

% Standardization of real time Reverse transcriptase PCR for Rabies virus detection and
quantification of Rabies virus.

% Trial formulation of DPT vaccine in co-ordination with Formulation Department carried
outin R&D scale.

% In-house serological assay for rabies viral protein samples.

% Roller bottle culturing of Vero cells as inoculum prepartion to get higher yield in
Bioreator.

i. Rabies Virus detection and Quantification.

Real time PCR is a modern molecular technique used for the detection and quantification
of viral particle in the specimens. An in-house method was developed in R & D Laboratory to
guantify the rabies virus PV-11 strain in the different viral harvests. This technique is compared
with the standard viral titration methods like Mouse Inoculation Test (MIT) and Fluorescent
Antibody Test (FAT). The primers targeting 98 base pairs from 446 to 543 in the cDNA of the rabies
virus nucleoprotein gene (N gene) were designed and synthesized for Real time PCR assay since
the N gene is highly conserved region in the rabies viral genome. Viral particle in each harvests
were quantified in comparison with internal reference standard included in every assay based on
the CT value. The results of MIT, FAT and Real time PCR methods were comparable with each
other. This real time PCR based quantification of Rabies virus has the advantage of greater
accuracy, rapid, economical when compared to the other tests and moreover no animal model is
required.

ii. Vero Cellular DNA Quantification :

The residual Vero cell DNA in the final Vero cell derived vaccine should not be greater than
10 nanograms per single human dose. With reference to Indian pharmacopeia and British
Pharmacopeia the real time PCR is an appropriate alternative method than the radioisotope

PASTEUR INSTITUTE OF INDIA, Coonoor 25 | ANNUAL REPORT-2019-2020




IR&ST TARTLIEAT H AIAHS IR SIYAY fdhe &1 ITIRT I 6 g Al & 4127 0.03 YIS | 3000
YISl T ATl feham 7T o7 |

9 HI ¥ 4309 J&Id Ud 12935 fSTeq T, 7 JARTEII UGBV, 10 ARARI Ul vd fava
TR IS UHIRI (3MMafereh iR AT Haawdn) &l Y&idl Hind 98 H&dh JRIb] B FRIbe ©
| S-St ATl BT STRAHTH ITANT HRA & oI $0 GRABIerd H ST BRI 2 | GRABT T
BTAT B TRITSTAT FHATOT 0 fR YRR THTOT 03 S -1 & forg RmTeR 7 |

Ruiféar srafer @& @Rk geaemiersr # sl a1 geael @l Ja:
AR HHEIBITUAT —2018

AR HHGIET —2018 (TR 2019)

fafeer wHfeIfar 2019

IRMART BEDITAT 2019

3 T BHEIBITUAT 2019

RS Hgerel off fecfinfea dfadiRarermsii(o ai |wheo)
RSt Ageral offs RicHfes dfadiRarersh

IR (7 4 GHRv), el Uerefdn

. SREAICISI (8 T HEhROT), Rl

10. IfSTRY IRRIASH (5 a1 FHIT), R

11. IfrSE 3T BHRICHA UTaTa™ (IRART HIBRVI), ST STt [l

12. IR SRGATArS (10 df HEBRON), A fears

13. USaT=<s QHfted TR <aTaroll, O JRTea ]

14. 341 IgS T e AP Ufded, S 3ievelb

15.29€ g A A gdfid g1 feeliadl Rved, g v gadil

16. TIUIVT HE ¢ AR : U Ylfdcdhd 208 g BR AMCHAA, WLIaRN Hiffer

17. TadIvardl e BR fFaidhed BHgehe TR @ U JoR Tgs, 8AT A9
TS =t airedler ufareersi @t -

© o N A WN e

1. RIS 2. g ARfex

3. dfead 4. S 3T FRIATCS
5. eI A S qATCITASI 6. T gfead Ufdeerr
7. <1 3ME UH U™ 8. T BMl XY
dlerfores arfafafére:

AR GRIBTerd TRl & srerrar, fafi=T eiersll sk fawafdererar 9 e amr sl
DI IS AT A BT TG B AR ST IATGH AR STHTHROT UHATSIT AMME & IR H SIRTwa
U7 R & o1y 37e 2019 I AIE 2020 T AT &1 AT FSR7 86 Bietall ¥ 8966 BTHI AR 3 fawimer
T AR BT ST fHAT & 3R S 31afy H Th BT 7 Uh T8 B 14 & oI 39 Wiic SfF T § 97
o 2 3iR U& B1F 7 31 A8 &1 31afd & folq ST HRIsHH 9T for 2 |

@I BT SIfEIPBIT Sifelfereiar, 2005

RUIfET rafey & SR, a1 BT AfTBR AT, 2005 & TE, 13 3MIET U g AR FAI T
fIaeRT fohar s

arfies RS -2019-20 26 )

hybridization method. The quantitative real time PCR technique was standardized in our R & D
Laboratory using Quantitative Vero DNA kit with the 6 point standards ranging from 0.03 pg to
3000 pg.

The Institute has a well stocked library with 4309 books and 12935 bound volumes,
7 International journals, 10 Indian Journals and WHO publication (Periodicals and Selected Series
subscription). The library is having internet connection to utilize the E-Journal services to the
maximum. Library department is responsible for issuing project certificates and attendance
certificates to the students.

List of Books added to library during the reporting period:

[EY

Indian Pharmacopoeia -2018
Indian Pharmacopoeia -2018 (Addendum 2019)
British Pharmacopoeia 2019
European Pharmacopoeia 2019
U S Pharmacopoeia 2019
Bergy's Manual of Determinative Bacteriology (9" Edition)
Bergy's Manual of Systematic Bacteriology
Vaccines (7" Edition), Stanley A. Plotkin
Immunology (8" Edition), Kuby
. Veterinary Virology (5" Edition), Fenner
. Validation of Pharmaceutical Practices (3" Edition), James Agalloco
. Veterinary Immunology (10" Edition), lan Tizard
. Advanced Aseptic Processingn Technology, James Agalloco
. EC Guide to Good Manufacturing Practice, Gert Auterhoff
. Handbook of Non Invasive Drug Delivery systems, Vittal S. Kulkarni
. HPLC Made to Measure: A Practical Hand for Optimization, Stavros Kromidas
17. HPLC Method for Clinical Pharmaceutical Analysis: A User's Guide, Hermann Mascher

©ooNOUREWN
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List of Indian Journals Purchased:

1. Biologicals 2. New Scientist

3. Vaccines 4. Journal of Immunology
5. Indian Journal of Biotechnology 6. The Indian Practitioner
7. CIMS 8. The Pharma Review

Academic Activities:

In addition to the usual library activities the industrial visit from different colleges and
universities were permitted to the students to enrich their scientific knowledge and to create
awareness in vaccine production and immunization procedures etc. From April 2019 to March
2020, 8966 students from 86 colleges and 3 schools have visited the Institute, and one student has
undergone In-Plant Training for a period of one week and one student has undergone two months
Internship Programme during the above period.

