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Patients’ Aid Foundation
Jinnah Postgraduate Medical Centre, Karachi
Government of Sindh

Provision of Supply, Installation and Commissioning of Cyclotron Synthesizer for production of 18F based
multiple Radiopharmaceutical for PET-CT facility at JPMC Karachi.

1. The Office of the Chairman Patients’ Aid Foundation, JPMC Karachi invites sealed tenders as per following
details during financial year 2023 — 2024. The International manufacturer having local agent / distributor with
established credentials in terms of technical, financial and managerial capabilities are eligible to participate.

S.No Tender details Tender Fee | Tender due date
1. [Supply, Installation and Commissioning of Cyclotron Synthesizer. Rs. 5,000/- | 07" Aug 2023
2. [Kits required for Production of Radiopharmaceuticals Rs. 5,000/- | 07" Aug 2023
3. |Class A Hot Cell/ Shielded Isolator Rs. 5,000/- | 07" Aug 2023
4. |Quality Control Equipment. Rs. 5,000/- | 07" Aug 2023

2. Interested bidders may obtain Tender Documents from the office of the Chairman Patients’ Aid Foundation,
JPMC (Address: Room no 16 Cyberknife & Tomotherapy Building, Jinnah Postgraduate Medical Center, Rafiqui
Shaheed Road, Karachi — Pakistan 75510) on payment of non-refundable fee in the form of Pay
Order/CDR/Demand Draft in the name of Patients’ Aid Foundation, during office hours on or before 05"
August 2023.

3. Tender documents can also be downloaded from the website of Patients Aid Foundation /JJPMC.

4. Single stage/ two envelopes bidding procedure shall be adopted. The envelope shall be marked as “TECHNICAL
PROPOSAL” and “FINANCIAL PROPOSAL” (sealed) in bold and legible letters. The financial proposal of
bids found technically non-responsive shall be returned un-opened to the respective bidders.

5. The bidder shall ensure that their tenders are complete in all respects. The bidder should submit tender document
till 07" August 2023 at 11:00 am as per schedule at office of the Patients Aid Foundation (Address: Room no
16 Cyberknife & Tomotherapy Building, Jinnah Postgraduate Medical Center, Rafiqui Shaheed Road, Karachi —
Pakistan 75510). Technical proposal will be opened on the same day at 11:30 am in the Lecture Hall 2nd Floor
Department of Radiology JPMC, Karachi. The incomplete tenders and tenders received after the closing date and
time will not be considered.

6. In case the date of opening or last date of submission is declared as public holiday by the Government or non-
working day due to any reason, the next official working day shall deem to be the date of submission and
opening of bids. The time and venue will remain the same.

7. Original bid security / earnest money 2% of total cost in the form of Pay Order/CDR/Demand Draft in favor of
Patient” Aid Foundation should be attached with the financial bid and photocopy of the same without showing the
value attached with the technical bid as demanded in the bidding documents.

8. The undersigned / tenderer reserve the rights to reject any or all the tenders without assigning any reason
thereof.

Chairman Patients’ Aid Foundation

Cyberknife & Tomotherapy, Room 16, Jinnah Postgraduate Medical Center,
Rafiqui Shaheed Road, Karachi — Pakistan 75510

E-mail: chairman.paf@pafjpmc.org

Cell: +92306-2727913
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Instructions to Bidders (1TB)

INTRODUCTION

PET-CT Cyclotron facility at JPMC, Karachi is jointly operated by Patients’ Aid Foundation (PAF) &
Government of Sindh (GOS) to offer absolutely free of charge facility to patients irrespective of patient
background.

1. SOURCE OF FUND

1.1.The Government of Sindh has given grant in aid to Patients” Aid Foundation to enhance the number
of PET-CT scan patients from 2,000 to 4,000 per annum, to which Patients’ Aid Foundation intends to
upgrade facility by procuring Cyclotron synthesizer and other equipment.

2. ELIGIBLE BIDDERS

2.1 This Invitation for Bids is open to all original Manufacturers, within Pakistan and abroad, and their
Authorized Agents/Importers/Suppliers subject to the conditions that:

2.2 The Agents/Suppliers/Importers must possess valid authorization from the Manufacturer. In
case of Manufacturers, they should have documentary proof to the effect that they are the original
Manufacturers of the required specifications.

2.3 Bidders shall not be under a declaration of ineligibility for corrupt and fraudulent practices issued by
any Government (Federal or Provincial), a local body or a public sector organization.

2.4 The bidders should have operational office(s) in Pakistan and possess financial sustainability
to meet timely supply.

3. ELIGIBLE GOODS

3.1 Inthe case of Goods offered from outside the Pakistan, respective quality certified 1ISO, CE
or FDA as required in the bidding document shall be considered as eligible goods by the bidder;

3.2 Goods should be packed and transported in a material that meets international standards;
3.3 Goods should meet required specification in the bidding document.
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THE BIDDING PROCEDURE

4. SINGLE STAGE - TWO ENVELOPES BIDDING PROCEDURE
4.1 Single stage — two envelopes bidding procedure will be applied.

4.2 The bid shall comprise a single package containing two separate envelopes. Each envelope shall
contain separately the technical proposal and the financial proposal;

4.3 The envelopes shall be marked as “TECHNICAL PROPOSAL” and “FINANCIAL
PROPOSAL” in bold and legible letters to avoid confusion;

4.4 Initially, only the envelope marked “TECHNICAL PROPOSAL” shall be opened; for technical bid
each vendor is requested to fill up the Performa of technical specification with the desired information in
the last column with verifiable references form the data sheets / technical brochures. Please fill up on the
same MS Word format as per desired information saying YES/NO and if needed give proper pagination,
paragraph & line description for easy assessment by technical committee.

4.5 The envelope marked as “FINANCIAL PROPOSAL” shall be retained in the custody of the
Patients’ Aid Foundation without being opened.

4.6 Patients’ Aid Foundation shall evaluate the technical proposal, without reference to the financial
proposal and reject any proposal which does not conform to the specified requirements.

4.7 The financial proposal of bids shall be opened in the presence of bidders qualifying
in technical evaluation at time, date and venue to be announced /communicated in advance
by e-mail.

4.8 Financial proposal of the bids failing to qualify in the technical evaluation will be returned to
the bidders unopened.

4.9 The bidder quoting the lowest price and qualifying as per technical evaluation criteria mentioned
in the bidding document shall be declared Successful.
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THE BIDDING DOCUMENTS

5. CONTENTS OF BIDDING DOCUMENTS

5.1  The Bidding Documents:
In addition to the Tender Notice, the bidding documents include:
i.  Instructions to Bidders (ITB);
ii.  General Conditions of Contract (GCC);
iii.  Special Conditions of Contract (SCC);
iv.  Schedule of Requirements;
v.  Technical Specifications;
vi.  Contract Form;
vii.  Bid Form;
viii.  Price Schedule;
iX.  Integrity Pact

5.2 In case of discrepancies between the Tender Notice and the Bidding Documents listed in 5.1 above,
the Bidding Documents shall take precedence.

5.3 The bidders are expected to examine all instructions, forms, terms, and specifications in the bidding
documents. Failure to furnish complete information required in the bidding documents or to submit a bid
not substantially responsive to the bidding documents may result in rejection.

6. AMENDMENT OF BIDDING DOCUMENTS

6.1 At any time prior to the deadline for submission of bids, Patients’ Aid Foundation may, for any
reason, whether at its own initiative or in response to any query or clarification requested by a
prospective  Bidder, modify the bidding documents by amendment.

6.2 All prospective bidders that have received the bidding documents will be notified the
amendment(s) in writing or by email which will be binding on them.

6.3 In order to allow prospective bidders reasonable time to take the amendment(s) into account in
preparing their bids, Patients’ Aid Foundation may, at its discretion, extend the deadline for submission
of the bids.
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PREPARATION OF BIDS

7. LANGUAGE OF BID

7.1

Preparation of Bids

The bid prepared by the bidder, as well as all correspondence and documents relating
to the bid exchanged by the bidder and Patients” Aid Foundation shall be in English.
Supporting documents and printed literature furnished by the bidder may be in another
language provided these are accompanied by an accurate translation of the relevant
passages in English, in which case for purposes of interpretation of the Bid, the translated
version shall prevail.

