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1. Abbreviations

1 DHQ District Headquarter

2 THQ Tehsil Headquarter

3 RP Revamping Project

4 P&SHD Primary & Secondary Healthcare Department
5 PU Procurement Unit

6 HCE Healthcare Establishments

7 MSDS Minimum Service Delivery Standards

8 PPRA Punjab Procurement Regulatory Authority
9 SOP’S Standard Operating Procedures

10 | P&D Planning & Development

11 | NCB National Competitive Bidding

12 | ICB International competitive bidding

13 | PQB Pre-Qualification of Bidders

14 | OCB Open Competitive Bidding

15 | DC Direct Contracting

16 | NT Negotiated Tendering

17 | SBD Standard Bidding Documents

18 | NHF National Health Fund

19 | QA Quality Assurance

20 | QC Quality Control

21 | NRA National Regulatory Authority

22 | GMP Good Manufacturing Products

23 | INCOTERMS International Commercial Terms (for International Procurement)
24 | EXW Ex-Works

25 | CIP Cost Insurance Paid

26 | FOB Free On Board

27 | ICC International Chamber of Commerce

28 | LC Letter of Credit

29 |IFB Invitation For Bids
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30 |ITB Instructions to Bidders

31 | BDS Bid Data Sheet

32 | ADB Asian Development Bank

33 | UNICEF United Nations International Children's Emergency Fund
34 | UNFPA United Nation Population Fund

35 | GCC General Condition of Contract

36 | SCC Special Condition of Contract

37 |LD Late Delivery

38 | DRAP Drug Regulatory Authority of Pakistan
39 |B/L Bill Of Lading

40 | SBEF Standard Bid Evaluation Form

41 | AAT Advance Acceptance Of Tender

42 | LCA Letter Of Credit Authorization

43 | ETA Estimated Time of Arrival

44 | AWB Airway Bill

45 | VAT Value Added Taxes

46 | L/D Liquidated Damages

47 | GOP Government of Punjab

48 | RFQs Requests for Quotations

49 | DC Direct Contracting
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2. Preface

This manual will provide guidelines and structural procedures to help the concerned officials
work efficiently for the sake of enhancing overall organizational performance in DHQ and
THQ Hospitals of Punjab in accordance with the Revamping Project executed by
Project Management Unit (PMU), Primary and Secondary Healthcare Department (P&SHD)
Government of Punjab. To perform the assigned duties efficiently and effectively, the
employees should have proper understanding of the relevant concepts and have apt knowledge
of the rules and regulations. They should be oriented towards the well-being of the
organization and be trained in specific portfolios. This manual is, therefore, relevant for the
officials serving on non-clinical assignments.

The role of Procurement Unit in Healthcare Establishment (HCE) is one of the core functions
of healthcare management /administration. Good hospital management can often be a
difference between a hospital with improved service delivery and the facility where the quality
of patient care suffers. The mission of the revamping project is to improve quality of healthcare
services at HCEs in accordance with the Minimum Service Delivery Standards (MSDS) for
125 hospitals including DHQ and THQ Hospitals of Punjab.

The pivotal role of this manual is to clarify that efficient delivery of relevant core functions is
the direct responsibility of the Procurement Department of the concerned healthcare facility
under the rules and regulations of Public Procurement Regulatory Authority (PPRA).

3. Scope

Most HCEs have a three-tier leadership grid; the governing body, senior managers and
organized medical staff. They form a team that works together to deliver safe and high quality
care. The leadership standards not only address topics such as creating a culture that fosters
safety as a priority, ensuring the availability of the required number of human resource
necessary to provide care, ensuring the availability of competent healthcare professionals and
other caregivers, and devising and implementing a competent, efficient and effective

procurement mechanism for the provision of all essential equipment’s, goods and services.

This manual gives an overview of key procurement rules and regulations (in accordance with
the Punjab Procurement Regulatory Authority PPRA) within P&SHD by providing
understanding of the concepts, and roadmap for implementation of transparent procurement

mechanism within the HCE.
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4. PROCUREMENT BASICS

10.1 Historical Background
Historically, the traditional procurement practice in Punjab is administered under multiple
rules, codes, manuals and instructions, some of which are:

4.1.1 Purchase Manual
It is used to provide details on procurement procedures (ranging from procurement planning

to contracts of procurement of goods but not services), roles and responsibilities of procuring
officials, and standard Annexures / forms to be used in the procurement process. The
Purchase Manual did not cover procurements of specialized nature, such as capital works etc.
Purchase Manual has been repealed vide letter No. MD. PPRA/1-1/2009 (ANNEX-01).

4.1.2 Buildings & Roads Code
Pertains to the matters of procurement procedures for civil works of Public Works

Departments in Punjab like Irrigation, Energy, Communication & Works and Public Health
Engineering Departments. The code defines the scope of the administrative and executive
functions of the officers of the Buildings and Roads Department, such rulings are necessary
in the interest of provincial finance and control. These departments follow their own
Annexures for procurement procedures, such as solicitation documents and contract forms /
terms, to the extent they are consistent with Punjab Procurement Rules, 2009.

4.1.3 Delegation of Financial Powers Rules
Includes references to procurement related functions e.g. procuring powers of government

officials of various categories, mainly covers the local / insignificant purchase process.

4.1.4 Consultant Selection Guidelines
Planning & Development Department earlier issued guidelines for hiring consultants for

supervision and execution of development projects. Consulting services shall be procured
under Punjab Procurement Rules read with Planning and Development Consultant Selection
Guidelines, 2006 and Handbook for Consultant Selection 2010. Procurements in the projects
that are funded by the multilateral and bilateral partners shall be governed by the agreement
between the respective donor agency and the Government of Punjab or/and Economic Affairs
Division, Government of Pakistan.

10.2 Punjab Procurement Rules 2009
The Punjab Procurement Regulatory Ordinance was promulgated in 2007 to establish the
Punjab Procurement Regulatory Authority. Thereafter, Punjab Procurement Rules 2009 were

framed and implemented under section 26 of the Punjab Procurement Regulatory Ordinance
2007.
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5. Punjab Procurement Rules 2009

The Punjab Procurement Regulatory Ordinance was promulgated in 2007 to establish the
Punjab Procurement Regulatory Authority. Thereafter, Punjab Procurement Rules 2009
(ANNEX-01) were framed and implemented under section 26 of the Punjab Procurement
Regulatory Ordinance 2007. These Rules are applicable to

a. A Department or office of the Government

b. A District Government

c. An authority, corporation, program, project, body or organization established by or under a
Provincial law or which is owned or controlled by Government of the Punjab.

10.1 Purpose of the SOPs

As Punjab Procurement Rules, 2009 are exclusively focused on solicitation procedures of
procurement and do not address issues such as powers of the procuring officials and provide
insufficient details and actual steps to be taken by the procuring entities; hence there is need to
have elaborate SOPs for guidance of such officials and entities.
These SOPs have been developed in light of the Punjab Procurement Rules 2009 (Amended),
P&D Consultant Selection Guidelines 2006 to established best practices in procurement.
SOPs attempts to outline:

a. Methodology/guidelines for procurement staff to undertake different steps in procurement
process.

b. Roles and responsibilities of different officials. Defining roles and responsibilities of the
officials involved in the procurement process is likely to improve transparency and
accountability and bring about uniformity in procurement transactions.

10.2 Guiding Principles for Procurement
It is important that while applying these SOPs should consider the following principles of
procurement as the guiding force, which have been laid down in Rule 4 of Punjab Procurement
Rules 2009 (Amended): (ANNEX-01).

a. Transparency
b. Efficiency
c. Fairness
d. Economy
e. Value for money
10.3 Financial Authority

The financial authorities shall continue to be exercised under “The Punjab Delegation of
Financial Powers Rules, 2006 (ANNEX-02). Signing of contracts and contract management
shall be done by the officials as per the financial authorities delegated therein.
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10.4 Principles of Competitive Bidding

5.4.1 Designing of Bids requirements.
Design the bid requirements in a way which should attract the interest of both large and small
foreign and domestic suppliers. While partial bids may also be acceptable.

5.4.2 Response Time
National Competitive Bidding (NCB) allows bidders to submit offers within 15 days at least.
International Competitive Bidding (ICB) allows bidders to submit offers within 30 days at
least. (Rule-14 of PPR-2014) (ANNEX-01).

5.4.3 Non-Discrimination
Invite bids from as many foreign and domestic suppliers as possible using open advertising
in newspapers, trade journals and websites; in accordance with procurement methods defined
by the Punjab Public Procurement (Rule 12 PPR-2014) (ANNEX-01).

5.4.4 Accessibility
Allow wide access to competition by setting reasonable costs for bidding documents and securities.
Respond to all written questions and requests for additional information from each bidder as
soon as possible. Provide identical information to all other bidders, but do not identify the source of
the inquiry.

5.4.5 Neutrality
Use generic terms to describe the specifications. Do not show preference for a specific brand

or manufacturer. Include the phrase or equivalent if a brand name, trademark or catalogue
number must be used. (Rule-10 of PPR 2014) (ANNEX-01).

5.4.6 Formality
Require that bids be in writing, signed and delivered in sealed envelopes, before a stated date
and hour.

5.4.7 Confidentiality
Do not open the bids before the assigned date and time. Restrict all bid information to
authorized parties.

5.4.8 Transparency
Evaluate all bids against the same criteria and the terms and conditions set forth in the bidding
documents (Rule 32 of PPR 2014 (ANNEX-01). Do not ask or permit any bidders to change
their bid after the deadline for submission. Bidders can only be asked for clarification needed
to evaluate their bid, but it cannot change the substance of the bid (Rule 33 of PPR
2014(ANNEX-01).
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5.4.9 Objectivity
Determine if each bid is substantially responsive by checking for errors, correct signatures,
inclusion of all required documents, and adherence to basic bidding requirements. Select the
most advantageous bid based on both the price and the evaluation criteria announced in the
bidding documents.

5.4.10 Non-Negotiation before Award
Obtain the lowest responsible offer from each bidder through the competitive bidding
process. (Rule 57 of PPR, 2014) (ANNEX-01).

10.5 Procurement Policy Guidelines

The Government of Punjab has established clear procurement rules (PPR-2014) that offer
general guidance to personnel procuring goods and services for public sector
organizations, including health. These guidelines include general principles, such as
evaluation of bids based on the best value for money as opposed to lowest price, and
preference for Pakistani suppliers as per government policy. The complete set of
procurement rules are in appendix, which contain the PPR 2014. In addition, the latest
information can be found on the PPRA website at http://ppra.punjab.gov.pk.

10.6 Procurement Methods - Goods

The Government of Punjab, when purchasing entities, requires that the most appropriate
method of procurement be used for a specific purpose. The GOP procurement methods align
with traditional public sector procurement practices as the estimated value of future contract
increases, more stringent and documented procurement methods are required. For example, for
procurement with estimated value of less than 75,000 rupee simplified petty purchase
procedures can be followed, but for procurement with an estimated cost equivalent to
PKR 200,000 at least three quotation would be required for any kind of Procurement within
the limit as mentioned above. While procuring agency shall advertise procurement of more
than [two] hundred thousand rupees up to the limit of [three] million rupees on the website of
the Authority in the format specified by regulations but if deemed in public interest, the
procuring agency may also advertise the procurement in at least one national daily newspaper.
Any procurement exceeding three million rupees shall be advertised on the website of the
Authority, the website of the procuring agency, if any, and in at least two national daily
newspapers of wide circulation, one in English and one in Urdu as per PPRA Rule 12 (Subject
to Rule 13 (EXCEPTION in case of Emergency) and the documented competitive bidding
procedure is the default method of procurement {Rule 23, 59 (b)}. However, non-monetary
issues, such as a limited number of suppliers worldwide or within the country, can also have a
role in selecting procurement methods.

The main methods for procurement of medicines and supplies are as follow:

5.6.1 International Competitive Bidding
This open or unrestricted, bidding process includes international sources. Bids are solicited by

advertising an open invitation to suppliers around the world. Bids are invited internationally
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through PPRA website, the procuring agency’s website and through other internationally
recognized procurement advertisement websites. All suppliers are invited to participate in the
bidding process. {Rule 14 (1) of PPR 2014} (ANNEX-01).

5.6.2 Pre-Qualification of Bidders (PQB)

Rule 16 of PPR 2014 allows for the prequalification of suppliers in case of services, civil
works and turnkey projects. Moreover, when the procurement is for expensive and technically
complex equipment and medicines; and complex services, with a precondition that only
technically and financially capable firms that show adequate managerial capability are
invited to submit bids. Pre-qualification is widely advertised, this formal process offers the
opportunity to pre-qualify. Before the procurement process, the applicants submit information
on their technical, financial, performance history and manufacturing capacity for the purchaser
to evaluate. Only prequalified firms are invited to bid instead of open advertisement, but the
rest of the procurement process is exactly the same as it is for ICB.

Procedure for pre-qualification of potential bidders is described in Rules 16-17 of the Punjab
Procurement Rules 2014 (ANNEX-01).

5.6.3 Open Competitive Bidding (OCB)
This is open, unrestricted, and is usually for national sources only. It is based on the PPR
2014; procedures are described in Rule 24-38 of PPR 2014 (ANNEX-01).

5.6.4 Request for Quotation
Rule 59(b) of PPR 2014 allows Requests for Quotations (RFQs) to be issued for procurement
actions that are less than 200,000 Rupees and above the financial limit prescribed for petty
purchases. With this method, quotations are requested and received from a limited number of
suppliers, but not less than three. The quoted price and the contents are compared, and the
contract is awarded based on the lowest evaluated cost.

5.6.5 Direct Contracting (DC)
With Direct Contracting (DC), price and terms are agreed to with one chosen supplier,

5.6.6 Petty Purchases
Petty purchases mean purchasing without asking others for bids (e.g., without competition).
Rule 59(c) of PPR 2014, however, limits the use of DC. It is allowed only in certain
circumstances; for example, when there is only one producer/supplier in the country for NCB,
or in the world for ICB. Pre-approval, however, is required. This method is allowed by Rule
59(a) of PPR-2014 for goods with a value of less than 75,000 (seventy five thousand rupees)
rupee. Petty purchases are exempted from the requirements of bidding or quotation of prices.
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5.6.7 Negotiated Tendering (NT)

This method of procurement is allowed by rule 59 (d) PPR 2014 for goods and services. This
method allows tendering with one or more contractors with or without publication of a
procurement notification. This method is used under limited circumstances, such as when the
supplies involved are manufactured purely for the purpose of supporting a specific piece of
research or an experiment, or for technical or artistic reasons connected with protection of
exclusive rights or intellectual property, the supplies may be manufactured only by a particular
supplier, or for reasons of extreme urgency. (Rule 59(d) of PPR 2014).

10.7 Rules and Tools for Procurement of Goods

5.7.1 Rules for Procurement of Goods
a. Punjab Procurement Rules 2014

PPRA, Government of Punjab has developed and adopted a set of procurement rules titled
“Punjab Procurement Rules 2014 which are based on widely acknowledged principles of good
public procurement practice. These rules are applicable to all procurement involving public
funds, subject to one exception-if the regulations conflict with an international obligation or
agreement, the provisions of that agreement prevail. PPR-2014 covers the organization of public
procurement, basic procurement rules and choice of procurement methods. Procurement detail
is based on National Open Competitive Bidding. In addition, Rule 67 of PPR-2014 describes
the process for complaints and appeals.

5.7.2 Drugs (Labeling and Packing) Rules 1986

The Drug (Labeling and Packing) Rules 1986 describe requirements for labeling and packing of
drugs that will be registered in Pakistan under the Drug Act 1976. See appendix 3 for a copy of
the Drug Rules 1986 (ANNEX-03).

a. Tools for Procurement of Goods/Drugs/Medicine
The main tools applicable to procurement of goods are the Standard Bidding
Documents (SBD) used by Government of Punjab departments and those offered
by the World Bank (ANNEX-04).

b. Government of Punjab Standard Bidding Documents
The Primary and secondary Healthcare Department Punjab developed standard bidding
documents for use in national Open Competitive Bidding (ANNEX-05).
All relevant tools for procuring are part of this manual. This manual also includes relevant
and useful forms and information from “Procurement Policies and Standard Operating
Procedures: NHF Programs” used by the former Ministries of Health and Population Welfare.

10.8 Procurement Plan
When procuring entities, Rule 8 of PPR-2014 requires that an annual (or annually updated,
project-wise) procurement plan be submitted for approval before any procurement can take
place. The procurement plan includes a broad description of the commodities to be purchased,
a budget amount and source of the budget, a time frame when goods will be procured, and the
method of procurement.
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10.9 Quality Assurance (QA)

a. This manual focuses on procurement of quality commodities. The quality of the products, goods,
services, and works is an important component of an overall approach to quality of care within
the departmental projects. The consequences of poor quality products include lack of
therapeutic effect, as well as possible adverse health consequences. For these reasons, ensuring
the quality of goods and products is critical. The QA process is more than a simple visual
inspection of a product for defects. It spans a range of activities that starts from development
of a specific product to its usage by the end user.

b. In discussing product quality there are three terms quality assurance (QA), good manufacturing
practices (GMP), and quality control (QC) that are often used interchangeably. While these
activities complement and support one another, the terms are still distinctly different.

1. QA is usually understood to be the sum of all activities and responsibilities that will
ensure that products meet all their applicable quality specifications.

ii. GMPs are the part of QA that ensures products are consistently produced and controlled
to the quality standards appropriate for their intended use and as required by the governing
National Regulatory Authority (NRA). GMPs are primarily intended to reduce the risks
inherent in production that cannot be completely prevented by testing the final products.

iii. QC is the part of GMPs that focuses on product sampling, specification review, and
product testing. QC also includes the documentation and release procedures that ensure
all necessary tests are completed before materials are released for use or products are
released for sale, and until their quality has been determined to be satisfactory.

c. Several parties share the responsibility for ensuring product quality: product developer,
manufacturer, NRA, procurement agency, logistics system, and the end user. The role of the
procurement agency is briefly described below.

d. In accordance with national legislation, procurement should be limited to only those products
approved by the concerned national regulatory authority. The procurement unit has a significant
impact on product quality by establishing well-defined contract specifications for the products
it procures. Specifications should require certification that the manufacturer has complied with
GMP, that the product is registered in the country where it will be used, and that it meets local
regulatory requirements. Contract specifications should describe the desired physical
characteristics of the product, as well as specify the pre-shipment inspection and any test
requirements against which the product will be evaluated before the manufacturer ships it.

10.10 International Commercial Terms (Incoterms) for International Procurement

a. International Commercial Terms (Incoterms) are primarily used for international
procurements. Terms such as Ex Works (EXW), Carriage and Insurance Paid-to (CIP), and Free
On-board (FOB) are incorporated into sales contracts worldwide to define the responsibilities
of buyers and sellers and to stipulate how costs and risks are to be divided.

b. EXW, CIP, and FOB are incorporated into sales contracts worldwide; they define the
responsibilities of buyers and sellers, and they stipulate how shipping costs and risks will be
divided. Therefore, when buyers and sellers discuss a price, they must always stipulate which
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Incoterm will apply. If the price is agreed to on an EXW basis, it means that the buyer must
pay separately for freight and handling costs. If the same price is agreed to be a CIP, it means
that freight and handling costs are included in the price under discussion, implying that the seller
will pay in due time.

c. The International Chamber of Commerce (ICC) publishes Incoterms. The United Nations
recognizes them as clearly defining the most common terms used in international trade.
Incoterms are updated regularly and the purchase contracts must reference the applicable version.
The information in this manual is based on Incoterms 2020. (Link attached in references)

10.11 Letters of Credit and Other Payment Options
a. Letters of Credit are banking instruments commonly used in international trade. They have
advantages for both the Buyer and the Seller.
b. The Seller is assured he will receive promptpayment and the Buyer is assured he will be able to
enforce contract conditions such as quality requirements and shipping dates.
c. The Government of Punjab, however, may not want to open an irrevocable LC to pay for
purchases under international competitive bidding procedures.

10.12 Formulation of Technical Specifications

a. Detailed technical specifications are critical to successful procurement because they give
potential suppliers an accurate, complete picture of what is required.

b. They are written in the technical terms that correspond to the relevant industry. They also
precisely describe characteristics and performance requirements of the goods to be purchased.
They are product neutral that is, they do not refer to brand names or catalog numbers, and they
describe requirements in generic terms. If alternative sets of standard accessories are available,
the specifications clearly indicate the choices.

c. Under the bidding format used by both the Government of Punjab and the World Bank, the
purchasing entity must provide technical specifications. Later, the formal specifications will
become part of the contract between the buyer and the seller. In addition, the draft bidding
documents for the procurement of goods (ANNEX-05) provide detailed guidance on goods
specifications.

10.13 Timeline for Procurement
a. Public sector procurement by ICB does not happen quickly. More time may be needed for
activities of the procurement office, evaluation committees, approval, and time periods for
manufacturing and shipping. Therefore, it could be within the bid validity period as defined
by procuring agency in bidding document

b. There are many variables of timeline, including, but not limited to:
i.  Procedures and approvals in force at different financial thresholds.
ii. Supply issues, such as marketplace shortages.
iii. Technical issues, such as availability of detailed specifications.
iv. QA issues for pharmaceutical products in Pakistan.

Public Procurement



10.14 Code of Ethics
The Government of Punjab also promotes a business code of ethics for the professional
behavior of personnel engaged in procurement and contracting activities. This code is based
the PPR 2014 Rule 2 Definition sub-rule (1) (p) Corrupt and Fraudulent Practices (see annexure
for copy of the Code of Business Ethics and Integrity Pact) (ANNEX-01).
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6 Planning & Preparation

10.1 Procurement Planning

a. Because of the long timeframe associated with competitive public-sector procurement, realistic
planning is very important. It is especially critical for health care commodities because stock
outs of such items can cause numerous problems.

b. Rule 8 of PPR 2014 states, “A procuring agency shall, within one month of the commencement
of a financial year, devise annual planning for all proposed procurements with the object of
realistically determining the requirements of the procuring agency, within its available
resources, delivery time or completion date and benefits that shall be the mandate of procuring
agency in the future”.

10.2 Budget Process and Operational Plan

a. Beginning in each financial year, managers of Health Care Facilities are asked to review their
program goals and activities for the coming fiscal year (1% July to 30" June), consider probable
resources (budget) and estimate goods, equipment and services that will need to be purchased.
These plans and estimates are submitted to the respective departments where changes are
sometimes made. The resulting operational plans and budgets are consolidated and forwarded
to the government for financial approval.

b. After the Annual Operational Plans have been refined and approved by the government,
managers of HCEs are responsible for communicating their approved requirements, usually in
the form of a completed Procurement Requisition, to the appropriate procuring units, along with
basic specifications and cost estimates within their approved budgets.

c. Two things are used to decide the amounts needed per year for procurement of

goods/services/works:
1. Anestimate based on accurate data and other factors. Trained specialists may be needed to
help with this step.
ii. An account of how much stock is in hand and how much has been ordered but not yet
delivered.

d. However, sometimes goods may be purchased in quantities determined by budget
availability, so re-supply calculations would not be relevant.

6.2.1 Procurement Plan
Procurement plans are developed that include tentative, package-wise schedules for purchasing
activities. Procurement plans include a broad description of the goods to be purchased, a budget
amount and source, a time period in which the goods will be procured and the method of
procurement. The Government of Punjab uses procurement plans to organize annual revenue
expenditures for goods and services.
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6.2.2

6.2.3

6.2.3.1

6.2.3.2

6.2.3.

P YW aoc oe

Confirm Availability of Funds

Before a specific procurement plan is developed for the procurement of goods, it is important
to confirm with the appropriate finance section that adequate funds and, if needed, foreign
exchange are available to support the procurement.

Process for Developing an Annual Procurement Plan

The following process is used to develop an annual procurement plan.
Gather Information
The assigned procurement unit should receive procurement information early in the year to
allow for sufficient time to process and procure the requirement. However, when procurement
information is not provided in a timely manner, it may become provided by a specified
deadline.
Send a letter to all users to submit their requirement for goods for the next fiscal year by a
specified deadline.
Send a reminder letter to users who do not respond within time, with copies to the next
higher-level office stating the need to submit requirements by the specified deadline.
Prepare a list of users who have failed to submit their requirements by the final deadline.
Send a letter to the people who are late and send a copy to the next higher-level offices
stating that the named users who failed to submit their requirements by the final deadline will
not be included in the procurement plan for the following year and no requirement will be
accepted later.
Begin Filling out the Procurement Plan
The procurement unit should begin filling out the Procurement Plan.
Describe the goods and enter the unit and quantities required.
Show the estimated cost of the goods and source of funds for each procurement.
Enter the procurement method for example, International Competitive Bidding (ICB).
Indicate the contract approving authority for each, procurement, per financial thresholds.
Estimate Timeframes and Complete the Procurement Plan
To estimate a timeframe for any single procurement activity, it is necessary to understand
the procurement steps involved, level of approving authority required, time limits set by
government regulation, and basic marketplace issues for the goods being procured.
Considering that procurement work needs to be sequenced, not all procurement is done at
the same time, insert dates for advertising the bid, bid opening, bid evaluation, approval to
award, Advance Acceptance of Tender, signing of contract, and completion of contract.
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10.3 Preparation for Procurement

6.3.1 Analyze Procurement Requirements

© ™o e o

6.3.2

ToeB oBgE T ATITER SO A0 o

The procurement unit(s) must review requirements received from HCEs i.e. procurement

requisition. Analyze their needs in terms of following basis.

Type of goods

Estimated quantity and cost of goods
Potential sources of goods

Prior review requirements, etc.

Type of supply available i.e. after production, off-the-shelf, or from wide range of market, etc.

Estimated lead time for delivery
Previous frequency of purchase.

At times, the procurement unit may need to prepare a procurement requisition.

Open Procurement File

The procurement unit will need to open one set of files for each procurement activity in the

approved procurement plan. Each procurement file must contain the appropriate procurement

records as required under Rule - 65 of PPR 2014.

The procurement process, from planning to delivery of goods, can be completed in 12—18
months. All pertinent records and documents should be placed in the appropriate file for easy
reference. By the time the procurement action is complete, each file (or set of files) will
contain a record of the entire procurement action, from the planning stage to the completion
of contractual liabilities. It is recommended that each procurement record contain the following

files:

Signed procurement requisition
Product specifications

Budget estimate

Procurement plan and summary
Pre-qualification document
Record of advertisement
Bidding documents

Record of pre-bid conference
Bidders list / Attendance Sheet
Bid security documentation
Modifications to bidding documents
Proposals from suppliers

. Record of bid opening

Record of bid examination

Bid review committee summary
Award letter

Performance guarantee documentation
Signed contract

Public Procurement



Bidder notification
Authorization for shipment
Shipping documents
Receiving report
Miscellaneous correspondence
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Procurement Record Retention

Rule-65 of PPR 2014 requires procuring entities to preserve records and documents concerning
their public procurement for a minimum period of five years from the date the Supplier finally
discharges its contractual obligations. In special cases, records may need to be kept for a longer
period, for instance, in the case of development projects.

6.3.4 Summary Description of Planned Procurement

To guide the development of bidding documents and specifications, the procurement unit should
write a summary description for each planned procurement. An experienced procurement
officer or a technical specialist should be assigned to gather any missing information. The
summary description includes;

Description and function of the goods in enough detail for development of a technical specification

Unit of measure—each, kilograms, or pounds, cycles, gross, tubes, vials, unit packs, etc.

Quantity

Confirmed budget

Procurement method

Estimated Date for completion of procurement process

Final destination—within Punjab, usually the Central Warehouse

Shipping terms—CIP, EXW, etc.

Payment terms—cash in advance, down payment, L/C, etc.

Name and address ofconsignee

Project identification numbers

Procurement approval date

. Approvals from competent authority

Special requirements for contract—including QA testing

Special marking requirements for shipping boxes

Source of funds

Notes about special features of the goods/programs they will be used for, or the overall market
situation.
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6.3.5 Development of Technical Specifications
Technical experts are often needed to help translate the approved requirements into technical
specifications that will give an accurate and complete picture of what is required of potential
suppliers. The specifications must comply with Rule-10 of PPR 2014.
Early in the procurement process, technical consultants or end users may need to ask managers
of HCEs/relevant program managers to provide more information, or to make certain decisions
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about their requirements. As soon as possible, information gathered from the end-users should be
compiled into formal procurement specifications for use inthe draft bidding documents.

6.3.6 Obtain Approvals

Under Rule-11 of PPR 2014 approval by the relevant authority of the procurement plan
constitutes administrative and financial approval for the following

Procurement of the goods included in theplan

Method of procurement

Time schedule for procurement, as shown in the procurementplan

/o o

Prior approval requirements.
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7 STANDARD BIDDING DOCUMENTS

10.1 Introduction.

In public procurement, detailed bidding documents are sold or otherwise provided to potential
suppliers. These documents set all requirements about what is to be supplied, all rules and
procedures for bidding, and announce the specific criteria that will be used for choosing a
winning bid. Some sections also become part of the future contract between the supplier and
the purchaser. Every aspect of these documents must be correct and complete.

Under Rule - 33(1) and 33(2) of PPR 2014: “No bidder shall be allowed to alter or modify his
bid after the closing time for submission of bids. The procuring agency may, if necessary after
opening of the bids, seek and accept such clarifications of the bid as do not change the
substance of the bid.”

10.2 Description of Standard Bidding Documents (SBDs)
The SBD (ANNEX-04 & ANNEX-05) includes guidance notes and instructions for the procuring
agency and the bidder. The SBD contains all the relevant information which can be molded as
per the requirement of the Procuring agency for different types of procurement.

7.2.1 Invitation for Bids (IFB)
The IFB is a copy of the advertisement or notification announcing the opportunity to bid.

7.2.2 Instructions to Bidders (ITB)

The ITB gives each relevant information to bidders for preparing and submitting their bids.
It also explains the rules and procedures for the following.

Bid submission

Bid opening

Bid evaluation

Award of the contract

Definitions and warnings about fraud and corruption

Any other instruction which procuring agency seek relevant

7.2.3 Bid Data Sheet (BDS)

The BDS provides information specific to the procurement actions. It includes, but is not

limited to:

Amount and type of bid security, if required

Directions for submitting bids, including markings and timeframe

Dates, times, and other specific information about bid opening

Specific criteria that will be used to evaluate bids, including any factors, other than price, that

will be applied

e. Criteria for eligibility of goods, and the particular documents required to establish eligibility
and conformity to bidding documents

f. Specific information about awarding the contract.
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7.2.4 In-eligible Bidders
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Lists of firms that are excluded from bidding on specific contracts are on the PPRA website.
International agencies like the World Bank, USAID, UNICEF, UNFPA, WHO, Asian
Development Bank (ADB), and others also maintain lists of firms that are ineligible from
bidding on their contracts because the bidder willfully, or with gross negligence has violated
the provisions of bidding document. The procurement unit may not enter into any contract
with blacklisted firms.

7.2.5 General Conditions of Contract (GCC)
These widely used clauses will apply to the future contract(s). This section must be included
in the bidding documents as per requirements of the respective procuring agency. GCC covers
standard, normal contract issues, such as:
Delivery payments
Warranty
Termination
Force majeure
Governing language
Notices.
Changes and additions are made through Special Conditions of Contract.
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7.2.6 Special Conditions of Contract (SCC)

This includes clauses for the contract, specific to the procurement action. The procuring
agency uses this section to supplement and/or modify like-numbered clauses in the GCC.
Special conditions apply to unique procurement requirements, such as:

Requirement for immediate notification of air shipments

Regulatory compliance issues

Pre-shipment inspection and testing of different procurements if required.

Anyunacceptable trans-shipment points

Any other Special condition which procuring agency deemed necessary.
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7.2.7 Technical Specifications

These are precise technical descriptions of the goods to be supplied prepared by the
Purchaser’s technical expert. The procuring agency inserts the specification, usually prepared
by a technical expert, into the SBDs.

Technical specifications are one of the most important parts of procurement. They are the
benchmarks against which the Purchaser will verify the technical responsiveness of bids and
subsequently evaluate the bids. The technical specifications must be in line with Rule 10 of PPR
2014 (ANNEX-01). They must include a complete description of the product, presented in an
industry-standard vocabulary and format, which includes, but is not limited to:

Technical and performance characteristics.

Size, units, quantity and intended use.

Packaging, packing, and marking.

Regulatory requirements.
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Applicable standards and required certifications.

Quality assurance criteria, including detailed tests required.
Acceptance criteria.

Detailed activities to be performed by the supplier, if required.
List of detailed functional guarantees covered by the warranty.
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7.2.8 List of Requirements

Lists the goods and required delivery schedules. The procuring agency fills out a form
provided in the standard bidding documents that specifies:

Named items required for purchase

Quantities

Delivery schedule and place

Late delivery charges.

Any other which procuring agency deemed necessary.
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7.2.9 Evaluation and Qualification Criteria
The procuring agency announces criteria in the SBD (Rule 31, PPR 2014) that will be used
to determine the lowest evaluated bid, and the bidder’s qualification requirements.
Qualification criteria usually include, but are not limited to:

a. Financial capability in terms of average annual turnover during each of the past years, as shown
by audited financial statements.

b. Experience and technical capacity demonstrated by the number of years manufacturing and/or
selling the goods to be supplied, completed similar contracts including contact information for
verification and bank references.

c. Where applicable, licensing and registration by the concerned Regulatory Authority.

10.3 Bid Submission

7.3.1 Bid Submission Form
To be completed and signed by the bidder, the signed bid submission form binds the successful

bidder, including the conditions set out in the bidding documents (4 NNEX-05).

7.3.2 Price Schedule
To be completed and signed by the bidder. It may includes the following:

a. Itemized charges for the unit price of goods, domestic value added (as per policy of government),
freight, and insurance.

b. To calculate a margin of preference for locally manufactured products, as per the government
policy, separates foreign and domestic bidders (ANNEX-05).

7.3.3 Manufacturer’s Authorization Letter
To be completed and signed by the manufacturer of goods, if the bidder is not the

manufacturer. It includes the following:
a. Authorized named party (bidder) to submit a bid.
b. Confirms warranty obligation.

(ANNEX-05).
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7.3.4 Bid Security Form
To be filled in and signed by guarantor (bank) or used as an example for document on

guarantor’s letter head. It entails the following:

a. Guarantor’s undertaking to pay a specified amount (not exceeding 5 percent of the bid prices-
Rule-27 of PPR 2014) if the bidder receives an award but fails to go forward with a contract the
bid security may be forfeited.

7.3.5 Contract Agreement Form
To be signed by procuring agency and winning firm.

Incorporates relevant sections of bid documents into binding contract.

General Conditions of Contract

Special Conditions of Contract

Technical Specification and Schedule of Requirements
Supplier’s bid and original price schedules
Purchaser’s Advance Acceptance of Tender

Any other documents specified by purchaser.
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7.3.6 Performance Security Form
To be filled in and signed by the guarantor (bank). Guarantor’s undertaking to pay specified

amount (not exceeding 10 percent of contractprice. See Rule-56 of PPR 2014) if awarded
bidder defaults on contract.

7.3.7 Bank Guarantee for Advance Payments
To be filled in and signed by the guarantor (bank). Guarantor’s undertaking to pay a specified

amount if the supplier uses advance payment for any purpose other than for delivery of the goods.

7.3.8 Certificate of Pharmaceutical Product
To be provided by manufacturer of pharmaceutical goods. It entails the following:

a. This establishes the status of a pharmaceutical product moving in international commerce and of
the applicant for the certificate, with regard to certifications, licensing, and marketing.
b. Part of a scheme developed by WHO to combat the sale and distribution of sub-standard and/or
counterfeit pharmaceutical products.
10.4 Process for Preparing Documents for Procurement
All but three sections of the standard bidding documents must be filled out with information specific to
the current procurement. The sections that are to be filled out include;

a. BDs
b. Special Conditions of Contract
c. Evaluation and qualification criteria
d. Schedule ofrequirements
e. Technical specifications.
7.4.1 Select and Study the SBD

Procurement staff and managers should select the SBD that best suits the requirements and the
procurement method approved in the Procurement Plan and study each section of the selected
document thoroughly.
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7.4.2 Obtain Technical Specifications

Technical specifications include different things, depending on the type of product to be
purchased.

