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In the reporting year as planned all the 9 GMP blocks have been qualified and currently
they are under routine monitoring. Qualification of Utilities, Compressed air, Phase -1and Phase
- Il qualification of water systems of all production blocks were completed successfully without
any major problems and Phase - Il qualification is under progress. All critical equipment used in
manufacturing process, sterilization equipment like autoclaves and hot air ovens, walk -in hot
and cold rooms have been qualified. Allimportant documents such as SMF, VMP, Quality manual,
SOP's and qualification documents have been prepared and approved. PIIC faced many
challenges during this reporting period due to software related issues. All issues were rectified
with the help of vendors either through online or in-person. As a part of process optimization
small scale batches bulk antigens of D, T and P and Al. Phos gel batches were prepared and
tested. The results are encouraging to carry forward the process with fully / semi-automated

equipment.

In forth coming year it is planned to carry out media fill studies, process optimization,
process validation i.e., manufacturing of consistency batches, analytical methods validation and

submission of application for commercial manufacturing.

As the part of rationalization of manpower to comply with GMP requirement the SFC and
GB approved for the creation of 66 regular employees in the cadre of group A & B, 188 numberin
the cadre of group C and 175 number of group D cadre on out sourced basis. All the approved

manpower will be engaged in the forthcoming year.

In the coming year PIIC is also planned to carry out the operation and maintenance of

critical systems like water, HVAC, chillers, Boilers, ETP and STP which are currently carried out by
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out sourced agencies with in-house team. With the rationalized manpower the validation
activities for new equipment, systems and re or periodical validation / qualification of critical

equipment and systems will be carried outinstead of carrying out through outsourced agencies.

Institute's technical support for taking forward to declare the Nilgiris as a Rabies free
district is continuing. The Rabies Diagnostic lab and Clinic continued to perform their seamless
services to the people of neighboring states. Inthe reporting year the Rabies Diagnostic Lab has
received 78 sera samples from various place of India for the estimation of anti-rabies neutralizing
antibodies by RFFIT. At Institute's clinic 1117 patients from Nilgiris and other districts received

antirabiesvaccine and amongthem 136 patients received antirabies serum.

In the reporting year also PlIC organized a webinar as a part of the commemoration of the
death anniversary of Louis Pasteur to create awareness among public on Rabies and the

importance of timely vaccination and treatment.

The entire staff of PIIC working together as a team to achieve the committed target dates
forthe supply of DTP and Td Vaccines to UIP.

PIIC is sincerely thanking the Secretary (Health) and the Chairperson of Governing Body,
Pll, Coonoor, Additional Secretary, Joint 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 PIl, Coonoor for their co-

operationto achieve all the tasks as planned.

Dr. S. Sivakumar
Director
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1. Director . Dr.S. Sivakumar, mv.sc,

2. Senior Research Officer : Dr.A. Premkumar, Mm.sc.,Ph.D.,

3. SeniorResearch Officer Shri.R. Mohan, m.sc.,

4. Research Officer . Dr.K.C.Shivanandappa, Mm.Sc.,Ph.D,,

5. Administrative Officer :  Shri.A.Vairamoorthy, M.A,M.H.RM., M.L,M.BA,

I:(RESPONSIBILITIES OF CONTROLLING OFFICERS):I

1. DIRECTOR Chief executive officer of all activities associated with the Institute
viz., Administration, Accounts & Finance, Production, QA, QCD,
Engineeringand R&D.

2. SENIORRESEARCH OFFICER-I  All activities associated with QCD (In-vitro, Microbiology, RM & PM
testing lab, Stability Section, Rabies Diagnosis Lab and
Experimental Animal House), Tissue Culture Anti Rabies Vaccine,
Lab. Animal House and Estate.

3. SENIORRESEARCH OFFICER-Il  All activities associated with Quality Assurance, Maintenance &
Engineeringand Library

4. RESEARCH OFFICER All activities associated with DPT group of vaccines manufacturing
(Diphtheria, Pertussis, Tetanus, Formulation & Filling).
5. ADMINISTRATIVE OFFICER All activities associated with Administration, Establishment,

Security, Legal and Vehicle movement and also Accounts.

( coMMITTEES )

1. GOVERNING BODY:
(a) Shri Rajesh Bhushan, Secretary to Govt. of India, Ministry of Health and Family Welfare,
New Delhi- Chairperson

(b) Dr.Sunil Kumar, 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 Medial Research,
New Delhi- Member.

(d) Dr. Manohar Agnani, Additional 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.

(f) 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) Dr. ). Radhakrishnan, Secretary to Govt. of Tamilnadu, Health and Family Welfare, Chennai -
Member.
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() Shri N. Muruganandam, Additional Chief 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, King Institute of Preventive Medicine, Chennai- Member.
(m) Dr. V. Prabhakaran, 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, No.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) Dr. Manohar Agnani, Additional Secretary, Ministry of Health and Family Welfare, New Delhi-
Chairman.

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

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

(d) Dr. Anil Manktala, Deputy Director General (P), 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.

() Dr. V.D. Ramanathan, Scientist G & Head (Retd), 40/10, Muthiyalu Chetty Street, Vepery,
Chennai-600 007 - Member.

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

3. PURCHASE COMMITTEE

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

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

(c) Shri A. Vairamoorthy, Administrative Officer and Drawing and Disbursing Officer - Member
(d) Shri R. Mohan, Senior Research Officer - Member

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

(f) Shri P. Sasikumar, Private Secretary and Officer-in-Charge, Purchase/Stores - Member

4. LIBRARY COMMITTEE

(a) Dr.S. Sivakumar, Director - Head of the Committee
(b) Dr. A. Premkumar, Senior Research Officer

(c) Shri R. Mohan, Senior Research Officer

(d) Shri A. Vairamoorthy, Administrative Officer

(e) Dr. K.C. Shivanandappa, Research Officer

(f) Shri P. Sasikumar, Private Secretary and

(g) Smt. Chandra Charles, Assistant Research Officer

PASTEUR INSTITUTE OF INDIA, Coonoor - 8 | ANNUAL REPORT-2021-22




5. ARAT SHeToT JHTT GNdRe Rrepria dff)
) ST, U. MHRAR, IR IHU AN — Srege

) sft v RmfE, gemafe SfeN — wew

) sftact & @ferar, W U AfEeRT — Hawd

) sftereft ST hepferT, WIS BRG], B~R — dTE%] At Aa
sftmct a5 areter, FEe AU ARNHRT — oI Al

6. Tt |uer Iffa

3. U. WRAR, AR I SifHhR) — edel
) sft 3R HiET, IR JFEUH ARPRI — A
) sft v. T, G FHeRT — Aew

24

£

&G

—
~—

233

(1) =t. =t Rarer, sgau AfEeR — Jaw

(S) sfituct &, aferar, Ae™d Y TSR — AI

(@) . v, Rrare, 98 I TR — Ao
() 1. . SR, Ed AU fPaR] — qa
(@) sft. dt. wilRremwR, ol 9 — 9e

(W) . €. vRER, HED IJAJEU AR — Faw

7. IR U9 AR AHfd (IAEC)

@) =f. va. Ramar, vy Rifecs iR e, YRA™ qreer 6, |=R — 3fedel

@) . va. dt. guEAR, WIRITESY R ARG — T IS1E R W, Uy e gfaem,
HITHANGINR — Dol T WfD! AL HqH, IR, Hicd — & AT |

(@) =f. €. w1, TEIRITE IR, garTener uyl fafbaar faum, gy fifee dies 3k
T I, AHdDhA — 637 002 — fofdd AAHIfh |

(@) st. M. afEder, BB fIURT, STTHUH Blelol 3 BRI, $Hel — AR & 98
CACEIRED

(8) st. &, wdtur, 20, JAdhoied, HHIGIGISH [TURT, SITATH Dielol ATH BHHAIL Hel — 643
001 — AMEISTH ®Y A SNTwd Ml M |

(@) =t &=t Rarewr, JgHu AEGR], ARG UeeR WM, $~R — A= vl &
EEIRED

(®) 1. v. dugER, ARG T BRI, ARG UPeR G, f~R — [~ faval &
Jefre — Aew |ied |

(W) =t dt. urefereeft, uy] Rifdcas, ggUer™ v, B=R — Uyl fRafhcas

(@) . §t. TR, ugueE faunn, e — A vl & d=nfe

8. deITi-ich Tellgehl HiAlT (THT)
Q) Sf. T. Algedhd, YYd TAINIUC WHER AR Y@, YIUHS Blelsl 3h ey Us A5,
PRI

(@) Sf. T, G, AHeR 3R WRE, 19 R PR, YRR faeafdener,
PRI — 641 046

(@) Sf. . FRREGI, TAINIUC WHAR AR Y@, ASHIT Rl [THRT, RIIR
faeafdene, s — 641 046 |

e R -2021-22 L9




5. WOMEN WELFARE COMMITTEE (INTERNAL COMPLAINTS COMMITTEE)
(a) Dr. A. Premkumar, Senior Research Officer - Chairman
(b) Shri A. Vairamoorthy, Administrative Officer - Member
(©) SmtT. Lalitha, Assistant Research Officer - Member
(d) Smt. Usha Franklin, Social Activist, Coonoor - External Female Member
(e) Smt. Chandra Charles, Assistant Research Officer - Member Secretary

6. DEPARTMENTAL ESTATE COMMITTEE
(a) Dr. A. Premkumar, Senior Research Officer - Chairman
(b) Shri R. Mohan, Senior Research Officer - Member
(c) Shri A. Vairamoorthy, Administrative Officer - Member
(d) Dr. K. C. Sivanandappa, Research Officer - Member
(e) Smt T. Lalitha, Assistant Research Officer - Member
(H Dr. N. Sivananda, Assistant Research Officer - Member
(g) Dr.S.Jagannathan, Assistant Research Officer - Member
(h) Shri P. Sasikumar, Private Secretary - Member
(i) Dr. T. Sekar, Assistant Research Officer - Member

7. INSTITUTIONAL ANIMAL ETHICS COMMITTEE (1AEC)

(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.

(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, Department of Pharmacology, JSS College of Pharmacy, Ooty - Scientist from
outside the Institute.

(e) Dr.T.K.Praveen, 20, Rocklands, Deptt. of Pharmacology, JSS College of Pharmacy, Ooty - 643 001
-Socially aware nominee.

(f) Dr.K.C.Shivanandappa, Research Officer, Pll, Coonoor - Scientist from different discipline

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

(h) Dr. P. Parthasarathy, Veterinarian, Dept. of Animal Husbandry, Coonoor - Veterinarian
(i) Dr. B. Sugumaran, Dept. of Animal Husbandry, Ooty - Scientist from different discipline

8. SCIENTIFIC ADVISORY COMMITTEE (SAC)

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

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

(c) Dr.). Angayarkanni, Associate Professor & Head, Department of Microbial Biotechnology,
Bharathiar University, Coimbatore - 641 046.
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TR HAhdT JTUhRT
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A STfd 3R SR Sera & wHarRal & v Jue iRt
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Ndieft TRt & fov Hue iRt

3. U. UHEAR, IR ST AfEhry

3REt3Tg A=A, 2005 & d&d DT ol AT AfThRT 3T sdictar
EHPEDR]

Pl cileE FaeT 3ifemrd):

BT T el el Siferbrd
sft dt. wilregmre, ol |fa

3rtiefier urférepeor
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9. CHIEF VIGILANCE OFFICER
Vacant

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

11. LIAISON OFFICER FOR OBC EMPLOYEES
Dr. A. Premkumar, Senior Research officer

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

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

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

Appellate Authority
Dr. S. Sivakumar, Director
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YRATT UIeaR T, F~R GERAS 3R SIS T8 & Sl & IATG H WA b 0T
TR B | IT, 1977 I YR WRBR P WY 3R TRIR BT HATY, IRBR & dad Udh <
P & w5y H B HRIETE |