8. DOCUMENTS COMPRISING THE BID

8.1 The bid prepared by the Bidder shall comprise the following:
i.  Bid Form and Price Schedule (to be submitted along with financial proposal);
ii.  Documentary evidence to the effect that the Bidder is eligible to bid and is qualified
to perform the Contract if its bid is accepted,;
iii.  Documentary evidence to the effect that the goods to be supplied by the Bidder are
eligible goods as defined in clause-3 and conform to the bidding documents; and
iv.  Photo copy of Bid Security with hidden amount.
9. BID PRICES

9.1 The Bidder shall indicate in the Price Schedule, the unit prices and total bid price of the
goods it proposes to supply under the Contract.

9.2  Prices indicated on the Price Schedule shall be on CIF basis except local items.

9.3 Price Schedule is to be filled in wvery carefully, preferably typed. Any
alteration/correction must be initialed.

9.4 The Bidder should quote the price(s) of goods according to the technical
specifications as provided in the Technical Specifications. The specifications of goods
inferior from the ones required by the Patients’ Aid Foundation shall straightway
be rejected.

9.5 The Bidder is required to offer competitive price(s). All price(s) must include the

transportation, loading/unloading/ installation/ commissioning/ up-to satisfaction of
end user.

10. BID CURRENCIES
10.1 Prices shall be quoted in respective foreign currency for goods offered.
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11. DOCUMENTS ESTABLISHING GOODS’ ELIGIBILITY

11.1 The Bidder shall furnish along with technical proposal, as part of its bid,
documents establishing eligibility and conformity of the goods which it proposes to
supply under the Contract.

11.2 Submission of documents of Goods offered as under:
i.  Original Brochure
ii.  Technical Datasheet/ specifications
ii.  1SO, CE, FDA, 510(k) or whichever certification is required
iv.  Customer List (Local/International)

11.3 No technical proposal / bid will be considered in the absence of mandatory
document(s) or sample(s) as per ITB 12.2. The offer will be rejected / ignored for further
evaluation in such absence.

12. BID SECURITY

12.1 The Bidder shall furnish, as part of its financial proposal, a Bid Security (earnest money)
in the amount specified in Special Conditions of Contract (SCC). Unsuccessful bidders’ Bid
Security will be returned soon after approval of the successful Bidder. The successful
Bidder’s Bid Security will be discharged upon signing of contract and furnishing the
Performance Security bond, duly guaranteed by a scheduled bank.

12.2 The Bid Security is required to protect Patients’ Aid Foundation against the risk of
Bidder’s conduct, which would warrant the Security’s forfeiture;

12.3 The Bid Security may be forfeited:
i If a Bidder withdraws its bid during the period of bid validity; or
ii. In the case of a successful Bidder, if the Bidder fails:
a. To sign the Contract; or

b. To complete the supplies in accordance with the General
Conditions of Contract.

13. BID VALIDITY

13.1 Bids shall remain valid for a period of 90 days. A bid valid for a shorter period shall
be treated as non-responsive

13.2 Patients’ Aid Foundation shall ordinarily be under an obligation to process and
evaluate the bids within the stipulated bid validity period. However, for any reasons to be
recorded in writing, if any extension is considered necessary, all those who have
submitted their bids shall be asked to extend their respective bid validity period.
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SUBMISSION OF BIDS

14. SEALING AND MARKING OF BIDS
14.1 The envelopes shall be marked separately as “TECHNICAL PROPOSAL” and

“FINANCIAL PROPOSAL” in bold and legible letters to avoid confusion. The Bidder
shall seal the proposals/bids in separate envelopes and put them in a relatively bigger
envelope to be sealed.

14.2 The inner and outer envelopes shall:

i) Beaddressed to Patients’ Aid Foundation at the address given in the Tender
Notice (Invitation of Bids); and

i)  Bear the Project name indicated in the [Invitation for Bids (IFB)] title and
number indicated, and a statement: “DO NOT OPEN BEFORE,” to be
completed with the time and the date specified in the Tender Notice.

14.3 The inner envelopes shall also indicate the name and address of the Bidder to enable

14.4

Patients’ Aid Foundation to return the bid unopened in case it is declared as ‘“non-
responsive” or “late” as the case may be.

If the outer and the inner envelopes are not sealed and marked as required, Patients’ Aid
Foundation will assume no responsibility for the bid’s misplacement or premature opening.

15. DEADLINE FOR SUBMISSION OF BIDS

15.1

15.2

Bids must be submitted by the bidders and received by Patients’ Aid Foundation at the
specified address not later than the time and date specified in the Tender Notice.

Patients” Aid Foundation may, at its convenience, extend this deadline for submission of
bids by amending the bidding documents in which case all rights and obligations of Patients’
Aid Foundation and the Bidders previously subject to the deadline will thereafter

be subject to the deadline as extended.

16. LATE BID
16.1 Any bid received by Patients’ Aid Foundation after the deadline for submission of bids

prescribed by Patients’ Aid Foundation shall not be entertained and returned unopened
to the bidder.
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17. WITHDRAWAL OF BIDS

17.1 The Bidder may after its submission withdraw prior to the expiry of the deadline
prescribed for submission of bids.

OPENING AND EVALUATION OF BIDS

18. OPENING OF BIDS BY PATIENTS’ AID FOUNDATION

18.1 The Procuring Agency will initially open only the envelopes marked
“TECHNICAL PROPOSAL” in the presence of Bidders’ or their representatives who
choose to be present at the time of bid opening on the date, time and place specified in the
Tender Notice. The bidders or their representatives who are presents hall sign the
Attendance Sheet evidencing their attendance. The envelope marked as
“FINANCIAL PROPOSAL” shall be retained in the custody of Procuring Agency
without being opened till the completion of the evaluation process.

18.2 The bidders’ names, item(s) for which they quoted their rate(s) and such other details
as Patients’ Aid Foundation may consider appropriate, will be announced at the time of
opening of technical proposals. However, at the time of opening of Financial Proposals
on a pre-indicated date, time and venue, the bid prices, discounts (if any), and the
presence or absence of requisite Bid Security and such other details as Patients’ Aid
Foundation, may consider appropriate, will be announced.

18.3 Any financial bid found without the prescribed bid security (earnest money) shall be
straightaway rejected even if it qualified in the process of technical evaluation.

18.4 Patients” Aid Foundation will prepare minutes of the technical and financial bids
opening meetings and will get these minutes signed by the Chairman and members.

19. CLARIFICATION OF BIDS

19.1 During the process of evaluation of the bids, Patients’ Aid Foundation may ask a
Bidder for any clarifications of its bid. The request for such clarifications and the response
shall be in writing. However, no change in the quoted price or substance of the bid shall be
sought, offered, or permitted.

20. PRELIMINARY EXAMINATION

20.1 Patients’ Aid Foundation will examine the bids to determine whether they are
complete; whether any computational errors have been made; whether the required
sureties have been furnished; whether the documents have been properly signed

and linked, and whether the bids are generally in order.

20.2 Arithmetical errors in a financial bid will be rectified in the following manner:
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20.3

204

i) If there is a discrepancy between the unit price and the total price that is
obtained by multiplying the unit price and quantity, the unit price shall prevail, and
the total price shall be corrected.

i) If there is a discrepancy between words and figures, the amount in words
will prevail.

i) If the Bidder/Supplier does not accept the correction of the errors, its bid will be
rejected.

The Procurement authority may waive any minor infirmity, non-conformity, or
discrepancy in a bid if in their view, it does not constitute some material
deviation, provided that such waiver does not prejudice or affect the relative ranking of
any Bidder.

If a bid is found substantially non-responsive, it will be rejected by Patients’ Aid
Foundation. It cannot subsequently be made responsive by the Bidder by correction of
the nonconformity / discrepancy.

21. EVALUATION & COMPARISON OF BIDS

21.1

21.2

Patients’ Aid Foundation will evaluate and compare the bids, which have been
determined to be substantially responsive.

The technical proposals/bids will be evaluated on the basis of Technical
Specification / rule, previous supply experience, financial soundness working period /
backup service with part-without part and such other details as Patients’ Aid Foundation may
consider appropriate for making a. sound judgment. However, the financial proposal will
be evaluated on the basis of price and bid Security, being major factor, without
ignoring the other relevant conditions as well.

22. EVALUATION CRITERIA

22.1

Technical Proposals

DOCUMENTS CHECKLIST

Please review the following list of MANDATORY DOCUMENTS to be enclosed with the Technical

Proposal.

S.No|

Yes |Page

Document Description / No No.