For pharmaceutical goods procurement, the following may be considered:

Chemical and pharmacological attributes

Quality and safety issues

Shelf life

Presentation (primary packaging)

Pre-shipment inspection (and possibly testing)

Labeling.

~
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Prepare Schedule of Requirements

Review the procurement plan and summary description of planned procurement before
working on the schedule of requirements.

b. Read the guidance notes and fill out the schedule of requirements as follows:

i.  Procurement plan: Insert a sequential number to identify the procurement plan.

ii.  Description: Write a short description of the goods available in annexure just enough to
clearly identify the product. The technical specifications will have a more detailed
description.

ii.  Quantity: Enter the total quantity that will be purchased under the contract. Do not
mention partial shipment amounts.

iv.  Delivery schedule: Establish the date when the end user needs the goods, then
carefully calculate a delivery date, taking into account the implications of Incoterms,
such as CIP, that will apply to the procurement contract.

v.  Mode of shipment: Enter air, ocean, truck, etc.

vi.  Point of delivery: For international procurement, usually determined by the Incoterm,
as noted above.

vii.  Special notes: Additional information, explanations, or qualifications can be
added at the bottom of the form.

7.4.4 Drafting the Bid Data Sheet
The function of the BDS is to modify and augment information and requirements printed in
the Instructions to Bidders (ITB). Text in the ITB mentions the bid data sheet whenever
specific information or requirements are needed to complete the instructions. Which may contains
the following.

a. Read and understand clause(s) in ITB that corresponds to the required DBS information.

b. Consider whether ITB and standard data sheet clauses will adequately represent the procurement
to be undertaken. Additional clauses may be included, so long as they do not contradict the
standard instructions to bidders or the PPR 2014 rules.

c. List the information still needed to complete the Bid data sheet.

d. Price of bidding documents

e. Amounts of bid security
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Amount of performance guarantee

If samples are required

Date and time for pre-bid meeting, if required

Bid opening date and time, bid validity requirement
If the evaluation will be based on items or lots

Bid currency and bid language.
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Any other information required by the procuring agency.

7.4.5 Specify Eligibility Criteria and Documents Required
All interested bidders, national or international, firms and individuals, shall be allowed to bid
for any project where open competitive bidding is adopted. However, competition may be
restricted if, as a matter of law, in accordance with Rule 21 of PPR 2014. Eligibility
requirements are primarily based on whether or not a firm has beenblacklisted.

a. Determine and list any criteria on the Bid Data Sheet for eligibility, in addition to those
already mentioned in the ITB.

b. For the health sector documents, use standard protocols for the Drafting bid data sheet, about
procurement-specific documentation of conformity with bidding documents and registration
with the DRAP(ANNEX-03)

c. Easy access to information.

7.4.6 Specify Evaluation Criteria and Documents Required

Determine criteria that will be used to evaluate and compare bids under Rules 31 of PPR 2014.
This will relate primarily to price adjustments and the application of economic factors.
Examples include:

Domestic preference (as per the policy of government)

Technical Criteria as described in SBD(ANNEX-05)

Efficiency factors

Delivery.

Insert the information for the bidder on how non- financial items will be evaluated.

Mention the possibility of early delivery in the Schedule of Requirements.
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Specify Qualification Criteria and Documents Required for Evidence
It is at the discretion of the procuring agency to develop specific criteria that will be used

to decide whether or not a bidder is qualified for a contract award.

SBDs for goods procurement require following basic bidder qualifications:

The manufacturer must have adequate production capacity and experience.

The manufacturer must have verifiable technical capability.

The bidder must have verifiable business and financial stability.

The bidder must have a history of successful performance
Determine and list documentary evidence that bidders should submit to establish (or confirm)
their qualifications.
f. The firm’s financial information and audited financial statements, details of current
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commitments, contracts completed over the past several years.

7.4.8 Specify Addition Document Comprising the Bid
The ITB not only specifies what documents will comprise the bid, but also gives the procuring
agency a chance to include more in this list through the respective BDS.

7.4.9 Begin Drafting Special Conditions of Contract (SCC)
SCCs modify and augment information and requirements printed in the GCC. Whenever
specific information or requirements are needed in the SCC to complete the contract
conditions, it is noted in the text of the GCC the same way the ITB and BDS were cross-
referenced.

a. Read and understand the clause(s) in the appropriate version of GCC corresponding to the
special conditions requiring completion.

b. Consider whether the GCC and standard SCC clauses will adequately represent the
procurement contract that is desired. Additional clauses can be included, if they do not
contradict the standard GCC clauses or the prevailing procurement regulations and
guidelines.

c. Fill in all known information; for example, the nature of goods to be supplied, purchaser’s
name and address, etc.

d. List the information and decisions that are still needed to complete the SCC/PCC (referenced
by clause number).

e. Consider possible sources where missing information might be obtained. For example, from
any authority at provincial and district level, earlier bidding document, consultant,
specifications, DRAP, PPR 2014 and so on.

f. Pursue and coordinate necessary decisions. For example:

1. Documents that will become part of the contract
ii.  Packing, marking, documentation requirements
iii. Method and conditions of payment
iv. Inspections and tests required
v. List the resources and capabilities that will be needed during the execution of the
contract.
vi. Collect information about the local import practices, procedures, and requirements.
For example:
e import licensing
e dockside sampling program
e currency exchange regulations
e customs tariff and taxes
e pro forma invoice
e product registration
e Documentation
e [/C procedures
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7.4.10 Enter Specifics for Certification of Goods/Drugs Clause
Pharmaceutical goods require registration with the Drugs Regulatory Authority, Government
of Pakistan (where required), and contracts generally cannot become effective until this has
been accomplished.
SCC asks for details of registration, provides wording in the case of goods have already been
registered or registration is not required and provides a limit on how much time can pass before
the contract will be considered null and void.

7.4.11 Enter Specifics for Inspections and Tests Clauses

Note inspections and tests that will be applicable to the contract:

Pre-shipment compliance by supplier

Pre-shipment compliance by purchaser

General dockside sampling and inspection (government import program)

Acceptance testing in Pakistan

Pre-shipment inspection and sampling is conducted at the manufacturer’s facility,
and testing, if required, is done at an independent laboratory before shipment.
Select an independent laboratory that meets all the international standards
prescribed by WHO for testing of goods/medicines and should be known as a pre-
shipment compliance program.
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7.4.12 Enter Specifics for Packing, Marking and Package Documents Clauses
List the requirements that are in addition to the GCC text and provide a cross-reference to
corresponding requirements in Schedule of Requirements and Technical Specifications. For
example, you may want certain information printed on the outside of the packing boxes in order
to facilitate warehousing and distribution, or there may be a requirement to pack goods/medicines
so they remain below a certain temperature, as is the case with vaccines.

7.4.13 Enter Specifics for Shipping and Other Documents to be furnished by the Supplier
Determine and list shipping documents that will be required, including the following:

a. Commercial invoice

b. Air waybill (AWB)

c. Clean on-board Bill of Landing (B/L)
d. Packing list

e. Certificate of Analysis.

7.4.14 Construct the Invitation for Bids
Using information in the completed BDS, SCC, and Specifications and Schedule of
Requirements, prepare the IFBS by following the format and directions provided in the SDB.
(ANNEX-05)

7.4.15 Compile Draft Bidding Documents Package
The bidding documents must be compiled in accordance with Rule 24 and 25 of PPR 2014. Some
of the sections/information that is part of the bidding document include:
a. IFB
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Instructions to Bidders

BDS

GCC

SCC

Schedule of requirements

Technical specifications

Eligibility for provision of goods

Forms to be filled out, referenced, or used by the bidder (Bid Form, Price Sheet, Bid Security,
etc.).

I N
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7.4.16 Prepare Prospective Bidders’ List

The procuring agency will develop a list of suppliers that may be able to provide the required
goods. This list can be used for ICB when direct invitations will be issued instead of, or in
addition to, advertising. Sources for potential suppliers include:

Responders to general procurement notice

Prior marketing knowledge

Firms previously enlisted by the government

d. Firms pre-qualified by an earlier formal process.

e op

7.4.17 Submit Draft Bidding Documents for Internal Review

Send draft copies of the bid package and fact sheet to the responsible parties within or outside
the department (if local expertise is not available). They should:

Check the draft against the procurement plan

Verify authenticity of the requirement of the goods

Investigate any other relevant factors

Ensure the technical specifications are accurate and include appropriate detail

Ensure that any evaluation criteria, in addition to price, are clearly stated and appropriate
for program needs

f. Endorse (approve) the draft bidding documents for onward disposal, with or without revision.
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8 INVITATION AND RECEIPT OF BIDS
10.1 Steps for Inviting Bids

8.1.1 Advertise the Opportunity to Participate in Bidding

As soon as the relevant authority approves the draft bidding document, the procuring agency
must advertise the opportunity for bidding. That is, it must extend a public invitation to all
interested firms and parties to participate in the competition for a contract. This is one of the
essential elements of open competition. Procurements worth more than Rs. 200,000 and up
to 3 million rupees will be advertised by timely notifications on the authority’s website
(www.ppra.punjab.gov.pk), and if possible, in print media using the manner and format
prescribed in Rule 12(1) of PPR2014.All procurement opportunities over 3 million PKR shall
be advertised on the authority’s website, as well as in the newspapers as prescribed under
Rule 12(2) of PPR 2014.

For international competitive bidding, the procurement opportunity be published in print
media or newspapers with a wide circulation, as well as on the website of the concerned
departments, and at any international advertisement portal. Print media advertisements
should be placed in at least two daily national newspapers, one each in Urdu and English. See
annexure for a sample format for advertising an international competitivebid.

a. Prepare a version of the Invitation for Bids that is suitable for newspaper and periodical
publication.

b. Using the format identified in ANNEX-05 prepare a version of the Invitation for Bids that is
suitable for website publication. Submit the advertisement following instructions and using
facilities provided on the appropriate website.

c. For international competitive procurement, also place advertisements in appropriate
international journals, publications, and websites.

d. Post notices at the procuring agency and on official or public notice boards.

e. Inform all the Chambers of Commerce in Pakistan.

f. Inthe case of ICB, send notices to foreign embassies and trade missions present in Pakistan.

8.1.2 Prepare Bidding Document Sets and a Document Register
Documents must be ready for issue or sale to interested parties at the time the advertisement
appears. The bidding documents will be issued for at least 15 days for NCB and at least 30
days for ICB (Rule 25(1) of PPR 2014).
a. Determine the number of bidding document , based on:
i.  Type of goods to be purchased
il. Approximate number of prospective bidders, for example, a small number for goods
iii. Source of goods; national or international
iv. Previous sale of bidding documents for similar goods.
b. Determine the number of bidding document sets needed for official departmental purposes.
c. All procuring agencies will display the bidding documents on the website of the authority and
the procuring agency, in case the procuring agency has its own website. The bidders can submit
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bids on the bidding documents issues by the procuring agency or download them from the
authority’s website.

d. Set up a register to record all the bidding document sets prepared for the package. Number
the documents so that each set can be accounted for when the bidding process is complete.

8.1.3 Prepare Systems for Safeguarding Bids, Cash and Securities
a. Set aside a secure location to hold the bids unopened until the stated day and time of bid
opening; for example, in a locked cabinet.
b. Setup a system for managing the funds collected from the prospective bidders for the cost of
the bidding documents.
c. Setup a system for safeguarding securities after bids have been opened.

8.1.4 Set up Procedure for Transmitting Bidding Documents to Prospective Bidders Outside
of Pakistan
a. Select methods - mail, courier, express document service.
b. Arrange capacity for paying postage or courier fees.

8.1.5 Availability of Bidding Documents to Bidders

a. The procuring agency should make the bidding documents available for international
procurement. The price should be minimal and should only reflect the cost of printing and
providing the documents. (Rule 25(7) of PPR2014)

b. Record the name and address and document the number of each purchaser so they can stay
informed about any pre-bid conferences, amendments to the documents, or other official
business.

c. Provide receipts to bidders with name, address, date, and time the bidder received the bidding
documents (if sold).

10.2 Pre-Bid Conference (Optional)
Pre-bid conferences for prospective suppliers are held for international and important local
procurements, whenever necessary. At a pre-bid conference, potential bidders’ questions are
answered and minutes are recorded and sent to each recipient of the original bidding documents
in sufficient time for bidders to take appropriate actions before the deadline for the receipt of

bids.

8.2.1 Arrange the Pre-Bid Conference

Any pre-bid conference should take place well before the bid opening date. The concerned
director should determine a convenient place and time for the conference. The Participants
may include:

a. Representatives from every intending and prospective bidder

b. All officers and directors of procuring agency with a major role in developing or approving the
draft bidding documents. These individuals can be organized into a bidding document finalization
committee

8.2.2 Notify Prospective Bidders
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Notify the prospective bidders about the conference when they purchase the bidding documents.
All prospective bidders should receive this notice, including the last bidder to purchase them
before the pre-bid conference.

8.2.3 Hold the Pre-Bid Conference
a. Register participants and generate an attendance list, including titles and contact information.
b. Record the minutes.
c. Announce the replies to registered participants and all registered bidders via minutes of pre-bid
meeting.
d. Ifnecessary, extend the bid submission period and/or amend the bidding documents, based on
the answer to the questions asked during the pre-bid conference.

8.2.4 Circulate the Minutes and/or Outcome of Pre-bid Conference
a. Send the minutes and other related information to all prospective bidders.

8.2.5 Extend the Bid Submission Deadline if Necessary
a. Notify prospective bidders if the bid submission deadline is extended through corrigendum.
b. The advertisement of an extension shall be made in time and manner similar to the original
advertisement.

8.2.6 Receiving and Managing Bids

a. Ifbids are received by courier, mail, in person, etc., within the time limit specified in the IFB,
they must be held unopened until the stated day and time of bid opening. The bids can be
deposited in a safe box under safe custody of the procuring agency.

b. Stamp bid envelopes with the date and time they are received.

c. Except for questions and answers in writing to/from procurement, no one associated with the
procurement is permitted to communicate with bidders about the bid from the time the
advertisement appears until after an award has been made.
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9 Bid Opening, Evaluation and Selection

10.1 Introduction
The procedure described in this manual is based on single-stage-two-envelope bidding process
which is commonly adopted for procurement of goods (under Rule-38 (2)(a)) of PPR 2014) when
the bids are evaluated on technical and financial grounds. The rule states:

a. The bid shall be a single package consisting of two separate envelopes, containing separately
the financial and the technical proposals.

b. The envelopes shall be marked as Financial Proposal and Technical Proposal.

c. In the first instance, the Technical Proposal shall be opened and the envelope marked as
Financial Proposal shall be retained unopened in the custody of the procuring agency.

d. The procuring agency shall evaluate the technical proposal in the manner prescribed in
advance, without reference to the price and shall reject any proposal which does not conform
to the specified requirements.

e. During the technical evaluation, no amendments in the technical proposal shall be permitted.

f. After the evaluation and approval of the technical proposals, the procuring agency shall open
the financial proposals of the technically accepted bids, publicly at a time, date and venue
announced and communicated to the bidders in advance, within the bid validity period.

g. The financial bids found technically nonresponsive shall be returned un-opened to the
respective bidders.

h. The lowest evaluated bidder shall be awarded the contract.

i. The evaluation and selection of a winning bidder is governed by the Rule-32 of PPR 2014
(ANNEX-01)

10.2 Steps for Bid Opening (Single-Stage-Two-Envelope method)
Bids must be opened publicly for both local and international procurements at the time stated
in the bidding documents. Bidders can attend the opening, but it is not mandatory. Bid opening
procedures should follow Rule-30 of PPR 2014.

9.2.1 Organize the Bid Opening (Officers of Procuring Agency)
a. Notify members of procurement committee before the bid opening.
b. Arrange the place for bid opening, as specified in the bidding documents.
c. Hold all bids unopened and secure until the date and hour designated in the bidding documents.

9.2.2 Record Bid Submissions
As the bids arrive, the officers of the procuring agency should do the following:
a. Provide receipts
b. Record the bidder name and the submission date. (Bids received after the exact deadline will not
be opened)

9.2.3 Hold Bid Opening (Bid Opening Committee)
On the date and at the time and place specified on the bidding documents:
a. Participants
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i. Authorized bidders
ii. Others directly involved with the subject procurement, for example, consultants hired for
the purpose.
b. Rule 30(3) of PPR 2014, requires each attendee to register on an attendance sheet
provided for that purpose, and include—:
i.  Name and address
ii. Company, manufacturer, representative
iii. Organizational affiliation (if not bidder)
iv. Signature.
Ensure that a member of the procurement committee countersigns the attendance sheet.
c. Open all bids received before the deadline, one at a time, and read the bid aloud
with special focus on the following:
1. Bidder’s name and local agent’s name, if different
ii. Bidder’s city/state or province/country
iii. Quoted items.
d. Hold all financial bid envelopes unopened in a box, to be opened at a later date, after the
technical evaluation.
i.  Record all samples received.
ii. Do not open bids received after the deadline, bids may be returned unopened (Rule 30(4)
of PPR2014).

9.2.4 Record and Distribute Details (Bid Opening Committee)

a. As each bid is read, complete a bid opening checklist as described in SBD. At this stage, if the
bid was received on time, it cannot be eliminated, even if something appears to be missing or
incorrect.

b. Record the details of the bid on a Bid Opening Sheet (BOS)/ attendance sheet.

c. Require all members of the procurement committee, and the bidders, or their representatives
who attend the bid opening, to sign the BOS/ attendance sheet before or after the opening is
complete.

d. If only one bid is received, the following considerations may be entertained:

i.  Punjab Procurement Rules 2014 don't put any limit on number of tenders / bids received
in response to tender notices provided that the procurement opportunity has been
advertised in the prescribed manner. The single bid may be considered if it meets the
evaluation criteria expressed in tender notice and is not in conflict with any other rules,
regulations or policy of the Punjab Government. However, the procuring agency should
make a decision with due diligence and in the light of Rule 4 PPR 2014.

ii. Whenever a procuring agency is confronted with such a situation whereby the rate
quoted by the single bidder cannot be compared so as to declare it as the lowest rate or
otherwise it may make a prudent decision. While making a decision, the following
factors may be kept in view:

e The comparison of price of the goods if procured during the current financial
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year.
e Market price of the goods to be procured.
iii. In case abnormal increase in prices is observed, the procuring agency may like to re-
advertise the procurement opportunity, if time permits.

10.3 Bid Evaluation Format
PPR’s does not define a specific evaluation procedure, or offer a step-by-step format, for
selecting a winning bid, but, it does require a bid comparison sheet, a recommendation for award,
and an evaluation report. The World Bank’s Standard Bid Evaluation Forms (SBEF) conform to
the provisions of Rule 31 of PPR 2014. Step-by-step guidance for members of evaluation
committee are given below:

9.3.1 Standard Bid Evaluation Form (SBEF) Documents
The SBEF (ANNEX-04) provides tables and forms designed to help procuring entities
examine and evaluate each bid submission and arrive at a winning bid based on a fair
application of the rules, procedures and requirements set down in the bidding documents. This
chapter will use the SBEF to explain the bid opening, evaluation and award stages for
procurement of goods based on Rule 38 (2)(b) of PPR 2014 Single stage — two envelope,
procedure.

10.4 Steps for Organizing the Evaluation Process

9.4.1 Fill out SBEF Tables 1-3

a. Fill out SBEF Table 1, Identification; It requires basic information about the subject
procurement package, most of which can be found in the approved Procurement Plan,
including the original cost estimate. The remaining information is located in the Bidding
document.

b. Fill out SBEF Table 2, Bidding Process; with basic information about the bidding process, which
includes publication dates, title of bidding documents, and amendment dates.

c. Fill out SBEF Table 3, Bid Submission and Opening; with information about the bid submission
and opening which includes deadline and opening dates, bid validity period and number of
bidsreceived.

9.4.2 Check Copies and Secure Bid Originals
a. Compare each copy of each bid with its original and correct accordingly, if necessary.
b. Confirm that signatures on each original are present as required.
c. Keep originals in a safe location and use copies for evaluation work.

9.4.3 Complete the Bid Opening Checklist for Each Bid
a. Enter any incomplete information. For example, descriptions at bid opening may need to be
elaborated further.
b. Verify information recorded at bid opening.
c. Hold the financial bid envelops unopened in a box which should be opened after the technical
evaluation process at a later date
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10.5

9.5.1

9.5.2

9.5.3

Steps for Technical Evaluation of Bids

The examination outlined in SBEF table 4 (ANNEX-04) is used to identify and reject bids that
are incomplete, invalid, or substantially non-responsive to the bidding documents. Only bids
that pass this phase can continue with the financial evaluation and be compared with the other bids.

Review Original Bidding Documents

To evaluate a bid, it is important to know what to evaluate; this information is in the original
bidding documents.

Thoroughly review the original bidding document issued for the procurement.

Particularly, to understand what each bid should agree to or offer, note the entries in the
BDS and SCC, as well as the Schedule of Requirements

Review Preliminary Examination Form (SBEF Table 4)

SBEF table 4, a summary record, shows how each bid for a goods contract is substantially
responsive or substantially non-responsive to the bidding documents. It includes columns for
recording the bidder’s name, verification of information, and eligibility of information, bid
security information, completeness of bid, substantial responsiveness, and acceptance for
detailed examination. Additional columns can be added, as necessary. In most cases, they will be
required for responsiveness to technical specifications and commercial conditions.

To record details of each bid’s responsiveness or non-responsiveness in that category, each
column of table 4, except the bidder’s name, must include at least one supplementary schedule
or checklist. These supplementary schedules must reflect the exact requirements, terms, and
conditions of the original bidding documents.

Refer Bids for Technical Evaluation

Soon after the bids are opened, a technical expert, or a technical evaluation sub-committee,
should examine the bids for technical content. Although it is not listed on the table 4 headings,
the technical evaluation is a critical part of determining a bid’s responsiveness to the
requirements, and whether or not it can proceed to the next stage—financial evaluation and
comparison.

Examine each bid for modifications, exceptions, and interlineations (notations written between the
lines of the original bidding documents) regarding;

i. Compliance with technical specifications provided in the bidding documents.

ii. Compliance with general and Special Conditions of Contract included in the bidding
documents that are related to the technical specifications, for example, contract
requirements for pre-shipment inspection, sampling, and testing.

List and cross-reference deviations from the bidding documents and indicate whether or not they
are acceptable or unacceptable; include the reasons.

For each bid record, document the findings for compliance with technical specifications. A list of
the actual technical specifications must be incorporated into this schedule. A scoring system,
which gives points for different criteria, can be adopted and it must be mentioned in the bidding
documents.
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d. Ifbidders are required to submit samples for inspection and/or testing, it is the procuring agency’s
responsibility to facilitate arrangements for any necessary testing to be done at a qualified
government testing laboratory, or at a pre- qualified independent testing laboratory, and obtain the
written reports.

e. Summarize findings and provide overall comments on the technical evaluation.

9.5.4 Undertake Verification Exercise (Table 4 - Column B)
A sample checklist for Column B of Table 4 (ANNEX-04) is used to examine the details of
the verification issues. Real bidding documents will include additional issues that must be
examined during the verification exercise.
The Procurement committee should:

a. Review bidding documents for items to be checked in this category and prepare a checklist.

b. Examine all bids and note deficiencies that, if accepted, would be an unfair advantage to
other bidders. Significant judgment must be used. For example, simple omissions or
mistakes resulting from human error should not be grounds for rejecting the bid. However,
the validity of the bid itself must be considered.

c. Do not consider any information contained in a bid submission that was not specifically
requested in the bidding document.

9.5.5 Assess Eligibility of Bidder (Table 4 - Column C)
The Bid Evaluation Committee (BEC) should:

a. Check the PPRA website or any other reliable website for a list of debarred firms.

b. Confirm the eligibility of each bidder and the goods offered.

c. Ifpre-qualification has taken place, only bids from pre-qualified bidders can be considered.

9.5.6 Examine Bids for Completeness: Table 4 - column d
SBEF Table 4 may be used for recording details about the completeness of the bid.

a. Review bidding documents for items to be checked in this category and prepare a list.

b. Review the bids and note if any are incomplete or deviate from the original documents.

1. Unless the bidding documents have specifically allowed bidders to quote for only
select items or for only partial quantities of an item, bids not offering all of the required
items (both type and quantity) will ordinarily be considered non-responsive. This
decision requires significant judgment.

ii. Changes or additions to the bidding document by the bidder are usually treated as
deviations.

9.5.7 Examine Bids for Commercial Responsiveness (Sub-schedule for Table 4 ColumnE)
A sample sub-schedule for Column E of SBEF table 5 is used to examine the details of
commercial responsiveness. Bidding documents may include additional issues that should be
addressed during the commercial responsiveness examination.

9.5.8 Obtain and Review Technical Evaluation Report
The technical expert, or committee, indicates whether or not the bid is technically acceptable.
The bid committee notes this determination in its evaluation report.
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9.5.9 Identify Substantially Responsive Bids (Table 4 - Column E)
Review the technical evaluation report and the findings from the other sub-schedule
evaluations of SBEF Table 4 and determine whether or not each bid is substantially
responsive to the requirements terms and conditions stated in the Bidding documents.
However, bids that offer deviations may be considered substantially responsive.

9.5.10 Accept Bids for Financial Examination (Table 4 - Column F)

a. List each bid and indicate whether it will be accepted for financial evaluation, based on the
results of their technical evaluation and obtain approval from the relevant authority.

b. After the technical evaluation, the financial proposals of bidders that are eligible for the financial
evaluation are opened publicly at a separate bid opening meeting, at a date and time made known to
the bidders whose technical proposals have been evaluated and accepted.

c. Total prices quoted are read aloud and recorded, including all the itemized unit prices, with the
technical scores, awarded to bidders in the technical evaluation.

10.6 Steps for Financial Evaluation (SBEF Table 5-11)
For each bid that survives the technical evaluation stage, the B must arrive at an “evaluated
cost”. SBEF Tables 5-11 help insure a fair comparison among all the technically qualified
bidders. Subject to post-qualification, the bid with the lowest “evaluated cost,” but not
necessarily the lowest submitted price, must be chosen for award.

9.6.1 Complete SBEF Table 5 - Bid Prices as Read out (ANNEX-04)

9.6.2 Calculate Corrections and Unconditional Discounts (SBEF Table 6)
The procurement committee should use Table 6 (4 NNEX-04) to incorporate corrections and
unconditional discounts in the calculation for an evaluated cost.

a. Corrections for Errors: For each bid, multiply the unit price by the quantity. If the sum does
not match the total or sub-total in the bid, enter the difference as a plus or minus in column.
In other words, the stated unit price prevails. If there is a discrepancy between words and
figures, the amount in words prevails. Corrections are considered binding on the bidder. The
procuring agency can call the bidders for verification of corrections. Explain in footnotes
unusual or substantial corrections that could affect the comparative ranking of bids.

b. Corrections for Provisional Sums: Sometimes the bidding documents ask bidders to include
provisional sums for contingencies. These sums are the same for all bids and they must be
entered as a minus in Column E to ensure a fair comparison of bids.

¢. Modifications and Unconditional Discounts:

Bidders are allowed to modify their bids before the deadline for submission. These
modifications can include either increases or discounts to the bid amounts that reflect last-
minute business decisions. Enter any modification or unconditional discount that is not reflected
in the read-out bid price into Columns G and H.

d. Corrected/Discounted Bid Price(s):

Table 6, Column I, shows how to calculate this important figure. Cross discounts are not yet
included. They are calculated after all other evaluation steps are completed.
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9.6.3 Fill out Exchange Rate (SBEF Table 7)

9.6.3.1 Check the original bidding documents (ITB). For comparison, enter the currency
specified.

9.6.3.2 Attach a copy of the exchange rates provided by the specified authority or publication
(usually, The State Bank of Pakistan).
In the next step, the corrected/discounted bid prices will be converted to a common
evaluation currency.

9.6.4 Calculate Currency Conversion—Multiple Currencies (SBEF Table 8)
This table is used for goods. It calculates a total bid price in the specified evaluation

currency using the exchange rate(s).

9.6.5 Calculate Additions, Adjustments, and Priced Deviations (SBEF Table 10)
a. Additions

Enter amounts from Table 8 in Column B. Omissions to the bid are then compensated for
in Column C by adding an estimated price.

b. Adjustments:
The original bidding documents can specify performance or service factors (costs or
savings), which will be considered in the evaluation, by assigning cash value to a non-
cash factor. If these factors are going to be used, they will be explained in the data sheet
section of the bidding documents. The methods used to evaluate these factors must be
consistent with the data sheet provisions and must be described in the evaluation report.
The value of adjustments is expressed in the evaluation currency and are shown in Column
D.

c. Deviations:
Bids with minor deviations can be considered substantially responsive if a monetary cost
or penalty is assigned to the bid for bid comparison. Ignore vague statements by the bidder,
such as “we wish to discuss changes in the delivery schedule.” However, an explicit
statement by a bidder, such as “we wish to extend the delivery date by 30 days,” should
be treated as a deviation. In this case, the time difference can be assigned a monetary value
based on the rate of liquidated damages (L/D) specified in the bidding documents. Enter
the penalty amount in Column E, in the evaluation currency.

d. Total price:
Enter the new total price in Column F. Table 10 calculates the sum of Columns B, C, D,
and E. Take extra care in the calculation if any amounts in Column D (or E) should be
subtracted rather than added.

9.6.6 Calculate Domestic Preference for Goods (SBEF Table 11)
If goods from within Pakistan are not the lowest offer, Table 11 calculates the margin of
preference for offers of goods produced in Pakistan and applies it to the bid price of the foreign
offers. The ITBs and BDs will indicate if a domestic preference is allowed, as per the policy of
the government.
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9.6.7 Divide the bids into three groups (Group A, Group B, and Group C).

Group A:

Group B:
Group C:

Bids exclusively offering goods manufactured in Pakistan, if labor, raw materials,
and components amount to are more than 30 percent of the EX Works price of the
product offered.

All other bids offering goods from within Pakistan.

Bids offering goods from abroad that have already been imported, or that will be
directly imported (quoted on CIP basis).

Review the bid form and price schedules that the bidders submitted. Check each
bid to make sure the bidder filled out the correct price schedule for the group
classification (A, B, or C).

Determine the lowest bid in each group (A, B, and C) by comparing all bids in the
group against each other; use the amount calculated in table 10, column f.
Compare the lowest bids from each group (A, B, and C); if a bid from group A or
group B is the lowest, select it for the award.

If the lowest bid is from group C (foreign), compare it with the lowest bid from
group A, after adding a premium to the bid price of the group C bid. Follow the
instructions below.

Column D: Total price: Enter the amounts calculated in table 10, Column F.
Column E: Exclusions for preference: Enter the sum of the amounts calculated in table 10,

Columns D and E, plus other costs incurred within the purchaser’s country.
Add footnotes to explain the significant components of Column D.

Column F: revised total: Enter the amount of Column C, minus Column D.
Column G:prevailing tariff (%): Ignore this column. It is no longer used. Column G:

domestic preference (%): Enter 15%.

Column H:preference price: For group C (foreign) bids, multiply the percentage in

Column I:

Column G by the revised total in Column E. For group A bids, enter 0 in
Column H. At this stage, do not consider group B bids.

total comparison price: Add the amount in Column H to the amount in Column
C for each bid; enter the total in Column I. This price will be used to establish
the lowest evaluated bid.

If the group A bid is now the lowest, select it for the award. If not, select the
lowest bid from group C.

10.7 Assemble Summary Ranking of Financial Evaluation
For clarity and convenience, develop a summary ranking of the financial evaluation of
technically responsive bids; list the bidders and their total bid price. A revised schedule may
be needed if domestic preference or cross discounts change the ranking. See annexure for a
sample ranking worksheet for financial evaluation.

9.7.1 Apply Any Cross Discounts

These conditional discounts are offered when more than one contract or lot could be awarded

to the same bidder. The Bid Evaluation Committee must select the best combination of
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awards, based on the lowest overall cost of the total contract package. Bid evaluation in these
cases can be complicated with many variations.

The cross-discount worksheet shows an example of basic information and calculations needed to
determine whether it would be less expensive to purchase a group of bid packages
individually from each of the lowest evaluated bidders, or to purchase a group of bid packages
from one bidder who offers a discount that is applied to the total.

Column A: (first line): Enter name of bidder offering a conditional discount.

Column B: (first line): List the bid packages that the bidder would discount in Column A,
if all packages in the group were awarded to him. Include the package number
and the price without the discount.

Column C: (first line): Enter the discount offered by the bidder (usually a percentage).

Column D: Apply the discount in Column C to each bid package price noted in Column B
to find a discounted price for each bid package. Next, calculate the sum of the
discounted bid package prices and enter that amount on the first line of
Column D.

Column E: Starting on the second line in Column A, list the lowest evaluated bidder for
each separate bid package, the corresponding bid package number in Column
B, and the bid prices in Column E. Next, calculate the sum of the lowest
evaluated bid prices. Enter the total on the first line of Column E.

Column F: Indicate the lower of the columns D and E and include remarks.

If cross discounts were offered, include a copy of the cross-discount worksheet in the bid

evaluation report.

10.8 Steps for Verifying Bid Securities
Bid securities in a fixed amount not exceeding 5% of the bid price under Rule 27 of PPR 2014
(specified in BDS) are submitted with financial bids from both local and international bidders.
The bidding documents will state which form(s) of bid security can be accepted.
Generally accepted securities include:
a. Pay order
b. Bank draft
c. Bank guarantee
No cash money is allowed.
Make sure that all bid securities conform to the requirements stated in Instructions to Bidders
(ITB). And bid securities must be verified before awarding the contract.

9.8.1 Safeguard and Record Bid Securities
a. Segregate bid securities soon after the financial bids are opened.
b. Hold bid securities in a locked, secure location until a contract has been awarded.
c. Record each bid security in the register set up for this purpose.
d. Verify the bid securities from the respective managements.
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9.8.2 Confirm the Validity of All Bid Securities within 15 days after the Financial Bid
Opening.
a. Use any legal source to confirm the bid securities issued by banks within Pakistan (local issuing
banks), preferably by email/letter.
b. Confirm the bid securities issued by such banks located outside Pakistan that have a correspondent
bank within Pakistan. Any legal source can be used for verification in such cases.

10.9 Steps for Qualifying Lowest Evaluated Bidder
If prequalification was conducted, the bidder whose bid is the lowest evaluated should receive
the award.
The purchaser must satisfy itself fully on the following accounts.

a. Examine the updated information submitted by the lowest evaluated bidder and determine if it
still meets the original prequalification criteria. Ask for clarification or updates from the bidder, as
required.

b. If the lowest evaluated bidder is still qualified, include this information in the evaluationreport.

c. If prequalification was not done, the lowest evaluated bidder must be post-qualified using the
requirements stated in the bidding documents.

9.9.1 Develop a Bidder’s Qualification Worksheet
To facilitate the qualification process, develop a bidder’s qualification worksheet based on
qualification criteria announced in the bidding documents (the bidder qualification criteria that
can be used as a worksheet).

9.9.2 Examine Documents and Statements
a. Examine the documents and statements provided by the bidder with regard to
qualification criteria announced in the bidding documents.
b. Record the findings on the worksheet.

9.9.3 Check References
To verify statements and obtain information on past performance and financial standing, contact
the references and institutions provided by the bidder.

9.9.4 Determine Qualification Status
a.  Determine if the lowest evaluated bidder satisfies all the qualification criteria.
b. If the lowest evaluated bidder fails post-qualification, reject its bid, subject the next ranked
bidder to the same post-qualification examination.
c. If a bidder fails post-qualification, clearly explain the justification and document it in
attachments to the bid evaluation report. A history of poor performance within the procuring
agency/any other procuring agency (in writing) may be considered adequate justification.

10.10 Assembling the Contract
The contract is important because, after it is signed, it becomes a legally binding document
between the purchaser and the seller that identifies;
a. Product specifications
b. Delivery requirements
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c. Performance obligations of both parties

d. Legal recourse for the parties involved, in case of lack of performance ordisputes.
Contract preparation for international competitive bidding occurs during the process of
developing the bidding documents. This is when the product specifications, delivery
requirements, general and special contract conditions, and QA requirements specific to the goods
are assembled. While this can be a complex preparation process, the bidding documents provide
the bidder with all the pertinent contract information and requirements so that, when the contract
is awarded, the contract is basically in place and the winning bidder only has to sign the contract
agreement form.
The documents that typically are included in the contract include:

Form of contract

Bid form and the price schedule submitted by the bidder

Schedule of requirements (offered by the bidder and accepted by the purchaser)

The technical specifications (offered by the bidder and accepted by the purchaser)

GCC
SCC (filled in)

Performance Security submitted by the bidder.

