
Exlrrrc.sslon of !nterest for planning. creariotl and executiott of cGlvlP contpliant facility for Antisera Production and ollrer Alliecl

Facilities

Government of lndia

Ministry of Health & Family Welfare

Expression of lnterest (Non Financial)

Planning, creation and execution of

cGMP compliant facility for Antisera Production and other Allied Facilities

at

Gentral Research lnstitute,

Kasauli, Himachal Pradesh

(DGHS/ltttoHFW reseryes the right to accepUreject the request for EOI ano / or invite

afresh with or without amendmenfs fo this request for EOl, witltout liability or any

obligation for such request for EOt and without assigning any reason. lnformation

provided at this sfage is indicative ancl DGHS/AI\oHFW reserves the right to amend/

add furlher details in the RFP document).
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Expresslon of !nterest for plan:ti1g, creation and executiort of cGMP compliarlt facility for Antisera Prodttction and other Allied

Facilities

IMPORTANT INSTRUCTIONS

prospective bidders who wish to participate in bid process need to notify CRI with

their contact details (Name, Designation, Organization details with address, Contact

Number and Official Email lD) to dire mail

immediately after receiving the EOI document.

Details to be shared in below format -

1) Bidder Name

2) Designation

3) Organization Details with Address

4) Contact Number:

5) Official Ernail lD

)
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Expressio, of lnterest for pra,ning, creation artd execution of ,GMP compliant facitity for Antisera Production and other Allied

Facilities

SNAPSHOT

compliant facility for Antisera Production

and other

Research
Pradesh

Allied Facilities at Central

lnstitute, Kasauli, Himachal

lion of cGItIPPlanning, creation and execu
Name of Project

elfaW reaF m&Ith lyHeaoftnI\4 stry[ame of AuthoritY
ot 4s-24 by 02:00 PMission of EOILast date for subm

firms

to shortlistedlater onlYWill be intimatedDate for RFP

GovernmenUPSU agenclesEtigible Entities
Authorised RePresentative/SignatorYSignature Au thority

Two stage Process
1. EOI

2. Request for proposal (RFP) stage and

Financial bid of shortlisted vendors

Selection Process

Rs.150 croresTentative cost of Project

Qualification Griteria

Technical Criteria:

1) Experience in developmenuconstruction of pharmaceutical/biopharmaceutical

(preferably immunobiologicals) cGMP projects, either as a single entity or as a

consortium

2) Experience of the key personnelwith respect to above mentioned pt'1'

Contact Person
Director

Central Research lnstitute

Kasauli -173204

Himachal Pradesh
E m ai I : dlrec to r-c ri k-h P@gov. i n

Tel No. 017 92-27 3105,27 21 1 4

d i re cto rc ri@ q m a il. co m
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ExDtession of lnlerest for planning, creation and execution of cci,/tP compliant facitity for Anlisera Produclion and olhet Allied

Facililies

INSTRUCTIONS TO ORGANIZATIONS

i. Organizations are hereby invited for non-financial Expression of lnterest for

planning, creation and execution of cGMP compliant facility for Antisera

Production and other Allied Facilities (Quality Control Lab, Animal facilities

[Experimental ancl Breeding] and Central Warehouse) at Central Research

lnstitute, Kasauli, Himachal Pradesh. Preference will be given to organizations

having relevant experience in designing, constructing and validating GMP

compliant pharmaceutical/biopharmaceutical facilities preferably immuno-

biologicals.

ii. An applicant shall be a Government/PSU agency. The tentative duration of the

project is forty{wo months from the date of award of contract. During the

contract, the organizations shall work for execution of project as per scope of

work. The scope of work also includes obtaining a pprovals/perrnits from all

applicable Government/statutory authorities during various stages of the project

iii. The Eol should be submitted in accordance with the procedure detailed herein:

a) The duly filled and completed application form along with all documents (as

annexures) shall be enclosed in a single sealed envelope of appropriate

size.

b) All pages of this instruction booklet should be signed and stamped by the

authorised signatory as a proof of having read the terms and conditions and

submitted along with the EOl.

c) The Envelope should be super-scribed as'EO/ for Planning, creation and

execution of IGMP compliant facility far Antisera Production and other

Allied Facitities" to be opened on q4s-2224 at 2:30 pm, at Conference

Hall, CRl, Kasauli.

c/) The EOI completed in all respects must be submitted in sealed envelope

which must be either delivered by hand at ReceipUGeneral Sectlon, CR/, or

sent by registered/speed post to "The Director, Central Research lnstitute.