1. | Tender Purchase Receipt (Original) / Tender Fee Pay Order

Bid Security
[Copy with value hidden in Technical Proposal; Original in Financial Proposal]

3 Bidding Documents issued by Patients’ Aid Foundation
" |[Duly filled, Signed & Stamped by Bidder]

Item-wise/ Feature — wise product compliance/ deviation sheet/ statement on
4. |Bidder’s Letterhead.

[Duly filled, Signed & Stamped by Bidder]
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5 Technical Proposal on bidder’s letterhead

" |[Duly filled, Signed & Stamped by Bidder]
6 Undertaking

" |[as per attached Sample]
7 Certificates

" |[as per attached Sample ]
8 Income Tax & GST Registration Certificate with Active tax payer status on

" |FBR.
9. |Valid Professional Tax Certificate (Sindh)
10 DRAP Registration/License

"| [For medical devices/equipment]
11.{Income Tax Return (last 3 years)
12.| Audited Financial Statement (last year)
13.|Manufacturer’s Authorization to Bidder
Brochure or Catalogue (Original)
14.| [Submission in form of photocopy, photographs or word document is not
acceptable]
15.| Technical Data Sheet
16 Quality Certificates such as 1ISO, CE or any other and Origin etc.
‘| [Required certification mentioned in tender specification of each item]

22.2 Financial Proposals:

a) After technical evaluation is completed, Patients’ Aid Foundation shall inform the
disqualified bidders that their bid has been found non-responsive and that their
financial proposal will be returned unopened after completing the process. Patients’
Aid Foundation shall simultaneously inform in writing the qualified bidders date, time
and place for opening the financial proposals. Bidder’s attendance at the opening

of financial proposal is optional.

b) Financial proposals shall be opened publicly in the presence of the bidders or their
representatives who choose to be present. Total prices quoted by each the financial

proposal shall also be announced and recorded.

23. CONTACTING PATIENTS’ AID FOUNDATION

23.1 No bidder shall contact Patients’ Aid Foundation on any matter relating to its bid, from
the time of the bid opening to the time the Contract is awarded. If any bidder wishes
to bring additional information to the notice of Patients’ Aid Foundation, it may do so in

writing.

23.2 Any direct or indirect effort by a bidding firm to influence Patients” Aid Foundation during
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the process of selection of a bidder or award of contract may besides rejection of its bid
result into its disqualification from participation in Patients’ Aid Foundation future tenders.

24. REJECTION OF BIDS

24.1 Not withstanding anything stated here-before after Patients” Aid Foundation may reject
any or all bids at any time prior to the acceptance of a bid. Patients’ Aid Foundation
may upon request communicate to a bidder (subjected to decision of procurement
committee), regarding grounds for its rejection, but shall not be under obligation to justify
those grounds.

25. RE-BIDDING

25.1 If Patients’ Aid Foundation has rejected all bids, it may move for a re-bidding or may seek
any alternative method of procurement.

26. ANNOUNCEMENT OF EVALUATION REPORT

26.1 Patients’ Aid Foundation will announce the Evaluation Report and the resultant
acceptance or rejection of bids at least 3 days prior to the award of procurement contract.

AWARD OF CONTRACT

27. ACCEPTANCE OF BID AND AWARD CRITERIA

27.1 The bidder with lowest evaluated bid under clause 22, if not in conflict with any other law,
rules, regulations or policy of the Government, will be awarded the contract within the
original or extended period of bid validity.

28. PROCURING AGENCY’S RIGHT TO VARY QUANTITIES

28.1 Patients’ Aid Foundation reserves the right to increase or decrease the quantity of stores
originally specified in the Price Schedule and Schedule of Requirements without any
change in unit price or other terms and conditions.

29. LIMITATIONS ON NEGOTIATIONS
29.1 Negotiations only for delivery schedule or completion schedules will be conducted.

29.2 Negotiations will not be used to change substantially:

i)  The technical quality or details of the requirement, including the tasks or
responsibilities of the bidder or the performance of the goods;

i) The terms and conditions of the Contract and;

iii)  Anything affecting the crucial or deciding factors in the evaluation of the
proposals / tenders and / or selection of successful bidder.

30. NOTIFICATION OF AWARD
30.1 Prior to the expiry of the original or extended period of bid validity, the successful bidder
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will be informed in writing of acceptance of its bid by Patients’ Aid Foundation

31. SIGNING OF CONTRACT

31.1

31.2

While conveying acceptance of bid to the successful bidder, Patients’ Aid Foundation will
send him / her Contract Form provided in the bidding documents, incorporating all points
of agreement between the Parties.

Five days after the official announcement of the award, both the successful Bidder and
Patients” Aid Foundation will sign and date the Contract on legal stamp paper valuing
0.35% of the value of contract (cost shall be borne by the bidder). In case the successful
Bidder, after completion of all codal formalities, shows inability to sign the Contract, its
Bid Security / Earnest Money shall be forfeited. The firm may also be blacklisted from
taking part in any future bidding of Procuring Agency for a period up to five years. In
such a situation, Patients’ Aid Foundation may make the award to the next lowest
evaluated bidder or move for re-tender.

32. PERFORMANCE GUARANTEE SECURITY

321

32.2

One day before the date of signing of the Contract, the successful Bidder shall furnish
5% Performance Guarantee/Security in shape of pay order/bank draft/bank guarantee as
per the Performance Guarantee/Security Form provided with the bidding documents. Upon
submission of Performance Guarantee the Bid Security (Earnest Money) will be returned
to the Bidder

Failure of the successful Bidder to comply with any of the requirements specified in this
document shall be considered as sufficient grounds for the annulment of the award and
forfeiture of the Bid Security, in which event Patients’ Aid Foundation may make the
award to the next lowest evaluated Bidder at the risk and cost of the former.

33. CORRUPT OR FRAUDULENT PRACTICES

33.1

33.2

The Procuring Agency and the Bidders /  Manufacturers /  Suppliers /
Contractors are expected to observe the highest standard of ethics during the procurement
and execution of the Contract. In pursuance of this policy, the relevant terms / phrases as
may apply are defined below:

i)  “corrupt practice” means the offering, giving, receiving or soliciting of
anything of value to influence the action of Members in the procurement process
or in Contract execution; and

i) “fraudulent practice” means a misrepresentation of facts in order to
influence a procurement process or the execution of a Contract to the detriment
of Patients’ Aid Foundation, and includes collusive practice among Bidders
(prior to or after bid submission) designed to establish bid prices at
artificial non-competitive levels and to deprive Patients’ Aid Foundation
of the benefits of free and open competition;

Patients’ Aid Foundation will take all possible administrative / legal measures if it is found
that the Bidder recommended for award was / is engaged in corrupt or fraudulent
practice(s) before or after signing of the contract resulting into the conviction of the

Proprietor under criminal case besides blacklisting of the firm either indefinitely or for
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such period of time as may be determined by Patients’ Aid Foundation

33.3 Will declare a firm ineligible, either indefinitely or for a stated period of time, for the
award of a Contract if it, at any time, determines that the firm has engaged in corrupt or
fraudulent practices in competing for or in executing a Contract.

1. DEFINITIONS

GENERAL CONDITIONS OF CONTRACT (GCC)

1.1. Inthis Contract, the following terms shall be interpreted as indicated:

a)

b)

e)
F)

9)

“The Contract” means the agreement entered into between Patients’ Aid
Foundation and the Supplier, as recorded in the Contract Form signed by the
Parties, including all attachments and appendices thereto and all documents
incorporated by reference therein.

“The Contract Price” means the price payable to the Supplier under the Contract
for the full and proper performance of its Contractual obligations.

“The Goods” means Machinery/Equipment and Accessories which the Supplier
IS required to supply to Patients’ Aid Foundation under the Contract.

“The Services” means those services ancillary to the supply of the above goods,
such as project management, drawing, and packing, transportation of goods up
to the desired destinations and other such obligations of the Supplier covered
under the Contract.

“GCC” mean the General Conditions of Contract contained in this section.
“SCC” means the Special Conditions of Contract.
“ Patients’ Aid Foundation” means the Chairman Patient” Aid Foundation,

Secretary Office, Room No 16 Cyberknife & Tomotherapy building, Jinnah
Postgraduate Medical Centre, Karachi —75510, Pakistan.

h)

i)

2. APPLICATION

“The Supplier” means the individual or firm supplying the goods under this
Contract.

“Day” means official working day excluding national holidays.