The purchaser should review the assembled contract documents to ensure that key

requirements and contract provisions from the following categories are included in the

contract, as needed:

Product requirements

Delivery requirements

Certification requirements

Inspection and testing rights

© o a0 o

Payment terms

Special QA conditions appropriate to the commodity
Funder requirements (if required)

Warranty clauses

Termination clauses

T @ o Aas T

¢. Remedy clauses.

10.11 Recommending for Award

9.11.1 Prepare a Bid Evaluation Report

a. The procurement committee prepares a bid evaluation report that provides information
documenting the bid opening process, the preliminary bid examination, the technical evaluation
and the financial evaluation. Even if only one bid is submitted, the bidding process can be
considered valid; if the bid was satisfactorily advertised and prices are reasonable, compared
to market values, or the prices of the last awarded contract.

b. Attach notes of explanation for any extraordinary factors, such as prices higher than
estimated, lower than expected, only one bid submitted, etc.

c. Recommend the evaluated, qualified bidder with the lowest evaluated price for the award.
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d. Sign the evaluation report. Each member must sign and clearly state their name and
designation.

e. If any member of the Bid evaluation committee disagrees with the recommendation, a
member can write a note of dissent describing their reasons in detail.

9.11.2 Submit Report to the Approving Authority
Submit the evaluation report with recommendations for award and note of dissent, if any, to
the approving authority.

10.12 Government Approvals and Authorization

a. The appropriate approving authority must formally approve the award recommendation.
(Rules 11 and 63 of PPR 2014)

b. After reviewing the Bid Evaluation Report (BER) Summary and confirming that the bid
evaluation process was properly followed, and the award recommendation is consistent with
a fair and equitable bid evaluation process, as documented by the Bid evaluation Committee
Summary, the approving authority is responsible for promptly approving the award
recommendation. By promptly approving award recommendations based on a fair and equitable bid
evaluation process, the approving authority helps

a. Increase the confidence of bidders in the procurement process which encourages bidders to
compete for Government of Punjab contracts, thereby increasing competition which can lead
to reduced product prices.

b. Reduce the number of grievances filed by bidders if they think the approving authority made
an arbitrary decision that was not based on the bid evaluation process; as required by Rule 4
of PPR2014.

c. Support the product delivery schedule, ensure that the contract is awarded to the manufacturer
in a reasonable time.

d. Ifthe approving authority determines that the bid evaluation process, as documented by the bid
evaluation report summary, was not conducted in a fair and equitable manner, then it may ask
for any clarification required from the bid evaluation committee reject the recommendation, clearly
documenting in writing the reasons for the rejection, and request a re-evaluation reject the
Recommendations, clearly documenting in writing the reasons for the rejection, and issue
instructions to reprocess the procurement in accordance with the PPR 2014.

e. The decision of the approving authority will be communicated to the procuring agency through
the same route in which the request for approval was initially submitted.

f. After the procuring agency receives the approval, under Rule-55 of PPR 2014 the Advance
Acceptance of Tender (AAT) for the procurement contract must be issued within the original
or extended bid validity period, if no complaint or appeal is pending against the bidder.

g. For all contract awards greater that PKR 50 million, the Purchaser must complete Contract
Award Performa I (see Annexure) and Contract Award Performa II (see Annexure) for posting
on the PPRA website.

10.13 Announcement of Evaluation Reports
Under Rule 37 of PPR 2014, at least seven days prior to awarding the procurement
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contract, the procuring agency must announce the results of the bid evaluation in a report
that justifies acceptance or rejection of bids.

10.14 Extending Bid Validity (if necessary)
If justified by exceptional circumstances Rule-29 of PPR 2014, a procuring agency may request a
bidder to extend the validity period of its bid. Bidders are not obliged to agree to such requests.
However, if a bidder agrees, it must be in writing and confirm the new date for the expiry of
bids that has been requested by the procuring entity. If the bidder has submitted bid security, the
bid security must be extended as well.

10.15 Redressal of Grievances
If any bidder thinks they did not receive fair and impartial treatment after submitting their bid,
they may file a written complaint in accordance with Rule 67 of PPR 2014, no later than 10
days after the announcement of the bid evaluation report.
The Grievance Committee, comprising of odd number of person, shall review the grievance and
make a decision within 15 days of receipt of the complaint. Lodging a complaint by a bidder
does not automatically warrant suspension of the bidding process.
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10 Award, Contract & Delivery

10.1 Publication of Award
In accordance with Rule 66 of PPR 2014, as soon as a contract has been awarded, the procuring
agency shall make all documents related to the evaluation of the bid and award of contract
public. )

10.1.1 Submit Award Information to PPRA for Publication
For contracts above PKR 50 million, complete PPRA Contract Award Performa I (see
Annexure) and Contract Award Performa II (see Annexure) and submit completed Performa
and any other required information to PPRA for posting on their website.

10.2 Notification of Acceptance
Prior to the expiry of the bid validity period and 10 days after publishing the Contract
Award Performa on the PPRA website (if available) or department’s own website, the
procuring agency should issue a Notification of Acceptance (AAT) to the successful
bidder (Rule-55 of PPR 2014). The AAT establishes a contract between the procuring entity
and the successful bidder, which is confirmed later by signature of the contract document.

10.2.1 Prepare Notification Documents

The AAT must state the;

Acceptance of the bid by the procuringagency

Price at which the contract is awarded

Amount of the performance security and its format

Date and time within which the performance security must be submitted

Date and time within which the contract will be signed (see annexure for a sample AAT).

oo o

10.2.2 Resolve Minor Deviations

If the recommended bid contains minor deviations that need to be resolved, do the
following:

Draft a letter that

States the offer is being conditionally accepted, pending resolution of outstanding issues
Lists outstanding issues and indicate the next step

Requests aresponse / acknowledgement.

Get concurrence, as needed, before sending the letter.

If deviations are resolved, proceed to award; otherwise, select the next lowest evaluated bid
approved by the relevant approving authority.

™o a0 o

10.2.3 Send the Advance Acceptance of Tender

The AAT cannot be sent until seven days after the Bid Evaluation Report has been
published (Rule 37 of PPR, 2014) and the award decision and the relevant authority has
approved it.

a. Transmit the AAT to the successful bidder by registered post, courier, or hand delivery. An
additional advance notice can be transmitted by email orfax.

b. Send copies of the AAT to the local agent of the bidder, either initially stipulated in the bid
or nominated at a later stage and intimated to the purchasing office.

10.3 Performance Security, Contract Signing and Distribution

10.3.1 Winning Bidder Submission of Performance Security and Contract Form
a. The successful bidder must submit performance security (which should not exceed 10%
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of contract value) and the signed contract form to the procuring agency within the deadline
mentioned in the original bidding documents (Rule 56 of PPR 2014). The contract form
binds him to the general and special conditions of the contract and the specifications contained
in the original bidding documents.

b. Usually, the successful bidder goes to the procurement office with his agent, turns over the
performance security, and signs the contract form as the first party. Alternately, the successful
bidder can send the required performance security and signatures by courier.

c. The person who signs the contract for the successful bidder should be the person who signed
the bid, or someone who has been authorized by the person who signed the bid in writing.

d. If the successful bidder fails to meet the deadline stated above, they will forfeit their bid
security. The procuring agency can process for debarment of the supplier. In this case, the
procuring agency should award the contract to the second lowest evaluated bidder.

10.3.2 Confirm Performance Security
As soon as the performance security is submitted, the procuring agency must have it
confirmed by the issuing institution, usually a commercial bank. The same form and
procedure used to confirm bid securities can be used for performance security.

a. Use any legal source to confirm the performance securities issued by banks within Pakistan
(local issuing banks), preferably by speaking with a bank officer through official letter or
Email.

b. Confirm performance securities issued by banks or other institutions outside Pakistan by
email, fax, telegram, telex, letter, etc.

c. Useany legal source to confirm performance securities issued by banks outside Pakistan but
having a correspondent bank within Pakistan, preferably by speaking with a bank officer at
the bank.

10.3.3 Sign the Contract on Behalf of Procuring Agency
After the successful bidder signs the contract form and provides performance security,
make arrangements for the relevant authority to sign on behalf of Procuring Agency.

10.3.4 Distribute and Preserve Contract Originals
Give the supplier one of the two originals of the signed contract form.
Keep the other original signed contract form, the performance security, and the bank
confirmation letter in a file.

10.3.5 Distribute ContractCopies

Send a copy of the entire signed contact (form plus conditions and specifications, etc.) to
the relevant authority and subordinate offices for record keeping.

For international procurement, distribute additional copies of the entire contract as
required to the following:

Finance officer

Consignee

Central warehouse

Port clearance

Clearing and forwardingagent

Collector of customs duties and collector of sales tax at the port of entry

Supplier’s local agent

Project finance cell

R
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10.3.6 Notify Successful Bidder and Unsuccessful Bidders
Notify the successful bidder and the unsuccessful bidders under Rule 35 of PPR 2014 and
return bid securities to the unsuccessful bidders but not before signing of the contract with first
lowest bidder.

10.4 Payment Arrangements
For local procurements follow the payment procedure given in the bidding documents and
underRule-63 of PPR 2014.
For international procurements, immediately after receiving the signed copy of the contract and
confirming the performance security, the procuring agency must initiate arrangements for
paying the supplier. This step should not be delayed.

10.4.1 Arrange Advance Payment
If an advance payment is required, an official of the procuring agency must request funds
from the appropriate financial unit on timely basis. Direct bank transfer of funds is the best
choice for this transaction. It should include:
a. Seller’s name, address, bank, account number, address of bank, etc.
b. Reference to procurement contract number.

10.4.2 Arrange for Opening an L/C

If the contract requires an L/C, the procurement unit should:

Seek permission from the State Bank of Pakistan to apply for an L/C through a specified
commercial bank: Letter of Credit Authorization (LCA).

Assemble the following information and documents:

Program name

Contract number

Name and address of the beneficiary (seller)

Name and address of the beneficiary’s bank, or the L/C advising bank, asapplicable
Contract amount and the currency

Short description of the contracted goods

Any other information pertinent to the L/C application form

One copy of the contract

One copy of the schedule of requirements

Develop an L/C instruction sheet from the relevant sections of the contract, giving precise

P E@ e e o

instructions about the documents against which payment can be made, shipping schedules,
contract amounts, payment schedules, etc. See annexure for an example. The instruction
sheet helps ensure that the L/C will be issued correctly and without delay, and that all
intended controls, such as conformed test findings, are in place.

Obtain L/C application forms from the designated commercial bank and prepare a draft
application.

Request the relevant finance officer to undertake opening the L/C, based on the contract
document, application draft, and instruction sheet named above.

Work closely with the relevant finance officer, stay informed, and provide all possible
assistance.
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10.4.3 Verify Advance Payment and/or L/C
The procurement office should obtain verification that down payment has been made and/or
L/C has been issued.
Record dates of down payment and L/Cissuance.
Based on these dates, the probable shipping date may need to be adjusted, because
international suppliers often do not start production until the L/C (or down payment, or
both) has been received. Well-constructed contracts always identify from which date the
shipping date is to be calculated.
Obtain a copy of the issued L/C and confirm that the terms and conditions match the draft
application and information provided in step 2.3.

10.4.4 Facilitate L/C Amendment If Needed
If the L/C has errors/mistakes, an amendment must be requested.
Mistakes/errors by issuing banks are possible. Usually, only a few days are allowed to
make corrections without incurring amendment costs. In this case, the purchaser must
notify the issuing (commercial) bank
Changes requested by the supplier—called the beneficiary in the L/C document—usually
require further negotiations. In this case, the purchaser (applicant) requests an amendment
from the issuing (commercial) bank, if he agrees with the supplier’s (beneficiary’s)
request.

10.5 Contract Performance Monitoring
It is important for the procurement unit to stay in contact with the manufacturer (supplier) and/or
his local agent during the period of manufacture and shipment.

10.5.1 Set up and maintain a Contract Monitoring System
a. List the responsibilities of the purchaser and of the supplier for contract performance. See
annexure for a sample list of supplier performance responsibilities.
i.  Responsibilities tied to the normal execution of the contract, such as arrangements for
inspection, provision of shipping documents, etc.
ii. Responsibilities tied to exceptional conditions, such as notification of force majeure.
b. Determine a probable shipping date, based on the date of down payment or issuance of L/C
and communication with the supplier.
c. Develop an estimated schedule for the performance of tasks and responsibilities, based on the
probable shipping date and completion of the contract date. See annexure for an example.
d. Evaluate the status of unfinished orders at least once every twoweeks.
iii. Update the schedule with the actual dates after tasks and responsibilities are
complete.
iv. Remind the supplier of upcoming deadlines. Ask how the work is progressing.

10.5.2 Send Shipping and Marking Instructions
a. Produce a separate set of shipping and marking instructions based on the contract
document and send it to the supplier at least 30 days, but not more than 60 days, before
shipment. This is intended to prevent mistakes by the supplier’s warehouse/shipping
personnel who may not have access to the contract documents. Clear instructions help to avoid
delays and customs clearance problems.
b. See Annexure for an example of shipping and marking instructions.
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10.6 Pre-Shipment Inspection and Testing

10.6.1 Compliance Program for Goods and Pharmaceuticals

Contracts for Goods and pharmaceuticals from international sources may require special
pre-shipment inspection, sampling, and testing to verify quality and compliance with
specifications before shipping. This is called a Pre-shipment Compliance Program. To
eliminate charges and countercharges of prejudice, if there is a disagreement about the
outcome of the inspection and/or testing, these services may be contracted with
specialized, independent third-party organizations. To reduce the possibility of a supplier
influencing the reports, the purchaser should not only contract for, but also pay for inspection
and testing services. (See annexure for a sample inspection order.)

a. The Pre-shipment Compliance Program, including information on sample size.

b. The procurement unit, assisted by a technical expert, should arrange for any pre-shipment
inspection, sampling, and testing well in advance of the expected shipping date.

c. Technical expert has to prepare a separate document for each product that states all the
requirements for inspection, sampling, and testing mentioned in the contract and technical
specification. This written protocol will include detailed instructions to the inspection agent
and testing laboratories.

d. Contract with qualified inspection, sampling, and testing services that the procuring agency
short-listed.

e. Transmit the inspection and testing protocol (step 1.1) to short-listed firms by telex/fax/email,
etc., and ask for their rates. Drop any firms or agents from the short-list if they fail to respond
to three consecutive requests forrates (e.g., bids) on pending inspections, if this condition was
clearly stated in the IFB.

f.  When a supplier indicates that goods are ready for shipment, notify the chosen firm and
schedule the inspection (and sampling, if required) at the supplier’s premises, factory,
warehouse, or yard, etc.

g. Compare the inspection and test results to the contract requirements and obtain expert
opinion on the results of compliance testing. Ask technical personnel who assisted in
developing the original specifications and provided input on bid evaluation to review the test
results.

i. If the specifications and test reports are the same, this step is a formality.

ii. If there are differences, the assigned technical expert must send its
recommendation/report to the procuring agency.
iii. The procurement office makes adecision and communicates it to the supplier.

h. Ensure that all corrections are made.

i. Re-inspection and re-testing may be required. The purchaser should control these
activities, but the seller should pay for any costs associated with re-inspection and/or
re- testing.

ii. Pharmaceutical goods will be treated as per DRAP rule.

10.7 Shipping Clearance and Notifications

10.7.1 Authorize Shipment
When test results, expert opinion, and review by an assigned expert or committee have
established confidence in the quality and acceptability of the goods proposed for shipment,
it is time to authorize shipment.
Prepare a formal Authorization to Ship and forward it to the supplier, if they agree (previously)
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to include one in the documents required for presentation at their commercial bank for
payment through the L/C. See annexure for a sample authorization for shipment.

10.7.2 Provide Pre-advice to Port Clearance Staff
When a shipping date has been set, informally advise the port clearance staff, warehouse
staff, and relevant program managers.

10.7.3 Shipper’s Notification to Purchaser

As soon as goods have been shipped, the contract requires the supplier to notify the
purchaser and provide information on the B/L, including:

a. B/L number, vessel, sailing date, and estimated time of arrival (ETA), and destination port,
number of crates, weight, value, etc. (equivalent information is required for AWB)

b. Copies of QA documents and certifications

c. Copies of commercial documents, including a performa invoice and packing list

d. Certifications for packing and marking.

10.7.4 Notify the ETA
Notify the receiving warehouse of the shipment and its ETA. This notification
a. Allows time to plan warehouse space and inland transportation
b. Alerts warehouse and logistics staff to upcoming arrival of documents. Notify program
management of the ETA.

10.8 Shipping Documents

10.8.1 Seller’s Distribution of Shipping Documents
For ocean shipments, the supplier turns over the goods to a freight company or freight
forwarder and receives the original on-board B/L. For air shipments, they only receive a copy
of the AWB because the original is sent withthe goods.
The seller puts the original B/L, or copy of the AWB, with the other documents that the L/C
requires—for example, certified QA documents or an authorization for shipment, signed by
the purchaser—and presents them for payment at the commercial bank named in the L/C.

10.8.2 Consignee’s Receipt and Distribution of Shipping Documents

The procuring agency, as the consignee, receives the original negotiated B/L (in other words,
paid) or the AWB copy and other shipping documents (usually, commercial invoice,
packing list, and insurance papers) from the L/C opening bank.
On receipt of the shipping documents, make copies and distribute as follows:

a. Customs and Forwarding agent: two sets, one is the negotiablecopy

b. Insurance surveyor: one set for marine insurance survey

c. Stores: one set for store receipt and store accounting

d. Procurement file: multiple sets.

10.8.3 Documents for Customs Clearance - Ocean Shipment
For ocean shipments, the procurement office sends a full set of original shipping documents
to the Central Warehouse in Karachi for customs clearance as soon as possible. Sending
documents late causes delays in port clearance and demurrage charges may need to be paid
after delays of as little as four days.

a. Although copies of these documents may have been sent earlier, no goods can be cleared
without the signed original B/L, which is a negotiable instrument and must be handled with
secure procedures—protect it against theft, loss, forgery, etc.

b. More than one original, plus several copies, of the shipping documents are usually required
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in the terms and conditions of the L/C. If the purchasing office needs additional certified
copies, they should be requested from the L/C opening bank.

10.8.4 Documents to Local Customs Broker - Air Shipment
When air-shipments arrive in Karachi, the procurement office should pass the documents on to
a local customs broker who should quickly begin clearance procedures.

a. The original AWB accompanies the goods. It does not confer ownership like an ocean Bill of
Lading, so only proper identification is required in order to be given possession of the
shipment.

b. In some cases, an Exemption Certificate of Customs Duties and VAT (CDVAT) may also be
required in order to get adelivery shipment released.

10.9 Customs Clearance and Delivery

10.9.1 Clearance and Delivery Arrangements

As soon as the original shipping documents are received in Karachi, the port clearing staff
must give the required number of originals and copies to the Clearing and Forwarding
agent who will arrange for:

Payment of portcharges

Clearance from the port and customs

Joint insurance survey, both on board and at the warehouse

Insurance claims (if the consignment is insured and found damaged)

Loading, offloading and transportation from port to warehouse

°© a0 o s

10.9.2 Pre-Release Inspection
Port clearing staff must work closely with a customs broker and attend any pre-release
inspection.

10.9.3 Delivery to Receiving Warehouse
Port clearing staff will arrange for delivery to the Central Warehouse, taking all
necessary steps toprotectthe goods.
a. Refrigeration of perishable products (for example, vaccine and insulin)
b. Protection from damage due to bad weather conditions
Sometimes, the customs broker can assist with transportation from the customs area to the
receiving warehouse

10.9.4 Warehouse Delivery Inspection

Warehouse staff must receive and inspect goods for the following details:
Correct commodity

Shipping damage

Special packing as required by the contract

Full quantities delivered

Packing slip present andcorrect

Correct markings on packaging, including expiry dates

Any further testingrequired

Manufacturer’s certifications included with shipment (or documents)

e

10.9.5 Warehouse Reports
Warehouse staff must immediately report any problems found during inspection to
appropriate officials.
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10.10 Receipt of Consignment

10.10.1Receiving Consignments of Imports

o a0 o

The stores department of the procuring entity will receive the shipment from the C and F agent,
along with copies of the following shipping documents:

Commercial invoice

Packing list

Bill of lading or AWB

Certificate of origin

Certificate of analysis

On board insurance survey report (if required)

10.10.2Receiving Consignments of Domestic Goods

a
b.
c

d.

In case of domestic delivery on Carriage Paid-To (CPT) basis, the documents will be
copies of:

Commercial invoice

Packing list

Truck receipt

Certificate of analysis

10.11 Claims and Damages

10.11.1Insurance Claims

o oA o o

g

If the consignment is received with qualified remarks, the clearing and forwarding agent
will prepare the necessary papers to lodge a marine insurance claim; including a copy of
the;

Boat note

B/L

Commercial invoice

Packing list

Survey report

Insurance policy—to be received from the supplier in CIF contracts, to be received from the
purchaser in Cost and Freight (CFR) contracts

Claim bill.

10.11.2Liquidated Damages (L/D)

Liquidated damages are usually monetary fines imposed against the supplier for late
delivery. When all shipments against the contract are complete;

a. Determine if the supplier has accrued any L/D. This determination process requires a review

of the:
i.  Contract terms and conditions for L/D
ii.  B/L showing the shipment date (the date the goods were placed onboard)
iii.  L/C advice from commercial bank showing the date it wasissued
iv.  Percentage of consignment shipped within the deadlines required by the contract.

b. If the review reveals late shipment(s) subject to L/D, determine the amount.

10.11.3Adjustment and Release of Retention Money

a.

Subtract the amount of L/D determined in 2.2 from the money that has not been paid to the
supplier (subtracted from the retention money). Retention money should not exceed 10
percent of the total contracted amount.
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b. If the amount of the L/D is less than the amount of the retention money then releases the
remaining amount to the supplier, after deducting the L/D amount. In this case, the
procurement office must;

i.
ii.
iii.
1v.
v.

State in writing exactly how L/D applies.

Determine the amount of L/D, if applicable.

Advise the supplier of the applicability and amount of L/D.

Mark invoices for amount to be paid after deducting the L/D amount, if applicable.
Send invoice(s) and supporting statements and calculations to the appropriate
finance office for action.

10.11.4Warranty Claims
Check out any complaints or objections that are received from users, and file warranty
claims with the supplier, as needed.

10.12 Closing the Contract

10.12.1Contract Records
At the end of the warranty period, record if:
a. Any warranty claim(s) have been made and ifthey have been settled
b. Any insurance claim was applicable, lodged, and processed
c. Any L/D were applicable and, if so, the amount of L/D deducted

10.12.2Release of PerformanceSecurity
If no outstanding amounts are due, claims made, or other valid reservations, mark the
Performance Security released, issue a letter to the supplier stipulating no claim on the
Performance Security, and send a copy to the bank that issued the Performance Security.
10.12.3Contract Files
Mark the file of the contract “closed” and retain it in the closed file records for a minimum
of five year.
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11 ANNEXURES

10.1 ANNEXURE-01 - PPRA 2009
http://ppra.punjab.gov.pk
GOVERNMENT OF THE PUNJAB
SERVICES AND GENERAL ADMINISTRATION

DEPARTMENT

Dated Lahore, the 13th January, 2014
Tel: 042-36284774

Fax: 042-36284776

NOTIFICATION

No. ADMN(PPRA)10-2/2013. In exercise of the powers conferred under
section 26 of the Punjab Procurement Regulatory Authority Act 2009
(VIII of 2009), Governor of the Punjab is pleased to make the following
rules:

1. Short title and commencement.- (1) These rules may be cited
as the Punjab Procurement Rules 2014.

(2) They shall come into force at once.

CHAPTER-I
GENERAL PROVISIONS

2. Definitions.-(1) In these rules:

(a) ~Act” means the Punjab Procurement Regulatory
Authority Act 2009 (VIII of 2009);

(b) “advertisement” means an advertisement published in the
manner prescribed under rule 12;

(c) "applicant” means a person or firm who seek to be enlisted or
to be prequalified or to be shortlisted in response to the
advertisement given by the procuring agency;

(d) ,associate” means any agency or person with whom the
consultant associates in order to provide any part of the
services;

(e) ,Authority” means the Punjab Procurement Regulatory
Authority;
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(f) ,bid“ means a tender or an offer, in response to an
invitation, by a person, consultant, firm, company or an
organization expressing his or its willingness to undertake
a specified task at a price;

(g),biding document” means a document or a set of

documents prescribing the quantity, quality,
characteristics, conditions and procedures of the
transactions prior to the actual procurement and on the
basis of which bidders prepare their bids;

(h),bid security” means the bank guarantee or other form
of security submitted by a bidder together with a bid to
secure the obligations of the bidder participating in a
bidding proceedings;

(i) ,competitive bidding” means a procedure leading to the
award of a contract whereby all the interested persons,
firms, companies or organizations may bid for the
contract;

(j) ,competent authority” means the head of the procuring
agency or any other officer authorized to act as
competent authority;

(k),,completion date” means the date of completion of the
procurement certified by the procuring agency;

() ,consultant” means a person or firm who or which is
qualified by appropriate education and relevant
experience for provision of consultancy services;

(m) ~consultancy services” means services requiring
adequate technical expertise and financial capability in
undertaking specific assignment or project and may be of
an intellectual nature and differ from the other types of
services directly connected with the procurement of
goods and works in which the physical component of the
activity
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is the main function and often involves equipment
intensive assignments and may include:

(i) advisory and review services;
(ii)pre-investment or feasibility studies;

(iii) construction supervision;
(iv) management and related services, and
(v)other technical services or special studies;
(vi) design; and
(vii) surveys and investigations;
(n) .contract” means the agreement proposed to be entered

into between the procuring agency and the successful bidder;

(o) ,contractor” means a person, firm, company or an
organization who or which undertakes to supply goods, services or
works and includes a consultant;

(q) ,emergency” means natural calamity, disaster, accident,
war and operational emergency which may give rise to
abnormal situation requiring prompt and immediate action
to limit or avoid damage to person, property or the
environment;

(r) ,evaluation committee” means a committee constituted by
the procuring agency to evaluate tender or proposal to
ascertain whether the bid“s proposal or tender correspond
to the evaluation criteria formulated by the procuring
agency;

(s) ,evaluation report” means the report prepared after the
evaluation of tenders, quotations, expression of interest, or
proposal;

! clause (p) omitted vide Notification No.S.O(Cabinet-1)2-9/2015 dated 06.01.2016
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2 [(sa),framework contract” means a contract whereby the

procurement is made for a certain volume or quantity of a particular
good, a set of goods, services or works over a specific period
against an agreed sum or rate per item or lump sum.]

(t) ,Government” means Government of the Punjab;

3[(u) ,large consultancy” means a consultancy where the cost of
consultancy exceeds two million rupees for individual
consultant and five million rupees for consulting firms and
the duration of large consultancy for an individual
consultant shall not exceed twelve months];

(v)lowest evaluated bid means:

(i) a bid most closely conforming to evaluation criteria and
other conditions specified in the bidding document; and

(ii)having lowest evaluated cost;

(w) ,performance guarantee” means the bank guarantee or
other form of security submitted by the contractor to secure
obligations under the contract in accordance with the
requirement in the bidding document;

(x),,pre-qualification” means a procedure for demonstrating qualification
as a pre-condition for being invited to tender;

(y).,proposal” means the technical proposal or the financial proposal
submitted by a bidder;

(z),repeat orders” means procurement of the same commodity from
the same source;

(aa) ~responsive” means qualified for consideration on the basis
of declared evaluation criteria and specified in the bid document or in
the request for proposal;

2 Inserted vide Notification No.ADMN(PPRA)10-2/2014 dated 11.03.2014

3 in clause (u) the word “one” substituted with the word “two” vide

Notification No.S.O(Cabinet-1)2-9/2015 dated 06.01.2016
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4[(ab) »~Short consultancy” means consultancy where the cost of
consultancy does not exceed two million rupees for
individual consultant and five million rupees for consulting
firms and duration of the short consultancies for an
individual consultants shall not exceed six months];

(ac) ,supplier” means a person, firm, company or an
organization who or which undertakes to supply goods,
services or works;

(ad) ,urgency” means a limited timeline for the accomplishment
of procurement which cannot be met through open and
limited bidding method; and

(ae) ,value for money” means the best returns for each rupee
spent in terms of quality, timeliness, reliability, after sales
service, up-grade ability, price, source, and the
combination of whole-life cost and quality to meet the
procuring agency”s requirements.

(2) The expression used but not defined in these rules shall
have the same meanings as is assigned to it in the Act.

5[3. Scope and applicability.- Save as otherwise provided, these
rules shall apply to all public procurements made by all procuring
agencies whether within or outside the Punjab].

4. Principles of procurements.- A procuring agency, while making
any procurement, shall ensure that the procurement is made in a fair
and transparent manner, the object of procurement brings value for
money to the procuring agency and the procurement process is
efficient and economical.

5. International commitments of the Government.- If any
provision of these rules is in conflict with any obligation or

commitment of the Government arising out of an international

4 in clause (ab) The words “exceeds one” substituted with the words “exceed two”

vide Notification

No.S.O(Cabinet-1)2-9/2015 dated 06.01.2016

> The word “public” inserted before the word “procurements” vide

Notification No.S.O(Cabinet-1)2-9/2015 dated 06.01.2016.
5
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agreement with a state or states, or any international financial
institution, the provisions of such international agreement, to the extent
of conflict, shall prevail.

6. Language.-(1) Subject to sub-rule (2), all communication and
documentation relating to procurements of the Government shall
either be in Urdu or English or both.

(2) When any procurement is required to be made from any
state outside Pakistan, the language of that state may also be used
in addition to Urdu or English but the original documentation for
purposes of record, even in that case, shall be in Urdu or English and
the translation in such other language may be used for any other
purpose.

(3) In case of conflict, the original documentation on record
shall prevail.

7. Integrity pact.- Procurement exceeding the limit specified in the
regulations shall be subject to an integrity pact between the
procuring agency and a contractor.

CHAPTER-II

PROCUREMENT PLANNING

8. Procurement planning.- A procuring agency shall, within one
month from the commencement of a financial year, devise annual
planning for all proposed procurements with the object of
realistically determining the requirements of the procuring agency,
within its available resources, delivery time or completion date and
benefits that are likely to accrue to the procuring agency in future.

9. Limitation on splitting of procurement.- Save as otherwise
provided and subject to the regulations, a procuring agency shall
announce in an appropriate manner all proposed procurements for
each financial year and shall proceed accordingly without any
splitting or regrouping of the procurements so planned.
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(2) The procuring agency shall advertise in advance annual
requirements for procurement on the website of the Authority
as well as on its website.

10. Specifications.-(1) A procuring agency shall determine
specifications in @ manner to allow the widest possible competition
which shall not favour any single contractor nor put others at a
disadvantage.

(2) The specifications shall be generic and shall not include
references to brand names, model numbers, catalogue
numbers or similar other classifications but if the procuring
agency is satisfied that the use of, or a reference to, a brand
name or a catalogue number is essential to complete an
otherwise incomplete specification, such use or reference shall
be qualified with the words “or equivalent”.

(3) The provisions contained in sub-rules (1) and (2) shall not
apply to any procurement made by a procuring agency which
is a public sector commercial concern on the demand of a
private sector client specifying, in writing, a particular brand,
model or classification of equipment, machinery or other
objects.

11. Approval mechanism.- All procuring agencies shall provide
clear authorization and delegation of powers for different categories
of procurement and shall initiate procurements after prior approval
of the competent authority.

CHAPTER-III

ADVERTISEMENT

6[12. Method of advertisement.- (1) Save as otherwise

provided in these rules, a procuring agency shall advertise
procurement of more than 7[two] hundred thousand rupees and up to

The expression “Subject to rule 59” substituted with the expression “Save as otherwise provided
in these rules” vide Notification No.S.O(Cabinet-1)2-9/2015 dated 06.01.2016.

The expression “one” substituted with the expression “two” vide Notification No. SO(Cab-1)2-
9/2015 dated 17.08.2020
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the limit of 8[three] million rupees on the website of the Authority in
the manner and format specified by regulations but if deemed in public
interest, the procuring agency may also advertise the procurement in
at least one national daily newspaper].

(2) Subject to rule 13, any procurement exceeding 9 [three
million] rupees shall be advertised on the website of the Authority,
the website of the procuring agency, if any, and in at least two
national daily newspapers of wide circulation, one in English and one
in Urdu.

(4) A procuring agency shall ensure that the information posted
on the website is complete for purposes for which it has been
posted, and such information shall remain available on that
website until the closing date for the submission of bids.

13.Exceptions.- The requirement of advertisement mentioned in
rule 12, may be dispensed with after prior approval of the
Authority in the following cases:

(a) the proposed procurement pertains to national security
and its publication may jeopardize or compromise the
objectives of national security; and

(b) the publication of advertisement or notice of the proposed
procurement involves disclosure of information which is
proprietary in nature or falls within the definition of
intellectual property which is available from a single
source.

14.Response time.- (1) The procuring agency may decide the
response time for receipt of bids or proposals (including proposals
for prequalification) from the date of publication of an
advertisement or notice keeping in view the complexity of the
procurement, availability and urgency but, in no circumstances,
the response time shall be less

8

 The expression “two” substituted with the expression “three” vide Notification No. SO(Cab-I)2-
9/2015 dated 17.08.2020

DO1he expression “two” substituted with the expression “three” vide Notification No. SO(Cab-I)2-
9/2015 dated 17.08.2020
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than fifteen days for national competitive bidding and thirty days for
international competitive bidding from the date of publication of
advertisement or notice.

(2) All advertisements or notices shall expressly mention the
response time allowed for the procurement along with the information
for collection of bid documents which shall be issued till a given date,
allowing sufficient time to complete and submit the bid by the closing
date but the time limit shall not apply in case of an emergency
procurement.

(3) The response time shall be calculated from the date of
publication of the advertisement in a newspaper or on the website,
whichever is later.

10[15. Framework contract.-(1) A procuring agency may procure
goods, services or works through framework contract in order to ensure
uniformity in the procurement].

(2) The procuring agency shall adopt any of the methods of
procurement mentioned in these rules for purposes of
entering into a framework contract.

CHAPTER-1IV
PREQUALIFICATION, QUALIFICATION, DISQUALIFICATION

AND BLACKLISTING

16. Prequalification.- (1) Subject to sub-rule (2), a procuring
agency may, prior to floating the tenders or invitation to proposals or
offers, engage in prequalification of bidders in case of services, civil
works, turnkey projects and also in case of procurement of expensive
and technically complex equipment to ensure that only technically
and financially capable firms or persons having adequate managerial
capacity are invited to submit bids.

10 Substituted vide Notification No. ADMN(PPRA)10-2/2014 dated 11.03.2014
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(2) The procuring agency shall prequalify bidders under sub-rule (1)
in case of procurement of goods of one hundred million rupees and
above and large consultancy, except where a procuring agency, for
reasons to be recorded in writing, dispenses with the requirement of
prequalification of bidders.

(3) For purposes of the prequalification of bidders, a procuring
agency shall take into consideration the following factors:

(a) qualifications;
(b) relevant experience and past performance;

(c)capabilities with respect to personnel, equipment, and
plant;

(d) financial position;
(e) appropriate managerial capability; and

(f) any other factor that a procuring agency may deem
relevant, not being inconsistent with these rules.

(4) The procuring agency shall ensure that the prequalification
is based on the capacity of the interested parties to
satisfactorily perform the services or works.

(5) In case of fast track projects where the time is the essence
or where potential consultants are limited or the assignment is
of a complex nature, the procuring agency may, after recording
reasons and with the approval of Provincial Development
Working Party, invite a request for proposals through public
notice under rule 12.