Right to Information Act, 2005

During the reporting period, under Right to Information Act, 2005, 13 applications were
received and disposed off in stipulated time.
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DETAILS OF THE PROMOTION GIVEN DURING THE PERIOD FROM APRIL 2019 TO MARCH 2020

Eak| HHART BT A (3N) BESID] UqIId Ug 'dw'é @
1. | oft. <fa el TIRBT WIh | TIRTIIT HAeId 12.04.2019
2. | 91 porEr HeCl CIRGIT W% | JIRTLIE HeRIdh 12.04.2019
3. |IR. g Al SINDT W% | YANTRIE e8RS 12.04.2019
4. | ®. fadgq Aed! TIRBT WIh | JARTITAT FerIdh 12.04.2019
5. | &Y. TexroH Aee! TIRBT WP | YA FERIH 12.04.2019
6. | R, shiffar= o] TIRGT Wb | TARTIIT F8rdd 12.04.2019
7. | UH. ANRISHE Aed! TIRBT WP | YA HERIH 12.04.2019

3T 2019 A A 2020 a6 Bt 3@y A afar # JAafega /
dr.3m.ea. [u / Fae weamAl & fgaror :

NSé- Name o(fstrl;lg)Official Designation Promoted to Pgantmitci,;n
1. | G.Ravi Multi Tasking Staff | Laboratory Assistant | 12.04.2019
2. | P. Krishnasamy Multi Tasking Staff | Laboratory Assistant | 12.04.2019
3. | R. Durai Multi Tasking Staff | Laboratory Assistant | 12.04.2019
4. | K. Ravichandran Multi Tasking Staff | Laboratory Assistant | 12.04.2019
5. | T. Natarajan Multi Tasking Staff | Laboratory Assistant | 12.04.2019
6. | R. Sreenivasan Multi Tasking Staff | Laboratory Assistant | 12.04.2019
7. | M. Thiyagarajan Multi Tasking Staff | Laboratory Assistant | 12.04.2019

DETAILS OF THE STAFF SUPERANNUATED/OPTED for V.R.S./DECEASED
DURING THE PERIOD FROM APRIL 2019 TO MARCH 2020

S SIfEsl egeded, s W T,
NS ITHY SABRI 31.04.2019 THI! Gl 31.05.2019
L5,

. 5it.2fa

). . efddogel,
TR THAIRTRT  29.02.2020
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o2l TIRBT T 31.07.2019

IR qhID] TS 30.06.2019

1. 3T1E. ThoTdhelal, . ®.AEE,
7q9 frfi, 31.03.2020 AL CIRGT TWH 31.03.2020
1 Ot goerera,
TARTRTAT ETid (26.03.2020 BT Had)

|
). 3ATS. A fcsaTa,
7qg foifie  31.07.2019

1. e AR S,

TARTSIT \eRd 31.10.2019

:

(28.11.2019 @I dYR.TH)

Smt. Savithri Sundaran
Senior Res. Officer-31.04.2019

Shri. G. Ravi
Laboratory Assistant - 31.07.2019

i S i

Shri K. Ravichandran
Laboratory Technician - 29.02.2020
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Shri. B. lyer
Technical Assistant-31.05.2019
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Shri. M. Thirumoorthy
Multi Tasking Staff - 31.07.2019

Shri R. Kanagaraj
Head Clerk - 31.03.2020

Shri. M. Bellan
Senior Tech. Asstt. - 30.06.2019

EAShY
Smt. B. Rangalakshmi
Laboratory Technician - 30.09.2019

Shri K. Manohar
Multi Tasking Staff - 31.03.2020

7

Shri. P. Krishnasamy,
Laboratory Assistant - Deceased on 26.03.2020

Shri. R. Dharmalingam
Head Clerk - 31.07.2019

Shri. R. Manisekaran
Laboratory Assistant - 31.10.2019

Shri A. Singaravelu
Multi Tasking Staff
V.R.S. on-28.11.2019
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I:(OTHER ACTIVITIES DURING THE PERIODj

WORLD RABIES DAY:

As done in the previous years, in commemoration of the Death Anniversary of Louis
Pasteur, this year also the World Rabies Day was observed by this Institue. In the morning at PlII,
Coonoor, Louis Pasteur statue garlanded by the Director, PIl, Coonoor and 2 minutes silence was
observed by all the Officers and Staff of PIl, Coonoor.

Prior to this, this Institute has organized an inter school quiz competition on 'Development
in Vaccinology' on 03.09.2019 at 10.00 a.m. at Riverside Public School Auditorium, Kotagiri. About
60 schools in Nilgiris District, both private and government schools, were invited to participate in
the quiz competition Among which 16 teams from 16 schools have participated. The quiz
competition was inaugurated by Mr. Francis Xavier P.K., Principal, Riverside Public School,
Kotagiri.

Out of 16 Teams by Screening Test, 6 Teams with 2 students each had been selected for the
final quiz competition. The main aim of the quiz competition was to create awareness on vaccine
preventable diseases among school children and to the general public through them.

| - Prize was awarded to Ms. Shiva Netra and Master Kiruthik Vigneswaran of
St.Jude's Public School and Junior College, Kotagiri.

Il - Prize was awarded to Master V. Hariharasudhan and Master Shahu Maharaj
of St. Josephs Boy's Hr. Sec. School, Coonoor.

Il - Prize was awarded to Master Shahiland Master Abishek. S
of Kendirya Vidyalaya, Wellington.

Open questions were also asked to the audience and those who answered correctly were
awarded. ShriR. Mohan, Research Officer of the Institute conducted the Quiz programme.

Followed by quiz competition, this Institute has also conducted Essay Writing Competition
on “Recent advances in Vaccinology (or) Eradication of Rabies by 2030” among the school
students of Nilgiris District on 04.09.2019. 56 candidates have participated from 28 schools
among which Shri Joshua Ajith, IX Std of Kotagiri Public School, Kotagiri won | prize, Mr.
Krishnapiritha Krishnamurthi, X Std of St. Jude's Public School and Junior College, Kotagiri won I
prize, Ms. J. Sakhti Priya, X std, of Crescent Castle Public School, Ooty won Ill Prize.