CEkRD

9 AT 7 6 3 1907 W SIE0T HRA D UI¥eR AWIH & ©U H BRI BT I a1 iR
HRIT o IRA & TR AR (FTICT USR] AT 1860 & T8d Udh ARIRIC! & wY H Yoildhd)
& B H U T ST (11 3R HATSTT & T8 Yeb W b1 & HU H BRI BRAT P& bR QT | 10
BRI, 1977 W AT (TIUHSY) Bl feFerdl H TR 3R URAR HT0T AT, AR WRBR,
el & 1efe Uah oefl M & S 1 T MR fham B | I8 Rei™ 9 o 9 81" & TR W)
HT FIIET B |

BISSIBIEIT & BRI dY 1902 HUD YT U Alell fefell Urb-Ted dle?l &l 7y 8l g, fo-T a9
R U IS YRR T8l e a1, e Ror gféfl MR & 9TeeR 6RO @l RIUA g8 | 80 T
e, Uoh SR WRIUBRT Afth 1 WRA & dcbleld aIaaRR dls dHoid bl IRd H ffhear S =i &
faed & o 50 g SuR1 1 IR B7 T4 2, RTaH 9 T g S0 &1 AR =R H Serr ¥Rd &
TR AT Bl YR B B [o1Q & BT T8 o |

R Bl A & DR g AT fb A 3R YR STAdy = 39 AR & 3707 & forg qad
IUYTH T BT | 16 e YA & U &3 H Hholl I8 ARI[ HoR TSR D HWI ATl H 8-
BRI, YR &M 3R Rl & Il & &9 Teb 919 & el OR Rerd & | 9% ¥ Sl & e iR
faprT o 31U+ ARTSTE A AT BT UIST Bl HH B B 1T Udh{~5s AHYT BT IR URURT &1 2 |

(Shenfrast & arfer venfird @eer )

qTeeR SYCICC 3 AT o1 IR0 & & § wRd gRRAfAT iR SToxdl & 3wy 3
THAD! DI TAT HY < 3R AU H R Ifa FeiRa @ 2 | ferme erpwa &R faRiysar S g1
HIT Bl T IcTa H I~Id dbIp] AR SHYAGT (11 BT ARL B DI AT BT AHAT B D
fory Ao gl & | g # 39 R 7 gob Yo SR Sifo Saure M &k e e
feTt & forg 7 sreamegfies SToad) et @l wImuer &1 © | A 78 Siead! gfawum] enaanfye 39 @
SiaTY] fhvees, qrIRe TSI & YfGhxol & oy Sivel AETwSl, SieifiTe Wisl SRR, 9o 3ilcided,
T 84T & 31194, T A8 H WdTferd W= & 7, a1fiisdd 8 dHR, $1Y WioR, aIRydes, Ig oo
YOI, SeUWhaNTg Wiie, SIBIAT UATATSOR, DI HIHCHITH], Id 3R THI H1h TIR HUAR, TIUC
dicHe wic (S iR e SicHe wiic (THe)) S TS SUSHR0IT | gafoold 8 | T |Hiud
AT 3T fIHTI TANTATAT IUA &, I TAUITAAT YUTTedl, I el ARG, TITAT SUHRT AR

arTfaes Siia fIem &R & forg SUehRoT 3 Fafoold & |
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Pasteur Institute of India, Coonoor is a pioneer Institute involved in the production of
Antirabies and DPT group of Vaccines. It is functioning as an autonomous body under the
Ministry of Health and Family Welfare, Govt. of India since 1977.

(PREAMBLE )

This Institute started functioning as Pasteur Institute of Southern India, since 6" April
1907 and the Institute took a new birth as the 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 onwards. The affairs of the Institute are managed by a Governing Body under the
chairmanship of Secretary (HFW). The 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 the Anti Rabies treatment in time, led to the establishment of Pasteur
Institute of Southern India. Mr. Henry Phipps, an American Philanthropist donated to Lord
Curzon, the then Viceroy of India a sum of Rs.50.00 lakhs for the development of Medical
Institutions 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 this 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
developmentofvaccinesin the country.

( SETTING THE PACE IN TECHNOLOGY )

Pasteur Institute of India has consistently set the pace in innovating and adapting newer
technologies to suit Indian conditions and needs in the field of vaccinology. The vast experience
and expertise which makes this Institute well equipped to meet the challenges of applying
advanced technologies and GMP regulations in vaccine production. Currently this Institute has
established 7 the state of the art GMP facilities for bulk antigens and final product
manufacturing, and other supportive departments. These new GMP facilities are equipped with
the major equipment like commercial scale bacterial fermentors, zonal centrifuge for
purification of viral antigens, industrial freeze drier, bulk autoclaves, hot air ovens, fully
automated filling machine, commercial cold rooms, deep freezers, bioreactors, purified water
system, WFI plant, TOC analyzer's, column chromatographies, oil & moisture free air
compressor, Effluent Treatment Plant (ETP) and Sewage Treatment Plant (STP). A dedicated
Research and Development lab is available, equipped with HPLC system, high speed
centrifuges, ELISA equipment and equipment for molecular biology work.
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ATgshIarATarsl § UAe! f$UT @ foly 59 HeI™ &l Affelrg & Si. TA.SILAIR. Afsdhd JFari<l,
I3 3R a1 dara # ged Siig 9=, St denfial iR S e # diges] & fog aRiar
fareafaemera gRT A=A uTd fham AT B |

(FRae & 3cE WESd )
“TeNeTeney sifaw @ FHiaT &1 IF a8l 8 fb FGwr upld & Pl @l ugar
HErar 25 ........... g urEme)
% Y BoeeR RIS dRIH (RN T RBTSS)
% Dl BT U GE oY, ReiRIT—uRg—ceTa (SE)) dR/iH, fSeiRar—<eTa (E19))
TIRD1 3R fHeRI & foTy IRi 8iR Seav Sfaarss (C1X)) aaRi

B9 U ura yonferdl # FARAR GuR & A1) GRIE, WRRLIell 3R SR g91dl Sl &1
IATEH B B o1 Ulag 8 | IR UTeeR R, B~ & HHARI AR Sl DI GReET, TGN
3R TUTERT GRET AR §T YRR ®Y ¥ 39 Bl BT fde e € |

T EH & HY H AR UT¥eR R, IR TOTART SEAT BT YTl hReb ORI UGl B &
foTu w3 &1 Efia BraT 2 |

> I, TIET 3R UY0T & 7Y Ak FHA BT UTeT AT |
> IATEH gSh Bl IS H JUR |

> S-UIN IR BT HH N |

> YTh! Bl Afte 9aIV |

> TR UTES RIGRK a91Y [ |

> PHHAIRIT & forq A sridRe Ufieror gam & |

> U & ol I® HHaN! &I ST ST ggar |

> &M gfteadIvr oI gieATed N |

> U YEe YOTTell & AT A TR guR o |

(ﬂ%ﬁ@;ﬂf i P U )

1907 — =R fexy Afdpa Y& afeds &1 fafmior |

> 1957 — HEMRI & SR YRR We] dRIR™ I 3TeTd 3R ST IRRE & RIcATh Ul & <l
BT faIHT |

> 1970 — YR ¥ Ugell IR UVA—Sha Y& dad= BT fadbrd garm ford &F GrIs 3R A
SOIGRIA @ AT d¢1 §3 &A1 dTcl Sidb & A1 gellol DI STA AR XTI &7 |

> 1970 — ¥R ¥ Ugell IR ¢Rdcic (FfeH) iRe UIferal Jariie T srgdem, faer, e ik

g

> 1982 — CIBIHRY & LY BRIHH & [eTQ SIbl & SIS FHg BT [dAra T |
> 1988 — DTS UIhel (¥ & oIy e FHoar UTT &St dadi= ST faedm 737 |
> 2001 — WRGR gRT BT R gRT IR # Ugell R 319 3MEH! & fofv Il SIFd R =Y

A I~ Y& WISl T BT I iR famres |

> 2003 — UG UG YUTTell # SIdTRISTS, Yo §RT ATSUAIT 9001—2000 FHUT U H HHAT I8
U ARG & DT JFAT HLRIH 2 |

> 2006 — RIUATH & folY JIAIRISNs, I §RT AR 3 A Bl G & {17 ATSUFT 9001:2000
THTOTTS T IR |

> 2019 — ¥ | Y U Aroigadl Scare giaermaii &1 ifermrgvr fhar a1 |
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This Institute is recognized by the Tamilnadu Dr. M.G.R. Medical University, Chennai for
M.D degree in Microbiology and by the Bharathiar University for Ph.D. in Microbiology,
Biotechnology and Biochemistry in the faculty of Science.

(INSTITUTE'S PRODUCT PROFILE )

“Laboratories are the Temples of the future. It is there the man learns to read the works of
nature’............ Louis Pasteur.

*»  Tissue Culture Antirabies Vaccine (Vero Cell Purified)
< DPTgroup of vaccinesviz., Diphtheria-Pertussis-Tetanus (DPT) Vaccine, Diphtheria-Tetanus
(Td) for Adults and Adolescents Vaccine and Tetanus Toxoid (TT) Vaccine

(INSTITUTE'S QUALITY POLICY )

We are committed to produce safe, potent and cost effective vaccines with continuing
improvementin our Quality systems. The employees of PIIC discharge their duties professionally
while ensuring safety, efficacy and quality of the vaccines manufactured.

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

> Toadherethe cycletime for production, testing and dispatch.
Improve the yield of production components.

Reduce in-process rejections.

Enhance customer satisfaction.

Maintain nil customer complaints.

Impart regular in-house training for employees.

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

Continually improve through Quality Management System.

( IMPORTANT MILESTONES )

YYVYYVYYVYY

A\

> 1907 Manufacture of Neural Tissue Antirabies Vaccine.

> 1957 The isolation of Asian Flu Virus during the pandemic and development of Influenza
vaccine againstthe samevirus.

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

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

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

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

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

> 2006 Renewal ofISO9001:2000 Certificate for further period of 3years by BVQI, UK for QMS
> 2019 Taken over of all newly established cGMP production facilities
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((21@3 TR P H AR UIeaR H3ATe, Roog Bl Eﬁ?ﬂm?-rj

+ ¥ 1970 & IRM 9RA H Ugell IR Clsdeic (WfdH) IR Uiferdl davil= &l IHa™, @,
IATEA 3R 3MYLT |

+  YRARI UrEER HIE, FR Arauie AR ol Sl &3l § Q9 BT Ul WU 7 o
SIS fHfr &k SR Siial @ digdl & ded Vo @l SISRg M Tihar & folt URe s
YOIl T STUTAT 3R Remfid foam 2

4+ WEHR gR T GRIMl gRT 9RA H Ugell R 37 AeH! & oy AR HHFd IR A
SWIRT & oIy ORI Al Y= Y& NaIol dai o1 [ddmrd iR Refio |

( wferer @t @firorerr )

& oy deer TR dRA 3R 31 arIRe dadF & forg dreigadl gfdensti &1 fHEior |
% Y AR 99Tl USTdele, gaardeic IR FgFH Sl T ITgHu™ iR e |

frepraaefier 2o &epr forator dieas (ERfidiuaue)

SRAAITHUE U ATdold aRey Ganferd, FAfde o7 iRy Tedud 8, ST fa9y wu 3
el <ot & JaiA TRl &1 #ogd ) & foy &1 o) &1 & | SArdgAye fasrreie favg
Tl ofiR HafSd BrRisH! ¥ Tdh-ila] GeRI, dad= I H STHT, UIeRTe] SRl Ugdl &l
IR B IR FRIET iR g9Tdl STl a1 IuTIdT & IR H STaT Bl FRIferd de1 U= a1 drishHl
3R U2TeR TfR1&T07 o YTl o ATeH 3 DTH DT € | §9 991 H e DI fAwIR AT 14 2T 3R &30
FTHIT 200 IATRT & AR JHR @ WD WehHEl BT ITANT B 41 i FHfamsi &I e
PR B foIT 40 3 31F A TBR & SIbl BT IUTE 3IR MY, UG Fabl & | ITH A TITHT 40
foreq TaTes W e §IRT Y4 A 9717 AT |

ead BT IeeY fABraeie Qe Bl IR Hed UR Al Sl dI FRAR SR Fad Ay
ST BRATE |

S AT & AR BT 1 19.04.2017 I ATANST d3b H THUHRIT bl RIBIRSAT DI A fbar
3R YR UTTeR R, R b [dbrasiial a2l & daRil" Hghaery Tcad (SIAETHT) § qawd
T o folQ T2 aATfieh goh DT YIATT DR D IR DI HoRI & |

3IR 3= TRy el dbilpl Afed Sl & Ieqras iR fIdR0 & F1 ugqgall # dabeile! AsIdl &
Aol § SIAGUHTT B Aarl BT Y IS ST FhdT § |

( arcfarer arferfarferen)

+ Sfa yonferal, glawmsii, IuaRidmell 3R ufshar SuH=uil ol I |
+ 37T STAT B SRRl DT YRT B & folT XIS STIHIRE® ofd iR SUaR &% |

+ V& FRIHA S RIGIR fIeafdened, dracR | Hdg TSl A arIdrsl], aRh A
IR qrICTHHIATS (fRrdIfeld IR guidlfoln) iR Afferg . THolesR Afsdd Jfaricl,
I3 ¥ g UAS! (ATShIalarst) 3Mfd |
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((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 the year 1970.