11[(6) Notwithstanding anything contained in sub-rules (1) and
(2), Planning and Development Department of the Government may
shortlist the individual consultants, firms or companies involving legal,
financial and technical expertise].

' Inserted vide Notification No. ADMN(PPRA)10-2/2014 dated 14.10.2014
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12[(7) A procuring agency may, at the time of prequalification
process consider any of the individual consultants, firms or companies
shortlisted under sub-rule (6), after conducting the due evaluation
process (technical or financial), in case where:

(a) procuring agency lacks capacity of
prequalification process;

(b) sufficient time to take up the process of
prequalification is not available; and
(c)expertise acquired by individual consultant, firms or companies
shortlisted under sub-rule
(6) in line with the requirements of the
procuring agency].

13[(8) Planning and Development Department of the
Government shall:

(a) before shortlisting process, in consultation with
the key line departments, determine the parameters and selection
criteria for shortlisting of individual consultants, firms or companies
to be considered as consultant;

(b) shortlist all such individual consultants, firms or
companies only for one financial year through its notified committee
strictly in accordance with the procedure provided under these rules;

(c)shortlist atleast three individual consultants, firms or companies for
each area of expertise;

(d)upload the list of such shortlisted individual consultants, firms or
companies on the website of Punjab Procurement Regulatory Authority
and Planning and Development Department of the Government for the
consumption of public sector organizations; and

12 Inserted vide Notification No. ADMN (PPRA)10-2/2014 dated 14.10.2014

13 Inserted vide Notification No. ADMN(PPRA)10-2/2014 dated 14.10.2014
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(e) circulate the list to all the public sector
organizations].

14[(9) A procuring agency intending to use the facility of
shortlisted individual consultants, firms or companies, while taking up
the process of procurement, shall invite technical or financial bids from
all such shortlisted individual consultants, firms or companies as per
requirement of the procuring agency].

15[(10) A procuring agency may select a consultant under this
rule and where this rule is silent about any selection process, it shall
adopt the selection process of a consultant provided in other rules].

16[(11) Notwithstanding anything contained in these rules, the
Government, on the recommendations of the Authority, may by
notification direct that the organizations pre-qualified by an
administrative department for the procurement mentioned in the
notification, may be espoused by a procuring agency under the
administrative control of that department or by such other department
or procuring agency as mentioned in the notification];

17. Prequalification process.- (1) The procuring agency engaging
in prequalification shall announce, in the prequalification documents,
all information required for prequalification including instructions for
preparation and submission of the prequalification documents,
evaluation criteria, list of documentary evidence required by
contractors to demonstrate their respective qualifications and any
other information that the procuring agency deems necessary for
prequalification.

(2)The procuring agency shall provide a set of prequalification
documents to any contractor, on request and subject to payment
of

14 Inserted vide Notification No. ADMN(PPRA)10-2/2014 dated 14.10.2014
15 Inserted vide Notification No. ADMN(PPRA)10-2/2014 dated 14.10.2014

16 in rule 16 after sub rule (10) the new sub rule (11) inserted vide Notification No. S.O(Cab-

1)2-9/2015 dated 02.02.2017
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such price as the procuring agency may determine to defray the cost
on account of printing and provision of the document.

(3) The procuring agency shall promptly inform the contractor
who has applied for the prequalification whether or not he has
been prequalified and shall, on request from the applicant who
had applied for prequalification, a list of contractors who have
been prequalified.

(4) On a request, the procuring agency shall communicate to
the contractor who has not been prequalified the reasons for
not prequalifying the contractor.

(5) Only the prequalified contractors shall be entitled
to participate in the subsequent procurement
proceedings.

18. Qualification.- A procuring agency, at any stage of the
procurement proceedings, having credible reasons for, or prima
facie evidence of, any defect in the capacity or otherwise of a
contractor, whether or not prequalified, may require the
contractor to provide such further information concerning the
professional, technical, financial, legal or managerial
competence as the procuring agency may decide.

19. Disqualification.- The procuring agency shall disqualify
a contractor on the ground that he had provided false,
fabricated or materially incorrect information.

20. Declaration of ineligibility.- (1) Subject to rule 21, the
procuring agency may, after providing an opportunity of
hearing, declare, through a notification, an applicant for
prequalification as ineligible for participating in any public
procurement process of the organization for such period as it
may determine on account of his engaging, directly or through

an agent, in 17[corrupt practice].

(2) A copy of the notification shall be provided to the
affected person and to the Authority.

17 The words “corrupt or fraudulent practice” substituted with the word “corrupt practice” vide
Notification
No.S.O(Cabinet-1)2-9/2015 dated 06.01.2016.
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18[21. Blacklisting.-(1) A procuring agency may, for a specified
period, debar a bidder or contractor from participating in any public
procurement process of the procuring agency, if the bidder or contractor
has:

(a) acted in a manner detrimental to the public interest or
good practices;

(b) consistently failed to perform his obligation under the
contract;

(c)not performed the contract up to the mark; or
(d) indulged in any corrupt practice.

(2) If a procuring agency debars a bidder or contractor under
sub-rule (1), the procuring agency:

(a) shall forward the decision to the Authority for
publication on the website of the Authority; and

(b) may request the Authority to debar the bidder or
contractor for procurement of all procuring agencies.

(3) The Managing Director may debar a bidder or contractor of
any procuring agency from participating in any public procurement
process of all or some of the procuring agencies for such period as
the Managing Director may determine.

(4) Any person aggrieved by a declaration made under rule 20 or
a decision under sub-rule (1) of this rule may, within thirty days from
the date of the publication of the information on the website of the
Authority, file a representation before the Managing Director and the
Managing Director may pass such order on the representation as he
may deem fit.

(5) Any person or procuring agency aggrieved by an order under
sub-rule (3) or (4) may, within thirty days of the order, file a

18 for rule 21 the above shall be substituted vide Notification No.S.O(Cabinet-1)2-9/2015 dated
06.01.2016.
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representation before the Chairperson and the Chairperson may pass
such order on the representation as he may deem appropriate.

(6) The mechanism or process for barring a bidder or contractor
from participating in procurement process of a procuring agency,
procuring agencies and a representation under this rule is specified in
the Schedule appended to these rules];

CHAPTER-V
METHODS OF PROCUREMENT

19[22. Principal method of procurement.- Save as otherwise
provided hereinafter, the procuring agencies shall use open competitive
bidding or publication of request for tender as the principal method
of procurement for the procurement of goods, services and works].

23. Open competitive bidding.- Subject to rules 24
to 38, the procuring agencies shall engage in open
competitive bidding if the cost of procurement is more
than the prescribed financial limit.

24, Submission of bids.- (1) A bidder shall submit a
bid in a sealed package or packages in such manner that
the contents of the bid are fully enclosed and cannot be
known until duly opened.

(2) A procuring agency shall specify the manner
and method of submission and receipt of bids in an
unambiguous and clear manner in the bidding
documents.

25. Bidding documents.- (1) A procuring agency
shall formulate precise and unambiguous bidding
documents that shall be made available to the bidders
immediately after the publication of the invitation to bid.

(2) For competitive bidding, whether open
or limited, the bidding documents shall
include the following:

19" in rule 22 after words “open competitive bidding”, the words “or publication of

request for tender” inserted vide Notification No.S.O(Cabinet-1)2-9/2015 dated
06.01.2016.
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(a) invitation to bid;

(b) instructions to bidders;

(c)form of bid;

(d) form of contract;

(e) general or special conditions of contract;

(f) specifications and drawings or performance
criteria (where applicable);

(g) list of goods or bill of quantities (where
applicable);

(h) delivery time or completion schedule;

(i) qualification criteria (where applicable);

(j) bid evaluation criteria;

(k)format of all securities required (where applicable);

(I) details of standards (if any) that are to be used
in assessing the quality of goods, works or
services specified; and

(m)any other detail not inconsistent with these rules
that the procuring agency may deem necessary.

(3) Any information that becomes necessary for bidding or for
bid evaluation, after the invitation to bid or issue of the bidding
documents to the prospective bidders, shall be provided in a timely
manner and on equal opportunity basis.

(4) Where any change becomes essential in the procurement
process, such change shall be made in a manner similar to that of the
original advertisement.

(5) A procuring agency shall use standard bidding documents
as and when notified under the regulations.

(6) Until the standard bidding documents are specified under
the regulations, a procuring agency may use bidding documents
already in use of the procuring agency to the extent they are not
inconsistent with these rules.
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(7) The procuring agency shall, on payment of such fee as the
procuring agency may determine keeping in view the cost of printing
and provision of the documents, provide a set of bidding documents
to the prospective bidders.

26. Reservations and preference.- (1) A procuring agency shall
allow all prospective bidders to participate in procuring procedure
without regard to nationality except in cases in which any procuring
agency decides to limit such participation to national bidders only or
prohibit participation of bidders of some nationalities in accordance
with the policy of the Government.

(2) A procuring agency shall allow for a preference to domestic
or national contractor in accordance with the policies of the
Government and the magnitude of price preference to be
accorded shall be clearly mentioned in the bidding documents
under the bid evaluation criteria.

20[27. Bid security.- The procuring agency may require the bidders
to furnish a bid security not exceeding five per cent of the estimated
price.

Explanation.- In this rule, the words 'estimated price' mean the price
of procurement estimated by the procuring agency before initiation of
the process of procurement].

28. Bid validity.- (1) A procuring agency, keeping in
view the nature of the procurement, shall subject the bid
to a bid validity period.

(2) The bids shall be valid for the period of time
specified in the bidding document.

21(3) “Subject to sub-rule (5), a procuring agency shall ordinarily
be under the obligation to process and evaluate the bids within the
stipulated bid validity period but, under exceptional circumstances and
for reasons to be recorded in writing, if an extension is considered

20" 1 rule 27 substituted vide Notification No.S.O(Cabinet-1)2-9/2015 dated
06.01.2016.

21 0 rule 28 sub-rule (3) substituted vide Notification No. S.0(Cab-1)2-9/2015 dated 22.03.2019.
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necessary, all the bidders shall be requested to extend their respective
bid validity period but such extension shall not be for more than the
original period of bid validity or 180 days whichever is more.”

22w(3A) The sub-rule (3) shall be applicable with effect from 15t July
2018.”

(4) A bidder who:

(a) agrees to the extension of the bid validity period
shall also extend the validity of the bid bond or
security for the extended period of the bid validity;

(b) agrees to the procuring agency”s request for
extension of bid validity period shall not be permitted
to change the substance of the bid; and

(c)does not agree to an extension of the bid validity
period shall be allowed to withdraw the bid without
forfeiture of the bid bond or security.

(5) The competent authority of the procuring agency shall
not extend bid validity period without obtaining prior
approval of the authority next above the competent
authority and if the chief executive of an autonomous
procuring agency is the competent authority then next
higher authority in such a case shall be the board, syndicate
or any other apex body of the procuring agency.

29. Extension of time for submission of bids.- If a procuring
agency considers that it is necessary in public interest to extend
the last date for the submission of the bids, it may, after recording
reasons, do so in the manner similar to the original
advertisement.

CHAPTER-VI
OPENING, EVALUATION AND REJECTION OF BIDS

30. Opening of bids.- (1) The date for opening of bids
and the last date for the submission of bids shall be the
same; and, bids shall be

22 |n rule 28 after sub-rule (3) the sub-rule (3A) inserted vide Notification No. S.O(Cab-1)2-
9/2015 dated 22.03.2019.
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opened at the time specified in the bidding documents which shall not
be less than thirty minutes after the closing time for the submission of
the bids.

(2) All bids shall be opened publicly in the presence of the bidders or their
representatives who may choose to be present, at the time and place
announced prior to the bidding and the procuring agency shall read
aloud the unit price as well as the bid amount and shall record the
minutes of the bid opening.

(3) All bidders in attendance at the time of opening of the bids shall sign

an attendance sheet.

(4) The bids submitted after the closing time prescribed shall be rejected
and returned without being opened.

23[31. Evaluation criteria.- (1) A procuring agency shall formulate
an appropriate evaluation criterion listing all the relevant information
against which a bid is to be evaluated and such evaluation criteria shall
form an integral part of the bidding documents.

(2) Failure to provide for an unambiguous evaluation criteria
in the bidding documents shall amount to mis-procurement.

(3) In simple or standard procurement process like open
competitive bidding or procurement through direct request
for tender, the procuring agency may use the amount of the
bid price as the sole evaluation criteria for the bids].

32. Evaluation of bids.- (1) All bids shall be evaluated in
accordance with the evaluation criteria and other terms and
conditions set forth in the prescribed bidding document.

(2)For purposes of comparison of the bids quoted in different
currencies, the price shall be converted into a single currency
specified in the bidding documents and the rate of exchange
shall be the selling rate, prevailing on the date of opening of
bids specified in the bidding documents, as notified by the State
Bank of Pakistan on that day.

23 in rule 31, after sub rule (2) the sub rule (3) inserted vide Notification No.S.O(Cabinet-1)2-
9/2015 dated

6. 01.2016.
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(3) A bid once opened in accordance with the
prescribed procedure shall be subject to only those
rules, regulations and policies that are in force at the
time of issue of notice for invitation of bids.

33. Clarification of bids.- (1) No bidder shall be allowed
to alter or modify his bid after the closing time for the
submission of the bids.

(2) The procuring agency may, if necessary after the
opening of the bids, seek and accept such clarifications
of the bid as do not change the substance of the bid.

(3) Any request for clarification in the bid, made by
the procuring agency and its response, shall
invariably be in writing.

34. Discriminatory and difficult conditions.- Save as
otherwise provided, no procuring agency shall introduce any
condition, which discriminates between bidders or which is
difficult to meet.

Explanation.- In ascertaining the discriminatory or difficult nature of
any condition, reference shall be made to the ordinary practices of that
trade, manufacturing, construction business or service to which that
particular procurement is related.

35. Rejection of bids.- (1) The procuring agency may
reject all bids or proposals at any time prior to the
acceptance of a bid or proposal.

(2) The procuring agency shall upon request
communicate to any bidder, the grounds for its
rejection of all bids or proposals, but shall not be
required to justify those grounds.

(3) The procuring agency shall incur no liability, solely
by virtue of its invoking sub-rule (1) towards the
bidders.

(4) The bidders shall be promptly informed about the
rejection of the bids, if any.

24[(5) A procuring agency may, for reasons to be recorded in
writing, restart bidding process from any prior stage if it is possible
without violating any principle of procurement

in rule 35, after sub rule (4) the sub rule (5) inserted vide Notification No.S.O(Cabinet-1)2-9/2015 dated

6. 01.2016.
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contained in rule 4 and shall immediately communicate the
decision to the bidders].

36. Re-bidding.- If the procuring agency rejects all the bids under
rule 35, it may proceed with the process of fresh bidding but before
doing that it shall assess the reasons for rejection and may, if
necessary, revise specifications, evaluation criteria or any other
condition for bidders.

25[36A. One person one bid.- (1) In any procurement, one person
may submit one bid and if one person submits more than one bids, the
procuring agency shall reject all such bids.

(2) If a consortium of persons has submitted a bid in
any procurement, it shall be construed that each
member of the consortium submitted the bid].

37. Announcement of evaluation reports.- A procuring
agency shall announce the results of bid evaluation in the
form of a report giving justification for acceptance or
rejection of bids at least ten days prior to the award of
procurement contract.

38. Procedures for selection of contractors.- (1) Save as
otherwise provided in these rules, single stage one envelope
bidding procedure shall ordinarily be the main open
competitive bidding procedure used for the procurement of
works and standard goods.

(2) Other appropriate procedures for selection of
contractors other than consultants may be adopted in
the following circumstances:

(a) single stage two envelopes bidding procedure
shall be used for procurement of such goods
where the bids are to be evaluated on technical
and financial grounds and the procedure for
single stage two envelopes shall be:

25 after sub rule 36, rule 36A inserted vide Notification No. S.O(Cabinet-1)2-9/2015
dated 06.01.2016.
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(i) the bid shall be a single package consisting of two separate
envelopes, containing separately the financial and the
technical proposals;

(ii)the envelopes shall be marked as “Financial Proposal” and
“Technical Proposal”;

(i) in the first instance, the “Technical Proposal”
shall be opened and the envelope marked as

“Financial Proposal” shall be retained unopened
in the custody of the procuring agency;

(iv) the procuring agency shall evaluate the
technical proposal in the manner prescribed in advance,
without reference to the price and shall reject any proposal
which does not conform to the specified requirements;

(v)during the technical evaluation no amendments in the
technical proposal shall be permitted;

(vi) after the evaluation and approval of the
technical proposals, the procuring agency shall open the
financial proposals of the technically accepted bids, publically
at a time, date and venue announced and communicated to
the bidders in advance, within the bid validity period;

26[(vii) the financial proposal of the bids found
technically non-responsive shall be retained
unopened and shall be returned on the expiry
of the grievance period or the decision of the

26 inrule 38, in sub-rule (2), in clause (a), for sub-clause (vii), substituted vide Notification No. S.O(CAB-

1)2-9/2015 dated 23.11.2017, published in the Punjab Gazette (Extraordinary), dated 30.11.2017.
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complaint, if any, filed by the non-responsive
bidder, whichever is later:

provided that the procuring agency may return
the sealed financial proposal earlier if the
disqualified or non-responsive bidder,
contractor or consultant submits an affidavit,
through an authorized representative, to the
effect that he is satisfied with the proceedings
of the procuring agency]; and

(viii) the lowest evaluated bidder shall be awarded
the contract;

(b) two stage bidding procedure may be adopted in large
and complex contracts where technically unequal proposals
are likely to be encountered or where the procuring agency
is aware of its options in the market but, for a given set of
performance requirements, there are two or more equally
acceptable technical solutions available to the procuring
agency and the bidding procedure shall be:

First stage

(i) in the first instance, the bidders shall submit, according
to the required specifications, a technical proposal
without quoting price;

(ii)the technical proposal shall be evaluated in accordance
with the specified evaluation criteria and may be
discussed with the bidders regarding any deficiencies
and unsatisfactory technical features;

(iii) after such discussions, all the bidders shall be
permitted to revise their respective technical
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proposals to meet the requirements of the
procuring agency;

(iv)the procuring agency may revise or modify any aspect of the technical
requirements or evaluation criteria, or it may add new requirements or
criteria not inconsistent with these rules but any revisions or
modifications shall be communicated to all the bidders at the time of
invitation to submit final bids, and sufficient time shall be allowed to the
bidders to prepare their revised bids but such time shall not be less than
fifteen days in the case of national competitive bidding and thirty days
in case of international competitive bidding;

(v) the bidders unwilling to conform their respective bids to the procuring
agency”s technical requirements may withdraw from the bidding
without forfeiture of their bid security;

Second stage

(i) the bidders, whose technical proposals or bids have not been
rejected and who are willing to conform their bids to the revised
technical requirements of the procuring agency, may submit a
revised technical proposal along with the financial proposal;

(ii)the fresh and revised technical proposals and the financial
proposals shall be opened at a time, date and venue announced
and communicated to the bidders in advance but in setting the
date for the submission of the revised technical proposals and
financial proposals, a procuring agency shall allow
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sufficient time to the bidders to incorporate the
agreed changes in the technical proposal and
prepare their financial proposals accordingly;
and

(iii) the revised technical proposal and the financial
proposal shall be evaluated in the manner prescribed
above and the lowest evaluated bid shall be accepted;

(c)two stage two envelope bidding method shall be used for
procurement where alternative technical proposals are
possible, such as certain types of machinery or equipment or
manufacturing plant and the procedure shall be:

First stage

(i) the bid shall comprise a single package comprising two
separate envelopes containing the financial proposal and
the technical proposal;

(ii)the envelopes shall be marked as “Financial Proposal” and
“Technical Proposal”;

(iii) in the first instance, the envelope marked
“Technical Proposal” shall be opened and the envelope marked as
“Financial Proposal” shall be retained unopened in the custody of the
procuring agency;

(iv) the technical proposals shall be discussed with
the bidders with reference to the procuring agency”s technical
requirements;

(v)those bidders willing to meet the requirements of the procuring
agency shall be allowed to
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revise their technical proposals following these
discussions; and

(vi) bidders not willing to conform to the technical
proposal as per revised requirements of the procuring agency
shall be allowed to withdraw

their respective bids without forfeiture of their
bid security;

Second stage

(i) after agreement between the procuring agency and the bidders
on the technical requirements, bidders who are willing to
conform to the revised technical specifications and whose bids
have not already been rejected shall submit a revised technical
proposal and supplementary financial proposal, according to
the technical requirement;

(ii)the revised technical proposal along with the original financial
proposal and supplementary financial proposal shall be opened
at a date, time and venue announced in advance by the
procuring agency:

Provided that in setting the date for the
submission of the revised technical proposals
and supplementary price proposals a procuring
agency shall allow sufficient time to the bidders
to incorporate the agreed changes in the
technical proposal and to prepare the required
supplementary financial proposal; and

(i) the procuring agency shall evaluate the whole
proposal in accordance with the evaluation criteria and the
lowest evaluated bid shall be accepted.
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27 [38A. Notwithstanding anything contained in these rules, the
Government on the recommendations of the Authority, may by
notification direct that the procurements mentioned in the
notification may be made in the manner provided under rule 45
and in that case the expression , consultant” or ,,consultants” in
that rule shall be deemed as ,contractor” or ,contractors” and
the said rule shall be construed accordingly].

CHAPTER-VII
PROCUREMENT OF CONSULTANCY SERVICES

39. Rights and obligations.- The rights and obligations of
the procuring agency and the consultant are governed by
general and special conditions of contract signed between the
procuring agency and the consultant.

40. Consultant Selection Committee.- Every procuring
agency, for the selection of consultant, except for short
consultancies, shall set up a Consultant Selection Committee of
odd number members, which shall consist of the following:

(a) head of the procuring agency who shall be its
chairperson.
(b) a nominee of the Planning and Development

Department, a nominee of the Finance Department, as
members; a representative of the procuring agency, as a
member (secretary);

(c)the procuring agency may co-opt up to two members,
having adequate technical knowledge and experience in
the relevant field, for assistance in a given assignment
that requires technical input.

41. Quorum.- Three members, including the chairman of the
Consultant Selection Committee, shall form quorum for
conducting the business of the Consultant Selection
Committee.

27 after rule 38, new rule (38A) inserted vide Notification No. S.0(Cab-1)2-9/2015 dated
02.02.2017.
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42. Decision by simple majority.- All decision of the Consultant
Selection Committee shall be made by majority of the members
present and voting.

43. Functions and responsibilities of Committee.- The
Consultant Selection Committee shall perform the following
functions:

(a) short listing of consultants, responding to the expression of
interest, where applicable, in accordance with the criteria
mentioned in the expression of interest;

(b) approval of request for proposal before issuance;

(c)evaluation of technical and financial proposals, according to the
selection method and evaluation criteria, mentioned in the
request for proposal, and in accordance with the provisions of
these rules; and

(d) finalization of recommendation for selection of consultants
based on evaluation criteria.

44. Selection of consultants.—- Depending upon the selection
method, the procuring agency shall include, among others, the
following steps in the process of selection of a consultant:

(a) preparation and approval of the terms of reference of the
assignment;

(b) preparation of the cost estimate or budget of the
assignment;

(c)public advertisement of invitation of consultants” expressions
of interest and their short-listing;

(d) preparation and issuance of the request for proposal to
the shortlisted consultants;

(e) preparation and submission of proposals by the
consultants;

(f) evaluation of technical proposals; and

(9) opening and evaluation of financial proposals.
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45. Methods for selection of consultants.- (1) A procuring agency
may utilize one of the methods mentioned in succeeding sub-rules for
selection of a consultant.

(2) Least Cost Selection: This is the preferred method for
selecting consultants for assignments of standard or routine
nature such as audit, simple engineering design or supervision
of noncomplex works, where the well-established practices and
standards exist.

(3) Quality and Cost Based Selection: This method may be
used where:

(a) quality is the prime consideration while cost is a
secondary consideration;

(b) terms of Reference are well defined;

(c) the financial proposals of only those technically
responsive bidders who obtained minimum sixty five
percent marks shall be opened;

(d) a combined evaluation of the technical and financial
proposals is carried out by weighting and adding the
quality and the cost scores;

(e) the weight for quality is normally of eighty percent
with twenty percent given to cost and more than twenty
percent weight to the cost of the services is

justified only in relatively routine and straightforward
assighments (such as design of simple structures),
whereas in no cases it should exceed thirty percent and
the consultant obtaining the highest combined score is
invited for negotiations;

(4) Quality Based Selection: This system may be used for highly
specialized, innovative and complex assignments, where
quality is the predominant factor.
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28[(5) Subject to sub-rule (6), a procuring agency may, in a
complex project, engage, through direct contracting, an organization
owned or controlled by the Government, the Federal Government or any
other Provincial Government with the prior approval of:

(a) Provincial Development Working Party (PDWP) of
Planning and Development Department in case of the
administrative departments or attached departments or
agencies of the Government]; and

(b) PDWP and the governing body, by whatever name
called, in case of an autonomous body, company,
authority or institution.

(6) In case of engagement of an organization under sub-rule

(5), the procuring agency shall:

(a) record reasons in writing for direct contracting and
shall issue a certificate of reason-ability of the negotiated
price of consultancy based on the principles of
procurement contained in rule 4; and

(b) obtain approval of the Authority to the extent of
declaring the project as complex project.

(7) A procuring agency may, after recording reason in writing,
use any method for selection of consultant other than least cost
selection.

46. Selection process of individual consultant.- The following

shall be the selection process of individual consultant 29[in a short
consultancy]:

(a) individual consultant may not be required to submit
proposals and shall be selected based on the
qualifications and experience for the assignment;

®in rule 45, for sub-rule (5), substituted vide Notification No. SO(CAB-1)2-9/2015,
dated 30.08.2017, published in the Punjab Gazette (Extraordinary), dated 13.09.2017.

29 after the words “selection process of individual consultant” the words “in a short

consultancy” inserted vide Notification No.S.O(Cabinet-1)2-9/2015 dated 06.01.2016.
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(b) individual consultant shall be selected by comparing
the qualifications and experience of at least three consultants among
those who have expressed interest in the assignment or have been
approached directly by the procuring agency;

(c)individual consultant considered for the comparison of qualifications
and experience shall meet the minimum relevant qualifications, and
the one selected to be employed by the procuring agency shall be the
best qualified and shall be fully capable of carrying out the
assignment;

(d) individual consultant may be selected on a single-
source basis (with due justification) in exceptional cases such as an
emergency situation resulting from a natural disaster or where the
individual is the only consultant qualified for the assignment;

(e) for key assignments, interviews may be set up, if
required.

30 [46A Selection process of firm of consultants: The following shall be the
selection process of a firm of consultants in a short consultancy for purposes
such as third party validation, bid evaluation, terms of reference, preparation
of documents relating to prequalification and request for proposal, pre-
shipment inspection, audit, simple engineering design or supervision of non-
complex work, where the cost of consultancy does not exceed three million
rupees:

(a) the firm shall be selected by considering at least three
quotations from renowned, registered and well reputed firms
on the basis of qualification and experience for the assignment;

(b) the firm considered for the comparison of qualification and
experience shall meet the minimum relevant qualification

30after rule 46 new rule (46A) inserted vide Notification No. S.0(Cab-1)2-9/2015 dated
02.03.2017
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and the one selected to be employed by the procuring
agency shall be the best qualified and fully capable of
carrying out assignment; and

(c) the procuring agency may conduct interviews for the selection
of best option].

47.Expression of interest.- (1) A request for expression of interest
shall be advertised in accordance with the provisions of rule

12 and rule 13.

(2) The expression of interest shall contain the
following information:

(a) the name and address of procuring agency;

(b) an appropriate description of the assignment
providing scope of the intellectual and professional
services required;

(c) closing date and place of the submission of the
expression of interest;

(d) criteria for short listing or prequalification where
required; and

(e) any other information that the procuring agency
may deem appropriate to disseminate at this
stage.

48. Request for proposals.- (1) A procuring
agency shall use a request for proposal for seeking
proposals from the shortlisted or pre-qualified
consultants which shall include the following:

(a) letter of invitation: the letter of invitation shall
mention the name and address of the procuring
agency and its intention to enter into a contract
for provision of consulting services and contain
names of all the short listed firms;

(b) instruction to consultants: the instructions to
consultants shall contain all necessary
information that may help them prepare

responsive proposals;
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(c) terms of reference: the terms of reference shall unambiguously define
the objectives, goals and scope of the assignment, core team of
required experts, expected deliverables with timelines and list of
services necessary to carry out the assignment;

(d) evaluation criteria: except as otherwise provided, the evaluation of
proposals shall be carried out giving due consideration to quality and
cost;

(e) type of contract: a procuring agency, depending on the
circumstances, may use one of the following types of contracts:

() lump sum contract shall be used mainly for assignments
in which the content, duration of the services and the
required output are unambiguously defined;

(i)  time based contract shall be used when it is difficult to
define the scope and the length of services;

(iii)  hourly or daily rates shall be used for small projects,
especially when the assignment is for less than a month;
and

(iv) any other, based on combination of the above and
including out of pocket expenses, where required;

(f)  special provisions: a procuring agency may specify any other
requirement related to the assignment or contract, where required.

(2) A procuring agency shall invite the prospective
consultants to submit their technical and financial proposals in
separately sealed envelopes and the procuring agency shall
give deadline for submission of proposals but the consultants
shall be given adequate time to prepare their proposals which
shall not be less than two weeks.
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50.Evaluation of quality of consulting services.- Evaluation
criteria for technical evaluation of consultants shall include the
following:

(a) experience: the consultants specialized skills, working on
the similar assignment and access to particular
technologies related to the assignment;

(b) financial capability: financial capability of the consultant
may be evaluated with a view to ensuring that the
consultant can complete the assigned task in a timely
manner;

(c) approach and methodology: the methodology proposed
by the consultants shall be evaluated for its
innovativeness and soundness;

(d) quality management: the availability of a well-
established quality management system may be taken
into account for large and complex assignments; and

(e) staff proposed: qualification and experience of the
proposed staff of the consultant in the relevant field.

51.Association of consultants.- (1) An association of consultants
may take either the form of a joint venture or a subcontract and such
association may participate in procurement process with the
permission of the procuring agency.

(2) Under a joint venture, all members, if awarded the
contract, shall individually sign and be jointly and severally
liable for the entire assignment and such an association may
be known as a consortium, association or joint venture.

31rule 49 omitted vide Notification No.S.O(Cabinet-1)2-9/2015 dated 06.01.2016.
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52.Intellectual property rights.—- (1) All documents, reports,
designs, research work and all deliverables prepared by the
consultant shall become and remain the property of the procuring
agency.

(2) Any restrictions on the future use of these
documents and software by the consultant shall be specified in
the conditions of the contract.

53.Negotiations.- (1) Notwithstanding the provision under rule 57,
the procuring agency may negotiate with the highest ranked bidder
for consultancy regarding methodology, work plan, staffing, contract
price and special conditions of the contract.

(2) In case of failure of negotiations, the procuring
agency may invite the next ranked bidder.

(3) A committee of the procuring agency shall
negotiate with the consultant and negotiation by a single
person on behalf of the procuring agency shall not be allowed.

54.Professional liability of consultant.- (1) The consultant
selected and awarded a contract shall be liable for consequence of
errors or omissions on the part of the consultant.

(2) The extent of liability of the consultant shall form
part of the contract and such liability shall not be less than
remunerations nor it shall be more than twice the
remunerations.

(3) The procuring agency may demand insurance on
part of the consultant to cover the liability of the consultant and
necessary costs shall be borne by the consultant.

(4) The consultant shall be held liable for all losses or
damages suffered by the procuring agency on account of any
misconduct by the consultant in performing the consulting
services.

CHAPTER-VIII
ACCEPTANCE OF BIDS AND AWARD OF CONTRACTS

55. Acceptance of bids.- Subject to these rules, the bidder with the
lowest evaluated bid, if not in conflict with any other law, shall be
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awarded the procurement contract within the original or extended bid
validity period.

32 [55A. Single complying proposal.- Subject to rule 35, if one
complying bid is received, the procuring agency may award the contract to
the bidder].

56.Performance guarantee.- Where needed and clearly expressed
in the bidding documents, the procuring agency shall require the
successful bidder to furnish a performance guarantee which shall not
exceed ten percent of the contract amount.

57.Limitation on negotiations.- (1) Save as otherwise provided in
these rules, a procuring agency shall not negotiate with any of the
bidders.

(2) In case of goods of highly technical nature, the
procuring agency shall ensure that the bidders submit the
revised financial bids immediately after opening of the technical
bids in the same manner as the earlier financial bids were
submitted and the procuring agency shall not allow extra time
for submission of revised financial bids by the bidders.

(3) In this rule, the expression ,goods of highly
technical nature” means all goods including machinery, its parts
and micro-components, industrial, scientific or electronic
equipment, plant and tools which are sophisticated in nature
costing more than fifty million rupees and procured by adopting
the two stages-two envelope procurement procedures.

58.Confidentiality.- The procuring agency shall keep all
information regarding the bid evaluation confidential until the time of
the announcement of the evaluation report.

59.Alternative methods of procurements.- A procuring agency
may utilize the following alternative methods of procurement of
goods, services and works:

32after rule 55 rule 55A inserted vide Notification No.S.O(Cabinet-1)2-9/2015 dated
06.01.2016.
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(a)

(b)

()

petty purchases: a procuring agency may engage in petty purchases
where the object of the procurement is below the

financial limit of 33 [seventy five] thousand rupees and such
procurement shall be exempted from the requirements of bidding
or quotation of prices; the procuring agency shall, however,
ensure that procurement of petty purchases is in conformity with
the principles of procurement;

petty purchases through quotation: a procuring agency may engage
in petty purchases through at least three quotations

where the cost of the procurement is more than 34 [seventy five]

thousand rupees but less than 35[two] hundred thousand rupees
and such procurement shall be exempted from the requirements
of bidding procedures; the procuring agency shall, however,
ensure that such procurement is in conformity with the principles
of procurement;

direct contracting: a procuring agency shall only engage in direct
contracting if any of the following conditions exist:

(i) the procurement concerns the acquisition of spare parts or
supplementary services from original manufacturer or supplier
when the same are not available from alternative sources;

(i) only one manufacturer or supplier exists for the required
procurement but in such a case, the procuring agency shall
specify the appropriate fora which may authorize procurement
of proprietary object after due diligence; and

(iii)  where a change of supplier may result in acquisition of material
having different technical specifications or

characteristics that may cause incompatibility or
disproportionate technical difficulties in operation and

3 The expression “fifty” substituted with the expression “seventy five” vide Notification No.

SO(Cab-I)2-9/2015 dated 17.08.2020

34 The expression “fifty” substituted with the expression “seventy five” vide Notification No.

SO(Cab-I)2-9/2015 dated 17.08.2020

3 The expression “one” substituted with the expression “two” vide Notification No.

SO(Cab-I)2-9/2015 dated 17.08.2020
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maintenance; and the contract does not exceed three
years in duration;

(iv) repeat orders not exceeding fifteen percent of the original
procurement;

(v) in case of an emergency but the procuring agency shall specify
appropriate fora vested with necessary authority to declare an
emergency;

(vi) when the price of goods, services or works is fixed by the Government
or any other authority, agency or body under the law; and

(vii) for purchase of motor vehicle from local original manufacturers
or their authorized agents at manufacturer”s price.

(d) negotiated tendering: a procuring agency may engage in negotiated
tendering with one or more contractors with or without prior
publication of a procurement notification but this procedure shall only
be used when:

() the supplies involved are manufactured purely for the purpose of
supporting a specific piece of research or an experiment, a study or
a particular development;

(ii)  for technical or artistic reasons, or for reasons connected with
protection of exclusive rights or intellectual property, the supplies
may be manufactured or delivered only by a particular supplier;

(iii) for reasons of extreme urgency brought about by events
unforeseeable by the procuring agency, the time limits laid down for
open and limited bidding methods cannot be met, however, the
circumstances invoked to justify extreme urgency must not be
attributable to the procuring agency; and
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(iv) the Provincial Cabinet, for reason to be recorded in writing,
approves any specific procurement to be made on urgent basis
and shall fix the time for such urgency.

