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Preface

Procurement of Health Sector Goods under public financed projects is carried out in accordance with policies and procedures laid down in the Public Procurement Act, Cap 410 and the Public Procurement Regulations, 2013.

This Template for Preparation of Tender Documents has been prepared to guide Procuring Entities (PEs) in the preparation of Tender Documents for Procurement of Health Sector Goods through National and International Competitive Tendering (NCT & ICT) procedures. 

The template has been prepared in accordance with the provisions of the Standard Tendering Document for Procurement of Health Sector Goods under National and International Competitive Tendering issued by the Public Procurement Regulatory Authority.

To obtain further information on the use of this template, contact:

Chief Executive Officer

Public Procurement Regulatory Authority,

P.O. Box 2865,

Dodoma

Tel: +255 26 2963854

e-mail: ceo@ppra.go.tz
Link to Website: http://www.ppra.go.tz
List of Abbreviations

Cap

Chapter

CFR

Cost and Freight
DDP

Delivered Duty Paid
EFD

Electronic Financial Devise
FY

Financial Year

GCC

General Conditions of Contract

GCLA

Government Chemist Laboratory Authority
GPSA

Government Procurement Services Agency
IFT

Invitation for Tenders

ITT

Instruction to Tenderers

JV

Joint Venture

JVCA

Joint Venture, Consortium, or Association
PE

Procuring Entity

PPAA

Public Procurement Appeals Authority

PPRA

Public Procurement Regulatory Authority

SCC

Special Conditions of Contract

STD

Standard Tender Document

TAEC

Tanzania Atomic Energy Commission 
TANePS
Tanzania National e-Procurement System

TBS

Tanzania Bureau of Standards 
TDS

Tender Data Sheet

TMDA

Tanzania Medicines and Medical Devices Authority
Guidance Notes on the Use of this Template for Preparation of Tender Document for Procurement of Health Sector Goods
These guidance notes have been prepared by the Public Procurement Regulatory Authority (PPRA) to assist a Procuring Entity (PE) in the preparation of a Tender Document for procurement of Health Sector Goods using the Standard Tendering Document – Procurement of Health Sector Goods under both National and International Competitive methods. The PE should also refer to the the Public Procurement Act, Cap 410 and the Public Procurement Regulations, 2013..
The STD for which this Template has been prepared applies either when a pre-qualification process has taken place before Tendering or when a pre-qualification process has not taken place before tendering. This document shall be used when a PE wishes to select a supplier for supply of Health Sector Goods which requires no installation. For goods that requires installation PEs are advised to use appropriate Standard Tender Document for Supply and Installation of Plant and Equipment under International and National Competitive Tendering also issued by the PPRA..

The Tender Document for Procurement of Health Sector Goods to be issued to Tenderers shall consist of three parts with Eleven (11) Sections. The Tender Document, when properly completed will provide all the information that a Tenderer needs in order to prepare and submit a tender. This should provide a sound basis on which a PE can fairly, transparently and accurately carry out an evaluation process on the Tenders submitted by the Tenderers.

The following briefly describes the Sections of the Tender Document of which the PE is expected to issue to Tenderers for a particular Tender for Supply of Health Sector Goods. 
PART 1 – TENDERING PROCEDURES
Section I. Invitation for Tenders
This section provides relevant information that enables potential tenderers to decide whether or not to participate in the tendering process. The Invitation for Tenders (IFT) shall include specific details such as the name of the PE, scope of supplies and deadline for tender submission. Likewise, information on how the tendering documents are to be obtained by prospective tenderers and the minimum le el of experience required by tenderers to be eligible should be furnished in the IFT. The final document should contain neither blank spaces nor options. The Invitation for tenders will cease to have effect once a Prospective Tenderer has accessed the tendering document.
Section II Instructions to Tenderers (ITT) 
This section provides information to help tenderers to prepare responsive tenders. It provides information on constituent of the tender document, preparation and submission of tenders, opening and evaluation of tenders, the award of contract and on submitting complaints regarding the tender process. The section contains provisions that are to be used without modification. The Instructions to Tenderers will not be part of the Contract and will cease to have effect once the Contract is signed. 
The section contains provisions that are to be used without modification. PEs are not expected to reproduce this Section, instead Tenderers will be asked to refer to this Section in the Standard Tender Document for Procurement of Health Sector Goods under International and National Competitive Methods.