This Institute has also conducted Drawing Competition among the school students of
Nilgiris District on “Conservation on Environment” on 05.09.2019 at Pasteur Institute of India,
Coonoor. 48 candidates have participated from 24 schools among which Shri A. Karthik Raja, VIII
Std of Holy Innocents School and Junior College, Wellington won | Prize, Master Kishan Patel, VIII
Std of J.S.S. International School, Ooty won Il prize and Shri C. Immanuvel Xavier, VIl Std of
Government High School, Yellanalliwon Il Prize.

The valedictory function and prize distribution was held on the World Rabies Day, 28" Sep.
2019, at Pasteur Institute of India, Coonoor. The Chief Guest Smt. Shanty Gunasekaran, Deputy
Drugs Controller (South Zone), Chennai and the Guest of Honour Dr. B. Sekar, Director, BCG
Vaccine Laboratory, Chennai, Dr. M. Sivasamy, Principal Scientist & Head, Indian Agricultural
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Research Institute, Wellington, Dr. P. Nallathambi, Principal Scientist (Plant Pathology), Indian
Agricultural Research Institute, Wellington and Dr. B. Mohan, Scientist D, Satellite Silkworm
Breeding Station, Central Silk Board, Coonoor, Mr. Francis Xavier P.K., Principal, Riverside Public
School, Kotagiri and Dr. llona, Director of International Veterinary Training, Worldwide Veterinary
Service were invited and felicitated.

The prizes were sponsored by State Bank of India, Coonoor and the Stationeries and food
were sponsored by Bank of Baroda, Coonoor.

Followed by, as done in previous years, a rally was organized to promote awareness on the
prevention of rabies. The rally started from PIl, Coonoor and reached Coonoor bus stand. Officers
and staff of the Institute and College students have participated in the rally. Placards carrying
messages on the prevention of rabies among humans and animals were displayed. Hand bills with
messages on prevention of rabies were also distributed in the rally. Earlier in the day, hand bills in
English and Tamil were distributed along with the newspapersin the district.

On the whole the three competitions held in commemoration of World Rabies Day
enriched the students with sound educational information on the importance of the vaccine and
the disease that can be prevented by vaccination.

NATIONAL SCIENCE DAY EXHIBITION AT RADIO ASTRONOMY CENTRE, OOTY

Pasteur Institute of India, Coonoor participated in the capacity as a Central/State
Government Exhibitor for National Science Day 2019, on the commemoration of Sir C.V Raman
held at Radio Astronomy Centre, Muthorai Palada, Ooty on 28.02.2019.

In this year, the exhibition or stall was allocated for discussion in the areas like UIP,
Microbiology, Rabies, Antiques of Light sources and Tissue Culture Rabies Vaccine production and
along with the 25 seating capacity for Rabies awareness and treatment in Audiovisual hall.

In the UIP theme, a small presentation was made about the history of Pasteur institute
India, Milestones and role of Pasteur Institute in Universal Immunization programme, present and
future activities of Pll, Coonoor.

In the Microbiology theme, presentation was made on infectious diseases caused by the
different microorganisms and the vaccine prescribed by the Indian Peadeatric association. The
morphological structure details of Corneybacterium diphtheria, Bortadella pertussis, Clostridium
tetani, Heamophilis influenza and Hepatitis B were displayed which are the components of Liquid
Pentavalent vaccine. The production flow chart of Diphtheria toxoid, Tetanus toxoid and Pertussis
vaccine were also displayed.

In the rabies theme, milestones of Pasteur Institute of India, Coonoor in the rabies vaccine
production, rabies virus, mode of transmission of rabies and displays showing the symptoms like
hydrophobia, photophobia aerophobia spasm and rabies in animals like drooling of saliva were
displayed.

In the audio visual session, the details about the rabies, awareness i.e how the rabies virus
was transmitted from dog saliva to human brain and the symptoms of rabies, first aid for dog bite,
wound washing with water, soap and dettol and the passive immunization etc., were explained.
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The Chief guest Shri S. Ragu, Superidenting Engineer, Kundha Power Generation, TNEB.,
along with Dr. Jayantha Roy, Astronomer, Scientist, National Centre for Radio Astrophysics, GMRT.,
Pune and Shri Packiaraj, Administrative Officer, RAC., Ooty visited and appreciated the rabies
awareness program especially Audio visual and the oral explanation to the School students and
public.

( concLusION )

In this reporting year, the entire functional units of this Institute have beenin full swing as a
team in the finalization of process and testing SOPs, Validation documents, Rationale documents
and Quality Risk Assessment Documents for different functions and equipments. For the
successful Performance qualification of critical systems, utilities, facilities and manufacturing trial
runs, as a pre qualification activities, trial runs of each process equipment, critical systems,
training of microbiological analytical methods have been undertaken.

The Rabies Diagnostic lab and Anti Rabies Clinic continued to render public health services.
This year also this Institute observed “World Rabies Day” by organizing events to create
awareness on prevention of Rabies among school children and general public. Similar like
previous years, in the reporting year also this Institute permitted students as a part of their
Industrial Visit, In-Plant training and Course Project to enrich their knowledge in vaccine
production.

This reporting period was one of the challenging years for the PIIC team to obtain Form 29
for the manufacturing of Experimental batches and for the continuous improvement of the
Quality Management System.

In this year this Institute has progressed well in compliance front and highly productive in
prequalification activities.
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Office Superintendent
1. ShriR. Ram

Foreman

Vacant

Sr. Technical Assistant

1. Smt. Victoria Jayaraj
2. Shri B.H. Bellie
3. ShriN. Kesu

Head Clerk

Shri T.K. Balakrishnan
Shri S. Ravi

Shri R. Kanagaraj
Shri D. Anurag
Shri P. Mani

NooRwN R

Pharmacist

1. Shri P. Venkatachalam

Research Assistant

1. Shri V. Raja Karthikeyan

Technical Assistant

Shri A. Jaffarulla
Shri K. Devaraj

Shri P. Paramasivam
Shri S. Mani

Shri A. Paulraj

Mrs R. Manjula

NOo oMW NdPRE

Maintenance Supervisor
1. Shri A. Rajappa

Mrs Bareedha Jaffarulla
Mrs Shanthi Subramani

Shri R. Sathiyamoorthy

Laboratory Technician
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Shri R. Gopalakrishnan
Shri A. Victor

Mrs Uma Subramani
Mrs Melan Basavaraj
Shri K. Shankaran

Shri N. Chandran

Shri R. Raja

Shri P. Vasu

Shri B. Lakshmanan

10. Shri S. Peter
11. Shri V. Muthu
12. Shri K. Ravichandran (Sr)

Maintenance Technician

1.
2.
3.
4.