60.Unsolicited proposal.- In case of unsolicited proposal received
for any engineering, procurement and construction project involving
cost of one thousand million rupees and above, the procuring agency
shall process the proposal to ascertain its viability and after such
process if the proposal is found viable, the procuring agency:

(a) shall advertise the proposal for open competition without disclosing the
name of the initiator of unsolicited proposal;
(b) shall conduct prequalification process;
(c) shall exempt the initiator of the unsolicited proposal from the
prequalification;
(d) if no other bidder in response to the advertisement submits bid, the
procuring agency may award the contract to the initiator of the proposal;
(e) in case of bidding competition, the initiator of the proposal shall be
given first right of refusal if the initiator does not emerge as the
lowest bidder; and
(f)  shall award five percent additional weightage to the initiator of the
proposal from the combined score of technical and financial
evaluation.

36[61. Exemption.- (1) The Government or the Board shall not relax
application of these rules for procurement of services.

(2) A procuring agency may directly procure goods from a
public sector manufacturing unit on fixed price or negotiated price
where value of procurement does not exceed one million rupees.

(3) Where value of goods exceeds one million rupees or in a
competitive bidding, the public sector manufacturing unit
participating

36 in sub rule (1) the word “exempt” substituted with the word “relax”,

sub rule (2) and (3) substituted and sub rule (4) inserted vide Notification
No.S.0(Cabinet-1)2-9/2015 dated 06.01.2016.
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in the bid may, within three working days of opening of the bids,
match the lowest evaluated bid.

(4) In this rule, public sector
manufacturing unit means a manufacturing
unit owned or controlled by the Government,
Federal Government, local government or by
an organization which is owned or controlled
by any of these Governments and enlisted on
the website of the Authority].

62. On account payments.- A procuring
agency shall make prompt payments to the
contractor against the invoice or running bill on
satisfactory performance within the time given in the
conditions of the contract which shall not exceed
thirty days.

63. Commencement of procurement
contract.- A procurement contract shall come into
force:

(a) where no formal signing of a contract is required, from
the date the notice of the acceptance of the bid or
purchase order has been given to the bidder whose bid
has been accepted and such notice of acceptance or
purchase order shall be issued within a reasonable time;
or

(b) where the procuring agency requires signing of a written
contract, from the date on which the signatures of both
the procuring agency and the successful bidder are
affixed to the written contract and such affixing of
signatures shall take place within a reasonable time; and

(c)where the coming into force of a contract is contingent upon
fulfillment of a certain condition or conditions, the
contract shall take effect from the date whereon such
fulfillment takes place.

64. Closing of contract.- (1) Except for defect liability by the
contractor, as specified in the conditions of contract, performance of the
contract shall be deemed close on the issue of overall delivery certificate
or taking over certificate which shall be issued within thirty
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67.

days of final taking over of goods or receiving the deliverables or
completion of works enabling the contractor to submit final bill.

(2) In case of defect liability, defect liability certificate shall be
issued within thirty days of the expiry of the said period enabling the
contractor to submit the final bill, except for unsettled claims, which
shall be settled through resolution of dispute mechanism provided in
the contract.

37[64A. Assignment.- A procuring agency may assign whole or part
of procurement process to another procuring agency with the consent
of that other procuring agency].

CHAPTER-IX
MAINTENANCE OF RECORD AND FREEDOM OF INFORMATION

65.Record of procurement.- (1) A procuring agency shall maintain
a record of a procurement along with all associated documents for a
minimum period of five years.

(2) Such maintenance of record shall be subject to
the regulations framed in this regard from time to time.
66.Public access and transparency.- (1) As soon as a contract
has been awarded, the procuring agency shall make all documents

related to the evaluation of the bid and award of contract public.

(2) Where the disclosure of any information related to
the award of a contract is of proprietary nature or where the
procuring agency is convinced that such disclosure shall be
against the public interest, it may withhold only such
information from public disclosure subject to the prior approval
of the Authority.

CHAPTER-X
REDRESSAL OF GRIEVANCES AND SETTLEMENT OF DISPUTES

Redressal of grievances by the procuring agency.- (1) The
procuring agency shall constitute a committee comprising of odd

37after rule 64, the rule 64A inserted vide Notification No.S.O(Cabinet-1)2-9/2015 dated
06.01.2016.
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number of persons, with proper powers and authorizations, to address
the complaints of bidders that may occur prior to the entry into force of
the procurement contract.

(2) Any bidder feeling aggrieved by any act of the procuring

agency after the submission of his bid may lodge a written complaint

concerning his grievances not later than 38 [ten] days after the
announcement of the bid evaluation report.

(3) The committee shall investigate and decide
upon the complaint within fifteen days of the receipt of
the complaint.

(4) Mere fact of lodging of a complaint shall not
warrant suspension of the procurement process.

68. Arbitration.- (1) After coming into force of the
procurement contract, disputes between the parties to the
contract shall be settled through mediation or arbitration.

(2) The procuring agency shall provide for a
method of mediation or arbitration or both in the
procurement contract.

69. Mis-procurement.- Any violation of these rules shall
be treated as mis-procurement.

70. Repeal.- The Punjab Procurement Rules, 2009 issued
vide notification No.MD(PPRA)2-1/2010 are hereby repealed.

3B substituted vide Notification No. ADMN(PPRA)10-2/2014 dated 11.03.2014
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39 SCHEDULE
{see sub-rule (6) of rule 21}
BLACKLISTING MECHANISM OR PROCESS

1. The procuring agency may, on information received from any
resource, issue show cause notice to a bidder or contractor.
2. The show cause notice shall contain:

(a) precise allegation, against the bidder or contractor;

(b) the maximum period for which the procuring agency
proposes to debar the bidder or contractor from
participating in any public procurement of the procuring
agency; and

(c) the statement, if needed, about the intention of the
procuring agency to make a request to the Authority for
debarring the bidder or contractor from participating in
public procurements of all the procuring agencies.

3. The procuring agency shall give minimum of seven days to the
bidder or contractor for submission of written reply of the show
cause notice.

4. In case, the bidder or contractor fails to submit written reply
within the requisite time, the procuring agency may issue notice
for personal hearing to the bidder or contractor/ authorize
representative of the bidder or contractor and the procuring
agency shall decide the matter on the basis of available record
and personal hearing, if availed.

5. In case the bidder or contractor submits written reply of the show
cause notice, the procuring agency may decide to file the matter
or direct issuance of a notice to the bidder or contractor for
personal hearing.

6. The procuring agency shall give minimum of seven days to the
bidder or contractor for appearance before the specified officer
of the procuring agency for personal hearing.

7. The procuring agency shall decide the matter on the basis of the
available record and personal hearing of the bidder or
contractor, if availed.

39Schedule added after rule 70 vide Notification No.S.O(Cabinet-1)2-9/2015 dated
06.01.2016.
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10.

11.

12.

13.

14.

15.

16.

The procuring agency shall decide the matter within fifteen days from
the date of personal hearing unless the personal hearing is adjourned
to a next date and in such an eventuality, the period of personal hearing
shall be reckoned from the last date of personal hearing.

The procuring agency shall communicate to the bidder or contractor the
order of debarring the bidder or contractor from participating in any
public procurement with a statement that the bidder or contractor may,
within thirty days, prefer a representation against the order before the
Managing Director of the Authority.

The procuring agency shall, as soon as possible, communicate the order
of blacklisting to the Authority with the request to upload the
information on its website.

If the procuring agency wants the Authority to debar the bidder or
contractor from participating in any public procurement of all procuring
agencies, the procuring agency shall specify reasons for such
dispensation.

The Authority shall immediately publish the information and decision
of blacklisting on its website.

In case of request of a procuring agency under para 11 or
representation of any aggrieved person under rule 21, the Managing
Director shall issue a notice for personal hearing to the parties and call
for record of proceedings of blacklisting. The parties may file written
statements and documents in support of their contentions.

In case of representation of any aggrieved person or procuring agency
under rule 21, the Chairperson shall issue a notice for personal hearing
to the parties and may call for the record of the proceedings. The parties
may file written statements and documents in support of their
contentions.

In every order of blacklisting under rule 21, the procuring agency shall
record reasons of blacklisting and also reasons for short, long or
medium period of blacklisting.

The Authority shall upload all the decisions under rule 21, available with
it, on its website. But the name of a bidder or
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contractor shall immediately be removed from the list of blacklisted
persons on expiry of period of blacklisting or order of the competent
authority to that effect, whichever is earlier.

17. An effort shall be made for electronic communication of all the notices
and other documents pursuant to this mechanism or process].

CHIEF SECRETARY

GOVERNMENT OF THE PUNJAB
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10.2 ANNEXURE-02 - DELIGATION OF FINANCIAL POWER RULES 2006

https://finance.punjab.gov.pk/system/files/FinancialPowerRules2006.pdf
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10.3 ANNEXURE-03 - DRUG RULES 1986

The Drugs (Labelling and Packing) Rules, 1986

The Drugs (Labelling and Packing) Rules, 1986

2. Short title and commencement: (1) These rules may be called the Drugs (Labelling
and Packing) Rules, 1986.
(3) They shall come into force on the expiration of the period of one year beginning
with their publication in the official Gazette.

3. Definitions: In these rules, unless there is anything repugnant in the subject. or context;
(a) "international non-proprietary name" means the name of a drug as recommended by
the World Health Organization or such other name as may be notified by the Federal
Government in the Official Gazette;

(b) "pharmacopoeia" means a publication mentioned in sub-clause (ii) of clause (z) of
Section 3 of the Drugs Act, 1976 (XXXI of 1976);

(c) "pharmacopoeial name" means the name of a drug as mentioned in the pharmacopoeia;
(d) "Schedule" means a schedule to these rules; and

(e) "registered medical practitioner" means a medical practitioner registered or
provisionally registered under the Medical and Dental Council Ordinance, 1962 (XXXII of
1962).

4. Manner of labelling: The following particulars shall appear either in print or in writing in
inedible ink in a conspicuous manner on the label of the innermost container of a drug
and also on the covering in which such container is packed, namely :--

(n) the registered name of the drug;

(o) if the registered name is a proprietary name, then immediately following
the registered name, the generic name or other name, if any, approved
by the Registration Board, for this purpose small be printed within
breakets with at least equal prominence as that of the brand name;

(p) the international non-proprietary name or the pharmacopoeial name or
the generic name, and if no such name is known, the chemical name, of
each active ingredient of a drug with weight or measure in metric
system, or the number of units of activity, as the case may be,
expressed,--

b in the case of oral liquid preparations, in terms of contents per specified volume,, the
volume being indicated in millilitres;

c in the case of liquid parenteral preparations ready for administration, in terms of
millilitres or percentage by volume or dose:

Provided that in the case of a preparation contained in ampoule, it, shall be sufficient if the
ingredients are shown on the label or warpper affixed to any package in which such
ampoule is issued for sale:

(p) in the case of drugs in solid form intended for parenteral administration, in terms of
weight or unitage, per milligram or gram or per container;

(g) in the case of tablets, capsules, pills and the like, in terms of the contents per tablets,
capsule, pill or other unit, as the case may be; and

3 in the case of other preparations, in terms of percentage by weigh or volume or
unit age, per gram or milliliter, as the case may be;

(u) the name and principle place of business of the manufacturer;
(v) the drug manufacturing licence number;
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(w) the drug registration number;

(x) the date of expiry;
(y) Urdu version of the following namely:-

(z) registered name of drug.
b dosage (numerals in English shall be sufficient ): and

c Instructions.
(i) the distinctive batch number, date of manufacture, and the maximum retail price:

Provided that in the case of a drug packed in a strip of paper, or b lister or foil, or contained
in an ampoule of a capacity of not more than two millilitres or in an ampoule containing a
sterile suture or ligature, and such strip, foil. blister, or ampoule is placed in another
package, and also in the case of printed collapsible tubes, it shall be sufficient to give the
information on the outer packing containing such strip, foil, blister or ampoule:

Provided further that the Registration Board may allow relaxation of any of these
conditions.

(bb) Labelling of drugs for internal use: The label of container of a drug meant for
internal use, except a drug contained in a strip or foil or blister or collapsible tube,
shall, in addition to the particulars required to be given under rule 3, bear in a
conspicuous manner,--

4 If it contains a substance specified in the Schedule, the words "To be sold
on prescriptions of a registered medical practitioner only"; and

5 if it contains not less than three per cent by volume an alcohol, a statement giving
the quantity of alcohol in terms of average percentage by volume of absolute
alcohol in the finished product.

(3) Labelling of drugs for external use only: The label of a container of ointment,
cream, liniment, lotion, liquid, antiseptic or any other drug for external application
shall, in addition to the particulars required to be given under rule 3, bear in a
conspicuous manner,--

(i) the words "For external use only"; and

(ii) if the drug contains a substance specified in the Schedule, the words "Poison; for
external use only".

(4) Labelling of physician's samples: The label of a container of every drug intended for
distribution to the medical profession as free sample shall, in addition to the
particulars required to be given under these rules, bear the words "Physician's
sample: Not for sale" which shall be overprinted or stamped: Provided that if the
drug is packed in a strip of paper or blister or foil or contained in an ampoule of a
capacity of not more than three millilitres or in a collapsible tube, it shall be
sufficient to label the outer packing only with the said words.

(5) Labelling of drugs for Government supply: The label of a container of every drug
intended for the supply to any Government agency including an autonomous body
or a semi-Government Agency shall, while complying with the other labelling
requirements of these rules, bear the words or mark reading "Government Supply"
or such other words or mark as may be required by the agency concerned.

(6) Labelling of drugs for veterinary use: The label of a container of drug for veterinary
useshall bear in a conspicuous manner, preferably in red ink the words for veterinary use
only.

6. Outer transparent wrapper not to require labelling: Nothing in these rules shall be
deemed to require the labelling of any transport cover, wrapper, case or other
covering used solely for the purpose of packing, transport or delivery of a drug.

7. Labelling of non-sterile surgical ligature and suture: Every container of, and every
wrapper enclosing a surgical ligature or suture, other than a ligature or suture certified
to be sterile and fit for surgical use without further sterilization, shall bear a label on
which shall be printed or written in a conspicuous manner in indelible red ink the word
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"Non-sterile surgical ligature/suture: Not to be used for operation upon human body
unless properly sterilized".

8. Use of letter to indicate specifications: If a drug is included in the recent edition of any
publication specified in the rules, the name of relevant publication in conventional
abbreviations (B.P., U.S.P., etc.) shall be printed in indelible ink, on the label to indicate
that the drug conforms to the specifications set out in that publication.

9. Packing of finished drugs: Each finished drug ready of use-shall be packed in containers
intended for retail sale to a hospital, .dispensary, clinic or any other such institution.

10. Labelling of drugs manufactured for export or experimental purposes: (1) Nothing
contained in rules 3 to 12 shall apply to a drug manufactured for experimental purposes
which shall be labelled in accordance with rule 23 of the Drugs (Licensing, Registering
and Advertising) Rules. 1976.

6 Labelling of drugs manufactured for export shall, in addition to meeting
specific requirements of the importers, bear following particulars printed in
indelible ink, on the inner most container and other packings of such
drugs,--

8. name of drugs ;

9. name and address of manufacturer; and

10. batch number and dates of manufacture and expiry date of the drug:

Provided that in case of a drug packed in a strip of paper, foil or blister or contained in an
ampoule of a capacity of not more than two millilitres or in a printed collapsible tube or in
an ampoule containing a sterile suture or ligature and that such strip, foil, blister or
ampoule is placed in another package, then it shall be sufficient to give name, date of
expiry and batch number of the drug, name and address of the manufacturer on the inner-
most container or its label, while full particulars shall be given on outer packing containing
such strip, foil, blister, ampoule or tube.

10. Exemption: These rules shall not be applicable in respect of a drug made up ready for
treatment, whether after or without dilution and is supplied by a person licensed to
sell drugs on the prescription of a registered medical practitioner.

Provided that the label bears the following particulars, namely :--

2 te ham e and address of the suppliers of the drug;

the name of the patient ;
the number representing the serial number of the entries in the prescription register;

if the drug is for internal use, the dosage;

A U1 h~hW

if the drug is for external use, and does not contain a substance specified in the
Schedule' the words "For external use only"; and

7 if the drug is for external use and contains a substance specified in the Schedule, the
words "Poison: for external use only".
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THE SCHEDULE

TO BE SOLD BY A RETAILER ON THE PRESCRIPTION OF REGISTERED MEDICAL
PRACTITIONER

12. C.N.S. stimulants.

13. Drugs affecting uterine motility.
3, Drugs inhibiting hormonal production.

Hormones and other steroidal preparation excluding preparations for external and topical
use.
(3) Narcotic drugs as per Single Convention on Narcotic Drugs, 1961.

(4) Psychotropic substances mentioned as per Convention on Psychotropic Substances,
1971.

DRUGS (LICENSING, REGISTERING AND ADVERTISING) RULES, 1976

S.R.0. 145 (I)/76 dated 12th February 1976:- In exercise of the powers conferred by Section
41 of the Drugs Ordinance, 1976 (IV of 1976), the Federal Governme nt is pleased to make the
following rules, namely :--

CHAPTER I - PRELIMINARY

2  Short title and commencement: .(1) These rules may be called the Drugs
(Licensing, Registering and Advertising) Rules, 1976.
(2) They shall come into force at once.

3 Definitions.-- In these rules, unless there is anything repugnant in the subject or context:-

14. "active pharmaceutical ingredient" means a substance or compound that is intended to
be used in the manufacture of a pharmaceutical product as a pharmacologically a ctive
compound (ingredient);

15. "airlock" means an enclosed space with two or more doors, which is interposed between
two or more rooms of differing classes of cleanliness for the purpose of controlling the
airflow between those rooms when they need to be entered and an airlock is designed
for and used by either people or goods;

16. "authorized person" means a person responsible for the release of batches of product
for sale;

17. "basic manufacture" means manufacture of a drug from basic raw material to a
product which is ready for use as a starting material for the formulation of a finished
drug or for repacking and such manufacture may involve chemical, bio-chemical,
photochemical, microbial or such other processes or a combination of any of such
processes;

18. "batch (or lot)" means a defined quantity of starting material, packaging material, or
finish product processed in a single process or series of processes so that it could be
expected to be homogeneous in the case of continuous manufacture the batch must
correspond to a defined fraction of the production, characterized by its intended
homogeneity, and to complete certain stages of manufacture it may sometimes be
necessary to divide a batch into a number of sub-batches, which are later brought
together to from a final homogeneous batch;

19. "batch number (or lot number)" means a distinctive combination of humbers and or
letters which specifically identifies a batch on the labels, the batch records, the
certificates of analysis, and that permit the production history of the batch to be traced
and revived.

20. "batch numbering system" means a standard operating procedure describing the

details of the batch numbering;
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2 "batch records" means all documents associated with the manufacture of a batch of
bulk product or finished product showing a history of each batch of product and of all
circumstances pertinent to the quality of the final product;

3 "biological agents" means micro-organisms, including genetically engineered
micro-organisms, cell cultures and endoparasites, whether pathogenic or not;

4  "bulk product" means any product that has completed all processing stages up to,
but not including, final packaging;

5 ‘"calibration” means the set of operations that establish, under specified conditions,
the relationship between values indicated by a instrument or measuring system for
especially weighing, recording and controlling, or the values represented by a
material measure and the corresponding known values of a reference standard and
the limits for acceptance of the results of measuring;

6 ‘"clean area" means an area with defined environmental control of particulate and
microbial contamination, constructed and used in such a way as to reduce and or
eliminate introduction, generation and retention of contaminants within the area;

7 "compounding" means scientific combination of two or more ingredients with a
view to make a finished drug;

8 ‘"consignment or delivery" means the quantity of starting material or of a drug
product, made by one manufacturer and supplied one time in response to a
particular request or order, a consignment may comprise one or more packages or
containers and may include material belonging to more than one batch;

9 ‘“critical process" means a process that may cause variation in the quality
of the pharmaceutical product;

10 "cross-contamination" means contamination of a staring material intermediate
product, or finished product with another starting material or drug during
production;

11 "finished product"” means a product that has undergone all stages of production,
including packaging in its final container and labeling;

12 "Form" means a form set forth in Schedule A;

13 "formulation" means all operations involved in converting a drug into a final
pharmaceutical dosage form ready for use as a finished drug including
compounding, processing, formulating, filling, packing, finishing, labelling
and other like processes;

14 "good manufacturing practices for pharmaceutical products" means part of
quality assurance which:--

15. ensure that products are consistently produced and controlled to the quality standards
appropriate to their intended use are as required by the marketing authorization or
product specification; and

11 diminish the risks, inherent in any pharmaceutical production, including contamination,
cross contamination and mix ups (confusion) that cannot be detected completely through
the testing of final products;

(4) "half-finished product" means any material or mixture of materials that has to undergo
further manufacture;

(3) "in-process control" means checks performed during production in order to monitor and if
necessary to adjust the process to ensure that the product conforms to its specifications and
control of the environment or equipment may also be regarded as a part of in -process control;

(4) "intermediate product" means partly processed material that must undergo further
manufacturing steps before it becomes a bulk product;

(5) "large-volume parenterals" means sterile solutions intended for parenteral application with
a volume of more than 100ml in one container of the finished dosage form;

(6) "manufacture" means all operations of production, quality control, release, storage and the
related controls;

(7) "manufacturer" means a company that carries out at least one step of manufacture;

17. "marketing authorization" means a document, issued by the Drug Registration Board set
up under the Drugs Act, 1976, as a certificate of drug registration;
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(ab) "master formula" means a document or set of documents specifying the starting materials
with their quantities and the packaging materials, together with a description of the procedure
and precautions required to produce a specified quantity of a finished product as well as the
processing instructions, including the in-process controls;

(ac) "master record" means a document or set of documents that serve as a basis for the
batch documentation (blank batch record);

(ad) "new drug" means a drug that has not been commonly sold or distributed to the public in
Pakistan and is introduced for the first time;

(ae) "Ordinance" means the Drugs Ordinance, 1976 (IV of 1976);

(af) "packaging" means all operations, including filling and labelling which a bulk drug has to
undergo in order to become a finished product;

Note: Sterile filling would not normally be regarded as part of packaging, the bulk product
being the filled, but not the finally packaged, primary container.

(ag) "packaging material" means any material, including printed material, employed in the
packaging of a pharmaceutical product, excluding any outer packaging used for transportation
or shipment and packaging materials are referred to as primary or secondary according to
whether or not they are intended to be in direct contact with the product;

(ah) "pharmaceutical product” means any drug intended for human use or veterinary use
presented in its finished dosage form or as a starting material for use in such a dosage form;

(ai) "processing instructions or procedures" means a defined in clause (ab) of this section;

(aj) "production" means all operations involved in the preparation of a pharmaceutical product,
from receipt of materials, through processing and packaging, to its completion as the finished
product;

(ak) "purity" means the degree to which other chemical or biological entities are present in
any substance;

(al) "quality assurance" means the totality of the arrangements made with the object of
ensuring that pharmaceutical products are of the quality required for their intended use and so
incorporates good manufacturing practices, Quality Control and other factors including product
design and development and good laboratory practices;

(am) "quality control" means the part of good manufacturing practices concerned with
sampling, specifications, and testing as well as the organization, documentation, and release
procedures which ensure that the necessary and relevant tests are actually carried out and
that materials are not released for use, nor finished products released for sale or supply until
their quality has been judged to be satisfactory and it is involved in all decisions concerning
the quality of the product;

(an) "quarantine" means status of starting or packaging materials intermediate, or bulk or
finished products isolated physically or by other effective means while a decision is awaited on
their release, rejection, or reprocessing;

(ao) "reconciliation" means a comparison, making due allowance for normal variation between
the amount of product or materials theoretically produced or used and the amount actually
produced or used;

(ap) "recovery or blending" means the introduction of all or part of previous batches, or of
redistilled solvents and similar products, of the required quality into another batch at a defined
stage of manufacture;

(aq) "repacking" means all operations involved in the transfer of a drug from a larger container
or packing into smaller containers or packings including filling, packing and labeling with a
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view to make it ready for retail sale or wholesale, but does not includes any compounding, or
processing with a view to formulate it in any dosage form;

(ar) "retail sale" means a sale other than wholesale;

(as) "reprocessing" means the reworking of all or part of a batch of product of an unacceptable
quality from a refined stage of production so that its quality may be rendered acceptable by one
or more additional operations;

(at) "returned product" means finished product sent back to the manufacturer or distributor;
(au) "Schedule" means Schedule to these rules;

(av) "semi-basic manufacture" means manufacture from an intermediate substance of a drug
to be used as a starting material for the formulation of a finished drug or to be used for
repacking;

(aw) "specification" means the requirements with which the products or materials used or
obtained during manufacture must conform as specified in the Drugs (Specification) Rules,
1978;

(ax) "standard operating procedure" means an authorized written procedure indicating
instructions for performing operations not necessarily specific to a given product or material
but of a more general nature such as equipment operation, maintenance and cleaning
validation, cleaning of premises and environmental control sampling and inspection, and
certain standard operating procedures may be used to supplement product specific master and
batch production documentation;

ay) "starting material" means any substance used in the production of a pharmaceutical
product but excluding packaging materials;

(az) "system" means a regulated pattern of interacting activities and techniques which are
united to form an organized whole;

(ba) "validation" means the documented act of proving that any procedure, process,
equipment, material, activity or system works correctly and actually leads to the expected
result; and

"wholesale" means sale to a person who purchases for the purpose of selling again and
includes sale to a hospital or dispensary, or to medical, educational or research institute.

CHAPTER II
MANUFACTURE OF DRUGS FOR SALE

(4) Types of licences to manufacture drugs: Licences to manufacture drugs shall be of the
following types, namely :--
(i) licence to manufacture by way of basic manufacture.

(ii) licence to manufacture by way of semi-basic manufacture;
(iii) licence to manufacture by way of formulation;

(iv) licence to manufacture by way of repacking; and

(v) licence to manufacture for experimental purposes.

(5) Manufacture on more than one set of premises: If drugs are manufactured on more than
one set of premises, a separate application shall be made and a separate licence shall be
issued in respect of each such set of premises.

(6) Application for licence to manufacture drugs and fee therefor: (1) An application for the
grant or renewal of a licence referred to in clauses (i) to (iv) of rule 3 shall be made in
Form 1 or I-A to the Central Licensing Board addressed to its Secretary.
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12 An application under sub-rule (1) shall be accompanied by the proper fee as
specified in Schedule F.
Proviso: Added vide S.R.0. 536(1)/93 dated 23rd June 1993. Omitted vide S.R.0. 2 77 (1)/96
dated 2 Ist April 1996.

(d) If the application for renewal of the licence is made after the expiry of the period of the
validity of the licence, it shall be treated as a fresh application for the grant of a licence.
(e) A fee of rupees one hundred shall be paid for a duplicate copy of the licence if the original is
defaced, damaged or lost. Such copy of the licence shall bear the words "DUPLICATE COPY".
(f) Any fee deposited under sub-rule (2) Shall in no case be refunded.
(e) Duration of a licence to manufacture drugs: A licence issued under this Chapter shall,
unless earlier suspended or cancelled, be inforce for a period of five years from the date
of issue and may thereafter be renewed for periods of five years at a time:

Provided that an application for renewal shall not be entertained unless it has been made within
sixty days after the expiry of the licence and when an application has been made as aforesaid
the licence shall subject to the orders passed on the application for renewal continue in force for
the next period of two years.

Provided further that duration of a licence issued under rule 21 shall be two years unless
earlier suspended or cancelled.

Certificate of licence to manufacture drugs: A licence to manufacture by way of basic
manufacture, semi-basic manufacture, formulation or repacking, as the case may be, shall be
issued in Form 2.

8. Central Licensing Board: (1) The Central Licensing Board shall consist of the following
members, namely :--

(f) the Director-General Health, Government of Pakistan, who shall be its ex-officio Chairman;

(g) the Director, Health Services of, each Provincial Government;
(h) two pharmacologists, to be nominated by the Federal Government.

(i) one pharmacist, to be nominated by the Federal Government;
(j) one medical specialist from the Army Medical Corps. to be nominated by the
Federal Government.

(k) one pharmaceutical chemist or expert in quality control, to be nominated by the
Federal Government;

(I) the Drugs Controller, Ministry of Health, Government of Pakistan who shall be its ex-
officio Secretary;

(m)one representative, not below the status of an officer of BPS- 19 [..... 1, of each of the
Ministries of Commerce Industries & Justice to be nominated by the Federal
Government; and

(n) one representative of the Central Board of Revenue, not below the status of an officer
of B - 20, to be nominated by the Federal Government;

(o) Cost Accountant of the Ministry of Health;

(p) One physician, to be nominated by the Federal Government;

18.0ne Surgeon, to be nominated by the Federal Government. or an officer of the Provincial
Health Department not below the status of Additional Secretary, to be nominated by the
Secretary, Health Department of that Province. and

17 one expert in veterinary medicine to be nominated by the Federal Government.

2 No person who is a member of the Appellate Board shall be nominated to the Central
Licensing Board.

3 The members of the Central licensing Board, other than its ex officio members, shall hold
office for three years and shall be eligible for renomination.
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4 The Central Licensing Board may co-opt any other person who is expert in the
pharmaceutical or medical profession for advice on any particular matter under
consideration.

5 The meetings of the Central Licensing Board may be held at such time as the Board may
deem fit and, on the request of any of its members, the Chairman may at any time call a
meeting if there is any important matter for its consideration.

6 In the absence of the Chairman, the Board may elect one of its members to preside over a
meeting.

(6-A) The quorum to constitute a meeting of the Board shall be one third of its total

membership.

21. The Central Licensing Board may authorise the Chairman to any of its members to
perform any specific function of the Board for a specified period.

22. The Central Licensing Board shall follow such policy directing as the Federal
Government may issue from time to time.

23. No act or proceeding of the Central Licensing Board shall be invalid merely on the
ground of the existence of any vacancy in, or any defect in the constitution of the
Board.

24. The chairman and the Secretary of the Central Licensing Board shall, after the
Board has approved the issuance of a licence sign the licence.

25. Subject to rule 14, the Central Licensing Board may appoint a licensing authority
or authorities for such purpose as it may deem fit.

26. Powers of the Central Licensing Board: (1) The members of the Central Licensing
Board shall exercise all the powers of an Inspector without restriction as to area,
and shall have the powers of a Provincial Inspector in relation to Section 30.

(6) In the exercise of their powers the members of the Central Licensing Board shall follow the
procedure prescribed for the Federal Inspector -

Provided that member nominated by a Provincial Government may follow the procedure as laid
down for a Provincial Inspector.

19 Procedure of Central Licensing Board: (1) The Central Licensing Board may, before issuing
a licence, cause the premises in which the manufacture is proposed to be conducted to be
inspected by itself or by its sub-committee or by a panel of Inspector or experts appointed
by it for the purpose, which may examine all portions of the premises and the plant and
appliances, inspect the process of manufacture intended to be employed and the means to
be employed for standarizing, if necessary, and analysing substances to be manufactured
and enquire into the professional qualifications of the technical staff employed.

(7) Where inspection under sub-rule (1) is carried out by a sub-commmittee or panel of
experts of Inspectors appointed under the said sub-rule it shall forward to the Central
Licensing Board a detailed report of the result of the inspection.

(8) If the Central Licensing Board, after' such further enquiry, if any, as it may consider
necessary, is satisfied that the requirements of the rules have been complied with, it may
issue a licence in Form 2.

(9) If the Central Licensing Board is not so satisfied, it shall reject the application and shall
inform the applicant of the reasons for such rejection and of the conditions which must be
satisfied before a licence may be issued.

(10) No application shall be entertained within three months of the rejection of an
application under sub-rule (4).
(11) If after the expiry of three months but within six months of the rejection of an

application under sub-rule (4), the applicant informs the Central Licensing Board that the
requirements of the rules have been fulfilled, the Board may if after causing a further
inspection to be made, is satisfied that the conditions for the grant of a licence have been
complied with, issue a licence and no further fee shall be required to be deposited for such
an application.

(12) In case an application for licence to manufacture is made after the expiry of six
months from the date of rejection of an application under sub-rule (1), such application
shall be treated as a fresh application and full fee shall have to be deposited.
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26. Special provisions regarding grant of a licence: (1) Where a manufacturer
intends to manufacture a drug a part of the process of which is of specialised
nature and would be uneconomical for him to conduct it, the Central
Licensing Board may permit such process to be undertaken at another
licensed premises specialised for this purpose, subject to such conditions, if
any, as may be specified in this behalf.

20 If a person is conducting a part of the process of the manufacture on behalf of
another manufacturer in accordance with the permission granted under sub-rule (1),
and he is not responsible for the quality of the final product, the Central Licensing
Board may not require him to establish an independent quality control laboratory for
such products.

21 If a person possesses, or applies for, more than one type of licences to manufacture
drugs in the same premises, he may establish one Quality Control Department for
the purpose of both the licences.

2 Cancellation or suspension of licences: (1) If licensee does not comply with

any of the conditions of a licence or violates any of the provisions of the
Ordinance or the rules, or fails to deposit the requisite amount of the
Central Research Fund due from him, the Central Licensing Board may, by
an order in writing stating the reasons thereof, cancel a licence or suspend
it for such period as it thinks fit, either wholly or in respect of some of the
drugs to which it relates.

(7) The Central Licensing Board shall, before cancelling or suspending a licence under sub-rule

provide an opportunity of being heard to the licensee.

27. When a licence is cancelled or suspended, an entry to that effect shall be recorded on the
licence.

28. Alicensee whose licence has been cancelled or suspended may appeal to the Appellate Board
within sixty days of the date of receipt of the decision of the Central Licensing Board by the
licensee and until the Appellate Board has given its order, the licence shall remain cancelled
or suspended, as the case may be.

29. Renewal of a licence: On application being made for renewal, the Central Licensing Board
may cause an inspection to be made, and if satisfied that the conditions of the licence and
the rules are and will continue to be observed, shall issue a certificate of renewal or otherwise
reject the application and inform the licencee accordingly.

30. Licensing authority: For the purpose of Section 18 of the Ordinance the Secretary to the
Government of Province in the Health Department shall be the licensing authority for that
Province.

31. Conditions for grant or renewal of a licence to manufacture drugs by way of basic or semi-
basic manufacture: (1) Before a licence to manufacture by way of basic or semi-basic
manufacture is granted or rehewed, the Central Licensing Board shall satisfy itself that the
following conditions are complied with by the applicant, namely :--

22 The applicant shall provide premises which shall be suitable for intended use, in
size and construction and shall be located in an area free from offensive and
obnoxious odours and other possible sources of contamination.

23 The applicant shall provide adequate space, plant and equipment for the
manufacturing operations;

24 The manufacture shall be conducted under the active directions and personal
supervision of competent technical staff consisting of. at least one person holding
a degree in pharmacy, medicine, science with chemistry or chemical engineering
from a university in Pakistan or any other institution, recognised by the Federal
Government for the purposes of the Ordinance, and shall possess qualifications
and experience which, in the opinion of the Central Licensing Board, is
appropriate and adequate for the manufacture and handling of the drug to be,
or being, manufactured.

2 The applicant shall establish an independent Quality Control Department and maintain
separate staff, premises and adequate laboratory equipment for carrying out tests of
the strength, potency, quality and purity of the substances being or to be used in the
manufacture.
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3 The Quality Control Department shall be independent of the manufacturing units and
its incharge shall be a whole -time employee of the manufacturer and shall possess a
degree in pharmacy, or a degree in science with chemistry, or a degree in medicine,
microbiology, pharmacology, or bacteriology from a university in Pakistan or any
other institution recognised by the Federal Government for the purposes of
Ordinance, as the Central Licensing Board may deem fit for any particular unit; and
shall be independent of the incharge of the manufacture (Production Units).

4  the applicant shall ensure that--

30. the manufacturing premises shall be maintained properly and shall, as far as possible,
be orderly , clean and free from accumulated waste and vermin;

31. unhygienic practices eating and smoking shall not take place in any production or
quality control area;

31. sufficiently clean, appropriately ventilated toilet facilities, including
facilities for washing and room for changing clothes, shall be available for
the use of manufacturing personnel where required;

23 hygienic garments shall be worn by all staff in processing and packaging areas;
24 high standard of personnel hygiene shall be observed by all persons concerned with
production processes, and

25 no person known to be suffering from communicable disease or to be a carrier of such a
disease and no person with. open lesions or skin infection shall be engaged in production
areas.