Kasauli, Dlst. So/an, (H.P.), lndia PIN-173204", to reach not later than

O\-os-2q by 2:00 pm.

iv. The institute in no case will be held responsible for late receipt or postal delays'

EOI proposal received after due date and time, will not be considered.

v. lnstitute shall hold no responsibility for misplacement/damage or premature

opening of unsealed and unmarked envelopes as required.

vi. The EOI received through E-mail/Fax, or not in proper format, or without;

appropriate ar-rd supporting documents will be summarily rejected.

vii. Bribing/canvassing/influencing by any means shall be deemed as a serious

offence and would lead to disq ualification of bidder. Central Research lnstitute
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Expressiotl of lnteresl for planDing, creation and execution of cGMP compliant tacility for Antisera Production at)d otlet Allied

Facilities

will shortlist eligible firms based orr the selection criteria for the second stage of

Request for ProPosal (RfP).

viii. The organization must ensure that they have people engaged in their

organization with relevant experience to take care of all aspects of the projects

especially cGlt4P comPliance.

ix. lt is the responsibility of organization to identify and declare all possible

conflicts of interest that may affect services.

x. The organisation should not have been blacklisted or debarred by any central

or state government organizations.

xi. ApplicanVOrganisation must be free of any legal proceedings for any type of

irregularities.

xii. Submission of any wrong/misleading information on any aspect mentioned in

the EOI by the organizations shall lead to disqualification at EOI or later stage.

xiii. The shortlisted Organisation(s) is/are required to deliver technical presentation

before submission of the RfP.

xiv. The progress of the project shall be monitored by a team of officials decided

upon by MoHFW/DGHS/DCGI/CRl, Kasauli etc.

SCOPE OF WORK

Background

The Cenkal Research lnstitute (CRl) is situated in Kasauli, Himachal Pradesh.

Founded in 1905, the lnstitute is a subordinate office of the Directorate General of

Health Services (DGHS), Mintstry of Health & Family Welfare (MoHFW),

Government of lndia. The lnstitute is engaged in lhe manufacturing of lmmuno-

biologicals along with other activities. Antisera Division of CRI is engaged in

production of Anti-Snake Venom Serum (ASVS) since 1906 while the production

of two other products, Diphtheria Anti-Toxin Serum (DATS) and Anti-Rabies

Serum (ARS) was started in 1950's. The Antisera Divislon is currently engaged in

the production and supply of equine based ASVS, ARS and DATS that caters to

the anlisera demand of various central and state-run health units across the

country.

The Quality Control Division has been engaged in in vitro and ln vlvo quality

testing of immuno-biologicals (vaccines, antisera and diagnostic reagents)

manufactured at CRl, Kasauli. The division is also associated with testing of raw

materials used in production of various immuno-biologicals.
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Expression of lnterest for planting, creatiotr and executiot, 

;::f,I: 
compliant facility for Antisera Ptoduction artd other Allied

Purpose/Objective:

The lnstitute is in the process of construction/upgradation of its Antisera
production and allied facilities as per cGIMP requirements of Schedule "N4",

Committee for Control and Supervision of Experiments on Animals (CCSEA)
guidelines and other international standards such as WHO etc.

Services to be provided by the organization:

The nature of services to be provided by the organizations will include, but will

not limited to, preparing the facility and process layout including concept design,

equipment design and qualification. The firm shall also provide process sizing, utility

sizing, man/material movement planning, entry/exit procedure and clean room layout
planning. Human resource estimation, preparation of bill of quantity (BOQ),

supervisory support and coordination with CRI officials shall also be provided by the

firm at the facility execution stage with due emphasis on quality of design and

assistance during validation of the facility.