Shri M.E. Sridhar

Shri C. Alexander Joseph
Shri R. Ravi

Shri R. Saravanan

Staff Car Driver

1. ShriR. Yesudoss

Upper Division Clerk
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Shri N. Kuppusamy
Shri S. Chandran
Shri C. Doraiswamy
Shri R. Dhurairajan
Shri B. Karthick
Shri Y.D. Praveen

Laboratory Assistant
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List of students registered (full-time) for Ph.D. Programme
under Bharathiar University, Coimbatore

Name of the Candidate

Title of the Ph.D. thesis

Supervisor / Guide

1. Ms. S. Preethi

Construction of Recombinant
Diphtheria toxin

Dr. B. Sekar

Staff (Part-time) registered for Ph.D. programme
under Bharathiar University, Coimbatore

Name of the Candidate

Title of the Ph.D. thesis

Supervisor / Guide

1.| ShriT. Sekar

Preparation of Tissue Culture
Antirabies Vaccine using
microcarrier culture in
bioreactor preparation

Dr. A. Premkumar

2.| Shri G. Chandramohan

Development of chicken
egg yolk antibodies (IgY)
against Rabies

Dr. A. Premkumar

3.| ShriV. Raja Karthikeyan

Standardization of alternate
veg media for increased
production of tetanus toxin

Dr. N. Sivananda

4.| Shri B. Karthick

Construction of Recombinant
Pertussis toxin by chimeric
fusion of Bordetella pertussis
antigens

Dr. B. Sekar

5.1 Shri R. Mohan

Development and Standardi-
zation of highly purified
Diphtheria Toxoid using Casein
based semi synthetic media

Dr. N. Sivananda

6. | Shri B. Annamalai

Development of chicken egg
yolk antibodies (IgY) against
Rota virus

Dr. B. Sekar

The team involved in the preparation of Annual/Scientific Report :

(a) Dr. S. Sivakumar, Director
(b) Shri R. Mohan, Research Officer and
(c) Shri B. Karthick, Upper Division Clerk

Photographs:

Shri B. Karthick, Upper Division Clerk
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163, AWTBR IS, PIFGTIR—641 001

HIF 9-2396697 / 2396135 / 2390543 / 4208697

AT — 2470547 AT — 94433 65480 & 97519 96697
E-mail : lvsauditor@yahoo.co.in / auditorslvs@gmail.com

(Gremrteret @ Ruié )
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L. VENKATASUBBU & Co.

Chartered Accountants

163, Oppanakara Street, Coimbatore - 641 001.

Ph. : Off. : 2396697 / 2396135 / 2390543 / 4208697
Resi : 2470547 Mobile : 94433 65480 & 97519 96697
E-mail : lvsauditor@yahoo.co.in / auditorslvs@gmail.com

((Aumron's REPORT))

We have audited the attached Balance Sheet of M/s. PASTEUR INSTITUTE OF INDIA as at
31" March 2020 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 on these
financial 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 a reasonable basis for our opinion.

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

ii. 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
Policiesand notes thereon,

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 2020.
(b) In the case of the Income and Expenditure account, EXCESS OF INCOME OVER
EXPENDITURE of the Institute for the year ended on that date, and

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

For L. VENKATASUBBU & Co.
Chartered Accountants
FRN 004627S

sd/-
Place: Coimbatore S. BALASUBRAMANIAN
Date: 03-10-2020 Partner M No.018599

PASTEUR INSTITUTE OF INDIA, Coonoor 44 | ANNUAL REPORT-2019-2020



HR dpdR d¥dle] dooly
SHowaTe 12-U
[fFrm 238(1) <]

(af 2019-20 & f¥w 3w=or yamor Uy )

amadf / X smadf & Gdy A
AR /941 / gagdl /gt aRaufeaal &1 fefor sife &1 agem™

1. AT BT M L — o1 — (SIET g RIS TARTRITeT BT g: Faci)

2. FATI;AET / IR MM ST & : 31) AT —SHIATSU—ATY, SHASU—THUT UG SHAGY — Il
3m) AR et — Yoft et &1 fmfor

3. facd ad @1 g H rgars o Reafa

i) grer /% H U . 3. 19,44,63,362.00
i) AT 3| LB 0.00

iii) @t %. 19,44,63,362.00
4, YT 3TgaT, fd T < U 3ifeH ey T fdaRor cafer o

T IRBR
aammg g | P AT o ¥ T Sueel | fhd W aifm
STty S % fog I 313 oy @ oy

iy SINED]

gl
1 2 3 4 5 6 7

A el 4 N B4 -
Q) @ o)
0 [V-11011/04/2019/V.I./1| 25-07-2019 11,00,00,000 | Hr=y
V-11011/04/2019/V.1./2| 25-07-2019| 3,00,00,000 | qc=
V-11011/04/2019/V.1./3| 24-10-2019 10,00,000 | TsHUdY
V-11011/04/2019/V.I./1| 24-10-2019| 10,00,00,000 | \THT
V-11011/04/2019/V.1./2| 24-10-2019| 3,00,00,000 | da

V-11011/04/2019/V.L/ |  Mar20 | 5,00,00,000 [ toft

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

(( UTILIZATION CERTIFICATE FOR THE YEAR 2019-20 j)

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

1.Name ofthe Scheme

2. Whether recurring or non-recurring grants

PlanScheme
(Revival of DTP group of vaccines production laboratories)

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.19,44,63,362.00

19,44,63,362| 68,26,630| 0 32,10,00,000 52,22,89,992| 38,68,63,023(13,54,26,969)
31T BT SUINT "< & AJAR
IEH—MR | 3TRA—TaUd | Jgar—ddd Fi % g_ g Bl
: 3 T feior
29,16,35,738 2,01,846 9,50,25,439 NIL 38,68,63,023

ii) Unadjusted Advance : Rs. 0.00
iii) Total Rs.19,44,63,362.00
4. Details of Grants received, expenditure incurred and closing balances : (Actual) (Amount in Rupees)
Unspent
balances Interest
of Grants Interest | deposited ) . Total Expenditure Closing
received earned to the Grant received during the year available incurred balance
fgeassat | ToOn | govern- (1tlazla.n§f4) -8
doness (i) men
1 2 4 5 6 7
SancEi1o)n No. Dét)e Amgunt Head
0 V-11011/04/2019/V.1./1| 25-07-2019| 11,00,00,000 | General
V-11011/04/2019/V.1./2| 25-07-2019| 3,00,00,000 | Salaries
V-11011/04/2019/V.1./3| 24-10-2019 10,00,000 | SAP
V-11011/04/2019/V.1./1| 24-10-2019 | 10,00,00,000 | General
V-11011/04/2019/V.1./2| 24-10-2019| 3,00,00,000 | Salaries
V-11011/04/2019/V.L./ Mar-20 5,00,00,000 | Capital
19,44,63,362 | 68,26,630 0 32,10,00,000 52,22,89,992|38,68,63,023 [13,54,26,969
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
29,16,35,738 2,01,846 9,50,25,439 NIL 38,68,63,023

Y & 3T H e & Refay

) BT/ d F U

iii) e

arfdes Raid -2019-20

.. 13,54,26,969.00
i) srHTfoTa 1| ¢

0.00

:%.  13,54,26,969.00

Details of Grants position at the end of the year :

i) Cash in Hand/Bank :Rs. 13,54,26,969.00
ii) Unadjusted advances . Rs. 0.00
iii) Total :Rs. 13,54,26,969.00

PASTEUR INSTITUTE OF INDIA, Coonoor
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WM {R SEEIRSICINIS
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arf¥es RIS -2019-20 46 )

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)

(ii)

The main accounts 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 the audited figures mentioned in
financial statements/ accounts.