2  The applicant shall provide--
(4) adequate facilities for first aid;

2 medical inspection of workers at the time of employment and periodical check up
thereafter at least once a year;

33. facilities for vaccination and inoculation against the enteric or any other epidemic group
of diseases; and
(iv) adequate precautions for safe -guarding the health of the workers, including measures to
avoid industrial accidents or diseases.

Provided that where a person possess or applies for a licence to manufacture by way of basic
and he also intends to conduct semi-basic manufacture of drugs, he may conduct such
manufacture under the same license, subject to the approval of, and under such conditions as,
the Central Licensing Board may specify, and

24 Conditions for the grant or renewal of licence to manufacture drugs by way of formulation:
Before a licence to manufacture drugs by way of formulation is granted or renewed, the
Central Licensing Board shall satisfy itself that the following conditions are being complied
with by the applicant namely :--

7. The factory premises shall comply with the conditions specified in Schedule B.

8. The applicant shall provide adequate space, plant and equipment for the
manufacturing operations, the minimum space, plant and equipment for various
operations are specified in Schedule B-1.
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2 An applicant for registration of insecticides, pesticides and household disinfectants
shall, in addition to the conditions specified in Schedule B and Schedule B-I, comply
with the conditions specified in Schedule B-I, A.

35. The manufacture shall be conducted under the 'active directions and personal
supervisions of competent technical staff conisting of at least one person who is
a whole -time employee and who has--

36. a degree in Pharmacy from a university in Pakistan or any other institution
recognised by the Federal Government for the purpose of the Ordinance and has
at least twelve months of practical experience in the manufacture of drugs; or

37. a degree in science with chemistry or pharmaceutical chemistry as the principal
subject who, for the time being is working as incharge of a licensed
pharmaceutical manufacturing unit, has not less than ten years practical
experience in the manufacture of drugs intended to be manufactured knowledge
of pharmacy which, in the opinion of the Central Licensing Board is adequate for
the purposes; or

38. any foreign qualification the quality and content of the training of which are
comparable with those described in sub-clause (i) or sub-clause (ii) and is
approved for the purposes, of this sub-rule by the Central Licensing Board:
Provided that the Central Licensing Board may, in the case of manufacture of
drugs included in Schedule C, permit the manufacture of such drugs under the
active direction and personal supervision or a person holding a degree in medicine
or veterinary sciences of a university in Pakistan or any o ther institution
recognised by the Federal Government, with at least three years experience in
the manufacture, testing and analysis of biological products which are intended
to be produced:

Provided further that the Central Licensing Board, may, in the case of anufacture of
disinfectant fluids, insecticides liquid paraffin, medicinal gases, non-chemical contraceptives,
plaster of paris, surgical dressing or chemicals for the manufacture of which the knowledge of
pharmacy or pharmaceutical chemistry is not essential, permit manufacture of the drug under
the active direction and personal supervision of competent staff who, [.....] has in the opinion

of the Central Licensing Board, adequate knowledge and experience in the manufacture of the
drug (s) to be produced.

24 The applicant shall establish an independent Quality Control Department and
maintain separate staff, premises and adequate laboratory equipment for
carrying out tests of strength, quality and purity of the substances being or to
be used in the manufacture.

Provided further that a person already approved by the Central Licensing Board as the
production incharge of a pharmaceutical firm shall continue to be the technical supervisor of
that firm for the purposes of this rule.

7. The Quality Control Department shall be independent of the manufacturing unit
and its incharge shall be whole time employee of the manufacturer and shall
possess a degree in pharmacy, or a degree in science with chemistry or a
degree in medicine or pharmacology (for pharmacological testing) or a degree
in microbiology (for microbiological testing) and has sufficient experience in
testing of drugs:
Provided that in the case of drugs specified in Schedule C, the Central Licensing Board may allow
the applicant to make arrangements with some other institution approved by the Central
Licensing Board for such tests to be regularly carried out on his behalf by that institution.

37. Licence to manufacture drugs by way of repacking: (1) A licence to manufacture drugs by
way of repacking is required for the repacking of such drugs, and under such conditions, as
are specified in Schedule D.
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2 Where a person possesses or applies for a licence to manufacture by way of
formulation and he also intends to conduct repacking of drugs, he may conduct
such repacking under the same licence subject to the approval of, and under such
conditions as, the Central Licensing Board may specify.

39. Condition for the grant or renewal of a licence to manufacture drugs by way of
repacking: Before a licence to manufacture drugs by way of repacking is granted
or renewed, the Central Licensing Board shall satisfy itself that the following
conditions are complied with by the applicant, namely :--

26 adequate space and equipment shall be provided;

27 repacking operation shall be carried out under hygienic conditions and under
supervision of technical staff provided for in clause (c) of rule 16;

28 adequate arrangements shall be provided for carrying out the tests for strength
potency, quality and purity of the drugs to be repacked.

(vii) Conditions of licence to manufacture, by way of basic manufacture, semi-
basic manufacture formulation and repacking of drugs: (1) A licence to
manufacture by way of basic, semi-basic manufacture, formulation or repacking
of drugs shall be subject to the conditions stated herein, if any, and to the
further condition that the licensee shall continue to maintain conditions on the
basis of which he was granted a licence.

27 The licence shall be kept on the licenced premises and shall be p roduced at the
request of any member of the Central Licensing Board or of Provincial Quality Control
Board or an Inspector.

28 Any change in the expert staff or significant alteration in the licensed premises
or equipment shall be immediately notified to the Central Licensing Board.

29 The licensee shall maintain in the inspection book provided by the Central Licensing
Board at the time of the issuance of the licence on which a member of the said Board or
of a Provincial Quality Control Board or an Inspector shall record proceedings of each of
his visits, his impressions and the defect or irregularities noticed, if any, by him and
such inspection book shall be signed by him as well as the licensee or his authorised
agent.

30 If any defects or irregularities are recorded in the inspection book under sub-rule (4)
the manufacturer shall take steps to remove such defects or irregularities.

31 A licensee who for any purpose is engaged in the culture or manipulation of pathogenic
spore bearing micro -organisms shall provide, to the satisfaction of the Central
Licensing Board, separate laboratories, utensils and apparatus required for the culture
or manipulation of such .micro-organisms, and they shall not be used for the
manufacture of any other substance.

32 The licensee shall comply with the provisions of the Ordinance and the rules and with
such further requirements, if any, as may be specified in any rule subsequently made-in
this behalf or any other condition that may be imposed at the time of grant of a licence
in the special circumstances of each case.

33 The licensee shall allow any member of the Central Licensing Board or of a Provincial
Quality Control Board or an Inspector to enter, with or without prior notice, any premises and
to inspect the plant and the process of manufacture & the means employed in standardising and
testing the drugs and to take samples for test and analysis.

34 The licensee shall allow any member of the Central Licensing "Board or of a Provincial Quality
Control Board of an Inspector to inspect all registers and records maintained under these rules
and to take samples of the manufactured drugs and shall supply to such member
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or Inspector such information as he may require for the purpose of ascertaining whether the
provisions of the Ordinance and the rules have been observed.

b The Licensee shall, on demand, furnish to the Central Licensing Board or the
Provincial Quality Control Board or to such authority as the Central Licensing
Board may direct, from every batch of a drug, or from such batch or batches of
drugs as it may from time to time specify, a sample for examination and, if
required, furnish full Protocols of the tests which have been applied.

c If the Central Licensing Board or a Provincial Quality Control Board so directs,
the licensee shall not sell or offer for sale any batch of a drug in respect of
which a sample is, or protocols are, furnished under clause (10) until a
certificate authorising the sale of the batch of such drug has been issued to him
by or on behalf of the Central Licensing Board or the Provincial Quality Control
Board, as the case may be.

d The licensee shall on being informed by the Central Licensing Board or a
Provincial Quality Control Board that any part of any batch of a drug has been
found not to conform with the requirements of the Ordinance or the rules and
on being directed so to do, withdraw the remainder of the batch of such drug
from sale and, so far as may in the particular circumstances of the case be
practicable, recall all issues already made from that batch and dispose it of in
such manner as may be directed by the said Board.

e No drug manufactured under licence shall be sold unless the precautions
necessary for preserving its properties have been observed throughout the
period after manufacture.

(13-A) The licensee or his authorised agent shall issue a warranty in Form 2 -A For any drug
sold by him for the purpose of re -sale or distribution.

f  The Licensee shall , by the 30th June and the 31st December each year,
Whichever is immediately after the annual financial closing of the company.
contribute one per cent of his gross profit before deduction of income -tax
towards the Central Research Fund to be maintained by the Federal
Government and utilised by it in accordance with the Drugs (Research) Rules,
1978:

Provided that the Central Licensing Board may allow a portion of such contribution to be spent
by the firm itself for research and development of new drugs or for establishing research
laboratories when it is fully satisfied that such expenditure will be utilised for the said purpose
effectively and properly.

Explanation: In this sub-rule, "profit" means gross profit before payment of income tax or
other tax.

(14-A) The contributions made towards the Central 'Research Fund under sub-rule (14) shall
be kept in such bank as the Federal Government may specify and shall be utilised in
accordance with the Drugs (Research) Rules, 1978.

(c) The licensee shall, on or before the 31st July each year, submit a duly Signed
profit and loss statement as per "PROFORMA" given in FORM-1 of SCHEDULE-A
alongwith an evidence of deposit of 1 per cent of profit towards the Central
Research Fund;

(vi) Additional conditions of licence to manufacture drugs by way of formulation: A licence to

manufacture drugs by way of formulation shall, in addition to the conditions laid down in rule
19, be subject to the following further conditions, namely :--
(iii) The licensee shall comply with the requirements and the conditions in respect of
goods practices in the manufacture and quality control of drug; as specified in
Schedule B-II.
(iv) The licensee shall record in Schedule B-IIl the particulars of manufacture of each
batch of drugs manufactured by him and shall retain such records, in the case of a
substance for which expiry date is fixed for a period of two years from the expiry of
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such date and, in the case of other substances, for a period of five years from the
date of manufacture.

b The licensee shall either in his own laboratory or, where so authorised u nder the
proviso to clause (e) of rule 16, in any other laboratory approved by the Central
Licensing Board, test each batch of the raw materials used by him for the
manufacture of drugs and also each batch of the final drug, shall maintain records
showing the particulars in respect of such tests as specified in Schedule B-III and
shall retain such records, in the case of a substance for which expiry date is fixed
for a period of two years from the expiry of such date and, in the case of other
substances, for a period of five years from the date of manufacture.
20A. Contract Manufacture.-- Manufacture or analysis on contract is permissible on behalf of a
licensee or of a pharmaceutical company whose products are registered in Pakistan for sale
subject to the conditions laid down in Schedule G," as a special case and for genuine reasons as
approved by the Registration Board.

SCHEDULE ‘G’

1. Contract production and analysis

1.1 Contract of manufacture shall be undertaken only by a manufacturer who hold a valid d
rug manufacturing license, and the contract acceptor shall/have adequate facilities,
knowledge, experience and competent personnel to satisfactorily carry out the work ordered
by the contract giver.

1.2 General.-- Contract production and analysis shall be correctly defined, agreed and
controlled in order to avoid misunderstandings that could result in a drug or work or analysis
of unsatisfactory quality. A written contract between the contract giver and the contract
acceptor shall clearly establish the duties of each party had state the way in which the
authorized person shall exercise his full responsibility in releasing each batch of product for
sale or issuing the certificate of analysis and a copy of such a contract shall be supplied to the
Central Licensing Board also.

1.3 All arrangements for contract manufacture and analysis, including any proposed changes in
technical or other arrangements, shall be in accordance with the registration of the drug
concerned.

1.4 There shall be a written contract covering the manufacture and or analysis arranged,
under contract and any technical arrangements made in connection with it.

1.5 The contract shall permit the contract giver to audit the facilities of the contract acceptor.

1.6 In the case of contract analysis, the final approval for release must be given by the
authorized person(s).

2. Contract Giver

2.1 The contract giver shall be responsible for assessing the competence of the contract
acceptor in successfully carrying out the work or tests required and for ensuring by means of
the contract that the principles of good manufacturing practices are followed.

2.2 The contract giver shall provide the contract acceptor with all the information necessary to
carry out the contracted operations correctly in accordance w ith the registration and any other
legal requirements and the contract giver shall ensure that the contract acceptor is fully aware
of any problem associated with the product, work, or tests that might pose a hazard to
premises, equipment , personnel, other materials or other products.
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2.3 The contract giver shall ensure that all processed products and materials delivered by the
contract acceptor to comply with their specifications or that the product has been released by
the authorised person(s).

3. Contract acceptor

3.1 The contract acceptor shall not pass to a third party any of the work entrusted to him or
her under the contract without the written consent of the contract giver and prior evaluation
and approval by the arrangements of the Central Licensing Board, and arrangements made
between the contract acceptor and any third party shall ensure that the manufacturing and
analytical information is made available in the same way as between the original contract giver
and contract acceptor.

3.2 The contract acceptor shall refrain from any activity that may adversely affect the quality
of the product manufactured and or analyzed for the contract giver.

4. The contract

4.1 A contract shall be drawn up between the contract giver and contract acceptor that
specifies their respective responsibilities relating to the manufacture and control of the
product, and technical aspects of the contract shall be drawn up by competent persons
suitably knowledgeable in pharmaceutical technology, analysis, and good manufacturing
practices. All arrangements for production and analysis must be in accordance with the
registration and agreed by both parties.

4.2 The contract shall specify the way in which the authorized person releasing the batch for
sale ensures that each batch has been manufactured in, and checked for, compliance with the
requirements of the marketing authorization.

4.3 The contract shall be describe clearly who is responsible for purchasing, testing and
releasing materials and for undertaking production and quality controls, including in-process
controls, and who has responsibility for sampling and analysis, and in the case of contract
analysis, the contract shall state whether or not the contract acceptor shall take samples at
the premises of the manufacturer.

4.4 Manufacturing, analytical and distribution records and reference samples shall be kept by,
or be available to, the contract giver, and any records relevant to assessing the quality of a
product in the event of complaints or a suspected defect shall be accessible and specified in the
defect or recall procedures of the contract giver.

4.5 The contract shall describe the handling of starting materials, intermediate and bulk
products and finished products if they are rejected and it shall also describe the processing of
information if the contract analysis shows that the tested product must be rejected.

(d) Licence to manufacture drugs for experimental purposes: (1) If a person intending
to manufacture a drug for experimental purposes does not hold a licence to
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manufacture drugs, he shall before commencing such manufacture, apply in Form
3 for the grant or renewal of a licence to the Central Licensing Board addressed to
its Secretary.

(vi) An application under sub-rule (1) shall be countersigned by the head of the institution in
which,. or the director or manager of the firm or company by which, the drug will be
manufactured.

(vii) The licence for the manufacture of drugs for experimental purposes shall be in Form 4.

(vii) Conditions of licence to manufacture drugs for experimental proposes: A
licence issuing under rule 21 shall be subject to the following conditions, namely

(iv) That licensee shall use the drugs manufactured under the licence exclusively for
experimental purposes and shall carry on the manufacture and experimental work
at the place specified in the licence.

(v) The licensee shall allow a member of the Central Licensing Board or of a Provincial
Quality Control Board or an Inspector to enter, with or without notice, the premises
where the drugs are manufactured and to satisfy himself that the manufacture is
being conducted for experimental purposes.

28 The licensee shall comply with such further requirements, if any, as may be
specified under any rule subsequently made.

42. Labeling of drugs manufactured for experimental purposes: (I) Any d -rug
manufactured for experimental purposes shall be kept in containers bearing labels
indicating the purpose for which it has been manufactured.

28 If any drug manufactured for experimental purposes is supplied by the
manufacturer to any other person, the container shall bear a label on which shall
be stated the name and address of the manufacturer, the accepted scientific name
of the drug, if known, or, if not known, a reference which will enable the drug to
be identified and the purpose for which it has been manufactured.
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CHAPTER 3

REGISTRATION OF DRUGS
45. Registration Board: (1) The Registration Board shall consist of such members, including
the

Chairman and the Secretary, and its members -shall hold office for s uch term, as is prescribed
for the Central Licensing Board set up under rule 8.

46. The Registration Board may refer any case for detailed .examination to the committee of
experts on the Drugs Evaluation constituted under Section 10 of the Act.

47. The Registration Board may appoint a sub-committee consisting of at least one Clinical
Professor, one pharmacologist and one pharmacist to make a detailed examination of each
case and to submit a report for the consideration of the Board.

48. The Registration Board may appoint a panel of experts or inspectors to inspect on behalf of
the Board the premises of a manufacturer of drugs and to submit its report to the Board.

49. The Chairman and the Secretary of the Registration Board shall, after the Board has
approved the registration of a drug, sign the certificate of registration.

50. For the manner and conduct of the meetings of the Registration Board, the provisions of
sub-rules (3), (4), (5), (6), (7), (8), and (9) of rule 8 shall mutatis mutandis apply.

2 Powers of Registration Board: The members of the Registration Board shall exercise all the
powers of Inspector without restriction as the area, and shall have the powers of a Provincial
Inspector in relation to Section 30.

3 Application for registration of d rugs and fees thereof: (1) An application for registration of
a drug shall be made in Form 5 or 5 -A in duplicate to the Registration Board addressed to
its Secretary, and separate application shall be made for each drug.

2 The applicant shall furnish such further information and material as may be required by
the Registration Board for the proper evaluation of the drug.

47. An application under sub-rule (1) shall be accompanied by fee or--
(a) rupees one thousand for the registration of new drug;
(b) rupees five hundred for the registration of any other drug; and

(c) rupees two hundred and fifty for the renewal of the registration of a new or any other
drug:

Provided that the application for the renewal of registration is made before the expiry of the
validity of the certificate of registration.
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(3-A) Application for renewal of registration of a drug shall be made in Form 5 -B.

(3-B) Any application under sub-rule (1) or sub-rule (3) shall be accompanied by the proper

fee specified in Schedule F.

30 If the application for renewal of registration is made after the expiry of the period of the
validity of the certificate or registration, it shall be treated as a fresh application for the
registration of drug.

31 A fee of rupees fifty shall be paid for a duplicate copy of the certificate of registration if
the original is defaced, damaged or lost, and such copy of the certificate shall bear the
words "Duplicate Copy".

32 Any fee deposited under sub-rule (3)shall in no case be refunded.

(f) Duration of certificate of registration: A certificate of registration under this chapter, shall,
unless earlier suspended or cancelled, be. in force for a period of five years from the date of
Registration of the drug and may thereafter be renewed for periods not exceeding 5 years
at a time.

Provided that an application for the renewal of registration shall not be entertained unless it
has been made within sixty days after the expiry of the registration and when an application
has been made as aforesaid the registration shall subject to the orders passed on the
application for the renewal continue in force for the next period of five years :

Provided further that, if in the opinion of the Registration Board it is necessary so to do in the
Public interest, it may provisionally register a [....] drug for period of two years.

31 Certificate of registration: A certificate of registration of drug shall be issued in Form 6.

32 Procedure for registration: (1) The Registration Board may, if it considers necessary, cause
the application for registration and the information and material supplied to it under rule
31 to be evaluated by a Committee on Drugs Evaluation consisting of experts related
to the aspect of the drug to be evaluated and obtain its report.

2 The Registration (2) The Registration Board may, before issuing a registration], cause the
premises in which the manufacture is proposed to be conducted to be inspected by itself or by
its sub-committee or by a panel of Inspectors or experts appointed by it for the purpose, which
may examine all portions of the premises and the plant and appliances, inspect the process of
manufacture intended to be employed and the means to be employed for standardising, if
necessary, and testing the substances to be manufactured and enquire into the professional
qualifications of the technical staff employed.

3 Where inspection under sub-rule (2) is carried out by a Sub-Committee or panel of experts
or Inspectors appointed under the said sub-rule, it shall forward to the Registration Board a
detailed report of ;he result of the inspection.

4 If the Registration Board, after such further enquiry, if any, as it may consider necessary, is
satisfied of its safety, efficacy, quality and economical value or where the public interest so
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requires, it may register the drug and issue a certificate of registration in Form 6, subject to
such specific conditions as it may specify.'

48. The Registration Board may, while registering a drug under sub-rule (4), approve the
details as supplied by the applicant or approve them with amendments as it may deem fit in
respect of the following particulars, namely :--

13 the name under which the drug may be sold;
14 the labelling;

15 the statement of all the representations to be made for the promotion of the drug in
respect of--

2 the claims to be made for the drug;
49, the route of administration;

(g) the dosage;

(iv) the contra-indications, the side effects and precautions if any; and

52.0mitted by S.R.0. 551(1)//93, dated 3. 7. 1993.

(5-A) Where the Registration Board registers a new drug, it may recommend to the Federal
Government for fixation of maximum price of such drug.

32 The Registration Board shall, before registering a new drug for which the research
work has been conducted in other countries and its efficacy, safety and quality has been
established therein, require the investigation on such pharmaceutical, pharmacological and
other aspects, to be conducted and clinical trials to be made as are necessary to establish
its quality and, where applicable, the biological, availability, and its safety and efficacy to
be established under the local conditions:

Provided that under special circumstances to be recorded in writing, the Registration Board may
register a drug and require such investigations and clinical trials to be conducted after its
registration.

55. A new drug, where new method of manufacture is contemplated or a change is proposed in
source, standard or specification of the active ingredient or the finished product, may not
require full investigations and clinical trials except in so far as they are necessary for the
purpose of establishing bio -equivalence, absorption, acceptability or other such features.

56. Where it is necessary in the public interest so to do, the Registration Board may register a
drug on its own motion without having received any application for registration.

57. If the Registration Board is not satisfied as to the safety, efficacy, quality or economic
value of a drug, or where the public interest so requires it may, [ .]..., reject the application
for registration and inform the applicant of the reasons for such rejection in writing.
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58. Rejection of an application for the registration of a drug shall not debar an applicant from
submitting a fresh application under rule 26.

56. Conditions or registration of drug: (1) The relevant provisions of the Ordinance and the
rules in respect of the registered drug, shall be complied with.

33 The import, manufacture and sale of drugs shall be in accordance with the
information contained in the applications in respect of those drugs or in any
supplementary information or, where such information was amended by the Registration
Board, in accordance with such amended information on the basis of which such drugs
were registered:

Provided that deviations from any such information may be made only after obtaining prior
approval of the Registration Board.

60. he indications, contra-indication, side effects, the dosage and cautions, if any, as have
been approved for the purpose of registration of a drug shall be clearly specified in the
labelling and promotion.

61. Every drug shall be produced in sufficient quantity so as to ensure its regular and
adequate supply in the market.

62. The manufacture of any drug shall not, without the prior approval of the Registration
Board, be discontinued for period which may result in its shortage:

Provided that in the circumstances beyond the control of a manufacturer,, of a drug which may
lead to reduction in the production of that drug, the circumstances may be intimated to the
Registration Board.

33 A record of quarterly production and disposal of a drug shall be maintained and supplied to
the Chairman of the Registration Board in Form 7 in the months of January, April, July and
October each year.

34 In case of an imported drug, the indenter or any other approved representative in Pakistan
of the foreign firm shall ensure regular and adequate supply of tee drug in Pakistan.

(7-A) The indenter, importer or manufacturer's authorised agent shall issue a warranty in
Form 2-A for any drug indented or sold by him for the purpose of re -sale or distribution; and

(d) In respect of new drug, records, including adequately organised and indexed files,
shall be maintained containing full information regarding--

36 animal or clinical investigations and tests conducted by the manufacturer or
reported to him by any person concerning

that drug;
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37 reports from the scientific literature or the bibliography therefrom that are
available to him concerning that drug;

38 experiences, investigations, studies and tests involving the chemical or physical
properties or any other properties of that drug;

39 any substitution of another substance for that drug or any mixing of another
substance with that drug;

40 any error in the labelling of that drug;
41 any bacteriological or any significant chemical or physical or other change or
deterioration in any batch of that drug;

42 any failure of one or more distributed batches of that drug to meet the
required specifications;

43 any unexpected side effects, injury, toxicity or sensitivity reaction associated
with the clinical uses, studies, investigations and tests respecting that drug; and

44 any unusual failure of that drug to product it expected pharmacological activity.

(9) The following information shall be supplied to the Registration Board --

i on request, report in duplicate of all records respecting the information
contemplated by paragraphs (d), (e), and (f) of

sub-rule (8); and

iii immediately upon receipt by him, reports in duplicate of all records
respecting the information contemplated by paragraphs (d), (e) and (f) of sub-rule
(8); and

iv as soon as possible and in any event within fifteen working days of their receipt by
him, reports in duplicate of all records respecting the information contemplated by

paragraphs (g),
(vii) and (i) of sub-rule (8).

b If a drug or any of its ingredients, which is imported or manufactured by a company in
Pakistan is also approved for registration and free sale by its subsidiary, sister concern,
associate or parent company in the country where it was originally developed or in any of the
countries namely, USA, European Union Countries, Canada, Japan, Australia, and--

(e) if that drug at any time, for safety reasons is withdrawn or banned or certain
restrictions are imposed in any of the said countries, then it shall be the responsibility of
the manufacturer in Pakistan or as the case may be, the indentor, to immediately
withdraw the drug from the market in Pakistan or, as the case may be to impose similar
restriction and to inform the registration Board within fourteen days of such an information
having come to his knowledge and having taken the necessary action. The Registration
Board after getting the said intimation shall take similar action for the same drug available
from other sources within the shortest possible time;

(f) if a clinical information for a drug is approved by the Drug Regulatory Authority in
any of the said countries, the same clinical information shall be considered as approved
for drug registration in Pakistan unless modified by the Registration Board on the basis of
scientific data available to it, and such clinical information may include indication, contra-
indications, side effects, precautions, dosage, etc;

(9) if any adverse drug reaction not otherwise included in the application for
registration, is registration, is registered in any of the said countries, it shall be the
responsibility of the concerned manufacturer or in case of imported drugs the indentor or
manufacturer's agent in Pakistan, to be aware of such adverse action and to report to the
Registration Board within thirty days of becoming so aware.
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(iv) The manufacturer or as the case may be, the indentor shall follow the ethical
criteria for medical drug promotion as given in Schedule G.

(v) The manufacturer or, as the case may be, the indentor shall supply the
information in relation to safety, efficacy, production, quality, or availability of the drugs
as and when required by the Registration Board with a view to ensure safety, efficacy or
quality of the drug, and

CHAPTER IV

ADVERTISING OF DRUGS, Etc.

2 Conditions for Advertising: (1) The Federal Government may, after seeking advice of the
Committee on Advertising, allow the advertisement of a drug, or any substance or a remedy
as specified in Schedule D-1 or a treatment or offer of a treatment for any disease. approve
the contents of such advertisement and specify conditions subject to which such advertisement
shall be made:

Provided that the Federal Government may, if in its opinion the public interest so required,
withdraw the approval granted to any advertisement or modify or alter any condition subject
to which the advertisement was approved.

(1-A) An application for advertisement of any drug, substance, remedy, treatment or offer of
treatment for any disease shall be made it Form-8, addressed to the Secretary of the
Commissioner on Advertising and there shall be made a separate application for each
advertisement.

(I-B) An application under sub-rule (I-A) shall be accompanied by the proper fee specified in
Schedule F : and

(1-C) The approval of the advertisement, granted under sub-rule (1), shall be valid for a
period of two years only.

61. A drug or any substance referred to in clause (ii) of Sec. 24 may be advertised to
the medical, pharmaceutical and allied professions, without referring to the Federal
Government, through medical representatives or through professional journals and
publication which are meant for circulation exclusively amongst the members of the
medical, pharmaceutical and allied professions e

Provided that:

(i)one copy of each issue of such journal or publication is sent to the Drug Administration of
the Health Division; and

(e) the Federal Government may, after giving an opportunity of being heard, prohibit the
publication of any advertisement in any such journal as it is found to violate any of the
conditions specified under sub-rule (1).

(g) Advertisements under sub-rule (2) shall be subjected to the following conditions, namely

(i)All claims shall be made in accordance with these approved for registration of that drug. (ii)
Where the usual information on indications and dosage is provided, that advertisement
material shall contain information on contra-indications, side effects and other necessary
precautions as may be applicable.
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(h) A drug or any substance referred to in clause (ii) of Section 24, may be advertised
through Press without reference to the Federal Government if it is merely intended to
inform the public of the availability or the price of such drug or any substance referred to
in clause (ii) of Section 24 subject to the condition that the Federal Government may
prohibit such advertisement if, in its opinion, the public interest so requires.

(i) A drug or any substance referred to in clause (ii) of Section 24, may be advertised
to the medical, pharmaceutical and allied professions through a documentary film.
33) No advertisement under this rule shall contain any direct or indirect comparison in

any way with any other drug or substance or remedy for any disease for the purpose of
attracting customers or with a view to discredit other such product.

(k) Advertisement material shall be presented with courtesy and good taste and words
and phrases implying urgency, uniqueness or such expressions which are absolute in
character, such as "the most potent", "the most rapid", "the most efficacious", or which
make exaggerated claims or to general claims, such as "effective in all cases" or "effective
against all complaints" or superlatives shall be avoided.

) Advertisement of a drug or any substance referred to in clause (ii) of Section 24
shall include such information or any risks and other precautions as may be necessary for
the protection of public health, and in the case of drug also its maximum retail price fixed
under Section 12.

(m) No drug or any other substance shall be advertised in a manner which encourages
self-medication or use to the extent that it endangers health.

(n) No drug or any remedy, treatment or after treatment of any disease specified in
Schedule 'E' shall be advertised except as provided in sub-rule (2).
(o) Reminder publications for the medical, pharmaceutical and allied professions shall

include the name of the drug and its exact composition, the price, the name and address
of the manufacturer and a statement to the effect that "Full information is available on
request".

(4) Sampling of drugs: Samples of drugs may be provided to the physicians or dentists
or Pharmacists or Veterinarians or a medical institution in a reasonable quantity and in
reduced packings marked with the words "Physicians Sample Not for Sale".

(5) Expenditure on advertisement: No person shall spend more than five per cent of
his turnover on advertisement, sampling and other promotional activities in respect of
drugs,

Explanation: The expenditure on pay and allowances of the field force connected with the
promotional activities shall not be included in expenditure for the purpose of this rule.

37 Substances required to be prescribed under Section 24: Any
substance or a mixture of substances offered for sale which is injurious, or
likely to become hazardous, to the health of a person shall be deemed to
be a substance for the purpose of Section 24 of the Ordinance.

38 Retailer's discount: The retailers discount shall be 15% of the maximum retail
price.

Public Procurement



SCHEDULE A
[See rule 2 (e)]

Form 1

[See rule 5 (/)]

APPLICATION FORM GRANT OF A LICENCE TO MANUFACTURE BY WAY OF
FORMULATION/BASIC MANUFACTURE/SEMI-BASIC MANUFACTURE/REPACKING

I/We ........... of ......... hereby apply for the grant of a licence to manufacture by way
(o] P on premises situated at ...................

2 The drug(s) or class(es) of drugs intended to be manufactured :-
(1) Class(es) of drugs.
(2) Dosage form(s) of drugs.

(3) Name of the drug(s).

3 I enclose :-

64. Particulars regarding the legal status of the applicant (i.e.
in case of proprietorship the names) of proprietors and their address
(es), in the case of firm the name and names and addresses of its
partners and in the case of company the name and address of the
company and its directors).

65. Details of the premises including layout plan of the factory.

66. Details of the section-wise equipment and machinery for manufacture
and quality control.
67. Names and qualifications of the Production Incharge and
Quality Control Incharge for supervising manufacturing processes
and Quality Control Department, and other technical staff working
in these departments.

4. The premises and plan will be ready for inspectionon or are ready for inspection.

Dated.........covevnvns Signed......ccooceieenee
Place........cooeuvnnnnn. Name, designation and address ..............cceeueeen.
PROFORMA

DETAILS OF THE FIRM

Name of the Company ................... Type of ownership (Partnership, Proprietorship, Public

limited, Private limited, etc.)

Name(s) of Proprietor(s)/Director(s)/Partner(s).

Date of Establishment.
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Initial investment (and details of equity shares).

Present investment (and details of equity shares).

Profit and loss statement as per audited accounts for the last five years :

Year

Investment Turnover Profit before tax Percentage 1% before tax for Central Research Fund
percentage of Profit

Calculated Paid investment Turnover

Note: Copies of balance sheets to be enclosed with the application for renewal only"; and

2 in. Schedule B, in paragraph (2), in clause (k), for the semi colon and word"; and" a colon
shall be substituted and thereafter the following proviso shall be inserted, namely:

Provided that the conditions of location may be relaxed by the Board in suitable cases for grant
or renewal or a licence subject to such conditions as it may deem fit, if the surroundings and
the premises, in the opinion of the Board, are satisfactory for the intended manufacture.
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FORM 1-A

[See rule (5(I)]

APPLICATION FORM FOR RENEWAL OF A LICENCE TO MANUFACTURE DURGS BY WAY OF
FORMULATION/BASIC MANUFACTURE/SEMI-BA SIC MANUFACTURE/REPACKING

I/We i Of v, hereby apply for the renewal of a licence to

manufacture by way of on premises situated at .........cccoveviiiiiiiiiiiiiienns

65. The drug(s) or class(es)of drugs intended to be continued to be manufactured:-

(i) Class(es) of drugs.

(ii) Dossage form(s) of drugs.

(iii) Name of the drug(s) registered/approved.

66. There have been/have not been any change in respect of
(3)Name of the proprietor/directors/partner(s)

(4) Details of the premises including layout plan of the factory.
(5) Details of the section-wise equipment and machinery for manufacture and quality control.

(6) Names and qualifications of the Production Incharge and Quality Control Incharge
for supervision of manufacturing processes and Quality Control Departments, and other
technical staff working in these departments

4. Statement of the Central Research Fund.

Attested copies of the last two income tax assessment orders of the Income Tax Department
attached.

Following statement, as per audited accounts/based on Income Tax Return for the last five
years:-

Year Investment Turn-over

CRF due CR F paid as per Col. 412345

Date Signed........ccccccoovevveiennn,

Place Name, designation and address of the signatory .......................

Note:-Strike off which is not applicable
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FORM 2

[See rule 7] GOVERNMENT OF PAKISTAN

Licence to Manufacture

is/are hereby licensed to manufacture by way of Basic Manufacture/Semi Basic
manufacture/Formulation/Repacking at the following premises:-

2. This licence permits the manufacture of

67. This licence shall, in addition to the conditions specified in the rules made under
the Drugs Ordinance/Act, 1976, be subject to the following conditions namely:-

68. The licence will be in force for a period of five years from the date of issue unless earlier
suspended or cancelled.

69. The licence authorises the sale by way of wholesale dealing and storage for sale by the
licensee of the products manufactured under this licence, subject to the conditions applicable to
licences for sale.

70. Name of the approved expert staff.

Secretary, Central Licensing Board. (Seal) Chairman, Central Licensing Board.
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FORM 2A

(See rules 19 and 30)

Warranty under Section 23(I)(i) of the Drugs Act, 1976

| being a person resident in Pakistan, carrying on business at (full address)

.................. under the name of.....................(and being an importer/indenter/authorised agent of
.................. ), do hereby give this warranty that the drugs here-under described as

sold/indented by me/specified and contained in the bill of sale, invoice, bill of lading or other

document describing the goods referred to herein do not contravene in any way the provisions
of section 23 of the Drugs Act, 19.76.

Dated (Signed)

38Name(s)e of the drug(s):
(1)
(ii) Batch number(s)

39Description of bill of sale, invoice, bill of lading or other document (if any).
Signed ...ooiviiiiiii

[See rule 21(I)]
APPLICATION FOR LICENCE TO MANUFACTURE DRUG(S) FOR EXPERIMENTAL PURPOSES.

I/We ...ooonnene. of vevinnnnn. hereby apply for a licence to manufacture drug(s) specified below
for experimental purposes at .........ccocvvvieinnnnn. and I/We undertake to comply with the

conditions applicable to the licence under rule 22 of the Drugs (Licensing, Registering and
Advertising) Rules, 1976.

2 Name and quantity of drug(s) to be manufactured for the said purposes:.
Signature........coe i,

Name ...