The organizations will provide sufficient technically qualified and experienced

staff for:

1. Designing & monitoring of the project

2. Obtaining necessary clearances including regulatory and non-regulatory

3. Planning and monitoring of Civil, [\4odular, Electrical, [\4echanical and HVAC

systems

4. Equipment design, procurement, installation, qualification, calibration and

validation

5, Process design and validation as per our products requirements

6. Getting the project approved from DCGI and WHO for schedule "[/"/cGNIP

compliance.

The execution of the project from the start to its completion shall be monitored by

a team of project engineers of the firm who shall possess relevant experience and

qualification. The progress of the project shall also be monitored by a team of

officials decided upon by IVIoHFW/DGHS/DCGI/CRl, Kasauli. The term "completion

of the project" shall be mutually agreed upon.

BROAD SCOPE

The broad scope for creation/upgradation of all facilities are:

1. Designing & monitoring of the project.

2. Getting necessary clearances.
3. Civil, Electrical, Mechanical and HVAC work design and monitoring
4. [\4odular work and equipment design,
5. Qualification of facilities and utilities

7



Expression of lnterest for plannitry, creation and execution of cGMP compliant facility for Antisera Production and other Allied

Facilities

6. QLralification/Validation and calibration of equipment.
7. Building monitoring systems

8. Getting the facilities approved from DCGI and WHO pre-qualification

ln addition to above, other requirements also need to be fulfilled in the proposed

facilities as detailed below:

l. Antisera Manufacturing Facility:

1. Planning, Creation and execution of cGMP compliant facility for Antisera
Production:

This entails planning, creation and execution of a building(s) from scratch to

house the labs, production areas and utilities for development of the latest state
of art cGMP production and testing facility for Anti Snake Venom Serum (ASVS),
Diphtheria Antitoxin Serum (DATS) and Anti Rabies Serum (ARS).

Encumbrance{ree land earmarked for the project will be provided for this
purpose by the institute. The organization will have to obtain necessary
clearances, provide essential equipments, lab furniture etc. for the facility. The
firm shall also design and equip suitable utilities for the lab as per the regulatory
requirements. Rain water harvesting system to provide potable quality water will
also have to be provided. All necessary provisions shall be made to meet the
current norms set by the Himachal Pradesh State Pollution Control Board.

Annual Production Capacity:

S. No. PITODUCT NIiW EQUINB FARN,I (400 equines)

No. of Iltluines No. of vials/year

I
Anti-Snake Venom Serum (ASVS)-

l0 ml Vials
1 1 5 42,000

2
Anti-Rabies Serum (ARS)-

5 tnlVials
t75 51 000

3
Anti-Diphtheria Senrm (DATS)-

l0 rnl Vials
50 12,000

Total 2,1 1,000

2. Equine $tables: Upgradation of the existing stables is required to house

about 400 equines from the present capacity of 150. lt is proposed to construct

buildings for housing and bleeding of equines that shall comply with & guidelines

of Schedule M, WHO CCSEA (as applicable) used for hyperimmune sera

raising.

a



Expressiort of lnterest for planning, creatiort and executiorr of cGMP compliant facility for Antisera Production and other Allied

Facilities

I! ALLIED FACILITIES

All allied facilities need to be constructed/upgraded as per cGMP requirements in

the existing building of Quality Control Division, Animal House facilities

(Experimental and Breeding) and Warehouse facility.

1. Quality Gontrol Laboratory: Construction/upgradation of the Quality

Control Lab to create:

a. Sterility testing lab

b. tt/edia preparation lab

c. Biochemistry /Raw Material testing lab: Laboratory for biochemical and

physiochemical testing of immunobiologicals and raw materials.

2. Laboratory Animal Facility: Renovation/upgradation of the existing

laboratory animal breeding and in vivo testing facility as per lndian

Pharmacopoeia, cGIVIP and CCSEA guidelines.