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. and the periodic
evaluation of internal controls is exercised to ensure their effectiveness.

(iii) Tothe bestofourknowledge 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

(v)

termsand are notgeneralin nature

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

Date
Place : COONOOR

AVairamoorthy
Administrative officer / DDO Director

PASTEUR INSTITUTE OF INDIA, Coonoor 46 |

Scheme guidelines and terms and conditions the grant-in-aid.

For L. Venkatasubbu & Co.

Chartered Accountants
FRN 004627S

: 03-10-2020

sd/- sd/- sd/-
CA, S. Balasubramanian
PARTNER (M No. 018599)

Dr. S.Sivakumar

(Head of the Organization)

ANNUAL REPORT-2019-2020




IR cIZI UIRdR Fi2Ilel
EI‘FE' — 643 103

~

((31 AT 2020 B 3TJAR gaatﬁr))

PASTEUR INSTITUTE OF INDIA
COONOOR - 643 103.

(( BALANCE SHEET AS AT 31° MARCH 2020 j)

31.03.2020 31.03.2019
&R IR | o (ot W) | oud (et ¥)
é1a ferfdr / Joftora foifer den derars
gRiara e / goirg e 1 12,684.94 11,853.85
gd T AT IRy 2 - —
fafafds / s fAf 3 1,374.26 1,964.61
CISEERRIUECRIRCISERS 4 67.01 71.70
AT 14,126.21 13,890.16
a . ﬁ [0
Rer uR¥ufrat 5 820.47 844.97
=1e], UREUREl, IUR, YRR anfe 6 13,305.74 13,045.19
AT 14,126.21 13,890.16
WM R Pl Uol dbege & DI
TRIE  : 03.10.2020 REERCEE] LI
FRN 0046275
g/ . g/. g/ ..
TITIf® TR/ SrSa. IRERIEY ek UH 5 018599

gridep Raid -2019-20

PASTEUR INSTITUTE OF INDIA, Coonoor

Particul Schedul 31.03.2020 31.03.2019
articulars cheaule | Rs. in Lakhs Rs. in Lakhs
CORPUS / CAPITAL FUND
AND LIABILITIES:
Corpus / Capital Fund 1 12,684.94 11,853.85
Reserves & Surplus 2 - -
Earmarked / Endowment Funds 3 1,374.26 1,964.61
Current Liabilities & Provisions 4 67.01 71.70
TOTAL 14,126.21 13,890.16
ASSETS:
Fixed Assets 5 820.47 844.97
Current Assets, Loans, Advances Etc., 6 13,305.74 13,045.19
TOTAL 14,126.21 13,890.16
Place : COONOOR For L. VENKATASUBBU & Co.
Date :03.10.2020 Chartered Accountants
FRN 004627S
sd/- sd/- sd/-

A. VAIRAMOORTHY
Administrative Officer / DDO

DR. S. SIVAKUMAR

Director

CA, S. BALASUBRAMANIAN
Partner M No.018599

ANNUAL REPORT-2019-2020



IR AP UL R Ji¥2Ilel PASTEUR INSTITUTE OF INDIA
E!':):_"-::\R- — 643 103 COONOOR - 643 103.
INCOME & EXPENDITURE ACCOUNT
31 AT 2020 B JATT Bleidrel FOR THE YEAR ENDED 31" MARCH 2020
— SN 3%0(3@2_0@%0 3 %%%%9 ) Particulars Schedule ::?jé?iz ::?r?liiﬁ

3T INCOME:

T T 7 799 14.50 Income from Sales 7 7.99 14.50

IR =TT 3 836.88 103.14 Interest Earned 8 836.88 103.14

AT 3T 9 6.12 16.74 Other Income 9 6.12 16.74

ATl & YT a1 dTe] BT Increase / (Decrease) in Stock of Finished

B IR B Aferprs /A 10 - - Goods and Work-in-Progress 10 - -

=TT (37) 850.99 134.38 TOTAL (A) 850.99 134.38
20 EXPENDITURE:

AT Y 11 - - Establishment Expenses 11 - -

SN B D I 12 4.61 4.82 Other Administrative Expenses Etc., 12 4.6 4.82

Hed & 96.20 118.04 Depreciation 96.20 118.04

=T (31) 91.59 122.86 TOTAL (B) 91.59 122.86

QR qof R () Excess of Income over Expenditure carried to

SIS i I coll o) 759.40 11.52 Corpus / Capital Fund (A-B) 759.40 11.52

HEIYUT oIl =it 13 Significant Accounting Polices 13

JMMHRAG TARS AT ol IR fewfort 14 Contingent Liabilities and Notes on Accounts| 14

®F  GR & Ul dhegd & B Place : COONOOR For L. VENKATASUBBU & Co.
TR : 03.10.2020 BECUSICIRIC Date :03.10.2020 Chartered Accountants
FRN 0046275 FRN 0046275
¢ y ¥/ e sd/- sd/- -
m'/ NN @T-w ﬁmﬁw A. VAIRAMOORTHY DR. S. SIVAKUMAR CA,S. BAL/S*(;/UBRAMANIAN
Administrative Officer / DDO Director Partner M No.018599