Section III. Tender Data Sheet (TDS) 
This Section includes provisions that are specific to each procurement and that supplement Section II (Instructions to Tenderers). Amendments, if any, to the ITT should be made through the TDS. If duplication of a subject is inevitable in the different sections of the document, care must be exercised to avoid contradiction between clauses dealing with the same matter. All italicised spaces in the TDS should be filled out by the PE prior to issuance of the tendering documents. No entry should be made in the TDS if it is not cross referenced in the ITT. 
Section IV. Qualification and Evaluation Criteria 
This Section specifies the criteria to be used in the evaluation of tenders to determine the lowest evaluated tender and the qualifications of the Tenderer to perform the contract. 

Section V. Tendering Forms 
This Section includes the forms for the tender submission, Price Schedules, Tender Security and the Manufacturer’s Authorization to be completed and submitted by the Tenderer as part of its tender. This section also contains the undertaking to be made by each Tenderer on anti-bribery policy/code of conduct and compliance programme. 
Section VI. Eligible Countries 
This Section contains information regarding eligible countries. 

PART 2 – PROCURING ENTITY’S REQUIREMENTS
Section VII. Schedule of Requirements

This Section includes the List of Goods and Related Services, the Delivery and Completion Schedules, and the Technical Specifications that describe the Goods and Related Services to be procured.

PART 3 – CONDITIONS OF CONTRACT AND CONTRACT FORMS
Section VIII. General Conditions of Contract (GCC) 
This Section contains the general clauses to be applied to all contracts. The General Conditions of Contract (GCC) form a complete document expressing all the rights and obligations of the parties during the execution of the contract. The text of the clauses in this Section shall not be modified. 
The section contains provisions that are to be used without modification. PEs are not expected to reproduce this Section, instead Tenderers will be asked to refer to this Section in the Standard Tender Document for Procurement of Health Sector Goods under International and National Competitive Methods
Section IX. Special Conditions of Contract (SCC) 
This Section contains information specific to each contract that modify or supplement Section VIII – General Conditions of Contract. All italicized spaces in the SCC should be filled out by the PE prior to issuance of the tendering documents. No entry should be made in the SCC if it is not cross referenced in the GCC. 

Section X. Contract Forms 
This Section contains forms which, once completed, will form part of the Contract. The forms for Performance Security/ Securing Declaration shall be completed and submitted by the successful Tenderer before signing of contract and when advance payment is required, Advance Payment Security shall be completed and submitted after contract signature. The Section also contains the Letter of Intention to Award the Contract, which shall not form part of the contract.
The section contains Forms that are to be used without modification. PEs are not expected to reproduce this Section, instead Tenderers will be asked to refer to this Section in the Standard Tender Document for Procurement of Health Sector Goods under International and National Competitive Methods.

PART 1 – TENDERING PROCEDURES
SECTION I: INVITATION FOR TENDERS

[Insert Name of Procuring Entity]

[Insert logo]

Tender No. …………………….

for

[Insert title or brief description of goods and/or service] 

Invitation for Tenders 

Date: ……………………..

1. This Invitation for Tenders follows the General Procurement Notice for the procurement of Health Sector Goods which appeared in Tanzania National Electronic System (TANePS) dated [insert dates of notice].

2. The Government of Tanzania has set aside funds for the operation of the [insert the name of the PE] during the financial year [insert the year under financing]. It is intended that part of the proceeds of the fund will be used to cover eligible payment under the contract for the [insert the name of the contract].
or

The [insert name of PE] received/has applied for/intends to apply for a [loan/credit /grant] from the [name of financing institution] towards the cost of [insert name of project], and it intends to apply part of the proceeds of this [loan/credit/grant] to cover eligible payments under the contract for [insert name of contract / grant].

3. The [Insert the name of PE] now invites tenders from eligible [insert “national” if exclusive preference is applicable] Suppliers for supply of  [insert brief description of the goods and services to be procured]

Or if prequalification has been conducted use the version below.