3. CentralWarehouse:

a. The existing Stores department (Raw material warehouse) will have to

be upgraded as per the latest GI\tlP guidelines.

b. The existing Stock and Supply department (Finished product

warehouse) also needs to be upgraded as per the latest cGMP

guidelines.

ln addition to the above, imparting personnel training is also part of the

project.
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Expresslon of lnterest for planning, creation ancl executiou of cGMP compliant facility for Antisera Production and olher Allied

Facilities

TIME.FRAME

The tentative timeline for completion of the project is forty-two months which

may be broadly categorized as under:

Graphical representation of tentative time line for completion of project work

"Activity execution time on quarterly basts at CRl, Kasauli

*Personneltraining will ensue throughout S.No 7 & I

S.

No
EVENT

TIME FROM
START

Preliminary short listing based on EOI for hiring of organization
'l month

Assessment of Technical and financial bids and finalization of organization
3 months

3 Submission of plans by organizationfor approval
6 months

4 Finalisation of plans for the project
9 nrontlts

E Tendering for construction and equipment procurement
12 nronths

o Completion of civil work
30 months

7 Commissioning & validation of equipments
36 months

B. Process validation & submission of design qualification documents
36 nronths

9.
Manufacturing of trial and commercial batches followed by necessary
regulatory approvals

42 months

S.No Activities ltt Year* 2nd Year* 3td Year* 4'h Year*

1. Preliminary short listing based
on EOI for hiring of
organization

7 Assessment of Technical and
financial bids and finalization
of organization
Submission of plans by
organizationfor approval

4. Finalisation of plans for the
project

5 Tendering for construction
and equipment procurement

6. Completion of civil work

7 Commissioning & validation of
equipments

() Process validation &
submission of design
qualification documents

9 Obtaining regulatory
permissior-r from CDSCO

10
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1. EXPERTENCE OF THE FIRM (60 %)

S. No Parameters Weightage Max. Marks Criteria Marks

Upto 5 years 5 Marks

5-10 years 10 Marks11

Number of years of
experience in

consultation services
for pharmaceuticals/

bio-pharmaceuticals
GI\4P facility

20% 15

10 years and above 15 Marks

Less than 2 projects Zero Marks

Upto 2 Projects 10 Marks

Upto 3 Projects 20 Marks

1.2

Experience (in no. of
years)in carrying out
projects in related

field

50Yo 30

lt/ore than 3 Projects 30 Marks

lf one of the projects

carried out in Bio-
pharmaceuticals

5 Marks

1.3

Experience in

consultancy for bio-
pharmaceutical

projects

20Yo t0
lf more than

oneprojects carried out
in Bio-pharmaceuticals

10 Marks

Upto3 years 3 Marks
14

Studies carried out in

lndia.
10o/o 5

l\4ore than 3 years 5Marks

Expression of lnterest for planning, creation and execution of cGMP compliant facility for Antisera Production and other Attiecl
Facilities

SHORTLISTING CRITERIA

2. FINANC|AL STRENGTH OF THE ORGANTZATTON (15 %)

2.1

Annual turnover
figure for last Three
Years.

50% 7.5

Scr to 10 Crores 4 Marks

Above l0Crores 7.5 Marks

2.2
Net Profit figure for
last three years 50% 7.5

Up to lCrore 3 Marks

Above lCrore Up to 3
Crores

5 Marks

lvlore Than 3 Crores 7,5 Marks

11



3. QUALIFICATION AND EXPERIENCE OF KEY PERSONNEL (25 %)

or more

Marks for
experience in

relevant field (3
Marks for

qualificationQualificationS.

No.

Expertise of Key
Personnel

2Master's degree in management or

equivalent
Project manager

1
Bachelor's degree in architecture or

equivalent
I

Architect

11
Bachelols degree rn civil engineering

or equivalent3
Civil Engineer

1
Bachelo/s degree in mechanical

engineering or equivalent4
HVAC/Refrigeration

engineer

1
Electrical Engineer Bachelo/s degree in electrical

engineering or equivalent
(

1
Bachelor's degree in engineering or

equivalent
6

lnstrumentation

engineer

1
Master's degree in life sciences/ bio-

medical engineering
7

Production Specialist

2 2
Master's degree in life sciences/ bio-

medical engineering

GMP Expert
8

a
L J

Minimum Bachelor's degree in

engineering/ Master's degree in life

sciences or equivalent

Experts in Utilities,

Validation and

Documentation

I

Expression of lnterest for planning, creation and exectfiion of cGMP compliant facility for Antisera Producliott and other Allied

Facilities

*6nly those Bidders shall be shortlisted who secure a minimum aggregate of 60% marks based on above

allocation and minimum 50% marks in each of the three categories to be eligible for taking part in the further

Bidding Process.