e RaiE -2019-20 48




PASTEUR INSTITUTE OF INDIA, COONOOR - 643 103.
SCHEDULES FORMING PART OF BALANCE SHEET AS AT 31 MARCH 2020

Particulars 31.03.2020 31.03.2019
Rs. in Lakhs Rs. in Lakhs
SCHEDULE: 1
CORPUS / CAPITAL FUND:
Balance at the beginning of the year 11,853.85 11,876.58
General Reserve Transferred to Capital Account - -
Balance of Net Income transferred from the
Income and Expenditure Account 759.40 11.52
12,613.25 11,888.10
Plan Fixed Assets 71.69 34.25
Add: Fixed Asset from Grant Account - -
Total 12,684.94 11,853.85
SCHEDULE: 2
RESERVES AND SURPLUS:
General Reserve: -
As per last Account - -
Total - -
SCHEDULE: 3
EARMARKED / ENDOWMENT FUNDS:
A) TC & DPT (PLAN)
a) Opening balance 18,429.27 16,102.50
b) Additions to the Funds:
i. Donations / Grants 3,210.00 5,420.00
ii. Income from Investments Made on Account of Fungs 68.27 59.25
iii. Other Additions
Provisions 115.44 119.82
Total [a+b] 21,822.98 21,701.57
Less: Utilisation / Expenditure
i. Capital Expenditure
Fixed Assets 487.55 493.36
Others (Loans & Advances and Stock) 16,165.03 16,111.09
Deposits
ii. Revenue Expenditure
Salaries, Wages and Allowances etc., 2,959.03 2,231.04
Other Administrative Expenses 857.09 921.44
Total 20,468.70 19,756.93
Net Balance at the year end Pending Utilisation
Represented by Bank Balances [A] 1,354.28 1,944.64
Note: Net Cumulative balance of funds utilised 17,891.42 18,429.27

HNAI U1¥aR GEITH, — 643 103
31 T 2020 & ITAR goEUT B Gall Tl
- 31.03.2020 _ 1032019 _
IR (Al H) | S (el H)
I
RIGa—Usl Y
q§ © RV H Y 11,853.85 11,876.58
A JRigra [ 9 rEaRd - -
AT qAT T oY ¥ RAFART aet 3 &7 I 759.40 11.52
12,613.25 11,888.10
g aREuRy 71.69 34.25
Sile : 3fga™ ol | faa uREufy - -
T 12,684.94| 11,853.85
ERG LI
YdRETT T IRy
| gRierd e -
1T - -
A ‘3
faffd= /siera S (srgaf)
31) 1Y qr L. (IST)
®) ARMH Y 18,429.27 16,102.50
Q) T 5 Sre
189 / & 3,210.00 5,420.00
2.0 IR T faf T | emy 68.27 59.25
339 SIS
PIECIE 115.44 119.82
1T (37-+31T) 21,822.98 21,701.57
®H : ST [/ I
1.950 =19
Rer uR¥ufrrt 487.55 493.36
=T (30T, A TAT FTh) 16,165.03 16,111.09
STHT
23T g
I, HOTGRL, T 3T 2,959.03 2,231.04
SN Bk ] 857.09 921.44
AT 20,468.70 19,756.93
ST Bl AbHR 99 & AT H da Ay 6
arfererst # wfafafee (@) 1,354.28 1,944.64
e SgAIfia A &1 e dfaa 9w 17,891.42 18,429.27

S I s N
INT  : 03.10.2020

%WW&H#

FRN 004627S

g/ .
Y, T, IrergaHogT

gré-R UH 018599

g/ . g/ .
NCNE IR T o RraemarR
U STfp) / STSL.3. @,quﬁms"
a1f¥ep a1 -2019-20 49

Place : COONOOR
Date :03.10.2020

sd/-

A. VAIRAMOORTHY
Administrative Officer / DDO

sd/-

DR. S. SIVAKUMAR

Director

For L. VENKATASUBBU & Co.
Chartered Accountants
FRN 004627S

sd/-
CA, S. BALASUBRAMANIAN
Partner M No.018599

PASTEUR INSTITUTE OF INDIA, Coonoor

ANNUAL REPORT-2019-2020



ARAT UIZeR AT, F~R — 643 103
31 A1 2020 & 3RIR AU B &3 B A |

31.03.2020 31.03.2019
R T (ardl H) | v (e ¥)
g 3" (3rgaf)
fafafde /s A ( )
3m) rama.
F. ARES 3Afey (-)0.15 (-)0.15
g [ 4§ Sire - g/ o eH - -
JT (-)0.15 (-)0.15
FH : ST /T
1.9 & - -
23SG Y - -
T - -
39 9¥ @ 3fd # faae sifaAw (am) (-)0.15 (-)o0.15
3. {99 W= |6
B IARME Irfaey 20.12 20.12
LCARIBIE IS ISR WA G CIE | - -
JIT 20.12 20.12
P SWAH [/ Fh
1.5 & : _
23G9 - -
INT - -
39 a8 @ Iid # foad sifady (3) 20.12 20.12
39 a8 @ 3fd # faaa Afaey Inr (3r3r+s) 1,374.26 1,964.61
R CLIY
ATl AR 3R JauTe=]
3) dre]_<Iard
1geaR dbiscd (IR ATT)
®. AT AT HaRil B gfd ; ]
Q. 3y 47.66 52.82
2TEd] g yerfrat 0.55 0.55
JIT (31) 48.21 53.37
31) UTeRT=
IJa_ < - -
HHATRAT | IGel - -
T3NS Al BId ¥ U FHE a7 0.54 -
Bl HRD Al 7T/ 9d HHART U1 0.73 0.73
IBESERINEI 17.53 17.60
J17(3M) 18.80 18.33
J1(371 + 3m) 67.01 71.70
%?j@ @0.2020 ﬂ@—cﬁqg'@ﬂ'cﬂ?{ &
FRN 004627S
g/ .. g/ g/.
U STfp) /ST IREN G UIAR TH | 018599
arides Ruie -2019-20 | 50

PASTEUR INSTITUTE OF INDIA, COONOOR - 643 103.
SCHEDULES FORMING PART OF BALANCE SHEET AS AT 31 MARCH 2020

. 31.03.2020 31.03.2019
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 (-)o.15 (-)o.15
Less: Utilisation / Expenditure
i. Capital Expenditure - -
ii. Revenue Expenditure - -
Total - -
Net Balance at the year end [B] (-)o.15 (-)o.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] 1,374.26 1,964.61
SCHEDULE: 4
CURRENT LIABILITIES AND PROVISIONS:
A. CURRENT LIABILITIES:
1. Sundry Creditors: (Non Plan)
a) Supply of Goods & Services - -
b) Others 47.66 52.82
2. Advances Received from Customers 0.55 0.55
TOTAL (A) 48.21 53.37
B. PROVISIONS:
Salary Payable - -
Recovery from Staffs - -
Group Insurance Received from LIC -CBE 0.54 -
Due to Reterenched / Ex employees 0.73 0.73
Director - Plan 17.53 17.60
TOTAL (B) 18.80 18.33
TOTAL (A+B) 67.01 71.70
Place : COONOOR For L. VENKATASUBBU & Co.
Date :03.10.2020 Chartered Accountants
FRN 004627S
sd/- sd/- sd/-