4+ Pll, CoonooristhefirstInstitute in the country both in public and private sectors to adoptand
install the PROSTAK system for downstream process of bulk antigens of DPT 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 a Government controlled
Institutions.

( FUTUREPLAN )

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

® Research and Development of newer cost effective Pentavalent, Hexavalent and conjugate
vaccines.

( INTERNATIONAL ACCREDITATION )

Developing Countries Vaccine Manufacturing Network (DCVMN)

DCVMN is a public health driven, international alliance of manufacturers, working to
strengthen the vaccine manufacturers especially of developing countries. DCVMN works through
the provision of information programs and professional training on technical improvements, research
in vaccine production, encouraging technology transfer initiatives, and educating the public about the
availability of safe and effective vaccines, from developing world manufacturers and related
programs. Over the years the network grew reaching out today to include 41 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 nearly 40 are prequalified by WHO.

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

The Governing Body of this Institute in its meeting held on 19.04.2017 noted the
recommendations of the SFC and approved the proposal of Pll, Coonoor to become a memberin
Developing Countries Vaccine Manufactures Network (DCVMN) paying the requisite annual fees.

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

(PRESENT ACTIVITIES )

4+ Qualification of water systems, facilities, utilities and process equipments.
4 Rabies Diagnostic Lab and treatment center to cater the need of the general public.

4 Academic programmes like Ph.D. Microbiology, Biochemistry and Biotechnology (Part time &
Full time) affiliated to Bharathiar University, Coimbatore and M.D (Microbiology) affiliated to
Tamilnadu Dr. M. G. R. Medical University, Chennai.
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TR 3R URAR HeTor HATer , 73 Teeelt T 0T TERIAT 3G T f&a=or 31l 2021-22
b QT gU =TT 3ATIS <hT Tereror

TReY 3R URAR HeATT HATHY, T8 feeetl =1 Oy a9 2021—22 & ERIF 39 AR
DI HA 57.86 BRIS SUY DI IR TR B & |

3T FEIAT SR R 9, HATAT - IURIh U5 & ARFH ¥ Jd fbar g & el
FRAHI & URITARS I Aid AT I0H & AT I DI SURIH M7 H ORI 51 FhalT B | 7y
U AR Y P faavor i e T &:

¥ 2021-22 & R YT G U9 e = a4 |

1 IIETH—AHT 45,64,00,000 44,43,98,612
2 SIS CIR RG] 22,00,000 4,88,260
3. SBCIEETRE] 10,00,00,000 8,51,47,617
4 T —Yoil 2,00,00,000 2,00,00,000
Cgl 57,86,00,000 55,00,34,489
Gkl faaxor Tual |
1. IRAT / IRMH AT 2021—22 8,30,15,780
2. 2021—22 H YT 3T 57,86,00,000
3. 2021—22¥ YT =T 32,56,566
Bel 66,48,72,346
B : 2020—21H T 55,00,34,489

a3 Sfteadt i wles uR=nsET @t wrfar:

+ W 9 el & forg Fider Ararar & o= <1 78 2 3iR ada # Fafia R @ sEr 2 |

+ ST UNferd, Y& |TY STRER 31k AUIST &aT & folg SUITRIAT AAdT YT &R ol TS © | aTsuhaiTs
ghTSAl Afed T STl WoTTferdl adHT= H aROT—I1] J1adT TR § § |

4 W HE D SUBRYT (SI9 GREMT, TATYHY, U diqd, TRETT def 31Mf) ST Ayl SUHRIT Iy
GTIT B | (ST 120 IUHRT)

+ T 3MTCIderd 3R $TE Bl eXASoR A 9911 B | (18 SUHR)
+ ) QA HaeTefie SUBROT S dfds g STaIECR, STRICR, Ples WH AT B |

+ g, ATgHIheg e, 3TeeT theg oM, WISyl / URTSUl SdhIgdl 3ffq S 4T Agcayul ufshar
SUBRON & foTq Zrer I qRT e forar T 2 |

+ fpvads, |ffasTor UId onfS S Aecaqul UfshaT SUSRTN &1 ATl 98 &R ol T8 & |
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DETAILS OF GRANT-IN-AID RECEIVED FROM THE MINISTRY OF HEALTH AND FAMILY
WELFARE, NEW DELHI AND THE EXPENDITURE INCURRED, ETC., DURING 2021-22

The Ministry of Health and Family Welfare, New Delhi has released a total sum of Rs.57.86
croresto this Institute during the financial year 2021-22.

While releasing the Grant-in-Aid, the Ministry has, vide above letter informed that the
normal expenditure of the Plan scheme including the administrative expenses of grantee
institutions may be met from the above amount. The details of the head wise expenditure
incurred are given below:

GRANT IN AID RECEIVED AND EXPENDITURE MADE DURING 2021-22.

1 Grant-in-Aid-General 45,64,00,000 44,43,98,612
2 Grant-in-Aid-SAP 22,00,000 4,88,260
3. Grant-in-Aid-Salaries 10,00,00,000 8,51,47,617
4 Grant-in-Aid-Capital 2,00,00,000 2,00,00,000
TOTAL 57,86,00,000 55,00,34,489

S.No. Particulars Amount in Rupees
1. Unspent/Opening Balance 2021-22 8,30,15,780
2. Grantinreceived 2021-22 57,86,00,000
3. Interestreceived 2021-22 32,56,566
TOTAL 66,48,72,346
Less: Expenditure 2020-21 55,00,34,489

PROGRESS OF NEW GMP GREEN FIELD PROJECT :

4 Facility qualification for all the 9 blocks have been completed and currently under routine
monitoring.

4 Utility qualifications have been completed for Water systems, pure steam generators &
compressed air. All the water systems including WFI units are currently in Phase Il
qualification stage.

4 Critical equipments like clean room equipments (Biosafety, LAFU, Pass boxes, garment
cubicles etc.) have been qualified.(Approx 120 equipments)

4+ Allthe Autoclaves & Dry Heat Sterilizers have been qualified.(18 equipments)

4+ Allthe temperature sensitive equipments such as walk in incubators, incubators, cold rooms
have been qualified.

4 Trial runs for all the critical process equipments like fermentors, microfiltration, ultra
filtration, CIP / SIP units etc. have been completed.

4 The qualification of critical process equipments like fermentors, blending vessel etc. have
been completed.
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+ ¥ SIS S THUHUS, JI0AY!, T[0T Hele, THaYT 3R IFdT S¥Tdsl IR 3R i
fg e 2 |

+ fSefiRan, Sead iR U & oy 911 TR %1 @ 3@l & fofg Wifsan fher Tfafafey g v
RIS

+ SR ik ugR & forg it TR &= &7 &1 T 6 forar T 2 |

+ HEAYUT UlhAT RO (377 IS fhvae, I fohvae afrfe) & fofy Hifear wror iR g o 7
g

+ fAvcvos fafdr A= 3R THIs AT YT IR © |

+ RAdeR 2022 & A TR A YA AT (HfT) 991 BT Jiorr 9918 TS 7, o Sl & S
e & fory enfiret fFEior 3R uRleror ufharsil bl < gU =[AaH U ay &l afd &l STagdddl
BT |

X I WHIT [
(v. SRRt dotia o)

JFEIRTA IR fSdToT # 19 gob VSIS SH0T Shrsam 2nfid &
+ fSefifRar
4+ A9
+ TS

feeNRar e TSI @ frmfor & forg feeifRan sifes va wfia gfoer 2 | g @ e fay
& IATEA & o1 fH0ae Ty T U IET % |

39 Y fSeiiRar i # IR & foy Wee AR & ardraRvl &l giaen & oy Afeger U=d
@1 SART 3R YA TOTell & WrT 167.71 T HIeR BRIHS &3 7, o igdl T iR faeg
R AT (Sequaall) @ 1Al BT IJUTeT eMAe & | Brfcdd eF H /i ura, Hifear 3k 9w
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4+ Allthe documents such as SMF, VMP, Quality manual, SOP's and qualification documents have
been prepared and approved.

4+ Mediafill activity for seed preparation simulation has been completed for Diphtheria, Tetanus
& Pertussis

4 Seed preparationfor Diphtheria & Pertussis has been completed.

4+ Media fill activities for critical process steps (viz., seed fermentation, batch fermentation etc.)
have beeninitiated.

4+ Analytical method validation & cleaning validations are under progress.

4 Process validation (Consistency) batches are planned from 4" week of Sep.2022 which will
require a minimum period of one year considering the manufacturing & testing processes
involved for DPT group of vaccines.

@7 ) O
[ PRODUCTION DIVISION J&¢

( A. BACTERIAL VACCINE DIVISION )

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

( DIPHTHERIA )

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

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

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

( PERTUSSIS )

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

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

( FORMULATION & FILLING )

The new Formulation & Filling block is having 249.61 sq. m of functional area with
modular panel walls and HVAC system to facilitate clean room environment for the production
which encompass the compliance with Schedule M and World Health Organization (WHO). This
block is having dedicated areas for Gel preparation, Filling of final lots, Visual Inspection, Packing
and Labeling and cold storage for final products. This manufacturing facility is equipped with
fully automated vial washing, sterilization tunnels and filling machine with a capacity of 200 vials
per minute. The visual inspection of the vials will be carried out with the help of semi automated
visual inspection machine. Theinspected vial will be stored in dedicated cold storage areas.

((WARE HOUSE AND RAW MATERIAL & FINISHED GOODS AREAj

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). This block is having dedicated rooms for Receipt,

PASTEUR INSTITUTE OF INDIA, Coonoor 16 | ANNUAL REPORT-2021-22




THATRRYT AR Afed Al &3 & foly FAUd HR & | e dHE Hda-eiidd ded Al 3R
frafed & R 339 & forg Sugd Heror gt | gafed & | w4 9l urd 89 W
RAMET 9 5 SRS et A B T | I8 i RIude F Ugel SN fby U HA€Ivd & 3ifcH dfe
B TR B & forg uia Fafid dles w1 9 Faford 7 |

(St Bt srfiveTedt )

HITART UTeaR AT, Foolg Bl UY3Mt B Yotelel, YT 3R 3yt & forw Adifivade ot s
TS |

Y U YT @ifb § 227.69 I AICX BT BHIAHD &7 o, T Aieer Ul &l a3k
TG HUTTell &, S %68 HFY & Iararo] dl Giaer qa™ dRdl 2, [oRaH STl i iR favg wrey
TG BT UTe A 7 | I G Fei iR Fe GorT & |Afia &3 uoi & fofg 7 | uggsil &
IR, Ug] Il W, IR WH R 81 BT &3 | I8 e faaR AT 3R USRI 6 ATeiaed H- &
foTg S SR ATeldeld | GARSI & |

I - 9
& TETeT FrRISoT T

T RIS U @ faMeT & ST WIS SRR & W ®f RIS SRl & | [ora FRIF0T 99T
(i) e ATt URIETOT IIFATT (i) ATShrardIersl (i) SH—Tagr (iv) sA—faar (v) ugg go= (vi) Rerar
(vii) YEIST SRR ® HeR (viii ) AT Jaee  fawriord = |

ot ferzisror werrer # fereaifeia arfafaferen @t St F )

) QI =0T Eepl & SIS Wi & AR ded ATl AR Ufht A, Fegad], dob
TS 3R 3iforg Scurel UR UReTor Brell ©

) & H ATSHITTS AR BT MTHAT B IR oS HHN &b T2 DI FH¥ad - 3R FERET
PR B {1y SeuTe el & oy qaifaRor AR BRishH (SUAdY) @t ST 2 |

M) AT B g, U A arl, ST S, SequUwals, e W9 BNG SR [UIfSd gar o
SUIRTT AT BT RN |

q) ReRadr g

) YT SAIRE® X< 3R

) IeUTaT DI FRET R GATTHTRAT G B & oIy ga—fIar udieror |

ARARI UTeeR HIH, =R 4 BIC SIFaR] & Yol 3R AlSYeR Ul &l SR 3R gadr
Ol & 7T YT @ forg ¥aee ardrarer & gfaer & forg wafia gfaemd € S ol v oiR fava
R S (WHO) & 31uTel ol A DRl © | 39 scliep H fAff= gofifaal & SiaRl &l ve &
fog wafia e & | AR ureER AR, R | TRIET0 & YR B & 916 SIART Bl dfer < @l
AT Ygld & [T 2Ty dhel MU [T | HRA UIeaR W, B~ $ol ANael SAIaReler fafe
DI IRT BT W Ugel SIaR] DI TIRITTSSl B & [oTQ TR AldR T SUIRT PR BT & |

e R -2021-22




Quarantine, Sampling and approved materials area for raw materials and packing materials. The
ware house is equipped with suitable storage facilities to store temperature sensitive raw
materials and excipients. Upon receipt all materials will pass through the dedusting tunnel at the
receiving bay. This block is equipped with five dedicated cold rooms for storing CDL released final
lots prior to shipment.