Address ....ocviiiiiiiiiiie

Countersigned by .......cocovvviiinnnnen
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FORM 4
[See rule 21(3)]

LICENCE TO MANUFACTURE DRUG(S)
FOR EXPERIMENTAL PURPOSES

Mr./MeSSIs ....cvvvievinnnnnnns (o] NPT is/are hereby licensed to manufacture the drug(s)

specified below for experimental purposes at ........................... i. or at such other place(s)

at the. Central Licensing Board may from time to time permit.

71. The licence is subject to the conditions prescribed in rule 22 of the Drugs (Licensing,
Registering and Advertising) Rules, 1976, and such other conditions as n3ay be subsequently
prescribed or Specified by the Central Licensing Board in this behalf.

72. This licence shall unless previously suspended or cancelled be in force for a period of two
years from the date specified below:-

Name of drugs with quantity to be manufactured.

Place:................. Licensing Authority.

FORM 5

[See rule 26(I)]

APPLICATION FORM FOR REGISTRATION OF A DRUG FOR LOCAL MANUFACTURE
I/We. i Of it hereby apply for registration of the drug namely

.................. details of which are enclosed.

ENCLOSURE OF THE APPLICATION FOR REGISTRATION OF A DRUG
1. Name and address of the manufacturer e

2, Name of drug e
39 Generic/international non-proprietary name:

40 Proprietory name, if any:
3 Name under which drug is proposed to be sold

8. Dosage from of the drug:
9. Composition of the drug, stating quantity of each active and non-active ingredient(s) per
unit or as a percent age of total formulation :

10. Proposed dosage :

40 for adults.
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41 children by age group.
42 infant

43 special groups.

17. Main Pharmacological group to which the drug belongs:
18. Pharmacological and clinical data :

18.recommended clinical use and the claims to be made for the drug.
19. contra-indications.

20.toxicity or the side-effects.

21. any directions for the use to be included in the labelling, warning and precautions in
use : symptoms of over dosage should be given alongwith the treatment including antidotes,
where required.
Proposed route of administration.
Description of the method of manufacture and quality control with details of the
equipment.

Specifications, with details of analytical procedure for each ingredient and the finished
drugs (not required in case of a drug for which pharmacopocial standards recognised under
the Drugs Act, 1976, are claimed).

Bio-availability, Bio-equivalence and Pharmacokinetics Analysis (For Dosage Form
Introducing first time in Pakistan).

Stability Summary :

A complete description of and date derived from studies on the stability of new drug,
including information pertaining to the suitability of the analytical methods used

Shelf-life when stored under expected or directed storage conditions.

Recommended storage conditions and expiration date to be assigned to the specific
formulation and package..

Extreme Temperature Fluctuations Study for all liquid and semi-solid preparations. (Such
observations should be utilized for appropriate labelled storage conditions or warning
statements).

Type of container/package, with the nature of material, package testing (chemical,
mechanical, environmental).

Labelling : Specimen or draft with colour scheme, alongwith the undertaking to refrain
from counterfeiting shall also be submitted.

Pack size (s) and proposed maximum retail price with the following details:-
Cost per retail pack of each active and non-active. Ingredients :

Cost of each packing material.
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Cost of direct labour,

Justification : (Only in case of a new entity).

Patent number, if any, with date and its date of expiry.

In case of a new drug (entity) not yet registered in Pakistan :

enclose certificate of registration and Free Sale from any of the following countries:
Japan, USA and European Company Member countries.

Any other relevant information that may be required by the Board for consideration of this
application.

FORM -5(A)

[See rule 26 (1)]
APPLICATION FORM FOR REGISTRATION OF AN IMPORTED DRUG

I/We i Of v hereby apply for registration of the drug,
namely........ooevveeenee. details of which are enclosed.

(D= ] o

Place ......covviivnnnn. Signed......cocvviiiiiiiiiiiennn,

ENCLOSURES OF THE APPLICATION FOR REGISTRATION OF A DRUG
Name, address and status of the applicant:

Name and address of the manufacturer:
Name of the drug:

OA A Generic international non-proprietory name:

OA A Proprietory name, if any:

Name of drug, under which it is proposed to be sod:

Dosage form of the drug:
Composition of the drug stating quantity of each active and non-active ingredients per unit
dose or percentage of total formulation:

Proposed dosage:
for adults.

children by age group.
infants.

special groups,

Main Pharmacological group to which the drug belongs:
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Proposed route of administration:

Pharmacological and clinical data :
recommended clinical use and the claim to be made for the drug.

contra-indications.
toxicity or the side-effects.

any directions for. use to be included in the labelling warnings and precautions in use:
symptoms of overdosage should be given alongwith the treatment including antidotes where
required.

Specifications with details of analytical procedure (not required in case of a drug for which
the pharmacopocial standards recognised under the Drugs Act, 1976 are claimed):

Bio-availability studies:

Stability studies :

Proposed shelf life with storage conditions, if any :

15 Type of container :

Labelling : (Specimen to be enclosed alongwith a .sample and undertaking to refrain from
counterfeiting shall also be submitted) :

Proposed C and F and maximum retail price (in case of imported drug) :

Justification :

Certificate regarding sale and G.M.P. in the country of origin (in English and in Form 5 (c)
Certificate of registration by F.D.A. of USA. Committee on Safety of Medicines of U.K. or
corresponding agencies of France, West Germany, Japan, Sweden. and Denmark.

Patent number, if any, with date and its date of expiry :
Undertaking to manufacture drug locally within two years. If it is not possible, the reasons
therefor.
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FORM-5B
[See rule 26(3A)]

APPLICATION FORM FOR RENEWAL OF REGISTRATION OF ALL KINDS OF DRUGS

I/We .o (o] TR hereby apply for renewal of registration of the drug,
namely ........ovveinins details of which are as follows e

Name and address of the manufacturer:

Name and address of the agent or indentor in case of imported drug -
Whether the drug is registered for local manufacture or import e

Name of the registered drug, with its registration number and date or initial ,registration and
last renewal '

Changes, if any, in information furnished at the time of initial registration or last renewal

If withdrawn from the market anywhere o

Country.

Reasons thereof.
Place.......covinennnns Signature ..................
Date....ooovvvviiiinnnnnn, Name, and address of the signatory .......c.ccooevviviiennnns
FORM-5C

TO WHOM IT MAY CONCERN CERTIFICATE OF DRUGS REGISTERED UNDER
THE DRUGS ACT, 1976

Name and dosage form of product ...........cceeveiiiiiiiiiiiiieenes

Name and amount of each active ingredient

It is certified :

A A This product has been authorised to be place of the market for use in this
country. *Number of Registration and date of issue if plicable.
*This product has not been authorised to be placed on the market for use in this country for
the following reason-
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It is also certified that (a) the manufacturing plant in which the product is produced is subject
in inspections at suitable intervals, and (b) the manufacturer conforms to requirements for
good practices in the manufacture and quality control, in respect of products to be sold or
distributed within the country of origin or to be exported.

(Signature of designated authority (Place and date)

FORM 6

[See rules 28 and 29(4)]
GOVERNMENT OF PAKISTAN

CERTIFICATE OF REGISTRATION

Certified that following drug(s) are hereby registered under the Drugs Ordinance/Act, 1976:-
Name of Drug(s).

Name of Manufacturer.

Name of Indenter/Manufacturer's agent/Importer (in case of imported drugs only).

This registration shall be valid for a period of five years unless earlier suspended or
cancelled.

This registration is subject to the conditions specified in the Drugs Ordinance/Act, 1976,
and .the rules thereunder and to the conditions specified in the enclosure.

Date of Registration Secretary Registration Board (Seal) Chairman. Registration Board
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FORM 7
[See rule 30(6)]

STATEMENT SHOWING QUARTERLY PRODUCTION TO BE SUBMITTED IN
DUPLICATE Name of drug.

Pharmacological group

Name of the Firm.

Address.

For the quarter ending.

Pack size. No. of Pack Total quantity in terms of individual units e.g., total No. of tablets,
injections tubes litres etc.

123

VALUE (in Rs.) Details of Disposal

On trade price On retail price Indicate whether supplied through normal distribution, channels
or exported or supplied to any specific institution. Value of raw materials used (Active &
inactive) (in Rs.)

4567

Total.
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SCHEDULE B

CONDITIONS FOR GRANT OF A LICENSE TO MANUFACTURE BY WAY OF FORMULATION

SECTION-I

PREMISES
Location and Surroundings .
1 Location
2 Surroundings
Building Layout And Its Pre -Approval3. Building Design And Construction (General)

1 General
2 Services

A& 3 Protection Against Insects etc.

4 Surfaces

Storage Areas

1 Capacity

2 Design

3 Bays
4 Quarantine

5 Sampling

6 Rejected Materials
7 Special Materials
8 Packaging Materials
3.9 Weighing Area

4. Production Department
5.1 General Facilities

6.2 Dedicated Facilities for Production

7.3 General Requirements for Production Areas
(i) Layout (ii)

Adequacy

(iii) Surfaces

(iv) Services

(v) Drains

(vi) Environmental Controls

(vii) Packaging

(viii) Light
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8. Ancillary Areas
9.1 Rest Rooms

10. 2 Changing Rooms

11. 3 Workshops
12. 4 Animal House

SECTION--2
EQUIPMENT FOR PRODUCTION

2.1 General

2.2 Layout

2.3 Construction

2.4 Piping

2.5 Tanks

2.6 Filters

2.7 Cleaning Equipment

2.8 Defective Equipment

SECTION--3
QUALITY CONTROL DEPARTMENT

3.1 General

3.2 Laboratories
3.3 Areas

3.4 Facilities

13. Equipment
14.0Others

15. Written Procedures
16. Validation

17. Storage
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SECTION--4
DOCUMENTATION

4.1 General

4.2 Specification & Testing Procedures

18. Reference Books

19. Testing Procedures
20. Specifications

4.3 Specifications for Starting and Packaging Materials

4.4 Specifications for Finished Products

4.5 Master Formula

4.6 Packaging Instructions

4.7 Standard Operating Procedures (SOPs) and Records

4.8 S.0.Ps for Testing
4.9 S.0.Ps for Sanitation

4.10 S.0.Ps Miscellaneous
4.11 Labels

4.12 Batch processing records

SECTION--5

SANITATION AND HYGIENE
5.1 Sanitation

5.2 Hygiene
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SCHEDULE B-I

[See rule 16 (6) (b)]

REQUIREMENTS OF PLANT AND EQUIPMENT

21. The following equipment is required for the manufacture of drugs for external appliances
or suspense:

(1) Mixing tanks where applicable:

(2) Kettles, steam, gas or electrically heated.

(3) A suitable power driven mixer.

(4) Storage tanks or pots.

(5) A calloid mill or a suitable emulsifier or homogeniser, where applicable.
(6) A triple-roller mill or an ointment mill, where applicable.

(7) Liquid filling equipment.

(8) Jar or tube filling equipment, where applicable.

Area of minimum of 200 square feet is required for the basic installation.

22. The following equipment is required for manufacture of Syrups, Exlixirs and Solutions :--
(1) Mixing and storage tanks.

(2) Mixer.

(3) Filter press or other suitable filtering equipment such as metafilter or sparklet filter or
Also-pad filter.

(4) Water still or Deioniser.

(5) Various liquid measures and weighing scale.

An area of maximum 300 square feet is required for the basic installations.

23. Equipment for the manufacture of Pills and Compressed Tablets including Hypodermic
Tablets. For efficient operation, the tablet production department shall be divided into the
following three distinct and separate sections situated in different rooms,

(i) Granulating Section;
(i) Tableting Section;
(iii) Coating Section.
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The following equipment is required in each of the three sections :-

1. Granulating Section: (1) Disintegrator, where applicable.
24. Power Mixer or granulation mixer with stainless steel cabinet
(3} Granular

25. Oven thermostatically controlled.

2. Tableting Section:
26. Tablet machine, single punch or rotary.
27. Pill machine, where applicable.

28. Punch and dyes storages cabinet.

The Tableting Section shall be free from dust and floating particles. For this purpose, it is
desirable that each tablet machine is connected either to an exhaust system or isolated into
cubicles.

3. Coating Section:
29. Jacketed kettle, or equivalent steam, gas or dect£1cally heated for preparing solution.

30. Coating pan.
31. Polishing pan, where applicable,

{4) Heater and exhaust system, where applicable.

The coating section shall be made dust-free and suitable exhaust provided to remove excess
powder and the fumes resulting from solvent evaporation.

A total area of not less than 900 square feet for the three Sections is required for basic
installations.

The manufacture of Hypodermic Tablets shall be conducted under aseptic conditions in a
separate air-conditioned room, the walls of which shall be smooth and washable. The
granulation, tableting and packing shall be done in this room.

32. The following equipment is required for the manufacture of Powders :--
(1) Disintegrator, where applicable.

(2) Mixer.
(3) Sifter or sieve.

(4) Stainless steel vessels and scoops of suitable material,
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(5) Filling equipment,

In the case of operations involving floating particles of fine powder or dust a suitable exhaust
system shall be provided, Workers shall be provided with suitable marks during operation.

If a manufacturer has e tablet section where the powder of the granules can be manufactured,
provided that such granules or powder or non toxic, no separate equipment will be required for
manufacture of such powder as granules.

33. The following equipment is required for filling of Hard Gelatin Capsules:-

(1) Mixing and blending equipment.

(2) Capsule filling units.

An area of minimum of 200 square feet is required for the basic installations. The room shall

be

air-conditioned and also dehumidified wherever necessary.

34.The following equipment is required for ,the manufacture of Surgical Dressings other than
Absorbent Cotton Wool

(1) Rolling machine.

(2) Trimming machine.

(3) Cutting equipment.

(4) Folding and pressing machine for gauze.

(5) Mixing tanks for processing medicated dressings.

(6) Hot air drying ovens.

(7) Steam steriliser or dry heat steriliser.

An area of minimum of 300 square feet is required for the basic installations. In case
medicated dressings are to be manufactured, room with an area of minimum of 300 square
feet shall be provided.

35. The following equipment is required for the manufacture under aseptic conditions of Eye -
Ointments, Eye-Drops, Eye-Lotions and other use :-

36
37

38
39

40
41

. Hot air oven electrically heated with thermostatic control.
. Kettle, gas or electrically heated with suitable mixing arrangement.

. Colloid mill or homogeniser.
. Tube filling equipment.

. Mixing and storage tanks of stainless steel or of other suitable material.
. Sintered glass funnel, seitz filter or filter candle.
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42. Liquid filling equipment.

43. Autoclave.

An area of minimum of 250 square feet is required for the basic installation. The manufacture
and filling shall be carried out in art air-conditioned room under aseptic conditions. The room
shall be further dehumidified if preparations containing antibiotics are manufactured.

44, The following equipment is required for the manufacture of Pessaries and Suppositories : -
(1) Mixing and pouring equipment.

(2) Moulding equipment.

An area of minimum of 200, square feet required far the basic installation,

In case of pessaries manufactured by granulation compression, if the licence does not have a
tablet section, a separate area of minimum of 300 squared feet and the following equipment is
necessary :--

45, Mixer.

46. Granulator.
47. Drier.

48. Compressing machine.
49. Pessary and tablet counter.

50.The following equipment is required for the manufacture of inhalers end Vitrallae:
(1) Mixing equipment.

(2) Graduated delivery equipment for measurement of the medicament.

(3) Sealing equipment,

An area of minimum of 200 square feet is required for the basic installations.

51.The following equipment is required for the repacking installation of drugs and
Pharmaceutical Chemicals

(1) Sifter.

(2) Stainless steel scoops end vessels.
(3) Weighing and measuring equipment.

(4) Filling equipment.

An area of minimum of 300 square feet is required for basic packing operations. In the case of
operations involving floating particles of fine powder or dust, a suitable exhaust system should
be provided.
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68.

52. Requirements for the manufacture of Parenteral Preparations: The whole process of the
manufacture of parenteral preparations may be divided into the following separate operations:

53. Preparations of the container: This includes, cutting. washing, drying sterilisation of
ampoules or vials prior to

54. Preparation of solution: This includes preparation and filteration of solution.
55. Filling and sealing: This includes filling and sealing of ampoules or filling and capping of
vials.

56. Sterilisation.

57. Testing,
The following basic hygienic requirement shall be complied with

58. Strict sanitation shall be maintained throughout the entire plant in order to prevent
contamination and to keep out pyrogens, Masks end overalls shall be worn wherever
necessary.

59. The preparation room w here the solution ate prepared shall be of such a nature that may
be kept scrupulously clean. This room shall be air-conditioned.

60. The filling and sealing rooms shall likewise be air-conditioned under positive pressure with
air locks provided to. prevent, the entry of air from outside. The walls and floor shall be such as
may permit their being sprayed and washed with an antiseptic solution. The benches shall
preferably have stainless steel or laminated plastic tops capable of being washed.

61. In the room provided for aseptic filling and sealing, necessary measures for maintaining
sterility and to preventing contamination shall be adopted.

62. A separate room shall be provided .for sterilisation, testing (for leaks and floating
particles) and dryin

63. Finished products shall be stored in a suitable separate place.

The following equipment required :-

Manufacturing Area :
64. Storage equipment for ampoules and vials
65. Ampoule washing and drying equipment.

66. Dust proof storage Cabinets.
67. Water still.

Mixing and preparation tanks or other containers. The tanks or containers shall be made of either
glass or such material which will not react with the liquid

69. Filtering equipments such as filter press or sintered glass funnel.
70. Autoclave,

71. Hot Air Steriliser,
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Filling and Sealing Room:

72. Benches for filling and sealing.
73. Filling and sealing unit

Aseptic Filling and sealing room:

74. Bacteriological filters such as Seitz filter, candles or sintered glass filters,
(123} Filling and. sealing unit,

General Room:
75. Inspection table with draft and light background
76. Leak tasting equipment.

77. Labelling and packing benches,
78. Storage equipment including cold storage and refrigerators, if necessary
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Note /: The above requirements of this schedule are subject to modifications, at the discretion
of the Central Licensing Board if it is of the opinion that having regard to the nature and extent
of the manufacturing operations it is necessary to relax or alter in the circumstances of a
particular case:

Provided that such variation shall be recorded in writing with reasons therefor and also
communicated in writing to the manufacturer for his record,

Note//: This Schedule gives equipment and space required for certain categories of drugs only.
There are, in addition, other categories such as drugs miscellaneous pharmaceuticals such as
Ferries Ammonii Citras. Potassium Citras, Glycerin, Paraffin, Oxygen gas, Disinfectant fluids,
mechanical contraceptives, surgical cotton and tinctures which are not listed in this Schedule.
The Central Licensing Board shall, in respect of such categories of drugs, have the discretion to
examine the adequacy or otherwise of factory premises, space, plant, machinery and other
requirements having regard to the nature and extent of the manufacture to carry out necessary
modifications in them and, on the modification. having been made, approve of the manufacture
of such categories of drugs. Any drug so permitted to be manufactured by the Central Licensing.
Board shall be d eemed to be an additional category of drug for the purpose of this Schedule.

SCHEDULE B I-A.

[See rule 16 (bb)-7]
CONDITIONS OF FACTORY PREMISES

79. Location and surrounding: The premises should be away from drinking water sources and
an area liable to flooding.

80. (a) Building: Building should be provided with both good general ventilation and protection
against direct sunlight, with easy access for fire -fighting equipment including fire-extinguishers,
fire-blankets, .hose, reels and fire -alarm, etc. Sufficient water must be available for fire-fighting.

(b) Wells: Walls as far as possible should be protected by non-flammable or slow burning
material.

(c) Doors; Doors must be fire resistant preferably with self-closing system,

(d) Floors: Floors should be impermeable to liquids, smooth and free from cracks. There should
be no drains at all in plants and in warehouse. If drains are absolutely necessary they must not
contract directly with waterways or public sewers,

(e) Signs: Signs indicating smoking restrictions, location of emergency kits, fire-fighting equipment,
telephone end escape routes must be prominently displayed. Local exhaust system must be
effective,.

81. Personnel: To void intoxication by skin contact, inhalation of fumes, vapours and dust,
accidental ingestion, the protected clothing and equipments, e.g., protective helmet or cloth
cap, eye protection (safety spectacles, goggles or face shield) dust or light fume masks, one
piece worksuit with closely fitting trouser bottoms, rubber or plastic gloves Or gauntlets,
rubber or plastic apron, and workboots with protective toecaps, must be provided.
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Staff must not be allowed to go home wearing the same clothing they wore at work;
emergency showers and eye washing facilities must be provided in the premises. Safety
instructions should be strategically displayed in local language. All emergency and safety
equipment must be frequently and regularly checked and maintained to ensure its conditions
satisfactory.

82. Medical Services: There must be pre-employment medical; , examination for all staff
members whether working permanently or on contract basis. When organophosphates or
carbamates are handled, pre -exposure baseline blood cholinesterase level must be
determined for all operational staff. Staff regularly engaged in formulation and packing
procedures and maintenances must have their cholinesterase levels checked regularly and
detailed records must be kept. The checks should be carried .out by a properly equipped
hospital or laboratory under qualified expert.

"Levels of cholinesterase activity should be interpreted by a doctor, but the following guide
might be helpful :--

83. A decease of more than 20% in blood cholinesterase activity,. from the pre -exposure
value indicates that the cause should be investigated.

84. A decrease of more than 40% in blood cholinesterase activity from the pre -exposure value
indicates that the worker concerned should be removed from further exposure to
organophosphates or carbamates.

Workers should not be exposed again to cholinesterase inhibiting compounds until further
tests show a blood cholinesterase activity within 20% of the pre -exposure value.
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SCHEDULE B-II

GOOD MANUFACTURING PRACTICES (GMPs) FOR LICENCE TO

MANUFACTURE BY WAY OF FORMULATION

CONTENTS

PART-I
GENERAL CONDITIONS

SECTION-1

1.1 Responsibility of licensee for drugs fitness for use.

SECTION-2

2. Quality assurance system.

SECTION-3

3. Quality control.

3.1 Quality Control Department

3.2 Basic requirements

3.3 Control procedures

3.3.1 General

3.3.2 Sampling

3.3.3 Test requirement for starting and packaging materials
3.3.4 Test requirement for in-process controls

3.3.5 Test Requirement for Finished Products

3.3.6 Production record/batch review

3.3.7 Stability studies

3.4 Self inspection

3.4.1 General

3.4.2 Items for self inspection

3.4.3 Self inspection team

3.4.4 Frequency of self inspection

3.4.5 Self inspection report

3.4.6 Follow-up Action

5 Quality Audit

1 Audit by independent specialist

2 Supplier’s audits

Complaints

1 Review of complaints

2 Person authorized
3 Written procedures
4 Recording defects and investigation
5 Investigations

6 Follow-up action
7 Recording measures

8 Review for Reviewing Problem
P

3.
3.
3.
3.
3.
3.
3.
3.
3.
3.
3.
3.
3.7 Product recalls

5.
5.
6

6.
6.
6.
6.
6.
6.
6.
6.
7
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7.1 System

7.2 Authorized procedures
7.3 Written procedures

4 Recall with promptness
5 Distribution records

6 Recording and progress
7 Evaluation

8 Storage of recalled drugs

3.
3.
3.
3.
3.
3.
3.
3.
3.7.9 All concerned to be informed

7.
7.
7.
7.
7.
7.

SECTION--4

Personnel

1 General

2 Written duties

3 GMP awareness

4 Prohibition of unauthorized person
5 Duties of Heads of Departments

6 Duties of Production Incharges

7 Duties of Quality Control Incharges
8 Training

8.1 Written programme

8.2 Training appropriate to duties

8.3 Specific training

4.8.4 Understanding concepts

8.5 Visitor and untrained personnel discouraged
9 Personal hygiene

9.1 Health examination

9.2 Practices in personal hygiene

9.3 Illiness

9.4 Reporting health problems

9.5 Avoiding direct contact with materials

4.9.6 Appropriate clothing and covering
4.9.7 Foods and drinks prohibited

SECTION -- 5
GOOD PRACTICES IN MANUFACTURING PROCESSING
5.1 General responsibility of licensee

SECTION--6

MATERIALS

.1 Material, general

.1.1 Quarantine

.1.2 Appropriate storage

.2 Starting materials

.2.1 Purchase

.2.2 Purchase from producer or established supplier
.2.3 Checking of containers

.2.4 Damaged container

.2.5 Delivery from different batches
.2.6 Labelling

.2.7 Identity of contents

.2.8 Released materials to be used
.2.9 Correct dispensing

.2.10 Checking

.2.11 Labelling

.3

6
6
6
6
6
6
6
6
6
6
6
6
6
6
6
6.3 Packaging materials
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6.3.1 Purchase
6.3.2 Printed materials

6.3.3 Reference numbers

6.3.4 Obsolete materials

6.3.5 Checking before delivery

6.4 Intermediate and bulk products
6.4.1 Storage

6.4.2 Handling

6.5 Finished Pharmaceutical Products
6.5.1 Quarantine
6.5.2 Release
6.6 Rejected and recovered materials

6.6.1 Storage and disposal

6.6.2 Reprocessing

6.6.3 Batch recovers

6.6.4 Additional testing of reprocessed materials
6.7 Recalled and returned products

6.7.1 Recalled products

6.7.2 Returned goods

6.8 Reagents and culture media

6.9 Reference standards

6.9.1 Testing prepared reference standard
6.9.2 Use

6.9.3 Working standards

6.9.4 Storage

6.10 Waste materials

6.10.1 Storage

6.10.2 Disposal

6.11 Miscellaneous

SECTION -- 7

7.1 Processing operations

7.1.1 General

7.1.2 Material handling

7.1.3 Avoiding deviation

7.1.4 Yield checks

7.1.5 Avoiding mix-ups

7.1.6 Labelling

7.1.7 Unauthorized entry prohibited

7.1.8 In price controls

7.2 Prevention of cross-contamination and bacterial contamination in production
7.2.1 Precautions against dust

7.2.2 Measures against contamination

7.2.3 Cross contamination checks

7.2.4 Microbiological monitory

7.3 Processing operations intermediate and bulk products

7.3.1 Pre-Processing cleanliness checks

7.3.2 In-process controls
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7.3.3 Defective equipment

7.3.4 Cleaning containers

7.3.5 Yield deviations

7.3.6 Product pipelines

7.3.7 Water pipes

7.3.8 Equipment calibration

7.3.9 Repair or maintenance

7.4 Packaging operations

7.4.1 Avoiding mix-ups

7.4.2 Pre-packaging checks

7.4.3 Labeling packaging line

7.4.4 Process continuity

7.4.5 Printing operation checks

7.4.6 Label verification

7.4.7 Resistant printing on labels

7.4.8 On-line packaging checks

7.4.9 Product re-introduction on packaging line
7.4.10 Discrepancies to be investigated

7.4.11 Destruction of un-used packaging materials

SECTION -- 8

8. Sanitation and hygiene

SECTION -- 9

Validation

1 General

2 Process validation

2.1 Validation of critical processes

2.2 Validation of new master formula
2.3 Validation of equipment if materials

SECTION -- 10

10.1 Documents

10.1.1 Maintenance of documents
10.1.2 Recording actions

10.1.3 Documentation system

10.1.4 Status identification
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10.1.5 Product labelling

10.1.6 Reference standards identification
10.1.7 Specification approvals

10.1.8 Revision of specification

10.1.9 Packaging material specification

Starting material re-assay

Specification for intermediate and bulk products

Batch processing records

10.3.1 General

10.3.2 Checking work station

10.3.3 Recording process operation
10.4 Batch packaging records

10.4.1 General

10.4.2 Pre-packaging line checks
10.4.3 Recording packaging operation
10.4.4 Recording batch numbers
10.4.5 Analytical records

10.4.6 Finished product release procedure
10.4.7 Recording batch distribution
10.4.8 Standard operating procedures
10.4.9 Equipment logbooks

10.4.10 Equipment utilization record

PART-II

ADDITIONAL CONDITIONS FOR MANUFACTURE OF STERILE PRODUCT

SECTION -1

1. General

Air Classification system for manufacture of sterile products

Manufacture of sterile preparations

1 Manufacturing operations

2 Terminally sterilized products

3 Products sterilized by filtration

4 Products manufactured under aseptic conditions
Personnel
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General

Personnel training

Entry restricted

Hygiene and cleanliness

Use of protective garments

Clothing requirements

Protective garments in grade B room
Washing of clothing

Prohibitions

SECTION--2
85. Maintenance of clean

area General

Airlock system Air supply
system Maintenance of
equipment Water supply

SECTION -- 3
86. Equipment aintenance
Documentation

SECTION -- 4

87. Sanitatio
n Procedure

Use of disinfectants and detergents
Fumigation

Monitoring of clean areas

SECTION -- 5

7. Processing
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Precautions against contamination

Preparation of live organisms

Simulation of aseptic operations validation

Monitoring water supply of sources

Activities in clean areas kept minimum

Care of starting materials

Care against fibers

Care after final cleaning of materials

Interval between operations to be minimal

Sterilization of gases used

Bioburden to be minimal

Asepsis of articles in clean areas

New processes to be validated

SECTION -- 6

88. Sterilization
General Validation
Suitability of process

Care for biological indicators

Sterilized non-sterilizer products differentiation

89. Sterilization by heat

90. Sterilization by moist heat
General

Wrapping materials
91. Sterilization by dry heat

92. Sterilization by radiation
General

Outside contractor
Measurement of radiation
Validation

Handling procedures
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93. Sterilization by ethylene oxide
General

Ensure contact between gas and microbial cells
Equilibrium with humidity and temperature

Monitoring each cycle

Biological indicators
Record maintenance
Validation

94. Filtration of pharmaceutical products that cannot be sterilized in the final container

General

Using double filter layer
Eliminate fibers Checking
integrity of filters

Frequency of use of filter

Filter safety

95. Finishing of sterile products
General

Use of vacuum

Inspection of containers

SECTION -- 7

96. Quality control
Sterility testing

Sterility test as the last measures
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Monitoring endotoxin

SCHEDULE B-III

[See rule 20 (b)]

PARTICULARS TO BE SHOWN IN MANUFACTURING RECORDS
A. Substances Parenteral preparation in general:

97. Serial Number.

98. Name of the
drug. 3, Batch Size,

99. Batch number.
100. Date of commencement of manufacture and date when manufecture was completed,

101. Name of all ingredients, quantities required for the batch size, quantities actually
used. (All weighings and measurements shall be checked initiated b¥ the competent person in
the section).

102. Control reference numbers in respect of raw materials used in formulation.

103. Date of mixing in case of dry products, e.g., powder, powder mixture for capsule
products, etc.

104. Date of granulation wherever applicable.

105. Weight of granules.

106. Date of compression in case of tablets/date of filling in case of capsules.

107. Dates of coating wherever applicable.

108. Records of test to be carried out in case of tablets as under

(a) Average weight every thirty minutes.

(b) Disintegration time as often as practicable.

109. Records of readings taken to check weight variation in case of capsules,

110. Reference to Analytical Report number stating whether of standard quality or
otherwise. 16, Records on the disposal of rejected batches and batches with-drawn from the
market. 17, Actual production and packing particulars indicating the size and quantity of
finished packings,

111. Date of release of finished packings for distribution or sale,

112. in case of Hypodermic tablets and ophthalmic preparations which are required to
be manufactured under aseptic conditions, records shall be maintained indicating the
precautions taken during the process of manufacture to ensure that aseptic conditions are
maintained,

113. Signature of the expert staff responsible for the manufacture,

B. Parenteral preparation:

114. Serial Number,
115. Name of the drug,
116. Batch Size,
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117. Batch number (if bulk lot is divided into various batches and processed separately,
a batch number distinctly different from that of the bulk lot should be assigned to each of the
processed batch),

118. Date of commencement of manufacture and date of completion.

119. Name of all ingredients, quantities required for the lot size, quantities actually
used. (All weighings and measurements shall be checked and initialled by the competent
person in the section).

120. Control reference numbers in respect of raw materials used.

121. PH of the solution wherever applicable.

122. Date and methods of filtration.

123. Sterility test reference on bulk batch wherever applicable. (If bulk lot is divided

into various batches and processed separately, a batch number distinctly different from that of
the bulk lot should be assigned to each of the processed batch.

124. Date of filling.

125. Records of tests employed :--
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126. To ensure that sealed ampules are leak-proof,

127. To check the presence of foreign particles.
128. For pyrogens wherever applicable.
129. Records of sterilisation in case of parenteral preparation which are heat sterilised

including particulars of time temperature and pressure employed.

130. Number and size of containers filed and number rejected.
15, Reference to Analytical Report numbers stating whether of standard quality or otherwise.

131. Records of the disposal of rejected batch and batches with-drawn from the market.
132. Actual production and packing particulars.

133. Date of release finished packings for distribution or sale.

134. Particulars regarding the precautions taken during manufacture to ensure that
aseptic conditions are maintained.

135. Control reference numbers in respect of the lot of glass containers used for filling.
136. Signature of the expert staff responsible for manufacture.

II. RECORDS OF RAW MATERIALS

Records in respect of each raw material shall be maintained indicating the quantity received,
control reference numbers, the quantities issued from time to time, the names and batch Nos.
of the products for the manufacture of which the quantities have been issued and the
particulars relating to the proper disposal of the stocks.

137. PARTICULARS TO BE RECORDED IN THE ANALYTICAL
RECORDS A. Tablets and capsules:
1. Analytical report number.

2. Name of the sample.

3. Date of receipt of sample,
4. Batch number.

5. Protocols of tests applied:

(a) Description.

(b) Identification.

(c) Uniformity of weight.
(d) Uniformity of diameter (if applicable).

(e) Disintegration test (time in minutes).

(f) Any other tests.

(9) Results of assay.
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Note: Records racer, cling various tests applied (including reading and calculation) should be
maintained and necessary reference to these records should .be entered in serial No. 5
whenever necessary.

138. Signature of the Analyst.
139. Opinion and signature of the approved Analyst.

B. Parenteral Preparations

140. Analytical report number.
141. Name of the sample.
142. Batch number.

4, Date of receipt of sample.

143. Number of containers filled.
144. Number of container packed
145. Protocols of tests applied
(a) Clarity,

(b) PH wherever applicable,

(c) Identification.
(d) Volume in container,

(e) Sterility--(/) Bulk sample wherever applicable (ii) container sample.

(f) Pyrogen test, wherever applicable.
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146. Toxicity test, wherever applicable.

147. Any other teats.
148. Results of assay.

Note: Records regarding various tests applied (including readings and calculations)should be
maintained and necessary reference to these records should be entered in Serial No.7.
wherever necessary

8. Signature of the Analyst.

9, Opinion and signature of the approved Analyst Pyrogen Tests:-

149. Test Report number.

150. Name of the sample.

151. Batch number.

152. Number of rabbits used.

153. Weight of each rabbit.

154. Normal temperature of each rabbit.

155. Mean initial temperature of each rabbit,

156. Dose and volume of solution injected into each rabbit and time of injection.
157. Temperature of each rabbit noted at suitable intervals,
158. Maximum temperature.

159. Response.

160. Summed response,

161. Signature of the Analyst,

162. Opinion and signature of the approved Analyst

Toxicity Test:

163. Test Report number.

164. Name of

the Sample 3, Batch

number

165. Number of mice used and weight of each mouse, Strength and volume of the drug
injected, 6, Date of injection,

166. Results and remarks,

167. Signature of Analyst,

168. Opinion and signature of the approved Analyst.

C. For other drugs:

1.Analytical report number
169. Name of the sample

170. Batch number.
4, Date of receipt of sample
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171. Protocols of tests applied:
(a) Description.

(b) Identification.

(c) Any other tests

(d). Results of assay.

Note: Particulars regarding various tests applied (including reading and calculations) shall be
maintained and necessary reference to these records shall be entered in s erial No. 5 wherever
necessary.

172. Signature of the Analyst.

173. Opinion and signature of the approved Analyst.

D. Raw materials:

174. Serial number

175. Name of the material

176. Name of the manufacturer/supplier.
177. Quantity received.

178. Invoice/Challan number and date.
179. Protocols of tests applied.

Note: Particular regarding various tests applied (including reading and calculations) shall be
maintained and necessary reference these records shall be entered in serial No. 6 wherever
necessary.

E. Container, packing material, etc.:

180. Serial number.

181. Name of the item.

182. Name of the manufacturer/supplier.
183. Quantity received.

184. Invoice/Challan number

and date. 6, Results of tests applied.