The [insert name of the PE] now invites tenders from prequalified eligible Tenderers for supply of  [insert brief description of the goods and services to be procured]

4. Tendering will be conducted through the [insert method of procurement] procedures specified in the Procurement Regulations, 2013 – Government Notice No. 446 as amended in 2016 and is open to all Tenderers as defined in the Regulations.
5. Interested eligible Tenderers may obtain further information from and inspect the tendering document through TANePS. A complete set of tendering document(s) in [insert language of the tender document] may be accessed through TANePS.

6. Tenderers are required to register on the TANePS and pay tender participation fee indicated in the TANePS to be able to participate in this tendering process. 

7. All tenders must be accompanied by a Tender Security [if Tender security so requires] in an acceptable form in the amount of [insert the amount in local currency] or freely convertible currencies in case of foreign Tenderers.


or

All tenders must be accompanied by a Tender Securing Declaration in the format provided in the tendering documents.

8. All tenders must be properly filled in and submitted through TANePS at or before [insert time and date]. Tenders will be opened promptly thereafter through TANePS. Tender opening details will be available to the public through TANePS.
9. Tenders not received through TANePS shall not be accepted for evaluation irrespective of the circumstances. 

[Insert the title of the Accounting Officer and address of the PE]

SECTION II: INSTRUCTION TO TENDERERS (ITT)

Instruction to Tenderers to be used for this Tender shall be the Instruction to Tenderers (ITT) for the Standard Tender Document for Procurement of Health Sector Goods under National and International Competitive Tendering as prepared by the Public Procurement Regulatory Authority available on PPRA’s Website www.ppra.go.tz
SECTION III: TENDER DATA SHEET
The following specific data for the goods to be provided shall complement, supplement, or amend the provisions in the Instructions to Tender (ITT). Whenever there is a conflict, the provisions herein shall prevail over those in ITT. The notes in Italics are only intended to guide the PE in filling in the Tender Data Sheet. They should not appear in the Final TDS to be issued to prospective Tenderers 
	TDS

Clause

Number
	Required Information/Data
	ITT

Clause
	Information/Data to be filled by PE

	A. Introduction



	1.
	Name of Procuring Entity
	1.1
	[insert name of PE]


	2.
	Subject of Procurement
	1.1
	The subject of procurement is: [describe the goods to be provided using this Contract and the location where the goods are to be provided] 



	3.
	Period of Supply of Goods
	1.1
	Period for supply of goods: [insert: expected delivery period]
Start date [insect the start date]


	4.
	Commencement date and contract duration;
	1.1
	[insert the date immediately or number of days after signing the contract]
[insert the duration Contract]

	5.
	Method of Procurement
	1.2
	The following Method of Procurement shall apply: [insert the method of procurement]



	6.
	Financial Year
	2.1 
	Financial year for the operations of the Procuring Entity: [insert year]


	7.
	Nature of the Supplies
	2.1
	Nature of the supplies [insert summary description of the Health Sector Goods to be supplied] 



	8.
	Financing Institution
	2.1 & 2.2
	Name of financing institution: [insert: name if any]



	9.
	Name and Identification Number of the Contract
	2.1
	Name and identification number of the Contract:[insert: name and identification number of the Contract]


	10.
	Number of JVCA
	2.1
	Maximum number of members in the joint venture, consortium or association shall be: [insert the number]

[The JVCA shall nominate a Lead Member [applicable or not applicable]

	11.
	Manufacturer’s Authorization
	4.6
	Authorization by manufacturer (indicate “required” or not required)


	12.
	Nature of invitation 
	3.1
	[Insert nature of invitation if it is not open to all tenders] 

	C.  Preparation of Tenderers



	11.
	Language of the Tender
	10.1
	The language of all correspondence and documents related to the Tenderer is: [specify the language]

	12.
	Samples to be submitted with the Tender


	11. b 1() & 11.2(d)
	Form of sample(s) to be submitted with the Tender are: [specify form of sample(s)] 

[Insect the address for sample submission]

	13.
	Additional Documents to be Submitted


	11.1 (h)
	In addition to the documents stated in ITT Clause 11, the following documents must be included with the Tender [insert: list of documents]

The Tenderer shall submit the following additional documents in its Tender: [list any additional document not already listed in ITT 11.1 that must be submitted with the Tender]

Tenderers who are not primary manufacturers should provide evidence that their product conforms to the quality standards of the primary manufacturer and they have the capacity to supply the specified quantities. A “primary manufacturer” is defined as a company that performs all the manufacturing and formulating operations needed to produce pharmaceuticals or nutritional supplements in their appropriate dosage forms, including processing, blending, formulating, filling, packing, labeling, and quality testing. The Tenderer shall furnish a certificate from the competent Regulatory Authority (RA) that the manufacturer is licensed to manufacture the Goods offered.