( ANIMAL BREEDING )

PIl, Coonoor has CPCSEA approval for breeding, experiment 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). This facility is having dedicated area
breeding of Mice and Guinea pigs. Quarantining of Animals, Animal Stock rooms, Store Rooms
and wash area. This facility is equipped with double door autoclave for autoclaving bedding
materials and cages.

od O
é@—\( QUALl‘!'Y CONTROL DlVlSlON;;@(‘

Quality Control is an independent department reporting directly to the Head of the
Institute. Quality Control Division is divided into (i) Raw Material testing section (ii) Microbiology
(iii) in-vitro (iv) in-vivo (v) Animal Breeding (vi) Stability (vii) Rabies Diagnostic centre (viii) Sample
Management.

The following activities are carried out in Quality Control Division.
a) Quality Control perform tests on raw materials and packing materials in-process,
intermediates, bulk antigens and final products of DPT group of vaccines.

b) Environmental Monitoring Programme (EMP) is carried out for the production areas to
assess the microbial load in the area and to ensure and monitor the performance of
cleanrooms.

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

d) Stability studies

e) Rabies Diagnostic Testsand

f) in-vivoteststo ensure safety and efficacy of the products.

PIIC is having dedicated facilities for small animal breeding and Experimentation with
modular panel walls and HVAC system to facilitate clean environment which encompass the
compliance with Schedule M and World Health Organization (WHO). This block has dedicated
rooms for holding different species of animals. PIIC installed Euthanasia Chamber for human

method of sacrificing the animals after completion of tests. PIIC is using Anesthesia Chamber to
anesthetize the animals prior to carrying outintra cerebral inoculation method.
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RO | |ce| sare ST dreergendl B TLT
ga—frfdhem 8 - - - - 8
HAISh AT - 6 7 - 04 17
BT - 7 | 13 13 6 39
[Su kil - 7 15 15 12 49
S D - 7 25 22 19 73
Hd 8 | 27 60 50 41 186

UteR] @ SR Aleha1z YIeTor fhu 0 9T Pt el H=AT

HISHITATAS @%@%@g‘%w Gl

BHa—1 120 90 105 60 375
HA—2 120 90 | 105 60 375
A3 19 110 | 526 65 720
B 259 290 | 736 | 185 1,470

BR{eE @%_\—jq\ g%% W\ﬂé{\ fleagadl| @

BHa—1 105 195 195 90 585
BHA—2 105 195 | 195 90 585
-3 65 369 | 369 47 850
B 275 759 | 759 | 227 2,020

JeT | whe | s | omgr? [TewTER @
A1 105 225 | 225 | 180 735
HH—2 105 225 | 225 | 180 735
B3 40 262 | 262 62 626
EXg| 250 712 | 712 | 422 2,096

O wT | shen | sav | qoad [MCECER @

1 105 375 | 330 | 285 1095
B2 105 375 | 330 | 285 1095
HA—3 26 238 | 217 61 542
E| 236 988 | 877 | 631 2,732
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( RAW MATERIAL TESTING )

DEPARTMENT SW | FW | PW | WFI | PSSP TSﬁﬂf?'SfL'é'&g
Pre-Treatment 8 - , B} 3 3
Microbiology - 6 7 _ 04 17
Formulation - 71 13| 13 6 39
Tetanus - 7 15 15 12 49
DP Block - 7| 25| 22 19 73
TOTAL 8 27 | 60 | 50 41 186

TOTAL NUMBER OF SAMPLES BLOCKWISE TESTED DURING PQ

MICROBIOLOGY SW FW PW PSSP TOTAL
Phase - | 120 90 105 60 375
Phase - II 120 90 105 60 375
Phase - IlI 19 110 526 65 720
TOTAL 259 290 736 185 1,470

FORMULATION SwW FW WFI PSSP TOTAL
Phase - | 105 195 195 90 585
Phase - II 105 195 195 90 585
Phase - Il 65 369 369 47 850
TOTAL 275 759 759 227 2,020

TETANUS FW PW WFI PSSP TOTAL
Phase - | 105 225 225 180 735
Phase - 1I 105 225 225 180 735
Phase - Il 40 262 262 62 626
TOTAL 250 712 712 422 2,096

DP BLOCK FW PW WFI PSSP TOTAL
Phase - | 105 375 330 285 1095
Phase - I 105 375 330 285 1095
Phase - lI 26 238 217 61 542
TOTAL 236 988 877 631 2,732
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e 735 735 626 2096
Sl <Al 1095 1095 542 2732
Hd 2790 2790 2738 8318
gl &1 IBR %A1 | BE-2 | B3 @l
EINASIS] 120 120 19 259
e ST 405 405 241 1051
Y& Ul 900 900 1395 3195
gOIRE B forg gl 750 750 848 2348
g o1 T 615 615 235 1465
ol 8318
Ul @ SR ST 70 @ U9 Bt Bl ST
IR BE—1 BI—2 | B3 Byl
ATShIGATAS! 6 6 2 14
BT 6 6 1 13
e 6 6 0 12
Sl <Al 6 6 0 12
o 24 24 3 51
dierg & dRIA fhu TTU gteron ot ger T

E2 (a3 BHE—1| BE—2 | BH—3 % %@g}ﬁ
1.| faaRor ok wu 2055 | 2055 | 2484 6594
2. | wRafsfe / varsmriafact 1650 | 1650 | 2243 5543
3. | dusfaefad 2790 | 2790 | 2738 8318
4. ErEigd 525 | 525 260 1310
5. W= 525 | 525 | 260 1310
6.| HA HIRAI 525 | 525 | 260 1310
7.| ol &R 120 | 120 19 259
8.| FINES 120 | 120 19 259
9.| delUcT 120 | 120 19 259
10.| ISexe 1650 | 1650 | 2243 5543
11.| @O 72 72 9 153
12| g ge 72 72 9 153
13.| IR "afag 49 72 72 9 153

Bl 31,164
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DEPARTMENT PHASE-l | PHASE-II | PHASE-III TOTAL
Pre-Treatment 120 120 19 259
Microbiology 255 255 701 121
Formulation 585 585 850 2020
Tetanus 735 735 626 2096
DP Block 1095 1095 542 2732
TOTAL 2790 2790 2738 8318

TYPE OF WATER PHASE-I | PHASE-Il | PHASE-III TOTAL
Source Water 120 120 19 259
Feed Water 405 405 241 1051
Purified Water 900 900 1395 3195
Water for Injection 750 750 848 2348
Pure Steam condensatge 615 615 235 1465
TOTAL 8318

TOTAL NUMBER OF PURE STEAM TESTED DURING PQ

TYPE OF WATER PHASE-I | PHASE-II | PHASE-III TOTAL
Microbiology 6 6 2 14
Formulation 6 6 1 13
Tetanus 6 6 0 12
DP Block 6 6 0 12
TOTAL 24 24 3 51

TOTAL NUMBER OF TESTs PERFORMED DURING PQ

|\fc'>. TYPE OF WATER PHASE-1|PHASE-11| PHASE-III ngia;g‘f‘;'r‘;fd
1.| Description and
Appearance 2055 2055 2484 6594
2. | Acidity / Alkalinity 1650 1650 2243 5543
3.| Conductivity 2790 2790 2738 8318
4.| TDS 525 525 260 1310
5.1 pH 525 525 260 1310
6.| Total Hardness 525 525 260 1310
7. | Total Alkalinity 120 120 19 259
8.| Chloride 120 120 19 259
9.| Sulphate 120 120 19 259
10.| Nitrate 1650 1650 2243 5543
11.| Dryness value 72 72 9 153
12.| Super Heat 72 72 9 153
13.| Non-condensable
Gas 72 72 9 153
TOTAL 31,164
19
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EFFLUENT TREATMENT PLANT STUDY

NS‘.). DATE OF RECEIPT SAMPLE TEST PERFORMED
1.1 22/12/2021 EDI Reject Conductivity
HSRO Reject pH
ORPT Reject TSS
2.| 26/12/2021 HSRO Reject Conductivity
ORPT Reject pH
HSRO Flushing TSS
Nitrate
3.| 28/12/2021 EDI Reject Conductivity
HSRO Reject pH
ORPT Reject TSS
HSRO Flushing Nitrate
Total Hardness
Total Alkalinity
Sulphate

IN-VITRO

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

During the year April 2021 to March 2022 QCD (in-vitro) prepared 22 tests SOP's and 12
General SOP's and approved by Quality Assurance Department. Training was imparted for the
approved SOPs.

Preparation of IHRS

The following IHRS for testing Purpose were prepared.
A) Diphtheria Toxoid working standard

B) Tetanus Toxoid working standard

C) Diphtheria antitoxin working standard

D) Tetanus Antitoxin working standard

Testing Activities
DIPHTHERIA

QCD (in vitro) received 70 samples (media, drug intermediates, and drug substances) from
Diphtherialaboratory and performed various in vitro tests like Lf Estimation, Free Formaldehyde
Estimation, pH, Protein Nitrogen, Antigenic Purity and Amino Nitrogen.

NAME OF THE TEST NUMBER OF SAMPLES ANALYZED
Lf Estimation 33
Free Formaldehyde 17
Protein Nitrogen 10
pH Estimation 01
Amino Nitrogen 29
Antigenic Purity 02
TOTAL 92
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TETANUS

QCD (invitro) received 20 samples (media, drug intermediates and drug substances) from
Tetanus laboratory and performed various in vitro tests like Lf Estimation, Thiomersal
Estimation, Free Formaldehyde Estimation, pH, Protein Nitrogen and Antigenic Purity as per the
Test Requestform.

TOTAL NUMBER OF

NAME OF THE TEST SAOMPLESLLNALYZCI)ED
Lf Estimation 18
Free Formaldehyde 02
Protein Nitrogen 02
pH Estimation 01
Thiomersal Estimation 01
TOTAL 24

PERTUSSIS
QCD (in vitro) received 19 samples from Pertussis laboratory and performed in vitro tests

like Opacity and Thiomersal Estimation as per the Test Request form.

TOTAL NUMBER OF

NAME OF THE TEST SAMPLES ANALYZED
Opacity 17
Thiomersal Estimation 02

FORMULATION
QCD (Invitro) received 38 samples from Formulation laboratory and performed various in

vitro tests like Aluminium Estimation, Lf Estimation, Thiomersal Estimation, Opacity, pH and %
Adsorption Test.