2.1 These General Conditions shall apply to the extent that they are not inconsistent with
provisions of other parts of the Contract.

3. STANDARDS

3.1 The goods supplied under this Contract shall conform to the standards mentioned in the
Technical Specifications.

4. USE OF CONTRACT DOCUMENTS AND INFORMATION

4.1 The Supplier shall not without the Procuring Agency’s prior written consent, disclose
the. Contract, or any provision thereof, or any specification, plan, drawing, pattern; sample, or
information furnished by or on behalf of Patients’ Aid Foundation in connection therewith, to any
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person other than a person employed by the Supplier in the performance of the Contract. Disclosure to
such employed person shall be made in confidence and shall extend only, as far as may be’ necessary, to
such performance and not further or otherwise.

4.2 Any document, other than the Contract itself, shall remain the property of Patients’
Aid Foundation and shall be returned (all copies) on completion of the Supplier’s performance
under the Contract.

4.3 The Supplier shall permit Patients’ Aid Foundation to inspect the Supplier’s accounts and
records relating to the performance of the Supplies.

5. PATENT RIGHTS

5.1 The Supplier shall indemnify Patients’ Aid Foundation against all third-party claims of
infringement of patent, trademark, or industrial design rights arising from use of the
Goods or any part thereof in the country.

6. ENSURING STORAGE ARRANGEMENTS

6.1 To ensure storage arrangements for the intended supplies, the Supplier shall inform Patients’
Aid Foundation at least two weeks prior to the arrival of the consignments at its
store/warehouse.
7. INSPECTIONS

7.1 Patients’ Aid Foundation or its representative shall have the right to inspect and/or test the
goods to confirm their conformity to the Contract specifications.

7.2 Patients’ Aid Foundation reserves the right to have third party inspection, test and, where
necessary, reject the goods upon arrival at Procuring Agency’s destinations.

8. DELIVERY AND DOCUMENTS

8.1 The Supplier shall in accordance with the terms specified in the Schedule of
Requirements make delivery of the goods. Details of documents to be furnished by the
Supplier are specified in SCC.

9. TRANSPORTATION

9.1 The Supplier shall arrange such transportation of the goods at respective Floor of
Surgical Complex whatever safe mode is needed to prevent them from damage or deterioration
during transit to their final destination as indicated in the Schedule of Requirements.

10. INCIDENTAL SERVICES

10.1 The Supplier will be required to provide to the details of incidental services to Procuring
Agency.

11. WARRANTY

11.1 Warranty mean the period of 1 year from the date on which the Stores have been put into
operation and demonstrated to the Hospital staff. In any case this period shall not
exceed 1% years from the date of taking-over certificate.
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11.2 During the period of warranty, the Contractor shall remedy, at his / her expense, all
defects in design, materials, and workmanship that may develop or are revealed under
normal use of the goods.

11.3 The contactor shall provide guarantee for spare parts for at least 10 years (where
applicable).

12.4 Patients’ Aid Foundation shall promptly notify the Supplier in writing of any claims
arising out of this warranty.

12. PAYMENT
12.1 The method and conditions of payment to be made to the Supplier under this

Contract are specified in SCC.

13. ASSIGNMENT

13.1

The Supplier shall not assign, in whole or in part, its obligations to perform to another
party under this Contract, except with Patients’ Aid Foundation prior written consent.

14. DELAYS IN THE SUPPLIER’S PERFORMANCE

141

14.2

14.3

Delivery of the goods shall be made by the Supplier in accordance with the time
schedule prescribed by Patients’ Aid Foundation in the Schedule of Requirements.

If at any time in the course of performance of the Contract, the Supplier encounters anything
impeding timely delivery of the goods, he shall promptly notify Patients” Aid Foundation in
writing of the causes of delay and its likely duration. As soon as practicable, after receipt of
the Supplier’s notice, Patients’ Aid Foundation shall evaluate the situation and may,
depending on merits of the situation, extend the Supplier’s time for performance, with or
without liquidated damages, in which case the extension shall be ratified by the Parties by a
supplementary Contract to be treated as an addendum to the original contract.

Any undue delay by the Supplier in the performance of its delivery obligations shall
render it liable to the imposition of liquidated damages.

15. TERMINATION FOR DEFAULT

151

Patients’ Aid Foundation may, without prejudice to any other remedy for breach of
Contract, by a written notice of default sent to the Supplier, terminate this Contract in whole
or in part if:

a) The Supplier fails to deliver any or all installments of the goods within the period(s)

specified in the Contract, or within any extension thereof granted by Patients’ Aid
Foundation

b) The Supplier fails to perform any other obligation(s) under the Contract to the
satisfaction of Patients’ Aid Foundation; and

¢) The Supplier, in the judgment of Patients’ Aid Foundation, has engaged itself in corrupt
or fraudulent practices before or after executing the Contract.
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16. FORCE MAJEURE
16.1 The Supplier shall not be liable for forfeiture of its Performance Guaranty/ Bid

Security, or termination / blacklisting for default if and to the extent that this delay in
performance or other failure to perform its obligations under the Contract is the result of an
event of Force Majeure. For the purposes of this Clause Force Majeure means an act of God
or an event beyond the control of the Supplier and not involving the Supplier’s fault or
negligence directly or indirectly purporting to mal-planning, mismanagement and /or lack of
foresight to handle the situation. Such events may include but are not restricted to acts of
Patients’ Aid Foundation in its sovereign capacity, wars or revolutions, fires, floods,
earthquakes, strikes, epidemics, quarantine restrictions and freight embargoes. If a Force
Majeure situation arises, the Supplier shall promptly notify Patients’ Aid Foundation in
writing with sufficient and valid evidence of such condition and the cause thereof. The
Committee, constituted for redressing grievances, will examine the pros and cons of the case
and all reasonable alternative means for completion of purchase order under the Contract
and will submit its recommendations to the competent authority. However, unless
otherwise directed by Patients” Aid Foundation in writing, the Supplier shall continue to
perform its obligations under the Contract as far as is reasonably practical and shall seek
reasonable’ alternative means for performance not prevented by the Force Majeure event.

17. TERMINATION FOR INSOLVENCY

17.1

Patients” Aid Foundation may at any time terminate the Contract by giving written notice
of one month time to the Supplier if the Supplier becomes bankrupt or otherwise insolvent.
In that event, termination will be without compensation to the Supplier, provided that such
termination will not prejudice or affect any right or remedy which has accrued or will
accrue thereafter to the Parties.

18. ARBITRATION AND RESOLUTION OF DISPUTES

18.1

18.2

18.3

Patients” Aid Foundation and the Supplier shall make every effort to resolve amicably by
direct informal negotiations any disagreement or dispute arising between them under or in
connection with the Contract.

If, after thirty (30) days from the commencement of such informal negotiations, the Patients’
Aid Foundation and the Supplier have been unable to resolve amicably a Contract
dispute, either party may require that the dispute be referred to the Arbitrator for resolution
through arbitration.

In case of any dispute concerning the interpretation and/or application of this Contract
is to be settled through arbitration, the National Centre for Dispute Resolution and an Arbitrator
assigned by the Centre &/or his nominee shall act as a sole arbitrator. The decisions
taken and/or award given by the sole arbitrator shall be final and binding on the Parties
unless appealed in the High Court of Sindh.

19. GOVERNING LANGUAGE
19.1 The Contract shall be written in English language. All correspondence and other

documents pertaining to the Contract, which are exchanged by the Parties, shall be written in
English.
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20. APPLICABLE LAW

20.1 This Contract shall be governed by the laws of Pakistan and the courts of Pakistan shall
have exclusive jurisdiction.

SPECIAL CONDITIONS OF CONTRACT (SCC)

21. DEFINITIONS (GCC CLAUSE 1)

GCC 1.1 (g) The Procuring Agency &/OR the Patients Aid Foundation is Chairman Patient” Aid
Foundation Room no 16, Cyberknife & Tomotherapy, Jinnah Postgraduate Medical Center, Rafiqui
Shaheed Road, Karachi — Pakistan 75510

GCC 1.1 (h) The Supplier is:
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(Name and address of the successful bidder)

22. BID SECURITY (ITB CLAUSE 12)

ITB 12.1 The Bidder shall furnish, as part of its financial proposal/bid, refundable Valid
Bid Security/Earnest Money in Pak Rupees @ 2% fixed In the shape of
Bank Draft / Pay Order / Call Deposit / Bank Guarantee in the name of the
Patient” Aid Foundation, JPMC, Karachi. The financial bid found deficient of
the Bid Security will be rejected. No personal cheque in lieu thereof will be
acceptable at any cost. The previous Bid Security, if any, will not be
considered or carried forward. However, the Bid Security of the successful
Bidder will be returned upon submission of Performance Guarantee equal to 5%
of the Contract amount that will remain with the purchasing authority till
satisfactory completion of the Contract period. In case of unsuccessful bidders,
the Bid Security will be returned as soon as possible.