	
	
	
	[The following documents must be included with the Tender:]

Documentary evidence of the Tenderer’s qualifications to perform the Contract if its Tender is accepted:

(i)
that, in the case of a Tenderer offering to supply Goods under the Contract that the Tenderer manufactures or otherwise produces (using ingredients supplied by primary manufacturers) that the Tenderer:

(a)
is incorporated in the country of manufacture of the Goods;

(b)
has been licensed by the regulatory authority in the country of manufacture to supply the Goods;

(c)
has manufactured and marketed the specific goods covered by this Tendering document, for at least two (2) years, and for similar Goods for at least five (5) years;
(d)
has received a satisfactory GMP inspection certificate in line with the WHO certification scheme on pharmaceuticals moving in International Commerce from the regulatory authority (RA) in the country of manufacture of the goods or has been certified by the competent authority of a member country of the Pharmaceuticals Inspection Convention (PIC), and has demonstrated compliance with the quality standards during the past two years prior to Tender submission;

(ii)
that, in the case of a Tenderer offering to supply Goods under the Contract that the Tenderer does not manufacture or otherwise produce, 

(a)
that the Tenderer has been duly authorized by a manufacturer of the Goods that meets the criteria under (i) above to supply the Goods in the Purchaser’s Country; and

The Tenderer shall also submit the following additional information:

(a)
a statement of installed manufacturing capacity;

(b)
copies of its audited financial statements for the past three fiscal years;

(c)
details of on-site quality control laboratory facilities and services and range of tests conducted;

(d)
list of major supply contracts conducted within the last five years.

	14.
	Other Procurement Specific Documentation


	12.3 (c)
	Other procurement specific documentation requirements are: [specify the requirements] 

	15.
	Registration of Goods in Tanzania
	12.4
	[Note:  If the United Republic of Tanzania does not require registration of the Goods, delete 12.4(a) and 12.4.(b) below and insert the following language:
ITT sub-Clause 12.4 is inapplicable.  The Applicable law does not require registration of the Goods to be supplied under the Contract.]

Note:   The Procuring Entity shall not annul award of a Contract on the basis of a Tenderer’s failure to successfully register the Goods, without first seeking and obtaining the Authority’s approval.  There shall be no forfeiture of a Tenderer or a Performance security based on the failure to obtain registration.



	16
	Registration Requirements for Suppliers in Tanzania
	12.4(b)


	By the time of Contract signing, the successful Tenderer shall have complied with the following documentary requirements in order to register the Goods to be supplied under the Contract: [insert: specific documentary requirements or any other country specific requirement]

Note:   Because of the potential for delay when various government agencies must intervene in the registration process, Tenderers are alerted to inquire about registration requirements and procedures as early as possible

.

For the purpose of obtaining additional information about the requirements for registration, Tenderers may contact [insert name of agency, contract person, phone / fax/ email address].

	17
	Address of Regulators responsible for National Standards and Registration
	13.4

	Insert address of all Regulators Responsible for Setting Applicable National Standards and Registration

Director General (DG)

Tanzania Medicines and Medical Devices Authority (TMDA)

P.O. Box 1253, Dodoma or P.O. Box 77150, Dar es Salaam, Tanzania

Telephone: +255 22 2450512 / 2450751 / 2452108

Fax: +255 22 2450793

Email Address: info@tmda.go.tz
Website: https://www.tmda.go.tz 
Director General (DG)

Tanzania Bureau of Standards (TBS)
P O Box 9524,

Sam Nujoma Road / Morogoro Road,

Ubungo, Dar es Salaam.

Telephone: +255 22 2450206
Toll Free Number: 0800110827
Fax: + 255 22 2450959
Email Address: info@tbs.go.tz /
Website:https://www.tbs.go.tz/
Chief Government Chemist
Government Chemist Laboratory Authority,

Physical Address: 5 Barack Obama drive,

Postal Address: P.O. Box 164,
Dar es Salaam. Tanzania.