NAME OF THE TEST SAMPLES ANALYZED
Aluminium Estimation 24
% Adsorption Test 17
pH Estimation 35
Thiomersal Estimation 07
Lf Estimation 02
Opacity 01

Sample Management Activities

QCD (In vitro) involved in sample receipt (Drug intermediates, Drug Substances,
Environmental monitoring, Utility and Miscellaneous samples) allotment of Analytical
Reference Number for the samples, distributing samples to the analysts, receiving
results from the analysts in the form of worksheets and handover the worksheets to QA
forarchival.
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Details of Tests carried out by Rabies Diagnostic Centre:

79 Serum samples were received for the estimation of Rabies Neutralizing Antibodies
through RFFIT and 78 tested and reported during this period. The details are tabulated as follows.

1.| Out Patient’s Serum 42 42
2. | PIl Staff Serum 14 13
3.| Pet Animal Serum 23 23
TOTAL 79 78
ENGINEERING

Inthe new GMP area, a dedicated utility system is functioning for smooth functioning of all
equipmentand machinerieson 24 x7.

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.

The following are the key achievements of the Engineering Department during the
reporting period:

1.

10.

11.

Sum of Rs. 79,627/- amount has been claimed from the M/s United India Insurance
Company for the spare partsreplacedin chiller plant.

Successfully established and connected the boiler and ETP & STP plant to TNPCB
through the online monitoring system also it is informed that from the date of
connection 01/07/2021 for the Gas analyzer (Boiler) & 17/08/2021 for the Multi
parameter Analyzer (ETP & STP). We are not exceeding any critical parameters set by
TNPCB and 100% compliance rate has been achieved.

In-house ecosystem has been established to READ/WRITE and Backup the Mitsubishi,
Beiger and Siemens family of PLCand HMI.

In order to segregate the individual blocks for hassle free maintenance, 12 Nos of
isolationvalves has beeninstalled in the plant steam lines.

13 Nos. of Apprenticeship manpower have been recruited in various fields through
the NAPS portal with the guidance from RDSDE.

Entered into the CMC contract with M/s. Hitachi, M/s. Super Nova for the UPS & Diesel
generator respectively.

Claimed the amount of Rs. 1,57,729/- for the Apprenticeship training program in the
NAPS portal with the guidance of RDSDE.

Procured and installed 108 Nos. of various types of batteries for the UPS & DG sets.
Calibration was performed for 30 Nos. of Weighing Balances by the in-house
calibration team.

Extended the service agreement for the Operation & Maintenance for Boiler, Air
compressor, Cooling tower, Chiller, HVAC system, ETP & STP, Bio Inactivation and
Water System.

Extended the service agreement for PQ activities of Autoclaves, DHS, Class A
equipments and Cleanroom areas.
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12. Biowaste are disposed in bar-coded disposal bag for traceability & every month
Biomedical waste disposal details are updated to MoOHFW

13. Faulty dosing pumpsinwater system has been procured & replaced

14. Master Calibration Plan is in place for scheduling the periodic calibration of all
measuring devices. Internal Calibration system has been established to calibrate the
weighing balance.

15. ABblock hotwater coil leak arrested in OAHU - 04.

16. 11 Nos. of VFD has been newly procured, installed & brought the HVAC system into full
operation.

17. Arrested the major leakagesinthe pretreatment plantand water systems.

18. 45 Nos. of different type fire extinguisher has been procured and newly installed at
various locations

19. Fire Rescue team has been formed, training program and mock drill has been
conducted by internal and external experts.

20. Split ACs installed in all the blocks has been serviced.
Other Important activities during the Reporting Period

< Preventative Maintenance (PM)

1) Total Number of PM carried out for Critical EQuipment: 1816 times for 454 equipments
2) Total Number of PM carried outfor Non Critical EQuipment:324timesfor 162 equipments
3) Total Number of PM carried out for Instruments : 266 times for 133 instruments

72
°o

Preventative Maintenance (PM)

1) Total Number of BDM received : 487
2) Total Number of BDM completed : 482
3) Total Number of BDM pending : 05

72
°o

Calibration

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

1) Total Number of Instruments/Equipment identified for calibration: 3834
2) Total Number of Instruments/Equipment calibrated: 3834

For the FY 2021-22, the calibration activities had been conducted through the external
vendor. For the FY 2022-23 itis planned to perform at least 70% of calibration activities through in
house team. For this, sequence of master equipments/instruments are in procurement stage.

< Utilities

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

1) Total Plant Steam generated : 2871 tons

2) Total Pretreatment water consumed : 21355000 liters
3) Soft water : 129421000 liters

4) Purified water : 8179000 liters
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5) Water for Injection : 1045000 liters

6) ETP treated: 10430700 liters

7) STP treated : 1685240 liters

8) Effluent treated in Kill tank of Bio-inactivation Plant : 398500 liters

9) Electricity Consumed and Amount Spend : 80,01,453 units & Rs. 5,26,84,017/-
10) HSD consumed and Amount Spend : 346221 liters & Rs. 2,99,71,907/-

X3

% Statutory Compliance

1) License for Consent to Operate for AIR ( Boilers) obtained on: 14/12/2021

2) License for Consent to Operate for WATER (ETP/STP) obtained on : 14/12/2021

3) Certificate for use of BOILER obtained on : 04/03/2022

4) Fire Service License Obtained on : 30/09/2021

5) Central Electricity Authority License obtained on: 22/02/2022

6) Renewal for Biowaste Authorization - Application Submitted on 24/06/2021
Awaiting for approval from TNPCB

% Standard Operating Procedure

Total Number of Effective SOPs 170
Total Number of General Records maintained 1107

Total Number of SOPs Identified for FY 2021-22 was 6, In this, 3 SOPs are in review
stage and 3 SOPs are in draft stage

R

% Trainings

Total Number of on job training 1461
Total Number of cGMP training 6
External training o1
Total Number of training : 468

% User Requirement Specifications (URS)

Total Number of URS prepared : 7 (5 nos for re-qualification & 2 nos for internal
calibration)

In the meantime, all the URS prepared by other departments has been reviewed.

NS(') DESCRIPTION LOGGED| CLOSED | OPEN
1.1 Deviation 6 6 Nil
2.| Change Control 3 3 Nil
3.| Corrective Action Preventive Action 1 1 Nil

< Qualification activities

Qualification is method for demonstrating that equipment being used or installed will
offer a high degree of quality assurance such that production processes will consistently
manufacture products that meet the quality requirements. All PQ protocols related to
qualification were reviewed. The qualification related activities carried out in association with the
External PQteam andin- house Technical team are as follows:

1) Completed the air balancing activity (ACPH, Room Pressure, and Differential Pressure) for all
the blocks as a preparation for HVAC qualification.
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2) Initiated the process for the Performance Qualification of Building Management System
(BMS) system for all the blocks except for Formulation block.

3) Performance Qualification has been completed for sterilization equipments like SAT, DAT,
ACBP and DHS.

4) Performance Qualification activities for Temperature controlled areas (Cold rooms, hot
rooms, incubators) was carried out for 12 Nos. of unclassified cold rooms and 5 Nos. of BOD
incubators.

5) Performance Qualification for Clean Room Equipments (DPB, SPB, LAF, BSC, VLAF, CLAF, etc.)

6) Compressed air has been qualified throughout the facility.

7) Performance Qualification for 24 Nos. of critical process equipments of Diphtheria, Pertussis,
Tetanus and Formulation blocks was carried out.

8) In water system, Phase 1 & 2 of water Qualification has been completed for Pre-Treatment
Plantand MB, D&P, FM and TET block water system and Phase 3 qualificationin progress.

Y
L X4

Human and Environmental Safety

PIl, Coonoor is ensuring a safe environment by its safety policies, safety related programs,
safe practices and by use of safety equipments. The safety for men and material throughout the
facility has been ensured by operating and maintain the safety system along with regular internal
and external safety training for employees. No incidents/accidents causing loss of life,
permanent disability of the employees, damages to machines and material had been occurred
during the reporting period. cGMP internal training and External trainings were conducted
duringthe periodrelated to human and environment safety:

Trainings conducted:

1) Conducted a mock drill on the Operation of Mobile Foam unit dated 09/04/2021.

2) General Fire & Safety training on 19/04/2021.

3) Internal training on the Operation of Mobile foam unit & fire extinguisher on 05/10/2021.
4) Conducted a Basic fire and safety training on 04/03/2022 (National Safety Day).

5) Recycling of solid waste to commemorate the global recycling day on 18/03/2022.

Major Activities Planned for the Upcoming Financial Year 2022-2023

+ Implementation of Total Productive Maintenance (TPM)
¢ Creation of Energy Conservation Club

% Creation of In house National Accreditation Board for Testing and Calibration
Laboratories (NABL)

¢ Maintenance of Critical Spares to ensure 24x7 operations.
¢ Process batches manufacturing - commercial licensing

I:(RABIES TREATMENT CENTRE & DISPENSARle

Rabies treatment centre is established in the year 1907 for the treatment of dog bite cases
and continuously functioning for the last 116 years more effectively and efficiently. During the
day time the dispensary is also providing basic health care facilities to employees of 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
culturevaccineintra dermal administrationis practiced.
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( DISPENSARY PERFORMANCE STATISTICS )

Staff and family dependent patients 2610
( PATIENT TREATED WITH TCARV )
,\?L Details Nilgiris Otl:ﬁ;i:‘sa” TOTtraelactanes
1. Post-Exposure 181 188 369
2. Pre-Exposure 9 3 12
3. Advice Cases 255 87 342
445 278 723
4. Class — 1 8 12 20
5. Class—1I 156 43 199
6. Class — Il 281 223 504
445 278 723
7. A.R.S. Given cases
(Class IlI) 51 85 136
8. Male Adult 232 165 397
9. Female Adult 106 70 176
10. Male Child 75 30 105
11. Female Child 32 13 45
445 278 723
12. | Pre-Exposure / Animal Booster 19 1 20
13. Regular follow up cases
(3,7,14 & 28" Day) 323 20 343
15. RFFIT Test 7 24 31
(5 staff) (5 staff)
16. Hydrophobia NIL NIL NIL
17. Total Cases Reported
at OPD 794 323 1117

+ As a part of GMP compliance, Health monitoring for staff and their dependents,
contract staff, Intern, O&M and security staff was carried out during the month of
Feb.2022

((RABIES FREE NILGIRIS j

With the prevailing situation of no human Rabies was reported from Nilgiris District for the
past 13 years PIl, 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 humans
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 17 years as per
the Department of Animal Husbandry, Nilgiris District.
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( QUALITY ASSURANCE )

“Quality Assurance” is a wide-ranging concept covering all matters that individually or
collectively influence the quality of a product and system. It is the totality of the arrangement
made with the objective of ensuring that pharmaceutical products are of the quality required for
theirintended use. Quality Assurance therefore incorporates GMP and other factors.

The following are the functional areas of QA Department:
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Developmentand maintenance of company's Quality system.
Preparation, coordination, review and approval of qualifications/ validations.
Review of Process Controls, Batch Production Records and Batch Manufacturing Records.

Incidence reporting, deviation reporting, Change Control, Vendor Qualification, Quality
Risk managementand Product Quality Review.

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

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

Changes made in Organogram and responsibilities for all sections is reviewed and
approved.

Environmental monitoring (Viable & non-viable particle count) at critical area undertaken
(asand when requested).

Preparation, coordination, review and approval of qualification/ validation protocols.
Preparation, coordination, review and approval of study protocols and their reports
Preparation, coordination, review and approval of mediafill activities

Qualification of facility (HVAC) & Clean Room Equipments.

Qualification of utilities like water system, pure steam and compressed air.

Quialification of Process Vessels and Building Management System

Requalification of equipments as per the requalification criteria

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

Monitoring/ reviewing the routine production activities.

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

Routine communications to different vendors / manufacturers pertaining to their
equipmentissues /servicesatPIIC.

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

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

To schedule and co-ordinate the PQ activities in concurrence with user, QC & the
validation team.
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Performance Qualification Activities

7/
o0

Phase Il qualification is in process.