23. PERFORMANCE GUARANTEE/SECL, LRITY (ITB CLAUSE 32)

ITB Clause 32.1  After signing of Contract, the successful Bidder shall furnish the Performance
Guarantee/Security on legal stamp paper equivalent to 5% of the total Contract
amount from any of the scheduled banks. The Performance Guarantee/Security

Form is provided in the bidding documents. Upon submission of Performance

Guarantee the Bid Security would be returned to the Bidder.

24. INSPECTIONS AND TESTS (GCC CLAUSE 7)

GCC7.1&7.2 The goods received in the premises of JPMC from the Supplier will be
thoroughly inspected and examine by a Committee to make sure that the goods
received conform to the specifications laid down in the tender documents and
which have been approved by the Procurement.

25. DELIVERY AND DOCUMENTS (GCC CLAUSE 8)

GCC Clause 8.1 For Goods from outside Patients’ Aid Foundation country:

The Bidder shall provide the following documents at the time of delivery of goods to the Store /
Warehouse of the Patients’ Aid Foundation Jinnah Postgraduate Medical Center, for
verification duly completed in all respects:

) Manufacturer’s detailed packing list.

26. WARRANTY (GCC CLAUSE 11)
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GCC12.1
GCC 12.2

The goods shall be accompanied by manufacturer standard warranty of 1 year.

Patients’ Aid Foundation shall promptly notify the Bidder in writing of any claims
arising out of this warranty.

27. PAYMENT (GCC CLAUSE 12)

GCC13.1

The method and conditions of payment to be made to the Supplier under
this Contract shall be as follows:

a) Payment shall be made through letter of credit at sight for the purchase
order based on CPT/CFR basis

b) Payment shall be made after delivery of goods for the purchase order based
on DDP basis

28. PENALTIES/ LIQUIDATED DAMAGES (GCC CLAUSE 14)

GCC 14.1

In case deliveries are not completed within the time frame specified in the
schedule of requirements, a Show Cause Notice will be served on the Supplier

which will be following by cancellation of the Contract to the extent of non-
delivered portion of installments. No supplies will be accepted and the amount
of Performance Guarantee / Security to the extent of non-delivered portion of
supplies of relevant installments will be forfeited. If the firm fails to supply the
whole installments, the entire amount of Performance Guarantee/Security will
be forfeited to the Patients’ Aid Foundation Account and the firm will be
blacklisted at least for two years for future participation in bids:

29. ARBITRATION AND RESOLUTION OF DISPUTES (GCC CLAUSE 18)

GCC18.3

Dispute resolution mechanism to be applied shall be as follows:

In case of any dispute concerning the interpretation and/or application of the
Contract, it shall be settled through arbitration. The National Centre for
Dispute Resolution & their Arbitrator assigned there-in &/or his nominee shall
act as sole arbitrator. The decisions taken and/or award given by the arbitrator
shall be final and binding on the Parties unless appealed in the High Court of
Sindh at Karachi

30. GOVERNING LANGUAGE (GCC CLAUSE 19)

GCC19.1

The language of this Contract shall be English.

31. APPLICABLE LAWS (GCC CLAUSE 20)

GCC 20.1

The Contract shall be governed by the Laws of Pakistan and the Courts of
Pakistan  shall have  exclusive
jurisdiction.
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32. TRAININGS
Vendors should provide service and Application (if applicable) training to
biomedical Engineer for smooth and proper working of equipment for long time of machinery and local
trainings for end user for satisfactory operation of equipment.

33. NOTICES Procuring Agency’s address for notice purposes:

Chairman Patients” Aid Foundation

Cyberknife & Tomotherapy, Room 16, Jinnah Postgraduate Medical Center,
Rafiqui Shaheed Road, Karachi — Pakistan 75510

E-mail:

chairman.paf@pafjpmc.org

Cell: +92306727913

SUPPLIER’S ADDRESS FOR NOTICE PURPOSES:

Bidder:

Contact Person & Designation:

Phone:

Fax :

Mobile:

Email:
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Schedule Of Requirement (s)

Provision of Supply, Installation and Commissioning of Cyclotron Synthesizer for production of 18F based
multiple Radiopharmaceutical for PET-CT facility at JPMC Karachi.

S.No | Name of Item Qty | Model Brand | Country | Delivery
of Origin

01 Synthesizer 01
02 Kits for Production of Radiopharmaceuticals:

- 18F-FDG (Single run)

- 18F-FDG (Dual run)

- 18F- PSMA-1007

- 18F- FMISO

- 18F-FLT

- 18F- FES

- 18F- L-Dopa

- 18F- Choline

- 18F- Acetate

- 18F-FDGal

- 18F-FET

- 18F-NaF
03 Class A Hot Cell/ Shielded Isolator 01
04 Quality Control Equipment
a. Highest Performance Gas Chromatograph 01
b. High Performance Liquid Chromatograph 01

with UV/VIS & RAD Detector
C. Radio Thin Layer Chromatograph 01
d. pH Probe 01
e. Osmometer 01

Bidder Authorized Signature:

Bidder Name:

Contact Person:

Contact No:
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Bid Form
Date:

To:  [Name and address of Procuring Agency]
Dear Sir,

Having examined the Bidding Documents, the receipt of which is hereby duly
acknowledged, we, the undersigned, offer to supply and deliver the goods specified in the said
Bidding Documents for the sum of [Total Bid Amount], [Bid Amount in words] or such other sums as
may be ascertained in accordance with the Schedule of Prices attached herewith and made part
of this bid.

We undertake, if our bid is accepted, to deliver the goods in accordance with the delivery schedule
specified in the Schedule of Requirements.

If our bid is accepted, we shall obtain an unconditional guarantee of a bank in the sum of 5% of the
Contract Price for the due performance of the Contract, in the form prescribed by Patients’ Aid
Foundation.

We agree to the validity of this bid till 30th June 2023 from the date fixed for financial bid opening
and it shall remain binding upon us and may be accepted at any time before the expiration of that
period.

Until a formal Contract is prepared and executed, this bid, together with the written acceptance thereof
and notification of award, by Patients’ Aid Foundation, shall constitute a binding Contract between us.

We understand that you are not bound to accept the lowest or any bid you may receive. Dated

this day of 2021.

Signature
(In the capacity of)

Duly authorized to sign bid for and on behalf of
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Price Schedule

Provision of Supply, Installation and Commissioning of Cyclotron Synthesizer for production of 18F based
multiple Radiopharmaceutical for PET-CT facility at JPMC Karachi.

S.No Name of Item Qty Unit Price Total Price
CFR CFR

01 Synthesizer 01
02 Kits for Production of Radiopharmaceuticals:

- 18F-FDG (Single run)

- 18F-FDG (Dual run)

- 18F- PSMA-1007

- 18F- FMISO

- 18F-FLT

- 18F-FES

- 18F- L-Dopa

- 18F- Choline

- 18F- Acetate

- 18F-FDGal

- 18F-FET

- 18F-NaF
03 Class A Hot Cell/ Shielded Isolator 01
04 Quality Control Equipment
a. Highest Performance Gas Chromatograph 01
b. High Performance Liquid Chromatograph with UV/VIS 01

& RAD detector.

C. Radio Thin Layer Chromatograph 01
d. pH Probe 01
e. Osmometer 01

Bidder Authorized Signature:

Bidder Name:

Contact Person:

Contact No:
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[SAMPLE FORM: A]

Undertaking

WHEREAS [Bidder Name] hereby undertake against the Tender Enquiry No. to
abide by the following clauses.

a) Whether our tender accepted for total, partial or enhanced quantity for all or any single
item. I/We agreed to supply and accept the said item(s) at the rates for the supply of contracted

quantity within the stipulated period shown in the contract.

b) If placed order, Equipment/Machinery to be supplied will be original, brand new product /

latest model and none of the part is refurbished, replace or old.

c) We understand and confirm the refund of cost difference if the same goods is/was supplied
at lower rates to any other Govt. /Semi Govt. institution in the province in the same fiscal

year.

d) If any of the information submitted in accordance to this tender Enquiry found incorrect, our

contract may be cancelled at any stage on our cost and risk.