T2

2
1

1

1

1

1
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Expression of lntercst for planning, crcation and execution of cGfi,4p contptiant facility for Antisera production and other Altie<t
Facilities

FORMAT FORSUBMISSION OF EXPRESSION OF INTEREST
The E
followii

Ol document duly signed by Head of organization is to be submitted in theformat o

1 Name of the Bidder

..)
Office Address

I
.J E-mail

4

5 PAN No., TIN No., GST No

Website

6

Authorized Representative
a) Designation
b) t\4obile /Phone No.
c) FaxNo.
d) E-mail

7

Key Personnel to be designated for the said
project along with their designation,
qualifications and relevant experience
(See Annexure ll)

o(J
Registration No. and date of registration of
organization, if applicable

I Principal Place of Business

10 ule under wlrich the organization was
stered

Act/R

11
Type of Organization
(GovernmenVPSU agency)

12 promoter since the past or was the
organization blacklisted

Whethe na CT m lna CASEv WAS isteredreg
theinstaga or na oforganization itsv

Yes/No

13 Number of offices/centres in lndia

14

15.

Total Experience of the organization in
creation of cGMp compliant facilities

List of projects completed in which the firm
has delivered services similar to that in this
project (See Annexure lll)

16
Turn-over of the organization during last
three years (year wise)

17
Any other relevant information deemed
suitable (Add as Annexure lV)

13



Expresslon of lnterest for planning, creation and executiott of cGMP compliant facitity for Antisera Production and other Alliecl

Facilities

LIST OF ANNEXURES

lnformation and documents required to be attached as Annexures with the EOI

Annexure I Covering Letter

Annexure ll
Key Personnel to be designated for the said project along with

their designation, qualifications and relevant experience

Annexure lll
List of projects completed in which the firm has delivered

services similar to that in this project.

Annexure lV All other relevant information

1.4



Expresslon of lnterest for planning, creation and execution of cGMP compliant facitity for Antisera Production and other Attied
Facilities

Annexure I

Format for Covering Letter
(On the Letter head of the Applicant)

Date:

To

The Director,
Central Research lnstitute,
Kasuli,
Himachal Pradesh -173204

Ref: Expression of lnterest (EOl)for Planning, Creation and execution of cGMP
compliant facility for Antisera Production and other Allied Facilities

Sir,

Being duly authorized to represent and act on behalf
of..... (Hereinafter referred to as "the Appiicant"), and
having reviewed and fully understood the evaluation criteria and information
provided, the undersigned hereby apply in response to the EOI document for hiring
of organization for creation of cGIVP compliant Antisera and Allied Facilities project.
We are enclosing our Expression of lnterest with the details as per the requirements
of the EOI document, for your evaluation.

Yours faithfully,

(Signature of Authorised Signatory)

(Name, Title and Address)

15



Expression of lnterest for planning, creation and execution of cGMP compliant facility for Antisera Production and other Alliecl

Facilities

ANNEXURE II

Key Personnel to be designated for the said project along with their designation,

S.

No

Name,
Designation

and

Qualifications

PermanenU
contract

basis

Period of
engagement

Work Experience
(No. of years)

Summary
of work

experience

(ProjecU

role/ tasks)

Whether
person shall
be involved
in current

projectFrom To

16
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Facilities

ANNEXURE III

A list of projects completed in which the organization has deliverecl services similar
to that in this project.

Narne of the
assignment

Date of
award of

assignment

Date of
cornpletion

of
assignnrent

Country Value Clierrt's
Nanre

Short-
clescriptiolr

of
assignment
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