Media Fill Activities :
% The Media fill simulation activities for cell bank preparation was initiated and successfully

Equipment purchased

7
o0

2 Nos. of Deep Freezer (-20°C) for seed storage.

The preparation, review and approval of protocols and rationale were carried out for
performing PQ activities for Facility (HVAC), Clean Room equipments & utilities like
Compressed air and Water. Qualification of facility, critical equipments, compressed air
has been completed. Phase | and Phase Il qualification of water has been completed and
The initiation of protocols and rationale for
temperature mapping activities for the process vessels of various process vessels like
Fermentor, BPT, MPT, Seed Fermentor etc were initiated. Performance Qualification of
Building Management System was initiated in all blocks except for formulation block.

completed for Diphtheria, Pertussis and Tetanus departments.

% 4Nos.of NVPC Counter for the routine testing of Non-Viable Particles in various facilities.

No. of documents prepared and approval :

S. Description of documents Numbers identified Status
No. (Approx)
1. DQ reports 153 Completed
2 1Q/0Q/10Q reports 455 Completed
3 PQ Protocol 93 Approved
4. Study Protocols 22 Approved
5 Development cycle protocols & 120 106 completed,
ROR 14 are progress
6. Apex / Policy documents 23 16 completed, 7 are
under final review
7. SOPs 892 644 approved and remaining
are in draft format
8. Laboratory Note Books 14 Issued
Quality Risk Assessment
documents 57 completed
Change Controls
No. of Change Controls raised Closed Open
11 CAPAs implement and .
their effectiveness
4
Deviations :
Total No. of Deviations raised Closed Open
1 1 0
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Calibration

% 3834 instruments and equipment installed in various departments were calibrated in
time.
Internal Audit

*

¢ An internal audit for all departments as per GMP requirement was carried out from
04/02/2022t0 11/02/2022 and a detailed report had been submitted.

Management Review Board (MRB)

The Management Review Board meeting was conducted on 29/09/2021 under the
chairmanship of the Director and all the Controlling Officers and Officer in Charges participated
asmembers of the board.

Local Monitoring Committee (LMC)

The Local Monitoring Committee meeting was conducted on 28/03/2022 and 29/03/2022
with Dr. S. Sivakumar-Director PIIC, Dr. S Manivannan - Dy. Drug Controller- CDSCO, South Zone
(Special Invitee), Dr. B. Sekar, Consultant BCGVL, Mrs. M Sakunthala, - Drug Inspector - CDSCO,
South Zone, Administrative Officer, PIIC and all the Controlling Officers and Officer in charges of
PIIC.

Internal training courses conducted during the period

X3

%

On job training was conducted on approved SOP's and policy documents.

Training on Analytical Method Validation

Training on Process Validation

Training on Basics of Qualification and Validation

Training on Role of in-process Quality Assurance in manufacturing and testing
areas (Three Sessions)

% Training on Operation of SCADA system
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External Training Topics

% DCVMN and PATH Pharmacovigilance e-workshop on Inspection/ Audit readiness
and Procedures

DCVMN and PATH Pharmacovigilance e-workshop on Inspection readiness for
vaccine pharmacovigilance (2 Sessions)

Introduction to filtration techniques and Sartorius protocol

Thermal Validation (2 Sessions)

Safety Signal Detection and Risk Management (2 Sessions)

DCVMN - Implementing the Diphtheria - Tetanus single dilution assay for Potency
calculation
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Web Seminar Topics

¢ Technical Writing Series: Investigation, RCA, CAPA - Advanced Technical Writing (4
Sessions)

s USP Webinar on Cell Banking of vaccines (2 Sessions)

% USP Webinar on Sterile Manufacturing course - Regulatory guidelines Quality
Control and Quality Risk Management

¢ USP Webinar on GMP audit of Quality Control Laboratory - Requirements and Best
practices for Industry

¢ Thermal Validation
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((ESTATE DEPARTMENT:)

Estate Department organized the special drive on Swachhta Abhiyan program from
02.10.2021 to 30.11.2021, as per the order from Government of India, Office of the Hon'ble
Minister of Health & Family Welfare and Chemicals & Fertilizers, dated 29.09.2021, FTS No.
2357337. The daily activities were to the Swachhta Portal. The details of activities carried out
during thereporting period are as follows:

S.No. Name of the Activities Number of Activities
1. Cleanliness of Building /Premises 502
2. Disposal of Condemned Furniture 12
3. Cleaning and Maintaining of working Area 15
4. Weeding out of old records 6
5. Disposal of waste Papers/Materials 94
6. Disposal of E-waste 7
7. Disposal of pending Files 2
8. Other activities -Pest control 107

Estate Meeting :
The Estate department organized five Estate committee Meetings.

Estate committee meeting Number Held on

1% Estate Committee Meeting 13.05.2021
2" Estate Committee Meeting 08.06.2021
3" Estate Committee Meeting 13.08.2021
4" Estate Committee Meeting 25.09.2021
5" Estate Committee Meeting 21.02.2022

((RESEARCH & DEVELOPMENT LABORATORY))

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

R & D Laboratory is equipped with the following facilities:

% Conventional PCR, Gradient PCR and Real time PCR.

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

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

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

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

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

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

% Lyophilizer facility.

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

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

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

% ELISAwasher and Reader for the development of in-house ELISA methods.
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The library is well stocked with around 4329 books in various fields and around 12935
bound volumes which are readily accessible to the users. The library is having internet
connection to utilize the E-Journal service to the maximum. Indian and Foreign Journals
subscription was renewed and in addition to this English and Tamil Newspapers were also
subscribed

New arrivals to the Library

Clinical Microbiology made ridiculously simple (6" Edition)- Mark Gladwin
Microbial Biotechnology (2™ Edition) - Alexander N. Glazer

Cell & Molecular Biology (2™ Edition) - Gerald Bergtrom

Practical Hand Book of Microbiology (4" Edition) - Lawrence H.Green
Environmental Microbiology, Fundamentals & Applications - Jean Claude Bertrand
Indian Pharmacopoeia 2018 Addendum 2021

British Pharmacopoeia 2022 in 5 volumes + BP VET + download access

8. United States Pharmacopoeia 2022 online, single user

NousrwN =

List of Journals purchased

1. Biologicals 2. CIMS
3. Indian Journal of Biotechnology 4. The Indian Practitioner
5. The Pharma Review 6. Vaccine

List of News Papers

1. Indian Express
2. Hindu (English)
3. Dinamalar ( Tamil)

Particulars of Industrial Visit by the students during the reported period

The student project and the industrial visits were not permitted due to the Covid-19
pandemic restrictions, based on the discussion held in the Library Committee meeting held on
23/12/2021, the industrial visit was permitted only from 23/03/2022 considering the relaxationin
the COVID-19restrictions.

Number of Colleges visited : 5
Number of Students ; 277

RIGHT TO INFORMATION ACT, 2005

During the reporting period, under Right to Information Act, 2005, 22 applications were
received and timely disposed off.
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3T 2021 & A/ 2022 d% €t WAty w1 fgeor

% | oy sy e S S
1. | €t STreTeHt Aol TN 1% UGITEAT Welde | 19.03.2021
2. |wHITE ol TIRGT WIH TANTRITAT |He—Id | 19.03.2021
3. | gTHOTt gHIrer qe2! SIRDT =B TRl |8 | 19.03.2021
4. | AR Aol TG CTh UARTRITe Ferdd | 19.03.2021
5. | dt.T=ieT ol TIRGT h TIRTENST W8 | 19.03.2021
6. |Sft Teaufd ] TIRBIT T TANTEIC WERe | 19.03.2021
7. | dt.aRe=ardt UAITRITAT HEIh TIARTIAT eI | 19.03.2021
8. | vH =T Aee! TG TTh UIRTEITST |E™dh | 19.03.2021
9. |t A TR Ca1RTI RERICISRBET 19.03.2021
10. | 0TH.3aq TANTEICT HERI® TRANTEISAT SEFIRE | 19.03.2021
11. | tH.gSTH UARTRITAT HETIH TRIRTEITAT ST | 19.03.2021
12, | 0. IgRaeT TANTRITAT HERI® TIRTEMAT SaIRTIT | 19.03.2021
13. | &t . Rrafams TINTRIAT HETIH TIARTENEAT IR | 19.03.2021
14. | ® gD TATRTTAT AERIh TIRTIMEAT SaIRTIE | 19.03.2021
15. | UH.IOTRIER UARTRITAT HETIH TIRTRITST SaIia | 19.03.2021
16. | gt He2! TIRDT RH TANTRITST e | 19.03.2021
17. | vet . qeeft LT TR TTH TANTRITET Wed | 19.03.2021
18. | U9 IMHTH Aol TG Th UIRTRIST |We™d | 19.03.2021
19. | 3R UTadt Ael] TINGIT IIh ERINNIIESEIREE 19.03.2021
20. | TA.ITAT AeC! TIRDT Th TINTENe W& | 19.03.2021
21. | T 981ge et Aec] TINGIT ICTh U Welddh | 19.03.2021
22. | AR Higq SRLCIERCIEEN IR AT AMBRY | 25.01.2022
23. | &t ferar TEID JTALT ARBRT | AL ARBRT | 25.01.2022
24. | 1 eprfcima AT AED AETID AU JAfDRI| 22.02.2022
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DETAILS OF THE PROMOTION GIVEN DURING THE PERIOD FROM APRIL 2021 TO MARCH 2022

NS(;_ Na(rgel %fhtrl?? gg{;:ial Designation Promoted to PII':())?::I%tci’(f)n
1. | B.Jeyalakshmi Multi Tasking Staff | Laboratory Assistant | 19.03.2021
2. | M. Ganesan Multi Tasking Staff | Laboratory Assistant | 19.03.2021
3. | Dhanamani Murugesan Multi Tasking Staff | Laboratory Assistant | 19.03.2021
4. | R.Raghu Multi Tasking Staff | Laboratory Assistant | 19.03.2021
5. | B. Saroja Multi Tasking Staff | Laboratory Assistant | 19.03.2021
6. | G. Saravanamoorthy Multi Tasking Staff | Laboratory Assistant | 19.03.2021
7. | P. Periyaswamy Laboratory Assistant | Laboratory Technician| 19.03.2021
8. | M. Ravindran Multi Tasking Staff | Laboratory Assistant | 19.03.2021
9. | V. Muthu Laboratory Technician| Technical Assistant | 19.03.2021
10. | S. Devanbu Laboratory Assistant | Laboratory Technician| 19.03.2021
11. | M. Murugan Laboratory Assistant | Laboratory Technician| 19.03.2021
12.| S. Chandrasekaran Laboratory Assistant | Laboratory Technician| 19.03.2021
13. | B. Sivalingam Laboratory Assistant | Laboratory Technician| 19.03.2021
14. | K. Elancheran Laboratory Assistant | Laboratory Technician| 19.03.2021
15. | M. Gunasekaran Laboratory Assistant | Laboratory Technician| 19.03.2021
16. | B. Ramu Multi Tasking Staff | Laboratory Assistant | 19.03.2021
17.| L. Murali Multi Tasking Staff | Laboratory Assistant | 19.03.2021
18. | N. Ramadass Multi Tasking Staff | Laboratory Assistant | 19.03.2021
19. | R. Parvathi Multi Tasking Staff | Laboratory Assistant | 19.03.2021
20. | M. Geetha Multi Tasking Staff | Laboratory Assistant | 19.03.2021
21. | Min Bahadur Katri Multi Tasking Staff | Laboratory Assistant | 19.03.2021
22. | R. Mohan Research Officer  [Senior Research Officer 25.01.2022
23. | T. Lalitha Asst. Research Officer Research Officer | 25.01.2022
24. | V. Raja Karthikeyan Research Assistant | Asst. Research Officer| 22.02.2022
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DETAILS OF THE STAFF SUPERANNUATED/OPTED for V.R.S. DURING THE
PERIOD FROM APRIL 2021 TO MARCH 2022

- Date of
No. I ShnTsmb PesIanation | oviray Ranssmant
1. V. Vijayan Laboratory Assistant 30.04.2021
2. P. Vasu Technical Assistant 30.04.2021
3. R. Siddayan Laboratory Assistant 31.05.2021
4. B. Jeyalakshmi Laboratory Assistant 31.05.2021
5. M. Thiyagarajan Laboratory Assistant 31.05.2021
6. R. Gopalakrishnan Technical Assistant 31.05.2021
7. R. Sathiyamoorthy Technical Assistant 30.06.2021
8. B.B. Sundaran Laboratory Technician 30.06.2021
o. M. B. Raju Laboratory Technician 30.06.2021
10.| Kalavathy Multi Tasking Staff 30.06.2021
11.| R.Dharmaraj Shanmugam Laboratory Assistant 30.06.2021
12.| P.Paramasivam Technical Assistant 02.08.2021
13.| R.Yesudoss Staff Car Driver 31.08.2021
14.| P.Rajendaran Truck/Van Driver 30.09.2021
15.| R.Ram Office Superintendent 07.10.2021
16.| G.Thanaraj Truck/Van Driver 31.10.2021
17.| P.Mani Office Superintendent 31.01.2022
18.| S. Mani Technical Assistant 31.01.2022
19.| K.Shankaran Technical Assistant 31.03.2022
20.| B.Saroja Laboratory Assistant 31.03.2022

DETAILS OF THE STAFF DECEASED DURING THE PERIOD FROM APRIL 2021 TO MARCH 2022

S. Name of the Official : : Date of

No. (S / Shri / Smt) Designation Deceased

1. A. Dhanabalan Laboratory Technician 25.04.2021
( CONCLUSION )

The reporting year 2021 - 2022, PIIC completed most of the qualification activities of

facilities, critical systems, utilities, compressed air and critical process equipment as planned
with the great efforts of Institute's officers and staff with great dedication and effective planning.
The Rabies Diagnostic lab and Anti Rabies Clinic continued to render public health services. This
reporting year was highly challenging and productive in qualification of facilities, process
equipment, utilities and critical systems successfully.