A. VAIRAMOORTHY DR. S. SIVAKUMAR
Administrative Officer / DDO Director

CA, S. BALASUBRAMANIAN
Partner M No.018599

PASTEUR INSTITUTE OF INDIA, Coonoor €}

ANNUAL REPORT-2019-2020
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3 A 2020 B IR AR & By SCHEDULES FORMING PART OF BALANCE SHEET AS AT 31 MARCH 2020
T 31.03.2020 31.03.2019 Particulars ;1'93'2020 31.03.2019
e s. in Lakhs Rs. in Lakhs
SUY (T ) U (e )
SCHEDULE: 5

Al 5 FIXED ASSET:

Rery_aReuh Plan Account 487.55 493.36
RS 487.55 493.36 Non Plan Account 332.91 351.61
N g RINEIRSES] 332.91 351.61 TOTAL 820.47 844.97

DI 820.47 844.97 SCHEDULE: 6

m— CURRENT ASSETS, LOANS, ADVANCES ETC,,

1] IR, SSIZIN ATt s A. CURRENT ASSETS:

31.97e]_gR\UfcrI 1. Inventories: (Non-plan)

181 (R e“Wﬂ) a) Stores and Spares - -

6. HUSR TAT I - - b) Stock-in-trade

Y_ATqIR® ¥eldh Finished Goods - -

- - Work-in-progress - -
g PTH - - Raw Materials 9.16 4.54
od HIed i g-ig i-gi TOTAL 9.16 4.54

. . 2. Sundry Debtors: (Non Plan)

2% S (R AT a) Debts exceeding six months 162.05 162.05

®. © FET 9 3Id B B T 162.05 162.05 b) Others ] ;

Y. Iy - - TOTAL 162.05 162.05

) _ RN} 162.05 162.05 3. Cash in hand (Including cheques / drafts) - Non Plan - 0.01

3. TG YT (U /gTHe “{'\Sd) — IR ISl - 0.01 Cash in hand (Including cheques / drafts) - Plan 0.21 0.28

B X[hsS (dh /gTUC HlSd)— NINE] 0.21 0.28 TOTAL 0.21 0.29
T 0.21 0.29 4. Bank Balances: (Non-plan)
SIGHERUREISED) a) With Scheduled Banks:

fﬁ GFRT%H CEaikil In Deposit Accounts 11,741.03 10,875.85
STHT Erdl H 11,741.03 10,875.85 In Savings Accounts 16.58 26.95
FId @t § 16.58 26.95 b) EAR MARKED FUNDS FOR PLAN:

9. Ao e faffdse e In Deposit Accounts - -
ST 9Tl | - - In Savings Accounts 1,354.06 1,944.35
Iad @i H 1,354.06 1,944.35 13,111.67 12,847.15

13,111.67 12,847.15 TOTAL (A) [1+2+3+4] 13,283.09 13,014.03
| (31) [1+2+3+4] 13,283.09 13,014.03 B. LOANS, ADVANCES AND OTHER ASSETS:

SNSRI T 3= i 1. Loans: To Staff (Non-plan) 1.34 1.84
1. SUR® HHATRAT BT (IR E?ﬂTrFﬂ) 1.34 1.84 2. Advances and other amounts recoverable in cash
2. 37F Ud TG B+ IR Abs AT ©lol AT Hed or in kind or for value to be received

Afed = M a) Prepayments - -

3. g I - - b) Others 15.40 13.33

I3 15.40 13.33 TOTAL 15.40 13.33

T 15.40 13.33 3. Income Accrued:

3. UIGHd Y On Loans and Advances 5.44 15.99

IYR T IR ) 5.44 15.99 (Includes income due unrealised Rs.Nil)

(ST | URI Y < 6.[) 4. OTHER CURRENT ASSETS 0.47 -

4. 3= =Te] yRFURRT 0.47 - TOTAL (B) [1+2+3+4] 22.65 31.16

AT (311) [1+2+3+4] 22.65 31.16 TOTAL (A+B) 13,305.74 13,045.19
AT _(31+3) 13,305.74 13,045.19 Place : COONOOR For L. VENKATASUBBU & Co.
I B R $d U dheygeq & P Date :03.10.2020 Chartered Accountants
dRIg  : 03.10.2020 NEEURSICIRIS FRN 0046275
FRN 0046275
g/ /.. /.. sd/- sd/- sd/-
TR, SIRECANCET N o, us. A. VAIRAMOORTHY DR. S. SIVAKUMAR CA, S. BALASUBRAMANIAN
TRTETE eI /SIS IRENES UIER TH | 018599 Administrative Officer / DDO Director Partner M No.018599
i e 2019-20 B a
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HIRATT UI¥aR |¥ITH, =X — 643 103 A TR N ST e roRNC P ONOOR - 643 103.
31 A 2020 B AATE Elodicl a¥ DI IR IT-IJT o d & & @ INCOME AND EXPENDITURE ACCOUNT FOR THE YEAR ENDED 31 MARCH 2020
. 31.03.2020 31.03.2019
&RT m31.0(3m.202_0ﬁ) mm'o(swzm-gﬁ) Particulars Rs. in Lakhs Rs. in Lakhs
ﬂﬂiﬁ 7 SCHEDULE: 7
M (ﬁ‘\f ?ﬁ\_ﬂ:ﬂ) INCOI\S/IEI FR?E{I SAhLEjiéNog-plan) Lol 2os
S—gRa it BT 4.01 3.78 7 2ae oL pnished Soads : :
) Sale of Raw Material - 2.75
AM—ped ATl @ fafes - 2.75
NN c) Sale of Scraps 3.98 7.97
Bl 3.98 7.97 Total 7.99 14.50
e gIT 7.99 14.50 SCHEDULE: 8
%7' INTEREST EARNED: (Non-plan)
ﬂ(ﬁqﬁ% G‘é ) a) On Term Deposits With Scheduled Banks 832.07 97.47
1.3 ﬂ{ﬂé < e T ST 832.07 97.47 b) On Savings Accounts With Scheduled Banks 0.90 2.15
2.9 ﬂfﬂi‘f T | T ST 0.90 2.15 ¢) On Loans to Employees / Staff 1.79 2.62
3. FHAIRAT / B ¥ SURT W 1.79 2.62 d) On Other Receivables 2.12 0.90
4. IR UTTAT 2.12 0.90 Total 836.88 103.14
. I 836.88 103.14 SCHEDULE: 9
3Tl 9 OTHER INCOME: (Non-plan)
3 A (TR Aror) . . . . a) Profit on Sale / disposal of Owned Assets - -
1 T R @/ aRuREl o1 Fada ol aReuf - - b) Fees for Miscellaneous Services 4.87 10.99
2 THedR HATel diel Yo 4.87 10.99 ¢) Miscellaneous Income 1.25 5.75
3 HThr I 1.25 5.75 Total 6.12 16.74
T 6.12 16.74 SCHEDULE: 10
ﬁgiﬁ 10 INCREASE / (DECREASE) IN STOCK OF FINISHED GOODS &
gRd Aol & s ¥ dedl/ gcEl ol & Sl WIfd IR WORK-IN-PROGRESS:
31 3ffad w1 a) Closing Stock
qRd T - - Finished Goods - -
el BT - - Work - in - progress - -
AT FH: RS TTh - - b) Less: Opening Stock
gRa AT - Finished Goods - -
B S WA W) - B, Work - in - progress ; _
I 'ih'a'.ﬁ'a' I/ EIETdl AT (55-3i) - - NET INCREASE / (DECREASE) [a-b] - -
qm—m p— SCHEDULE: 11
1T ger qﬁ@ _ _ ESTABLISHMENT EXPENSES:
o WY e ST ) ) a) Salaries and Wages - -
g - b) Allowances and Bonus - -
' o ; . ) ) c) Staff Welfare Expenses - -
& @t gy e GISUIRACE] B d) Expenses on Employees' Retirement -
SACNENER G - - and Terminal Benefits - -
- AT - - e) Others (Specify) - -
SI¥dl - 12 TOTAL - -
SRR R DRI SCHEDULE: 12
3. bl Hiel JAT FSR BT SUANT 4.62 4.35 OTHER ADMINISTRATIVE EXPENSES ETC:
3. faggd v T Slef eb a) Consumption of Raw Materials & Stores 4.62 435
3. fovman, &R vd w 0.01 0.20 b) Electricity Power & Water Charges
. I Yob - 0.27 ) Rent, Rates & Taxes 0.01 0.20
AT 4.61 4.82 d) Other Charges - 0.27
- TOTAL 4.61 4.82
™E - B[R U ddhcge & Pl
dRIT  : 03.10.2020 ?@I’cﬁ SIETITA Place : COONOOR For L. VENKATASUBBU & Co.
FRN 0046275 Date :03.10.2020 Chartered Accountants
FRN 004627S
. g/ 3 §/ - e i;r sd/- sd/- sd/-
AT, SIASANEERIN RO S A. VAIRAMOORTHY DR. S. SIVAKUMAR CA, S. BALASUBRAMANIAN
ENINIRLCIEEINEPASIAS R I8 INENED aréaR vH 018599 Administrative Officer / DDO Director Partner M No.018599
ari¥s Rale -2019-20 54 ARAI UTeaR G¥RIM, o~ PASTEUR INSTITUTE OF INDIA, Coonoor 54 | ANNUAL REPORT-2019-2020