[Signature for and on behalf of Bidder] [Date]

Note: This undertaking should be on a stamp paper of Rs. 100/- arranged by the Bidder. It should be
enclosed inside the Technical Proposal by the Bidder.
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[SAMPLE FORM: B]

Certificate

To

[Name & Address of Patients” Aid Foundation

WHEREAS [Bidder Name] hereby certify against the Tender Enquiry No.  abide by the following
clauses.

a) We guarantee to supply the stores exactly in accordance with the requirement specified in the
tender documents.

b) We guarantee letter that the supplied item(s) is original / brand new product.

c) Our firm is not black listed in any Government Department.

Authorized Sign & Stamp

[Bidder Name]

Note: This certificate should be on the letterhead of the Bidder and should be signed by a person
competent and having the power of attorney to bind the Bidder. It should be enclosed inside the Technical
Proposal by the Bidder.
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THIS AGREEMENT made the day of

[SAMPLE FORM: C]

Contract

20

between [name of Procuring

Agency] of [country of Procuring agency] (hereinafter called “Patients’ Aid Foundation™) of the one part

and [name of Supplier] of [city and country of Supplier] (hereinafter called “the Supplier”) of the other

part:

WHEREAS Patients’ Aid Foundation invited bids for certain goods and ancillary services, viz., [brief

description of goods and services] and has accepted a bid by the Supplier for the supply of

those goods and services in the sum of [contract price in words and figures]

(hereinafter called “the Contract Price”) as follows.

S. No.

Item Description

Model

Brand

Qty

Unit Price

Total Price

1

2

3

6

7

NOW THIS AGREEMENT WITNESSETH AS FOLLOWS:
1. In this Agreement words and expressions shall have the same meanings as are

respectively assigned to them in the Conditions of Contract referred to.

2. The following documents shall be deemed to form and be read and construed as part of this

Agreement, viz.:
The Bid Form and the Price Schedule submitted by the Bidder;

(@)
(b)
(©)
(d)
(€)
()

The Schedule of Requirements;

The Technical Specifications;

The General Conditions of Contract;

The Special Conditions of Contract; and

Patients’ Aid Foundation Notification of Award.

3. In consideration of the payments to be made by Patients’ Aid Foundation to the Supplier as

hereinafter mentioned, the Supplier hereby covenants with Patients’ Aid Foundation to
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provide the goods and services and to remedy defects therein in conformity in all respects with
the provisions of the Contract

4. Patients’ Aid Foundation hereby covenants to pay the Supplier in consideration of the provision of
the goods and services and the remedying of defects therein, the Contract Price or such other
sum as may become payable under the provisions of the contract at the times and in the manner

prescribed by the contract.

IN WITNESS where of the parties hereto have caused this Agreement to be executed in

accordance with their respective laws the day and year first above written.

Patients’ Aid Foundation Supplier

Authorized Signature & Official Stamp Authorized Signature & Official Stamp
Patients’ Aid Foundation Bidder Name

Address Address

Contact No. Contact No.

Witness Witness

Name, Sign & CNIC No Name, Sign & CNIC No
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[SAMPLE FORM: D]
Performance Guarantee/Security Form

To:
[Name & Address of Patients” Aid Foundation]

Whereas [Name of Bidder] (hereinafter called "the Bidder™) has undertaken, in pursuance of Contract

No. [Number] dated [date] to supply [description of goods] (hereinafter called "the Contract").

And whereas it has been stipulated in the said Contract that the Bidder shall furnish to Patients’ Aid
Foundation with a Bank Guarantee by a scheduled bank for the sum of 5% of the total Contract
amount as Security for compliance with the Bidder's performance obligations in accordance with the

Contract.
And whereas we have agreed to provide a Guarantee: for the said Bidder

Therefore, we hereby unconditionally and irrevocably guarantee, on behalf of the Bidder, up to a total
of [Amount of the Guarantee in Words and Figures] and we undertake to pay you, upon your first
written demand declaring the Bidder to be in default under the Contract and without requiring
Patients’ Aid Foundation to initiate action against the Bidder and without cavil or argument any
sum or sums within the limits of [Amount of Guarantee] as aforesaid. The amount stated in the demand
made under this guarantee shall be conclusive proof of the amount payable by the Guarantor under this

guarantee.

The obligations of the Guarantor under this guarantee shall be valid for one year after the completion
of delivery of supplies by the Bidder to Patients’ Aid Foundation of the full quantity of the goods for
which this Guarantee is being given, and until all and any obligations and sums due have been paid in
full.

[Signature and Seal of the Guarantors / Bank]

Address
Date
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Integrity Pact

DECLARATION OF FEES, COMMISSION AND BROKERAGE ETC PAYABLE BY THE
SUPPLIERS/CONTRACTORS/CONSULTANTS.

Contract Number: Dated:

Contract Value:

Contract Title:

[Name of Supplier/Contractor/Consultant] hereby declares that it has not obtained or induced the
procurement of any contract, right, interest, privilege or other obligation or benefit from Government
of Sindh (GoS) or any administrative subdivision or agency thereof or any other entity owned or
controlled by it (GoS) through any corrupt business practice.

Without limiting the generality of the foregoing, [Name of Supplier/Contractor/Consultant] represents
and warrants that it has fully declared the brokerage, commission, fees etc. paid or payable to anyone
and not given or agreed to give and shall not give or agree to give to anyone within or outside
Pakistan either directly or indirectly through any natural or juridical person, including its
affiliate, agent, associate, broker, consultant, director, promoter, shareholder, sponsor or
subsidiary, any commission, gratification, bribe, finder’s fee or kickback, whether described as
consultation fee or otherwise, with the object of obtaining or inducing the procurement of a contract,
right, interest, privilege or other obligation or benefit, in whatsoever form, from Procuring Agency
(PA), (Patients’ Aid Foundation, JPMC) except that which has been expressly declared
pursuant hereto.

[Name of Supplier/Contractor/Consultant] certifies that it has made and will make full disclosure of
all agreements and arrangements with all persons in respect of or related to the transaction with PA
and has not taken any action or will not take any action to circumvent the above declaration,
representation or warranty.

[Name of Supplier/Contractor/Consultant] accepts full responsibility and strict liability for making
any false declaration, not making full disclosure, misrepresenting facts or taking any action likely to
defeat the purpose of this declaration, representation and warranty. It agrees that any contract, right,
interest, privilege or other obligation or benefit obtained or procured as aforesaid shall, without prejudice
to any other right and remedies available to PA under any law, contract or other instrument, be voidable
at the option of PA.

Notwithstanding any rights and remedies exercised by PA in this regard, [Name of
Supplier/Contractor/Consultant] agrees to indemnify PA for any loss or damage incurred by it on
account of its corrupt business practices and further pay compensation to PA in an amount equivalent
to ten time the sum of any commission, gratification, bribe, finder’s fee or kickback given by [Name
of Supplier/Contractor/Consultant] as aforesaid for the purpose of obtaining or inducing the
procurement of any contract, right, interest, privilege or other obligation or benefit, in whatsoever
form, from PA.

[Procuring Agency] [Supplier/Contractor/Consultant]
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Note

1.  All the above said instructions, terms and conditions in this bidding document must be read
carefully for compliance; else the offer will be ignored.

2. Incase of discrepancy between the unit price and total, the unit price shall prevail

3. Institute reserves the right to ask and verify any document from the participants related with
Manufacturer / Importer of item, to assess the quality.

4.  All the Bid documents should be submitted page wise, any missing of papers will not be
responsible of procurement authority

5. The quantity of items will be increased or decreased subject to the release of funds

6.  Shortfall of any document given under evaluation criteria shall render the Bidding firm ineligible
for competition

Chairman Patients’ Aid Foundation

Cyberknife & Tomotherapy, Room 16, Jinnah Postgraduate Medical Center,
Rafiqui Shaheed Road, Karachi — Pakistan 75510

E-mail: chairman.paf@pafjpmc.org

Cell: +92306-2727913
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Upgradation of Cyclotron Synthesizer for Production of Multiple 18F based
Radiopharmaceuticals at Department of PET-CT Cyclotron, Patients’ Aid Foundation,

Jinnah Postgraduate Medical Centre, Karachi, Pakistan.