PASTEUR INSTITUTE OF INDIA, Coonoor
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Mohamed Ali & Co.
°\ Chartered Accountants

A.M. Ubeidulla, ma., ECA., D.ISA.,

(AUDITOR'S REPORT )

We have audited the attached Balance Sheet of M/s. PASTEUR INSTITUTE OF INDIA,
COONOOR as at 31" March 2022 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
onthese 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.

We reportthat:
i. We have obtained all the information and explanations, which to the best of our
knowledge and belief were necessary for the purposes of our audit,
ii. The Balance Sheet and Income and Expenditure account dealt with by this reportisin
agreementwith the books of accounts,

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

Give a true and fair view

(a) Inthe case of the Balance Sheet, of the STATE OF AFFAIRS of the Institute as at 31*
March 2022.

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

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

UDIN : 22028614BFTYNE2413 For MOHAMED ALI & Co.
Place : Ooty Chartered Accountants
Date :12-12-2022 FRN 0020815
sd/-
CA, A.M. UBEIDULLA, m.A., FCA.D.LS.A.
M No0.028614

No.4/M, Visalakshi Complex, Upper Bazaar, Ootacamund - 643001, The Nilgiris.
Ph. : Off : 2445273 Res : 2450133, Mobile : 94432 52123
e-mail : ubeidulla@hotmail.com

PASTEUR INSTITUTE OF INDIA, Coonoor € ANNUAL REPORT-2021-22




ARG 93<R H¥lel, fhool¥y—643 103.
Sfiows3te 12—-T
[T 238(1) <]

(af 2021-22 B fU 3u=hor yamor oo )

Iradt / Ax radf © deg A
T / gyt /dad / gl aReufcaal &1 i snfe &1 srgam

1. IS BT A : — IS — (SIS g AT IS TIRTRIAT BT Y: Yaici+)
2. FATI;ATET / IR MM T & : 31) AT —SHIMSU—AT, SHTSU—THTYT UG SHAY — I
3 IR radd — Yol uR¥ufcadl a1 T
3. o ad &1 g H e @ Rerfa
i) ey /da # U9 %. 8,30,15,780.00
i) AT 3R %, 0.00
iii) |l %. 8,30,15,780.00
4. 9T 3Tga, fd T < ud 3ifes 2y T faaRor et o
T | e [0 N B—
arqaart v T R o ¥ ure argar B A ago_éoz%z e
gé"{%j) ; Trl'gﬂ?a (142 - 3+4) 2020—21£ T (5-6-7)
1 2 3 4 5 6 7 8
Sanis AR A
(1) @) @) ™
V-11011/01/2021/V.1./1 {13-05-2021( 15,00,00,000 | HTHT
V-11011/01/2021/V.1./2 [13-05-2021| 5,00,00,000 I
V-11011/01/2021/V.1./3 |07-06-2021| ~ 10,00,000 | T=TTYY
V-11011/01/2021/V.1./1 [20-07-2021| 5,00,00,000 [ HTHTT
V-11011/01/2021/V.1./2 |20-07-2021| 3,00,00,000 EREl
V-11011/01/2021/V.1./3 |20-07-2021 12,00,000 (R:I'Q'tﬁ
V-11011/01/2021/V.I. |25-10-2021|10,00,00,000 | HTHT=
V-11011/01/2021/V.I. |20-12-2021| 5,00,00,000 | FTHT=H
V-11011/01/2021/V.1./1 |08-02-2022 10,64,00,000 | {THT=T
V-11011/01/2021/V.1./2 |08-02-2022| 2,00,00,000 | <=1
V-11011/01/2021/V.1./3 |08-02-2022| 2,00,00,000 | Tsft
8,30,15,780 (32,56,566 57,86,00,000 66,48,72,346 (8,30,15,780(55,00,34,489( 3,18,22,077
I B IUINT UCh & JTAR @fer T #)
IS |ITEH—THQUT | JETH—ddT ; E’[ % [_ P ol
? 2 caliGkikl >
44,43,98,612 4,88,260 8,51,47,617 2,00,00,000 55,00,34,489

9y & 3 H fga B Refa

) BIRI/d% ® U9
i) sraHTAfoTa Srfrw

iii) el

arfdes Raid-2021-22

2.

%. 3,18,22,077.00
0.00

%. 3,18,22,077.00




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

( UTILIZATION CERTIFICATE FOR THE YEAR 2021-22 j)

2.Whether recurring or non-recurring grants

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

1.Name of the Scheme

Plan Scheme
(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

ii) Unadjusted Advance

iii) Total

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

Rs. 8,30,15,780.00

Rs.

0.00

Rs. 8,30,15,780.00

(Amount in Rupees)

Unspent balances Interest Expenditure
of Grants Interest | deposit ) ) avL(i)I?kl)le Unspent “Exp. Closin
| | B | | e | oo
S. No. 3 (iii) ment trﬁéu’\rﬂr}ﬁidstt% 2021-2 (5-6-7)
1 2 3 4 5 6 7 8
SancEi10)n No. D(gt)e Arrzg)unt Head
V-11011/01/2021/V.1./1 |13-05-2021( 15,00,00,000 | General
V-11011/01/2021/V.1./2 [13-05-2021| 5,00,00,000 | Salaries
V-11011/01/2021/V.1./3 |07-06-2021 10,00,000  SAP
V-11011/01/2021/V.I./1 [20-07-2021| 5,00,00,000 | General
V-11011/01/2021/V.1./2 [20-07-2021| 3,00,00,000 | Salaries
V-11011/01/2021/V.1./3 | 20-07-2021 12,00,000  SAP
V-11011/01/2021/V.I. |25-10-2021|10,00,00,000 | General
V-11011/01/2021/V.I. |20-12-2021| 5,00,00,000 | General
V-11011/01/2021/V.1./1 |08-02-2022(10,64,00,000 | General
V-11011/01/2021/V.1./2 |08-02-2022| 2,00,00,000 | Salaries
V-11011/01/2021/V.1./3 |08-02-2022| 2,00,00,000| Capital
8,30,15,780 |32,56,566 57,86,00,000 66,48,72,346 |18,30,15,780(55,00,34,489( 3,18,22,077
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
44,43,98,612 4,88,260 8,51,47,617 2,00,00,000 55,00,34,489

Details of Grants position at the end of the year :
i) Cash in Hand/Bank

ii) Unadjusted advances

iii) Total

PASTEUR INSTITUTE OF INDIA, Coonoor

Rs. 3,18,22,077.00

Rs.

0.00

Rs. 3,18,22,077.00

ANNUAL REPORT-2021-22
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Certified that | have satisfied myself that the conditions on which grants were sanctioned have been
duly fulfilled/are being fulfilled and that | have exercised following checks to see that the money has been
actually utilized for the purpose for which it was sanctioned.

(i) Themainaccounts and other subsidiary accounts and registers (including assets registers) are maintained
as prescribed in the relevant Act/Rules/Standing instructions and will be audited by designated auditors.
The figures depicted are subject to change after finalization of accounts on 31.03.2022.

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

(iii) Tothe bestof ourknowledge 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
termsandare notgeneralin nature.

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

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

Date : 12-12-2022 For MOHAMED ALI & CO.
Place : COONOOR Chartered Accountants
FRN 002081S

sd/- sd/- sd/-
AVairamoorthy Dr.S.Sivakumar CA, A.M.UBEIDULLA, M.A.,F.C.A.,D.LS.A.
Administrative officer / DDO Director (M No. 028614)

(Head of the Organization)

PASTEUR INSTITUTE OF INDIA, Coonoor 36 | ANNUAL REPORT-2021-22
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PASTEUR INSTITUTE OF INDIA
COONOOR - 643 103.

(( BALANCE SHEET AS AT 31°" MARCH 2022 j)

Particul Schedul 31.03.2022 31.03.2021
articulars cheaule | Rs. in Lakhs Rs. in Lakhs
CORPUS / CAPITAL FUND
AND LIABILITIES:
Corpus / Capital Fund 1 27,091.64 29,089.51
Reserves & Surplus 2 - -
Earmarked / Endowment Funds 3 341.94 850.14
Current Liabilities & Provisions 4 51.70 64.29
TOTAL 27,485.28 30,003.94
ASSETS:
Fixed Assets 5 14,239.65 16,493.46
Current Assets, Loans, Advances Etc., 6 13,245.63 13,510.48
TOTAL 27,485.28 30,003.94
Place : COONOOR For MOHAMED ALI & Co.
Date :12.12.2022 Chartered Accountants
FRN 002081S
sd/- sd/- sd/-
A. VAIRAMOORTHY DR. S. SIVAKUMAR CA, A.M. UBEIDULLA,m.A., F.C.A.D.I.S.A.
Administrative Officer / DDO Director M No.028614
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PASTEUR INSTITUTE OF INDIA
COONOOR - 643 103.