HRAI dray AT, H~X — 643 103

31 AT 2020 BN AATT Belaret 9 > AU 3T - =T A/ IR B BT B

IggA: 13
gyl awar Nfet

1.

<ir gRUTel: UfaETRYS Jou ulRurc! & STeR UR TT &l & WigHd a¥ie! UR fa<ii fdearor & G
PSR |

2. ATA—¥l BT AThT:
2.1 DA B IR TR HSR T VAR & TR Af2d) &1 Jedia fHar T g |
2.2 Ped A, e GRT AT TAT YRT AT BT i Hidet o 71 dHa o fhar 1 7 |
AR BT FEIROT TS A oI & SMMER WR fham 731 2 | YR Tt 1Ry gRd Asil # e, #1d,
ST T AT SR G B MR TR 3l 2 |
3. Rer gReufcRIt
3.1 ReR uR¥URRIT &7 #ifeTds Hed 01—04—2002 BT SIdh THR I Ul 7 ST AT T | gl I
&1 &1 XET uREURTT 31 9 WK Hed & wU A form o 9 39 9 & 918 g |1 aReuf
35 Hed & AR WR QR 1 € [ =i A/ ATl TS, Yoo, DR AT Aol Faferd
TR T e @ AT © | AT Sefd Ao e 9d @ (FEieT & gd Ao & fog
SYRI IR 191 Afed) Jotu # Srell T aRAuRrl @ qeg @ R 2 |
3.2 TR aMfdies wu # ura Rer aReufcral (YSh Ffd &1 o7k 31=) el ot # 91 oI & ATAR
et # el 3 |
4. JcJ I
4.1 ReR gRAURRAT & 3151 & fory gars, faqel g1 & yRadH & oy g-arel Jed THRIIST 6
I BT & a1 1961 & MIHR 190 H gAY &R & AR R G TR STell IS IR HeIE
fear a7 | AT aREuRRAT @1 2y Jrafey ST FHRT AT F |
42 A 99 H ReR gREUfadl | Siie / deldl & Hag H Jeded JATU AR W for
SAT R |
5. HCdhR :
SMRIAT TSI 219 BT YT A U ATl ah 92 @A § ST fear Tar 2 |
6. ﬁ?ﬁiﬁ%ﬂ’%ﬂmﬁ
et aro=ft & gt B don amaRe 9gT§ |
WM PR P Tl dbTHS & Pl
ARRI : 03.10.2020 BRERSICINIS]
FRN 0046275
g/. g/. g/.
YOI STfIBRT /1S3, vt réeR UH + 018599
afifes Rt -2019-20 B

PASTEUR INSTITUTE OF INDIA, COONOOR - 643 103.

SCHEDULES FORMING PART OF

INCOME AND EXPENDITURE ACCOUNT FOR THE YEAR ENDED 31 MARCH 2020
SCHEDULE: 13
SIGNIFICANT ACCOUNTING POLICIES:

1. ACCOUNTING CONVENTION:

5.

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

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.

. 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
priortoits 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.

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.

MISCELLANEOUS EXPENDITURE:

Deferred revenue expenditure is written off over a period of 5 years from the yearitisincurred

6.

ACCOUNTING FOR SALES:

Sales are net of sales returns, rebate and trade discount.
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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 2020

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. Duringthe year,amountis transferred to switzerland for renewal of DCVMN membership fees.

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 not 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 Defined Contribution Pension Scheme as defined vide Notification of the
Governmentdt22/12/2003.

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 L. VENKATASUBBU & Co.
Date :03.10.2020 Chartered Accountants
FRN 004627S
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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 2020

Particulars

31.03.2020
Rs. (in Lakhs)

31.03.2019
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
Sales-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

1,000.00

Place : COONOOR
Date :03.10.2020
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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 2020

Particulars 31.03.2020 31.03.2019
(in Lakhs) (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 0.28 0.26
Taxation matters - -

For Management services - -
For certification 0.06 0.06
Others - -

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

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
Vaccines.

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

necessary.

10. Schedules 1 to 14 are annexed to and form an integral part of the Balance Sheet as at
31st March 2020 and the Income and Expenditure Account for the yearended on that date.
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