Note: Particulars regarding various tests applied shall be maintained and necessary reference
to these records shall be entered serial No. 6 wherever necessary.

185. Remarks.
186. Signature of the examiner.

Note I: The foregoing provisions represent the minimum requirements to be complied with by
the licensee. The Central Licensing Board may, however, direct the nature of records to be
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maintained by the licensee for such drugs as are not covered by the categories described in this

Schedule.

Note 2: The Central Licensing Board may permit the licensee to maintain records in such
manner as are considered satisfactory, provided the basic requirements laid down in the
Schedule are complied with.

Note 3: The Central Licensing Board may as its discretion direct the licensee to maintain
records for such additional particulars as it may consider necessary in the circumstances of a
particular case.

SCHEDULE C
[See rule 16(c) (iii) and (e)]

187. Sera.

188. Solution of serum proteins intended for injunction.
189. Vaccines.

190. Toxins.

191. Antigen.

192. Antitoxins.

193. Insulin.

194. Pituitary (Posterior Lobe) Extract.

195. Sterilized surgical lignature and sterilized surgical suture.
196. Bacteriophages.

SCHEDULE D

[See rule 17(1)]

DRUGS FOR REPACKING

197.

198.
199.

200.
201.

202.

203.
204.

205.

206.
207.

Alniminium Hydroxide Gel Dried.

Ammonium Bicarbonate.
Ammonium Chloride.

Ammonium Carbonate.
Benzoic Acid.

Bismuth Carbonate.

Bismuth Subnitrate.
Boric Acid.

Borax.

Caffein and its Salts.
Calamine.
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208.
209.

210.

211.
212.

213.
214,

215.
216.

217.

218.
219.

220.
221.

222.

223.
224,

225.
226.

227.
228.

229.

230.
231.

232.
233.

234.

235.
236.

237.
238.

239.
240.

241.

242.
243.

244,
245.

246.

247.
248.

249.
250.

Calcium Carbonate.
Calcium Lactate.

Calcium Gluconate.

Calcium Hydroxide.
Castor Oil.

Cetrimide Powder.
Chloral Hydrate.

Ephedrine Hadrochloride.

Ephedrine Sulphate.

Ferrous Sulphate.

Ferric Ammonium Citrate.

Gentian Violet.

Glycerin.
Iodine.

Ichthammol.

Kaolin.

Liquid Paraffin Heavy.

Magnesium Carbonate.
Magnesium Hydroxide.

Magnesium Sulphate.
Methylene Blue.

Magnesium Trisilicate.

Methyl Salicylate.

Phenothlazine (B. VET. C.).

Pix Carb.
Potassium Acetate.

Potassium Bromide.

Potassium Bicarb.
Potassium Chloride.

Potassium Citrate.
Potassium Iodine.

Potassium Permanganate.
Procaine Hydro-Chloride.

Pulv Gentian.

Resorcin.
Salicylic Acid.

Sentonin.
Sena.

Sodium Benzoate.

Sodium Bicarbonate.
Sodium Chloride.

Sodium Bromide.
Sodium Carbonate.
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251. Sodium Citrate.

252. Sodium Iodide.

253. Sodium Metabisuphite.
254. Sodium Potassium Tartrate.
255. Sodium Salicylate.

256. Sodium Sulphate.

257. Sodium Thiosulphate.

258. Soft yellow Paraffin.

259. Sulphonilamide Powder (B. VET. C).
260. Sulphur Precipitated.

261. Sulphur Sublime.

262. Tannic Acid.

263. Zinc Oxide.

264. Zinc Sulphate.

SCHEDULE D-I
[See rule (31)1]

Household remedies including--

Analgesics:

Aspirin and Paracetamol in tablets and liquid forms.

265. Analgesic Balms/Plasters.

266. Antiseptics and disinfectants for household use, excluding those containing
hormone and antiniotics.

267. Antidandruff preparations.

268. Dental preparations.

269. Antacid and carminatives:

Compound Effervescent Salts, [--] , Milk of Magnesia.

(7)
270. Contraceptives.
271. Miscellaneous.

Fish Liver Oil and its equivalents.

SCHEDULE E

[See rule 31 (10)]
DISEASES, ADVERTISEMENT FOR TREATMENT OF

WHICH IS PROHIBITED
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272. [Omitted vide S.R.O. 871(I)/78, dated 8th July, 1978.]

273. [Omitted vide S.R.0. 871(1)/78, dated 8th July, 1978.]

274. Venereal diseases.

275. Sexual importance.

276. Amenorrhoea metrorrhagia, memorthagia, metrosalpingitis, ovaritis, fibromas, cysts.
277. Bright's disease, cataract, glaucoma, epilepsy, [...] lacomotive ataxia, multiple
sclerosis, lupus, paralysis, blindness.

278. Complaints requiring surgical operation (e.g., appendicitis, stomach ulcers,
prostatic disorders, hernias, sinusitis, mastodities.

279. Serious illness liable to endanger the life of the patient (e.g., pneumonai, pleurisy,
abscess of the lungs).

280. Gripe Waters.

281. Cough Preparations.

SCHEDULE F

[See rule 5 (2)]

282. DRUG MANUFACTURING LICENCE FEE
(a) For the grant of licence:
Type of licence Fee

By way of basic Rs. 10,000By way of semi-basic Rs. 10,000
By way of formulation Rs. 25,000
By way of repacking Rs. 15,000

(b) For the renewal of licence

283. If the application for renewal if made before the expiry of period of validity of
licence. Type of licence Fee

By way of basic Rs. 5000By way of semi-basic Rs. 5,000

By way of formulation Rs. 12,500

By way of repacking Rs. 7,500

284. If the application for renewal is made after the expiry of the period of validity of
licence but within sixty days after expiry of the period validity:

Type of licence Fee

By way of basic Rs. 10,000By way of semi-basic Rs. 10,000

By way of formulation Rs. 25,000

By way of repacking Rs. 15,000
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285. DRUG

REGISTRATION FEE [See

rule 26 (3)]

(A) For the grant of Registration Rs. 5,000

(B) For the renewal of Registration

(i) if the application for renewal is made before the expiry of the validity of a certificate Rs.
2,500

(ii) if the application for renewal is made within thirty days after the expiry of the period of
validity of a certificate

Rs. 5,000

ITI. FEE FOR ADVERTISEMENT
[See rule 31 (1A) and (1B)]

Application fee for Advertisement. Rs. 1,000 per advertisement
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SCHEDULE G

[See rule 30 (11)]
ETHICAL CRITERIA FOR MEDICINAL DRUG PROMOTION

286. Promotion of drugs.- (1) For the purposes of this Schedule, "promotion" means all
informational and persuasive activities by manufacturer and distributors, the effect of which is
to induce the prescription, supply, purchase and/or use of medicinal drugs.

287. All claims concerning a drug for the purposes of promotion shall be reliable,
accurate, truthful; informative, balanced, up to date, capable of substantiation and in good
taste. Such claims shall not contain misleading, unverifiable statements, omissions likely to
induce medically unjustifiable use of a drug or to give rise to under risks. The word "safe" shall
not be used with respect to promotion unless properly qualified. Comparison of products shall
be factual, fair and capable of substantiation. Promotional material shall not be designed so as
to disguise its real nature.

288. Scientific data in the public domain shall be made available, on request, to
prescribers and any other person entitled to receive it as appropriate to their requirements.
Promotion in the form of financial or material benefits shall not be offered to or sought by health
care practitioners to influence them in the prescription of drugs.

289. Advertisements in any form made to physicians and health-related professionals.-
(1) The wording and illustrations in advertisements to physicians and related health
professionals shall be fully consistent with the approved scientific data sheet for the drug
concerned or other source of information with similar content. The text shall be fully legible.

(2). While introducing the drug to the physician for the first time in shall contain full product
information, on the basis of the approved scientific data sheet or similar document and shall
contain, among others, the following information:-

290. The generic name(s) of the active ingredient(s);

291. the content of active ingredient(s) per dosage form or regimen;

292. the generic name(s) of other ingredient(s) known to cause problem(s)
293. the approved therapeutic uses;

294. dosage form or regimen;

295. side-effects and major adverse drug reactions;

296. precautions, contra-indications and warnings;

297. major interactions;

298. the name and address of manufacturer or distributor; [--]

299. reference to appropriate scientific literature ; and

300. Price of the drug, ; and

301. Reminder advertisements shall include, amongst others, at least the international

non-proprietary name or generic name , the name of each active ingredient and the price of
drug

and the name and address for the manufacturer or distributor for the purpose of receiving

further information.
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302. Advertisements in any form to the general public.- (1) Advertisements to the
general public, where permissible, shall help people to make rational decisions on the use of
drugs determined to be legally available without a prescription. While advertisements shall
take account of people’s legitimate desire for information regarding their h ealth they shall not
take undue advantage of people’s concern about their own health. Advertisement shall not
generally be permitted for prescription drugs or to promote drugs for certain serious conditions
that can be treated only by qualified health practitioners. The scheduled narcotic and
psychotropic drugs shall not be advertised to the general public in connection with fight
against drug addiction and dependency. Although health education aimed at children is highly
desirable, drug advertisements shall not be directed at children. Promotional material shall be
factual and claims for cure, prevention or relieve of an ailment shall be made only if this can
be substantiated. Advertisements shall also indicate, where applicable, appropriate limitations
to the use of the drug.

303. When lay language is used the information shall be consistent with the approved
scientific data or other legally determined scientific basis for approval. Language which brings
about fear or distress shall not be used.

304. Taking into account the media employed, advertisements to the general
public may amongst others, contain, he following information:-

(a2) The generic name(s) of the active ingredient(s);

(b) major indication(s) for use; (S.R.0. 1362(1)/96-28.11.96).

(c) major precautions, contra-indications and warnings, if any; and

(d) name of manufacturer or distributor.

4. Information on price to the consumer shall be accurately and honestly portrayed.

305. Medical Representatives.- (1) Medical representatives shall have an appropriate
educational background. They shall be adequately trained so as to posses sufficient medical
and technical knowledge and integrity to present information on products and carry out other
promotional activities in an accurate and responsible manner. Employers shall be responsible
for the basic and continuing training of their representatives. The training shall include
instructions regarding appropriate ethical conduct taking into consideration the W.H.O.
criteria.

306. Medical representatives shall make a vailable to prescribers and dispensers complete
and unbiased information for each product discussed, such as an approved scientific data or
other source of information with similar contents.

307. Employers shall be responsible for the statements and activities of their medical,
representatives. Medical representative shall not offer inducements to prescribers and
dispensers. Prescribers and dispenses shall not solicit such inducements. In order to avoid
over-promotion, the main part of the volume of sales they generate.

308. Free samples of prescription drugs for promotional purposes.- Free samples of
drugs may be provided in modest quantities to prescribers, preferably on request.
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3009. Free samples of non-prescription drugs to the general public for promotional
purposes.-There shall be no free sampling of non-prescription drug to the general public for
promotional purposes.

310. Symposia and other scientific meetings.- The intimation regarding scientific
symposia, seminars, conferences and such meetings where sponsored by a pharmaceutical
manufacturer or distributor shall be clearly communicated in advance. The invitation letter
should accurately

reflect the presentations and discussions to be held. Entertainment or other hospitality,
offered to members of the medical and allied professions shall be secondary to the main
purpose of the meeting and shall be kept to a modest level.

311. Post-marketing scientific studies, surveilance and disseminaion of information.- (1)
The Registration Board shall be made aware of any post-marketing clinical trials for drugs that
are conducted and the results thereafter as soon as possible.

312. Post-marketing scientific studies and surveillance shall not be misused as a
disguised form of promotion.

313. Substantiated information on hazards associated with the drug shall be reported to
the Registration Board as a priority.

314. Packaging and labelling.- Appropriate information being important to ensure the
rational use of drugs, all packaging and labelling material shall provide information consistent
with that approved by the Registration Board and if no such approval is available it shall be,
consistent with that approved by the drug regulatory authority of the country from which the
drug is imported or other reliable sources of information with similar content. Any wording and
illustration on the package and label shall conform to the principles of ethical criteria
enunciated in this Schedule.

315. Information for patients contained in package inserts, leaflets and booklets.- (1)
Adequate information on the use of drugs shall be made available to the patients where it is
necessary for rational use of a drug. In package inserts or leaflets the manufacturers or
distributors shall ensure that the information reflected is correct. If package inserts or leaflets
are used for promotional purposes, they shall comply with the ethical criteria enunciated in
this Schedule. The wording of the pcakge inserts or leaflets, if prepared specially for patients,
shall be in lay language subject to the condition that the medical and scientific content is
properly reflected.

316. In addition to approved package inserts and leaflets wherever available the
preparation and distribution of booklets and other information material for patients and
consumer shall also comply with the ethical criteria enunciated in this schedule.

[No. F. 8-1/90--AU (Vol-11.)]

DR. F.R.Y. FAZLI,

Deputy Director General (Pharmacy)/Drugs Controller.
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(S.R.0. 1362(1)/96 28.11.1997)

The Drugs (Appellate Board) Rules, 1976

S. R. 0. 595 (1)/76, dated 2Ist June, 1976: In exercise of the powers conferred by Section 43
of the Drugs Act, 1976 (XXXI of 1976), the Federal Government is pleased to make the
following rules, the same having been previously published as required by sub-section (3) of
the said section, namely :--

317. Short title and commencements: (1) These rules may be called the Drugs
(Appellate Board) Rules, 1976.

(2) They shall come into force at once.

318. The Appellate Board: (1) The Appellate Board shall consist of the following
members, namely :--
(a) Secretary, Health Division, Government of Pakistan, who shall be its ex-officio Chairman.

(b) Secretary, Health Department, Government of the Punjab, ex-officio or his representative,
not below the rank of an officer in BPS 19, who is an expert in machine, pharmacology or
pharmacy.

319. Secretary, Health Department, Government of Sind, ex-officio or his
representative, not below the rank of an officer in BPS 19, who is an expert in machine,
pharmacology or pharmacy.

320. Secretary, Health Department, Government of Baluchistan, ex-officio or his
representative, not below the rank of an officer in BPS 19, who is an expert in machine,
pharmacology or pharmacy.

321. Secretary, Health Department, Government of the North-West Frontier Province,
ex-officio or his representative, not below the rank of an officer in BPS 19, who is an expert in
machine, pharmacology or pharmacy.

322. One Professor of medicine, to be nominated by the Federal Government.

323. One Professor of Pharmacology, pharmacology or medicine to be nominated by the
Federal Government.

324. One representative of the Law Division, Government of Pakistan.

325. Chairman, Quality Control Authority, Health Division, Government of Pakistan, who
shall be its ex-officio Secretary,

326. One representative of the Ministry of Law and Parliamentary Affairs,

Government of Pakistan,

327. Chief Cost Accounts Officer of the Ministry of Finance.

328. The members, other than ex-officio members, of the Appellate Board shall hold

office for a period of three years and shall be eligible for renominations.
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329. The Appellate Board shall meet as and when required to perform its functions.

330. The Appellate Board shall have powers to appoint a Committee of Experts for
detailed investigation of any matter and report to the Board.

331. No act or proceeding of the Appellate Board shall be invalid merely on the ground
of the existence of any vacancy in, or any defect in the constitution of the Board.

332. Powers of the Appellate Board: The members of the Appellate Board shall exercise
all the powers of an Inspector without restriction as to area, and such other powers as may be
necessary to perform their functions.

333. Procedure of Appeal: (1) Any person aggrieved by a decision of the Registration
Board, the Central Licensing Board or a licensing authority may, within sixty days of receipt Of
such decision, submit an appeal to the Appellate Board.

334. An application for appeal under sub-rule (1) shall be in triplicate and be
accompanied by a copy of the decision appealed against, and shall contain all material
statements and arguments relied on by the appellant.

335. The Appellate Board shall transmit a copy of the application for appeal referred to
in sub-rule (2) to the Registration Board or the Central Licensing Board or the licensing
authority against whose decision

the appeal has been made. and such Board or authority shall. on demand, produce before the
Appellate Board the record of the case leading to the decision.

336. The Appellate Board shall, after giving the appellant an opportunity of being heard,
pass such orders as it thinks tit and such orders shall be final.

337. Revision: The Appellate Board may, of its own motion at any time, call for the
record of any case for the purpose of satisfying itself as to the correctness, legality or
propriety of such order and may pass such order in relation thereto as it thinks fit.
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RESEARCH

S.R.0. 1047(1)/78, dated 15th July, 1978: In exercise of the powers conferred by Section 43
of the Drugs Act, 1976 (XXXI of 1976), the Federal Government is pleased to make the
following rules, the same having been previously published as required by sub-section (3) of
the said section, namely :-

1. Short title and commencement:

338. These rules may be called the Drugs (Research) Rules, 1978.

339. They shall come into force at once,

340. Definitions: In these rules, unless there is anything repugnant in the subject or
context,-

(a) "Committee" means the Committee of Experts constituted under rule 8;
(aa) "form" means form appended to these rules;

(b) "Fund" means the Central Research Fund maintained by the Federal Government under
sub-rule (14) of rule 19 of the Drugs (Licensing, Registering and Advertising), Rules, 1976;

(c) "investigator" means a person engaged in the investigation, research, development or
evaluation of a drug on his own initiative or under the sponsorship of any other person or an
institution;

(d) "recipient" means a person or an institution who or which receives aid from the Fund; and

(e) "sponsor" means a person, firm, an establishment or institution promoting research on a
drug.

341. Utilisation of Fund: The Federal Government may utilise the Fund for conducting
research, development or evaluation of a drug either itself or through a research institution
working under its control or disburse it among investigators or institutions for such purposes
subject to such conditions as may be specified and for that matter, it may also utilize the fund
to upgrade and establish Drugs Research and testing laboratories and a unit in the Drugs
Control Section, Ministry of Health, for evaluation and monitoring of the research proposals
and projects and management of the fund.

342. Research in drugs: The research in drugs shall be conducted at such place or
places and by such person or persons as may be approved by the Federal Government and
shall be categorised as under :--

(i) other than clinical trials; and
(ii) clinical trials.

343. Application for grant of aid: (1) An application for the grant of aid from the
Fund for conducting research on a drug on aspects other than the clinical trials and for clinical
trials shall be made in Form 'A' and Form 'B’, respectively, and addressed to the Secretary of
the Committee.
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(2) The Federal Government may, before granting any aid from the Fund, cause inspection of
the premises concerned end technical evaluation of the project by the Committee or any
expert appointed by it for this purpose.

(3) The Federal Government may, after obtaining the advice of the Committee and subject to
such conditions as it may specify in this behalf, grant such aid from the Fund to a person or an
institution as it may deem fit.

344. Conditions for conducting research on aspects of other than clinical trials:
(1) The research on any aspect of drugs other than clinical trial shall be conducted under the
supervision of an investigator who possesses post-graduate qualification and experience in the
relevant field and has sufficient background knowledge to conduct scientific investigation.

(2) The recipient shall, at regular intervals not exceeding six months, submit the progress
report to the Federal Government in respect of the investigation being conducted.

(3) No change of an investigator or in the plan for investigation shall be made without prior
approval of the Federal Government.

(4) The recipient shall allow an expert or a panel of experts authorised by the Federal
Government to visit the premises at which the research is being conducted and to see that the

Fund is being utilised in accordance with the approved plan.

345. Conditions for research in clinical trials: (1) In addition to the conditions laid
down in rule 6, research in drugs on aspect of clinical trials shall be conducted in the following
stages:-

(i) Stage 1 of investigation on human beings shall consist of studies to determine single and
short term multiple dosing for tolerance, side effects, toxicity, metabolism, preferred routes of
administration, safe dosage range and other pharmacological actions of the drug:

Provided that these studies shall be conducted under carefully controlled circumstances on
comparatively small number of subjects to prevent any serious deleterious effect on health. (ii)
Stage II of investigation shall consist of studies to determine safety and effectiveness including
an effective dose range, the common side effects of the drug on both clinical and laboratory
parameters and where possible the level of drug in biological fluids in relation to therapeutic
response:

Provided that these studies shall be undertaken if studies in Stage I of investigation
demonstrate satisfactory results and shall involve initial and limited use of the drug in the
treatment or prevention of the disease for which the drug is intended and shall be
administered to carefully supervised patients:

Provided further that the Federal Governme nt may require additional pharmacological studies
to be conducted concurrently on animals to indicate safety for stage II of the investigation. (iii)
Stage III of investigation shall consist of studies under controlled conditions in order to expand
knowledge of potential use and hazards and shall be undertaken if the data obtained in stages
I and II provide reasonable assurance of safety and effectiveness or suggest that the drug may
have a potential value of conducting several trials outweighing its hazards:

Provided that these studies shall be carefully monitored and all possible precautions shall be
taken to prevent unnecessary exposure of the patient to the risk.
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(2) If at any stage there appears to be an unwarranted hazard in the continuation of the
ongoing clinical trials, the sponsor and recipient may be asked by the Federal Government to
modify or discontinue clinical trials until further pre-clinical work has been done and the
investigator conducting such research shall discontinue further tests under intimation to the
sponsor and the recipient in writing, a copy of which be sent to the Federal Government.

(3) Studies on children shall not be undertaken unless there is a possibility of benefit to them
and adequate studies of safety and efficacy are available in adults.

(4) When any dangerous or adverse effects are observed, emergency reports shall be sent
immediately by the recipient to the Federal Government so that the other investigators are
informed and the studies are stopped if the hazard so warrants.

(5) The consent for use of all investigational new drugs in clinical trials for stages I and II shall
be obtained in writing by the investigator but for stage III it is the responsibility of the
investigator to take into consideration the physical and mental state of the patient to decide
when it is necessary or preferable to obtain consent other than in writing and if written
consent is not obtained, the investigator, must obtain oral consent and record the fact in the
medical record of the person receiving the drug.

(6) The recipient shall keep the record of his studies carefully in respect of every drug, retain it
for at least ten years after registration of that drug and produce it before the Federal
Government whenever required.

346. Committee of Experts on Drug Research: (1) The Federal. Government shall
set up a Committee of Experts on Drug Research to determine the priorities, to give directions
in drug research, to evaluate the applications received for the grant and make allocations from

the

.Fund and to take or propose such actions and measures as may be necessary for ensuring
effective and proper use of the Fund:

(1) The Federal Government shall constitute a Committee of Experts to advise it on the
utilisation of the Fund and for such other purposes as may be necessary for the proper
utilisation of the Fund.

(2) The Committee shall consist of the following members namely :-

(a) Director-General Health who shall be its ex-officio Chairman.

(b) Executive Director, National Institute of Health, Islamabad.

(c) Chairman of the Pharmacy Department who shall hold office for three years by rotation.
Chairman, Pharmacy Department, Peshawar University shall be the member for the first term.

(d) Chairman of the Pakistan Council of Scientific and industrial Research or his nominee who
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may be directly responsible for drugs research activities in the Council.

347. Chairman of the Pakistan Medical Research Council, or his. nominee who may be
directly responsible for drugs research activities in the Council.

348. A Dean of the Pharmacy Faculty who shall hold office for three years by rotation.
Dean of the Pharmacy Faculty, University of Karachi, shall be the member for the first term.

349. A Professor of Pharmacology who shall hold office for three years by rotation.
Professor of Pharmacology Allama Igbal Medical College, Lahore, shall be the member for the
first term.

350. One representative of the Pakistan Pharmaceutical Manufacturers' Association
(PPMA) who may be well-versed with the subject and actively engaged in the planning or
conducting of research on drugs.

351. Drugs Controller, Ministry of Health, Islamabad.
352. Deputy Director General Health (Research and Development), Ministry of
Health, Islamabad, who shall be its ex-officio Secretary.

(3) The Federal Government may appoint a Secretary of the Committee from amongst its
members.

9. Withdrawal of Fund and termination of an investigation: (1) The Federal Government
may, at any stage of an investigation, withdraw the aid from the recipient and direct him and
the sponsor to terminate a clinical trial under any of the following conditions, namely :-

353. evidence of significant hazard;
354. convincing evidence that the drug is ineffective;
355. submission of false data;

(iv} omission of material information pertaining to safety or efficiency of the drug;

356. unsatisfactory manufacturing practices;
(vi) failure to conduct the investigation in accordance with plan submitted and approved by
the Federal Government;

(vii) commercialization of the drug before completing clinical trial;
(viii) failure to report serious or potentially serious adverse reaction;
(ix) failure to meet the requirement of patient's consent; and

357. evidence of misuse of the Fund:

Provided that the Federal Government may, before withdrawing the a id, require the recipient
and the sponsor of any drug to comply with any of the above conditions which he has failed to
comply within a specified period and may, after it is satisfied that the said conditions have
been compiled with, allow resumption of the investigation.

FORM 'A’

[See rule 5 (1)]

Application for grant of aid for conducting research in drugs other than clinical trials

358. Name and address of the applicant.
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359.

360.
361.

362.
363.

364.
365.

Name and address of the sponsor if he is other than the applicant.

Title of Research project.
Financial implications of the project.

Total Financial implications.
Present investment.

Other sources of finance. if any
Amount required from the Drugs Research Fund and details of its

proposed utilisation.

5. Details of the Research project as follows :--

366.

367.
368.

369.

370.
371.

Purpose.

Outline.
Progress already made (if any).

Comprehensive future Plan.

Benefits.

Bio-data of all investigators including Incharge of the Research project giving the
name. qualifications with years and experience.
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FORM 'B’

[See rule S (1)]

Application for grant of aid for conducting clinical trials

372. Name and address of the applicant.

373. Name and address of the sponsor if he is other than applicant.

374. Title of Research project.

375. Financial implications of the project:

376. Total Financial implications.

377. Present Investment.

378. Other sources of finance, if any.

379. Amount required from the Central Research Fund and details of its proposed

utilisation. 5. Enclose herewith--

380. outline of the Research Project, its purpose, benefits, description of the
comprehensive plans. and progress already made, if any :

381. information and data about the drug to be investigated including its exact
composition, chemistry. pharmacology, toxicity, conditions for use in man, and pharmacy with
special reference to the method of manufacture and quality control to show that adequate
standards exist and a meaningful assessment can be made of the safety of the material for
use in man (copies of all informational material to be supplied to the investigator should be
enclosed);

382. results of pre.clinical investigation including animal studies directed towards
defining its safety and efficacy; and

383. an agreement from the sponsor and the applicant that they shall notify the Federal
Government and all investigators if they become aware of any adverse effect arising during
the course of investigation.

Note: When an investigator himself wishes to act as sponsor conducting an investigation, the
amount of information required under item 4 (ii) and (iii) may vary but should be sufficient to
identify the compound under investigation together with the facts which satisfy that the
substance may be justifiably administered to human beings with reasonable margin o f safety.
6. Bio-data of all investigators including Incharge of the Research project giving the name,

THE DRUGS (FEDERAL INSPECTORS, FEDERAL DRUG LABORATORY
AND FEDERAL GOVERNMENT ANALYSTS) RULES, 1976

S. R. 0. 793 (1)176: In exercise of the powers conferred by Sec. 43 of the Drugs Act, 1976
(XXXI of 1976), the Federal Government is pleased to make the following rules, the same
having been previously published as required by sub-section (3) of the said section, namely
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1 Short title and Commencement : (I) These rules may be called 'the Drugs (Federal
Inspectors, Federal Drug Laboratory and Federal Government Analysts) Rules, 1976.

(2) They shall come into force at once.

384. Definitions: In these rules, unless there is anything repugnant in the subject or
context,--

(a) "Act" means the Drugs Act, 1976 (XXX1 of 1976);

(b) "Section" means a section of the Act; and

{c) "form" means a form set forth in the Schedule.

385. Qualification of Federal Inspectors: (1) A Federal Inspector shall be a person who-

386. has a degree in Pharmacy from a Pakistani University or any other institution
recognised for this purpose by the Federal Government; and

387. has for a period of, or for periods: aggregating, not less than ten years' practical
experience in, (i) the manufacture, testing or analysis of drugs, or (ii) in drug administration:

Provided that the condition of experience may be relaxed in exceptionally deserving cases or for
persons with higher qualifications or where the candidate; with requisite experience are not
readily available:

Provided further that the Federal Government may, by notification in the official Gazette, for
the exercise of such powers as may be specified in such notification, appoint as ex officio
Inspector any officer of medical or public health department who is a registered medical
practitioner or any officer who is working in the drugs administration of a Government who
has a degree in Medicine or Science or Pharmacy or any person having similar qualifications
working as a teacher in any pharmaceutical or medical educational institution

388. The Federal Inspector shall be under the control of the licensing authority referred
to in Section 18.

Explanation: For the purposes of this sub-rule and rule 4, "licensing authority" means the
Director General Health, Government of Pakistan, or an officer authorised by him in this
behalf.

389. Duties of Federal Inspectors: (1) Subject to the instructions of the licensing
authority, it shall be the duty of an inspector, within the local limits for which he is.
appointed--

390. to inspect not less than twice a year, all premises licensed for the manufacture of
drugs including the plant and the process of manufacture, the means employed for
standardising and testing the drugs,, the methods and places of storage, the location,
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construction and administration of the establishment likely to affect the potency for purity of
the product, records and registers and to satisfy himself that the conditions of the licence and
the provisions of the Act and the rules made thereunder, are being observed ;

391. to inspect from time to time establishment licensed for the import, export or sale
of drugs and to satisfy himself that the conditions of the licence are being observed;

392. to send forthwith to the licensing authority after each inspection a detailed-report
indicating the conditions of the licence and provisions of the Act and the rules made
thereunder which are being observed and the conditions and provisions, if any, which are not
being observed;

393. to take samples of any drug w hich he has reason to suspect that it is being
manufactured, stocked, sold or exhibited for sale in contravention of the provisions of the Act
or the rules made thereunder. and send them for test or analysis;

394. to investigate any complaint in writing which may be made to him; [ ...... ]

395. to institute, if necessary, prosecutions in respect of breaches of the Act and the
rules made thereunder. and

396. to give advice to pharmaceutical industry on technical matters pertaining to the
manufacture of drugs in accordance with good manufacturing practices with a view to improve
the standard of industry and quality control of drugs;

397. to conduct surveillance of the marketed drugs for ensuring quality control and
compliance of the various provisions of the Act and these rules, and

398. to assist in organizing and conducting the programme for monitoring of the
adverse reactions of drugs.

399. A Federal Inspector shall, for the purpose of clause (i) of sub-section(l) of Section
18 take the approval of, and for the purpose of clause (ii) of sub-section (3) and sub-section
(5) of Section 19, send the sample to, or, as the case may be, inform. the Registration Board
in the case of registered Drugs and the Central Licensing Board in all other cases.

400. Form of orders not to dispose of storks: An order in writing by an Inspector under
clause (i) of sub section (I) of Section 18 requiring a person not to dispose of any stock in his
possession shall Form 1.

401. Form of receipt for seized drag: A receipt by an inspector for the stock of any drug
seized under clause (f) of sub-section (.1) of Section 18 shall be in Form 2.

402. Form of Intimation of purpose of taking samples: Where an Inspector takes a sample
of a drug for the purpose of test or analysis, he shall intimate such purpose in writing in Form 3
to the person from whom he takes it.
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403. Procedure for despatch of sample to Government Analyst: (1) The portion of
sample or the container sent by an Inspector to the Government Analyst for test or analysis
under sub-section (3} o f Section shall be sent by registered post or by hand in a sealed
packet enclosed together with a memorandum in Form 4 in an outer cover addressed to the
Government Analyst.

404. A Copy of the memorandum and a specimen impression of the seal used to seal
the packet shall be sent to the Government Analyst.

405. Confiscation of drugs: When any person has been convicted under the Act for
contravening the provisions of clauses (a) to (e), (g) and (h) of Section 23, the stock of the
drug or a substance in respect o f which the contravention has been made may be confiscated
if the Drug Court so directs.

406. Prohibition of disclosure of Information: Except for the purpose of official business
or when required by a Court of Law, an Inspector shall not, without the sanction in writing of his
official superior, disclose to any person any information acquired by him in the course of his
official duties.

407. The Federal Drug Laboratory: This Federal Drug Laboratory shall have the
following functions, namely :--

(i) to test and analyse such samples of drugs as may be sent to it under sub-section (5) of
Section 22;

(ii) to test or analyses such samples as may be sent to it by the Federal Government:

(iii) to carry out such other functions as may be entrusted to it by the Federal Government or,
with the prior approval of the Federal Government, by & Provincial Government.

408. The Regional Drugs Testing Laboratory. The Regional Drugs Testing
Laboratories established by the Federal Government shall perform the following functions,
namely :--

4009. to test and analyse such samples of drug as may be sent to it under sub-section
(2) of Section 33;

410. to analyse such samples as may be sent to it by the Registration Board,. the
Central Licensing Board or a Federal Inspector;

411. to carry out such other functions as may be entrusted to it by the Federal
Government or, with the prior approval of the Federal Government, by the Provincial
Government.

412. Qualifications of Federal Government Analysis: A Federal Government Analyst shall
be a person who has a degree in Pharmacy or Pharmaceutical Chemistry or Medicine of a
Pakistani University or of any other institution recognised by the Federal Government for this
purpose and has pot less than three years post-graduate experience in the test a nd analysis of
drugs or experience of the Drugs Control Administration or Drugs Quality Control Administration
or of both for a period aggregating not less than five years.
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413. Despatch of samples for teat or analysis: (1) Samples for test or analysis shall be
sent to the officer for the time being incharge of the Federal Laboratory by registered post in a
sealed packet, together with a memorandum in Form 5, in case the sample is being sent under
sub-section (5) of Section 22.

414, The packet, as well as the outer cover shall be marked with a distinguishing number.

415. In the case of submission of samples under sub-section (5) of Section 22, a copy
of the memorandum in Form 5 and a specimen impression of the seal used to seal the packet
and a sample of the cloth and thread, if used, shall be sent to the officer for the time being
incharge of the Federal Laboratory.

416. Recording of condition of seals: (1) On receipt of the packet, it shall be opened by
the officer for the time being incharge of the Laboratory, a Government Analyst or any
responsible officer authorised in writing by any of them in this behalf who shall record the
conditions of the seals on the packet, on the form accompanying the sample, and on a register
maintained for the purpose.

417. Immediately on receipt of the sample, the officer opening the packet containing
the sample shall examine the sample for any contravention of provisions of the Act in respect
of labelling.

418. Report of result of test or analysis: (1) After test or analysis the result thereof
together with full protocols of the test applied, shall be supplied forthwith to the sender in
Form 6.

419. The Government Analyst shall, for the purpose of sub-section (1) of Section 22,
forward a copy of the report to the Registration Board in the case of a registered drug and to
the Central Licensing Board in all other cases.

420. For the purpose of sub-section (2) of Section 22, the further period within which
the report should be made available to the Inspector shall be sixty days.

421. Signature on certificate: Certificates issued under these rules by the Laboratory, or
a Government Analyst shall be signed by the officer-in-charge of the Laboratory or by an
officer authorised by the Federal Government by notification in the official Gazette to sign such
certificates or by a Government Analyst, as the case may be.

422. Fees: The fees for test or analysis of any drug shall be those specified in Schedule II.
SCHEDULE 1

FORM 1

(See rule 5)

ORDER UNDER SECTION 18 (1) OF THE DRUGS ACT 1976, REQUIRING A PERSON NOT TO
DISPOSE OF STOCK IN HIS POSSESSION.

Whereas I have reason to believe that the stock of drugs in your possession detailed below
contravenes the provisions of the Drug. Act, 1976 or rules made thereunder; and whereas I

Public Procurement



have reported the: facts to tee Board concerned or the authority and have been authorised by
it to take action under clause (i) of Section 18 of the said Act;

I hereby require you not to dispose of the said stock for a period of ..............ceeeeee. days from
this date.
Date..cooovviveiiiiiinnnn, Inspector ........oevvvnnnns

Details of stock of drugs

Inspector ......ccovvvviiiinnnnn,

FORM 2

(See rule 6)
RECEIPT FOR STOCK OF DRUGS SEIZED UNDER SECTION 8 (f) OF THE DRUGS ACT, 1976

The stock of drugs/materials/articles detailed below has this day been seized by me under the
provision of clause (f) of Section 19 of the Drugs Act, 1976, from