S.No | Item & Description Qty.
1. Synthesizer for production of 18F based multiple 01
radiopharmaceuticals

1.1 | Should be Compatible with ABT BG-75 Dose on Demand Biomarker
Radioisotope Generator.

1.2 | Should be capable of synthesizing following 18F based Radiopharmaceuticals
with commercial consumables:

- 18F-FDG

- 18F- FDG (Dual Run)
- 18F- PSMA-1007
- 18F- FMISO

- 18F-FLT

- 18F-FES

- 18F- L-Dopa

- 18F- Choline

- 18F- Acetate

- 18F-FDGal

- 18F-FET

- 18F-NaF

1.3 | Should be capable of producing all the 18F based Radiopharmaceuticals via
nucleophilic synthesis.

1.4 | The synthesizer must have a high and reproducible yields of > 65% for 18F-FDG
and >30% for 18F-FPSMA-1007

1.5 | Synthesizer should be able to produce dual 18F-FDG batches with single set of
consumables.

1.6 | Waste produced by synthesis unit should be less than 100mL/ FDG synthesis.

1.7 | 18F-FDG consumables compatible with the synthesizer must be available from 3
different suppliers.

1.9 | The synthesizer electronics must be located outside of the to minimize radiation
effect.

1.10 | Communication between electronic devices should be by LAN.

1.11 | Should have atleast 3 radiation detectors to visualize location of radioactivity.

1.12 | Operating software must be LINUX based.

1.13 | Laptop/PC & tablet must be provided as interface, to assist operator to assist the
operator for visualization of processes, to view and print the reports & perform
maintenance tests. Laptop/ Tablet must support wireless connection.

1.14 | User interface must have password protection as defined by level of user access.

1.15 | Software must be open for process sequence design of new compounds with
straightforward execution in production mode.

1.16 | User interface must be remotely accessible by operator and Factory for remote
assistance and maintenance.

1.17 | Software must comply with 21CFR part 11.

1.18 | Should offer Data storage and retrieval as per cGMP guidelines.

1.19 | The synthesis unit must be able to perform following automated functions:

- Hardware test
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- Consumables test

- Cartridge Conditioning & Cleaning

- Dissolving of precursors

- Heating solutions in reactor

- Purification of the product

- Final formulation

- Extensive rinsing the end of synthesis

1.20 | The unit must have the capacity to detect and indicate for the following
conditions:

- Usage of incorrect cassette

- Detection of faulty cassette

- Unstable test values

- Faulty environmental conditions

1.21 | The synthesis unit shall have an operating life span of upto 15 years in radiation
environment with support.

1.22 | Must provide Technical publications & application notes and software
maintenance & operations document.

1.23 | Factory Acceptance Test (FAT) certificate should be provided.

1.24 | The supplier shall comply with the ISO 13485 and provide a valid ISO certificate.
Country of origin shall be USA/UK/Europe/Japan.

1.25 | Warranty should be 01 year inclusive of preventive maintenance Kits.

1.26 | Bidder shall possess distribution/agency certificate from the manufacturer.

1.26 | Bidder shall have atleast 01 factory trained installation & service engineer.

1.27 | Onsite training of the operator by factory trained installation & service engineer.

1.28 | Bidder shall submit complete profile of manufacturer, and provide details of
existing locally/internationally installed units.

2 Offer shall include prices of Kits required for production of following
Radiopharmaceuticals with Synthesizer.

- 18F-FDG (Single run)

- 18F-FDG (Dual run)

- 18F- PSMA-1007

- 18F- FMISO

- 18F-FLT

- 18F-FES

- 18F- L-Dopa

- 18F- Choline

- 18F- Acetate

- 18F-FDGal

- 18F-FET

- 18F-NaF

2.1 | Bidder shall possess distribution/agency certificate from manufacturer.

2.2 | Bidder shall submit complete profile of manufacturer along with GMP, 1SO
compliance.

2.3 | Country of Origin: USA/UK/Europe/Japan.

3. Class A Hot Cell/ Shielded Isolator | 01

3.1 | Class "A" Shielded Isolator Should Equipped with vertical laminar air flow over
the entire work surface. It should ensure sterile conditions for labelling, dispensing
and handling of kit preparations and extemporaneous preparations of high energy
radiopharmaceuticals used in PET diagnostic exams.
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3.2

SHIELDINGS

The isolator should have the following mm Pb shielding:
Work Area 50 mm

Hand Passages 50 mm

Lead glass (mm 250 x 200) 50 mm eq.

3.2 | TECHNICAL FEATURES:
Internal structure: AISI 316L stainless steel box with raised edges and mirror
polishing.
Class A work area.
Touch-screen operator panel.
G.M. probe.

3.3 | EXTERNAL DIMENSIONS:
W x D x H: 1397 x 1058 x 2300 mm
Internal dimensions: 1100 x 600 x 700 (w x d x h) mm
Weight: 4,000 Kg

3.4 | CABLE CONNECTION
For electrical connections, the isolator should have a seal passage that allows the
passage of cables between the inside and outside of the isolator. The passage should
allow the connection of 8 cables with a diameter of 10 mm or more cables with a
smaller diameter.

3.5 | GAS CONNECTION
Connections for technical gases should be available inside the main chamber. The
passage should include two 1/8" technical gas connections.

3.6 | ISOLATOR OPERATOR PANEL
The operator panel should have 7" or large touch screen operator panel for the
managing commands and receiving notifications for any alarms. It should also
support login password, allowing ppersonalized access for authorized personnel.

3.7 | INTERIOR LIGHTING
To maintain the internal environment at a temperature close to the laboratory, the
lighting system should consist of two 6000K lighting fixtures, waterproof with IP
67 protection rating and ultra-flat profile.
Lighting should be controlled by the button on the external keyboard.
The lighting in the work area should have > 500 Ix.
Each lighting fixture should design so that it can be easily replaced from the inside.
The surface of the LEDs should cover with a layer of transparent acrylic material
in order to make it possible to clean them completely.

3.8 | ELECTRICAL SOCKETS
The equipment of the main chamber should comprise two electrical outlets for
powering auxiliary devices such as a dry water bath or rotating shaker.
The sockets should have IP65 protection and sealed on the wall of the isolator.
These sockets should be covered by a plastic case with transparent front resalable
in order to perform the cleaning operations with the use of spray products.
The command of the sockets should available on the operator panel.

3.9 | VENTILATION WORKING AREA VENTILATION

The isolator should be equipped with laminar flow ventilation system with partial
recirculation.

The incoming air should be taken from the laboratory and after passing through a
pre-filter. The extracted air should be recovered from new air taken from the
laboratory.
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At rest

filters:

The ventilation system in the main chamber should provide the following
performance:

< 3.520 particles/m3 (& 0.5 um particles)

< 20 particles/m3 (& 5.0 um particles)

In operation

< 3.520 particles/m3 (@ 0.5 um particles)

< 20 particles/m3 (@ 5.0 um particles)

The ventilation system of the main chamber should be equipped with the following

3.10 | SHOULD COMPLY WITH QUALITY CERTIFICATIONS:

Directive 2006/42/CE : Machinery Directive

UNI EN 1SO 12100:2010 : Safety of machinery - General principles for design -
Risk assessment and risk reduction

UNI EN ISO 14644-1 : Cleanrooms and associated controlled environments

UNI EN ISO 14644-3 : Laminar flow

UNI EN 1SO 10648-2:1994 — NSF 49 Metallic box - Part 2: Classification using
data control methods of leaks and associated

UNI EN ISO 11933 : Components for containment enclosures

3.11 | CONFORMITY WITH:

GMP Good manufacturing Practice

Annex 1: Manufacture of Sterile Medicinal Product
Annex 2: Manufacture of Biological Medical Product
Annex 3: Manufacture of Radiopharmaceuticals
Annex 11: Computerized System

Annex 15: Qualification and Validation.

3.12 | Warranty: 01 Year

3.13 | Bidder shall possess agency/distribution certificate from manufacturer.

3.12 | Country of origin: USA/UK/ Europe/Japan.

4. Quality Control Equipment

a. High Performance Liquid Chromatograph |01

Instrument

Product Specification

Pump

Isocratic Pump

Flow Accuracy: £0.1%

Flow Precision: <0.05% RSD or <0.01 min SD, whichever is greater
Gradient Formation: High-Pressure Gradient Proportioning

Max. Flow Rate:10 mL/min.