INCOME & EXPENDITURE ACCOUNT

FOR THE YEAR ENDED 31°" MARCH 2022

Particulars Schedule 31.03.2022 31.03.2021
Rs. in Lakhs Rs. in Lakhs
INCOME:
Income from Sales 7 2.73 8.10
Interest Earned 8 257.83 711.52
Other Income 9 12.01 9.48
Increase / (Decrease) in Stock of Finished
Goods and Work-in-Progress 10 - -
TOTAL (A) 272.57 729.10
EXPENDITURE:
Establishment Expenses 11 - -
Other Administrative Expenses Etc., 12 16.64 (-) 2.48
Depreciation 2,253.81 737.91
TOTAL (B) 2,270.45 735.44
Excess of Expenditure over Income carried to
Corpus / Capital Fund (A-B) (-) 1,997.87 (-)6.34
Significant Accounting Polices 13
Contingent Liabilities and Notes on Accounts| 14
Place : COONOOR For MOHAMED ALI & Co.
Date :12.12.2022 Chartered Accountants

FRN 002081S

sd/- sd/- sd/-
A. VAIRAMOORTHY DR. S. SIVAKUMAR CA, AM. UBEIDULLA, m.A.,FCA.D.LS.A.
Administrative Officer / DDO Director M No.028614
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PASTEUR INSTITUTE OF INDIA, COONOOR - 643 103.
SCHEDULES FORMING PART OF BALANCE SHEET AS AT 31 MARCH 2022

Particulars 31.03.2022 31.03.2021
Rs. in Lakhs Rs. in Lakhs
SCHEDULE: 1
CORPUS / CAPITAL FUND:
Balance at the beginning of the year 29,089.51 12,684.94
General Reserve Transferred to Capital Account - -
Balance of Net Income / Expenditure (-) transferred
from the Income and Expenditure Accounts (-) 1,997.87 (-) 6.34
27,091.64 12,678.60
Plan Fixed Assets - 16,410.91
Total 27,091.64 29,089.51
SCHEDULE: 2
RESERVES AND SURPLUS:
General Reserve: -
As per last Account - -
Total - -
SCHEDULE: 3
EARMARKED / ENDOWMENT FUNDS:
A) TC & DPT (PLAN)
a) Opening balance 16,851.59 17,891.41
b) Additions to the Funds:
i. Donations / Grants 5,786.00 3,900.00
ii. Income from Investments Made on Account of Fungls 41.80 44.07
iii. Other Additions
Provisions 205.99 324.70
Total [a+b] 22,885.38 22,160.17
Less: Utilisation / Expenditure
Unspent Grants for 2020-21 repaid 830.16 -
i. Capital Expenditure
Fixed Assets 13,940.97 16,178.16
Others (Loans & Advances and Stock) 219.53 167.96
Deposits
ii. Revenue Expenditure
Salaries, Wages and Allowances etc., 3,446.47 3,159.95
Other Administrative Expenses 4,126.29 1,823.94
Total 22,563.42 21,330.01
Net Balance at the year end Pending Utilisation
Represented by Bank Balances [A] 321.96 830.16
Note: Net Cumulative balance of funds utilised 15,106.63 16,851.59

Place : COONOOR
Date :12.12.2022

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

For MOHAMED ALI & Co.
Chartered Accountants

FRN 002081S
sd/-

CA, AM. UBEIDULLA M.A., FC.A.D.IS.A.

M No.028614

PASTEUR INSTITUTE OF INDIA, Coonoor €}

ANNUAL REPORT-2021-22
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PASTEUR INSTITUTE OF INDIA, COONOOR - 643 103.
SCHEDULES FORMING PART OF BALANCE SHEET AS AT 31 MARCH 2022

. 31.03.2022 31.03.2021
Particulars Rs. in Lakhs Rs. in Lakhs
SCHEDULE: 3 (Contd.)
EARMARKED / ENDOWMENT FUNDS: (Contd.)
B) TOPV
a) Opening balance (-)0.15 (-)0.15
b) Additions to the Funds : Donations / Grants - -
Total (-)0.15 (-)0.15
Less: Utilisation / Expenditure
i. Capital Expenditure - -
ii. Revenue Expenditure - -
Total - -
Net Balance at the year end [B] (-)0.15 (-)0.15
C) WHO
a) Opening Balance 20.12 20.12
b) Additions to the Funds : Donations / Grants - -
Total 20.12 20.12
Less: Utilisation / Expenditure
i. Capital Expenditure - -
ii. Revenue Expenditure - -
Total - -
Net Balance at the year end [C] 20.12 20.12
Net Balance at the year end Total [A+B+C] 341.94 850.14
SCHEDULE: 4
CURRENT LIABILITIES AND PROVISIONS:
A. CURRENT LIABILITIES:
1. Sundry Creditors: (Non Plan)
a) Supply of Goods & Services - -
b) Others 41.63 42.59
2. Advances Received from Customers 0.55 0.55
TOTAL (A) 42.18 43.15
B. PROVISIONS:
Post Master H.P.O. - -
Recovery from Staff - -
Group Insurance Received from LIC -CBE 0.20 0.20
Due to Reterenched / Ex employees - 0.73
Director - Plan 9.32 20.21
TOTAL (B) 9.52 21.15
TOTAL (A+B) 51.70 64.29
Place : COONOOR For MOHAMED ALI & Co.
Date :12.12.2022 Chartered Accountants

FRN 002081F

sd/- sd/- sd/-
A. VAIRAMOORTHY DR. S. SIVAKUMAR CA, A.M. UBEIDULLA
Administrative Officer / DDO Director M No.028614

PASTEUR INSTITUTE OF INDIA, Coonoor 40 | ANNUAL REPORT-2021-22
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PASTEUR INSTITUTE OF INDIA, COONOOR - 643 103.
SCHEDULES FORMING PART OF BALANCE SHEET AS AT 31°" MARCH 2022

. 31.03.2022 31.03.2021
Particulars Rs. in Lakhs Rs. in Lakhs
SCHEDULE: 5
FIXED ASSET:
Plan Account 13,940.97 16,178.16
Non Plan Account 298.68 315.30
TOTAL 14,239.65 16,493.46
SCHEDULE: 6
CURRENT ASSETS, LOANS, ADVANCES ETC,,
A. CURRENT ASSETS:
1. Inventories: (Non-plan)
a) Stores and Spares - -
b) Stock-in-trade
Finished Goods - -
Work-in-progress - -
Raw Materials - 15.33
TOTAL - 15.33
2. Sundry Debtors: (Non Plan)
a) Debts exceeding six months 162.05 162.05
b) Others - -
TOTAL 162.05 162.05
3. Cashin hand (Including cheques / drafts) - Non Plan - -
Cash in hand (Including cheques / drafts) - Plan 0.02 0.05
TOTAL 0.02 0.05
4, Bank Balances: (Non-plan)
a) With Scheduled Banks:
In Deposit Accounts 12,692.10 12,442.13
In Savings Accounts 63.24 40.70
b) EAR MARKED FUNDS FOR PLAN:
In Deposit Accounts - -
In Savings Accounts 321.94 830.11
13,077.28 13,312.94
TOTAL (A) [1+2+3+4] 13,239.35 13,490.37
B. LOANS, ADVANCES AND OTHER ASSETS:
1. Loans: To Staff (Non-plan) 0.15 0.35
2. Advances and other amounts recoverable in cash
or in kind or for value to be received
a) Prepayments - -
b) Others 4.15 15.25
TOTAL 4.15 15.25
3. Income Accrued: (Non-plan)
On Loans and Advances 1.75 4.19
(Includes income due unrealised Rs.Nil)
4, OTHER CURRENT ASSETS 0.23 0.32
TOTAL (B) [1+2+3+4] 6.28 20.11
TOTAL (A+B) 13,245.63 13,510.48

Place : COONOOR
Date :12.12.2022

For MOHAMED ALI & Co.
Chartered Accountants

FRN 002081S
sd/- sd/- sd/-
A. VAIRAMOORTHY DR. S. SIVAKUMAR CA, AAM. UBEIDULLA, M.A., FC.A.,D.IS.A.

Administrative Officer / DDO Director M No.028614
PASTEUR INSTITUTE OF INDIA, Coonoor
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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 2022

Particulars

31.03.2022
Rs. in Lakhs

31.03.2021
Rs. in Lakhs

SCHEDULE: 7

INCOME FROM SALES: (Non-plan)
a) Sale of Finished Goods
b) Sale of Raw Material
¢) Sale of Scraps

Total
SCHEDULE: 8
INTEREST EARNED: (Non-plan)
a) On Term Deposits With Scheduled Banks
b) On Savings Accounts With Scheduled Banks
¢) On Loans to Employees / Staff
d) On Other Receivables

Total
SCHEDULE: 9
OTHER INCOME: (Non-plan)
a) Profit on Sale / disposal of Owned Assets
b) Fees for Miscellaneous Services
c) Miscellaneous Income

Total
SCHEDULE: 10
INCREASE / (DECREASE) IN STOCK OF FINISHED GOODS &
WORK-IN-PROGRESS:
a) Closing Stock
Finished Goods
Work - in - progress

b) Less: Opening Stock
Finished Goods
Work - in - progress

NET INCREASE / (DECREASE) [a-b]

2.73

8.10

2.73

8.10

245.32
11.51
1.00

709.73
0.73
1.06

257.83

711.52

5.51
6.51

4.57
4.91

12.01

9.48

SCHEDULE: 11
ESTABLISHMENT EXPENSES:
a) Salaries and Wages
b) Allowances and Bonus
c) Staff Welfare Expenses
d) Expenses on Employees' Retirement
and Terminal Benefits
e) Others (Specify)

TOTAL
SCHEDULE: 12
OTHER ADMINISTRATIVE EXPENSES ETC:
a) Consumption of Raw Materials & Stores
b) Electricity Power & Water Charges
c) Rent, Rates & Taxes
d) Other Charges

TOTAL

15.33

0.01
1.29

(-)2.95

0.47

16.64

(-) 2.48

Place : COONOOR
Date :12.12.2022

sd/-

A. VAIRAMOORTHY
Administrative Officer / DDO

sd/-

DR. S. SIVAKUMAR

Director

For MOHAMED ALI & Co.
Chartered Accountants

FRN 002081S
sd/-

CA, AAM. UBEIDULLA, M.A., F.C.A.,D.I.S.A.

M No.028614

PASTEUR INSTITUTE OF INDIA, Coonoor

ANNUAL REPORT-2021-22
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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 2022

SCHEDULE:13
SIGNIFICANT ACCOUNTING POLICIES:

1. ACCOUNTING CONVENTION:

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

2. INVENTORY VALUATION:

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

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

3. FIXED ASSETS:

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

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

4. DEPRECIATION:

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

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

5. MISCELLANEOUS EXPENDITURE:

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

6. ACCOUNTING FOR SALES:

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

Place : COONOOR For MOHAMED ALI & Co.
Date :12.12.2022 Chartered Accountants
FRN 002081S
sd/- sd/- sd/-
A. VAIRAMOORTHY DR. S. SIVAKUMAR CA, A.M. UBEIDULLA, m.A, F.CA,D.LSA.
Administrative Officer / DDO Director M No.028614
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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 2022

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 fee.

9.RETIREMENT BENEFITS:

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

9.2. Liability towards pension in respect of employees enrolled after 1/1/2004 are considered in
accordance with the new 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 MOHAMED ALI & Co.
Date :12.12.2022 Chartered Accountants
FRN 002081S
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A. VAIRAMOORTHY DR. S. SIVAKUMAR CA, AM. UBEIDULLA, m.A, FCA.D.ISA.
Administrative Officer / DDO Director M No.028614
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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 2022

Particul 31.03.2022 31.03.2021
articulars Rs. (in Lakhs) Rs. (in Lakhs)

SCHEDULE: 14
CONTINGENT LIABILITIES AND NOTES ON ACCOUNTS:
1. CONTINGENT LIABILITIES:
1.1. Claims against the Entity not acknowledged as debts - -
1.2. In respect of:
Bank guarantees given by / on behalf of the Entity Letters
of Credit opened by Bank on behalf of the Entity Bills
discounted with banks
1.3. Disputed demands in respect of:
Income-tax - -
Goods and Service Tax - -
Municipal Taxes - -

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

2. CAPITAL COMMITMENTS:

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

3. CURRENT ASSETS, LOANS AND ADVANCES:

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

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

5. FOREIGN CURRENCY TRANSACTIONS:
5.1. Value of Imports Calculated on C.I.F Basis:
Purchase of finished Goods - -
Raw Materials & Components (Including in transit) - -
Capital Goods - -
Stores, Spares and Consumables - -
5.2. Expenditure in foreign currency:
a) Travel - -

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

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

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

Place : COONOOR For MOHAMED ALI & Co.
Date :12.12.2022 Chartered Accountants
FRN 002081S
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A. VAIRAMOORTHY DR. S. SIVAKUMAR CA, A.M. UBEIDULLA, Mm.A., F.CA.D.I.S.A.
Administrative Officer / DDO Director M No.028614
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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 2022

Particulars 31.03.2022 31.03.2021
(in Lakhs) (in Lakhs)
6. QUANTITATIVE DETAILS OF TURNOVER:
Animal Vaccine - ARV M. - -
Human Vaccine - ARV Ml. - -
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 0.25 0.30
For certification - -
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 2022 and the Income and Expenditure Account for the yearended on that date.

Place : COONOOR For MOHAMED ALI & Co.
Date :12.12.2022 Chartered Accountants
FRN 002081S

sd/- sd/- sd/-
A. VAIRAMOORTHY DR. S. SIVAKUMAR CA, A.M. UBEIDULLA, m.A, F.CA,D.LS.A.
Administrative Officer / DDO Director M No.028614
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