Pressure Range: 2 to 70 Mpa

Type: Serial Dual-Piston Isocratic Pump C

Solvent Degassing: Optional, 1 channel

Solvent Rack

Up to nine 1-L bottles or up to four 2.5-L bottles

Manual Injector

Column
Compartment

Column Capacity 2 x max. 300 mm w/ pre-heater or guard column, max.
Columni.d.: 10 mm

Column Identification Up to 4 column ID tags

Temperature zones 1 per device

Temperature accuracy £0.5 °C (up to 80 °C)

Pre-Column heating 2 x max, 250 mm w/pre-heater and guard column, Max.
ID: 10 mm
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Temperature range 5-85 °C in 0.1 °C increments (max 18 “C below ambient)
Temperature Precision + 0.05°C

UV Detector

Data Collection Rate: Up to 125 Hz (Single Channel)

Detection Mode: UV-vis Detection (Up to 2 Channels)

Detector Type: Variable Wavelength

Type: Variable Wavelength Detector

Wavelength Range: 190-750 nm

Optical System: UV/VIS/NIR photometer (tunable Czerny-Turn
monochromator) with additional internal reference beam

PC Connection: USB 2.0; 3-port HUB to connect additional Modules

Refractive Index
Detector

Detection Mode: Light Refraction
Detector Type: Universal HPLC Detection
Measuring Method: Deflection Type
Type: Refractive Index Detector

Flow Cell Volume: 8 uL

Linearity: 600uRIU

Refractive Index Range: 1.00 to 1.75 RIU

Radio Probe

Detection Unit: State-of-the-art ultra-sensitive dual 2 “PMT detection system
with random coincidence counting and luminescence subtraction.

Display: Graphical touch screen with 320 x 240 pixel resolution.
Communication: USB port (B-Type) RS-232 for pump control.

Inputs: Start-, Stop- and Ready signal (TTL). 2 analog inputs (24 bit
resolution) variable voltage (bipolar, max 2.5V).

Outputs: Scintillator pump control (RS-232 and analog). 2 analog signal
outputs 0-1V (2,5 times oversampling) with 16 bit resolution. Waste valve and
fraction collector control output (open collector output).

Software: Built-in software operated with touch screen or external control and
evaluation via RadioStar software or Chromeleon™ driver.

Temp. range Storage: 5-40°C Operation: 15-35°C

Humidity: 10-90% non-condensing.

Software

Software from same manufacturer that has both data processing and local
instrument control capabilities (directly connected to an instrument).. Secure,
administrator-controlled user access and permissions to ensure data integrity
and enable compliance with GxP and 21 CFR Part 11 with 3-D data
acquisition.

Columns

As per Application requirement.

Data Station

Branded 11" Generation Core i7 , 16 GB DDR, 1 TB harddisk, DVD RW,
LCD 19 “ Keyboard Mouse & Mono Laserjet Printer

UPS 6 KVA pure Sine wave

Training The supplier must provide training for the users of the instruments at site, after
installation and commissioning.

System On-site installation, commissioning, training and 1Q/OQ (one vendor support)

Warranty and by factory-trained Engineer is required. Comprehensive support for equipment

Technical for a period of 12 Months.

Support Accessories shall also be included in the offer.

Country of USA/UK/Europe/Japan

Origin

b. High Perfor

mance Gas Chromatograph 01

Instrument Product Specification
Gas GC MAINFRAME:
Chromatography | Cool-Down Time: 450°C to 50°C in less than 4 minutes
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Heat Up Time: Max. of 125°C/min

Temperature Range: Ambient +3°C to 450°C (cryogenic option for sub-
ambient operation)

Voltage 230 V

Certifications/Compliance: Conforms to safety standards according to
Machinery Directive 2006/42/EC and Low Voltage Directive 2006/95/EC.
Conforms to the regulations on Electromagnetic Compatibility (EMC) and
Radio Frequency Interference (RFI) according to directive 2004/108/EC.
Inlet Type: Up to 2: SSL, PTV, SSL-BKF, PTV-BKF, COC, GSV
Detector Type: Upto 2: FID, TCD, ECD, NPD, FPD, PDD; plus MS

SPLIT Type: Kit for SSL injector module

SPLITLESS Injection Mode: Split and Split less injection

INJECTOR For Use With (Equipment): SSL injector on GC. Compatible with capillary
columns from 50 um to 320 pm inner diameter

FID Type: Flame lonization Detector

DETECTOR Detection Mode: Flame lonization

Dynamic Range: >107 (£10%)

Sensitivity: >0.03 Coulombs/GC

Temperature Range: 450°C in steps of 0.1°C
Description: Flame lonization Detector (FID) module
For Use With (Equipment): Gas Chromatography
Detector Type: FID

Software Data storage in a relational database, and logon and role level security with
hundreds of configurable privileges to adhere to GMP and 21 CFR Part 11
compliance requirements.

Data Station Branded 11th Generation Core i7, 16 GB DDR, 1 TB hard disk, DVD RW,
LCD 19 “ Keyboard Mouse & Mono Laserjet Printer

Gases All gases required for smooth operations shall be included.

UPS Compatible Online backup for 30 mins

Training The supplier must provide training for the users of the instruments at site, after
installation and commissioning.

System On-site installation, commissioning, training and 1Q/OQ (one vendor support)

Warranty and by factory-trained Engineer is required. Comprehensive support for equipment

Technical for a period of 12 Months.

Support

Country of USA/UK/Europe/Japan

Origin

c. Radio Thin Layer Chromatography System for PET Isotopes 01
with accessories.

-Versatile state of the art radio TLC system, with motor technology to reduce running noise. Should
be capable of basic spectrum scan, half life time confirmation and GXP features of PET
radionuclides. Detectors must be gas free, and offer high sensitivity and fast analysis with an average
scanning time of less than 1 minute or better.

-Should be capable of testing radiochemical purity with thin layer chromatography and basic gamma
spectrometry or better.

-Shall meet GMP standards and documentation rules.

-Capable of detecting system settings and configurations and store it in the electronic report.
-Software must have atleast 03 measuring modes including, Chromatography, Spectrum analysis &
half life time determination or better.

-PET detector probe shall be of scintillation material with digital detector technology or better.

-The detector probe shall offer high resolution and sensitivity to positrons.

-The detector probe shall offer high dynamic range.

-The detector probe should be capable of ensuring very low background noise to gamma irradiation.
-Collimators with detector probe if required should be quoted as optional.
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-System should be controlled with software in compliance with GMP/GLP standards or better.
-Probe holder with automatic probe recognition.

-Scan area 25x200 mm or better or better.

-Probe/detector should be PET radionuclide compatible.

-Energy range must be 450-550 KeV or as of PET radionuclides or better.

-Count rate: 0-1,000,000 cps or better.

-Linearity: 0-600,000 cps & r2 >/=0.99 or better.

-Communication: USB 2.0, and ethernet 10/100 or higher.

-PC 11" generation, core i7, 8GB RAM, 1TB ROM, 21” LED, laser jet printer and accessories.

Country of Origin: USA/UK/Europe/Japan.

d. pH Meter |01

-Automatic pH reading capability, capable of reducing radioactive sample volume, shall contain
highest precision, and easy result administration.

-Shall have a graphic touch screen display.

-Shall have an onscreen keyboard & compatible with external keyboard.

-Able to store upto 200 test results or better.

-Both RS232 & USB options should be available.

-On-site installation, commissioning, training and 1Q/OQ (one vendor support) by factory-trained
Engineer is required.

-Offer shall be inclusive of all the accessories and consumables for 1,000 tests.

-Warranty 01 year.

-Country of Origin: USA/UK/Europe/Japan

e. Osmometer |01

-capable of measuring osmolality of various aqueous solutions.

-easy and fast to operate.

-capable of determining freezing point depression.

-Device should be controlled via software and capable of storing data/ print on external printer.
-shall comply with European pharmacopeia.

-Sample volume 50-150uL or better.

-Osmolality range: 0-2000 mOsmol/kg or better.

-Test time: upto 2mins or better.

-Linearity: +/- 1% (0-1500 mOsmol/kg) or better.

-Calibration: upto 3 point or better.

- Warranty: 01 year

- On-site installation, commissioning, training and 1Q/OQ (one vendor support) by factory-trained
Engineer is required.

-Should include all the accessories, calibration standards and consumables for 1,000 tests.
-Country of Origin: USA/UK/Europe/Japan.

---End of Document--
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