Tel: +255 22 2113383/4; Fax: +255 22 2113320; Email: gcla@gcla.go.tz
Website: https://gcla.go.tz/
The Director General
Tanzania Atomic Energy Commission (TAEC),
P.O. Box 743, Block J, Plot No. 216,
Njiro, Arusha,
United Republic of Tanzania.
Telephone:  +255 272 970050 / 51 / 52 / 53
Mobile:   +255 754 361221 (DG)
Fax:    +255 272 970054
E-mail :  dg[at]taec.go.tz
Website: https://www.taec.go.tz 

	18
	Alternative Tenders
	15.1
	Alternative Tenders [insert “shall be” or “shall not be”] ________________________considered. 

[If alternatives shall be considered, the methodology shall be defined in Section IV, Qualification and Evaluation Criteria. See Section IV for further details]

	
	Alternative Schedule
	IIT15.2
	Indicate alternative schedule delivery.

	19.
	Price Adjustment
	 16.5
	The prices quoted by the Tenderer[insert “shall “or “shall not”]__________be subject to adjustment during the performance of the Contract.


	
	
	 16.6
	Prices quoted for each lot (contract) shall correspond at least to [insert figure] percent of the items specified for each lot (contract).

Prices quoted for each item of a lot shall correspond at least to [insert figure] percent of the quantities specified for this item of a lot.

	20.
	Percentage of Quotation Compliance
	 16.6
	The adjustments shall be determined using the following criteria, from amongst those set out in Section IV, Qualification and Evaluation: [refer to Section IV, Qualification and Evaluation Criteria; insert complementary details if necessary] 

(a) Deviation in Delivery schedule: [insert Yes or No. If yes insert the adjustment factor and relevant parameters in accordance with option selected].

The adjustment per week for delivery delays beyond the time specified in the Schedule of Requirements is [specify: adjustment in percentage].

Or

The adjustment per week for delivery delays beyond the range of weeks specified in the Schedule of Requirements is [specify: adjustment in percentage].
Or
The adjustment for partial shipments is [specify: adjustments for early and late deliveries].
Note:
For evaluation purposes, a rate of one-half (0.5) percent per week is a reasonable figure.

(b) Deviation in payment schedule: [insert Yes or No. If yes insert the adjustment factor in Section III, Evaluation and Qualification Criteria]; and
[insert any other specific criteria in Section IV, Qualification and Evaluation Criteria]

	21.
	Incoterms
	 16.7
	The Incoterms edition is: [insert relevant edition].

	22.
	Final Destination
	 16.8 (a) (iii), (b) (ii) and c(v)
	Final Destination (Project Site): [insert final destination, if different from named place of destination]

	23.
	Place of Destination
	 16.8 (b)(i) and (c) (v)
	Place of Destination: [insert named Place of destination: [insert named place of destination as per Incoterm used]

	24.
	Tender Currencies
	 17.1(a)
	a) For goods and related services originating in the United Republic of Tanzania the currency of the Tender shall be: Tanzanian Shillings;

b) For goods and related services originating outside the United Republic of Tanzania, the Tenderer shall express its Tender in any convertible currency



	25.
	Exchange Rate
	 17.3
	The rates of exchange to be used by the Tenderer shall be those established by the Bank of Tanzania prevailing on 28 days before Tender opening.



	26.
	Tender Validity Period
	18.1
	The Tender validity period shall be [insert number] days.



	27.
	Amount of Tender Security
	 19.1
	The amount of Tender security is: [insert amount and currency]

OR

A Tender Securing Declaration form shall be filled by the Tenderer. [Delete the non-applicable option.]



	28.
	Other Forms of Security
	 19.3(c)
	Other forms of security are: [insert other forms if required]



	29.
	Tender authorization document
	 20.2
	The authorization document (s) shall be dully notarized power of attorney in a from provided in section V [Tendering Forms] or [list other acceptable authorizations document(s) if any].


	D. Submission of Tenderers



	30
	Address for Submission of Samples
	21.5
	Address for Submission of Samples

(Give full physical address of where the samples will be submitted)

Tenderers should note that samples must be submitted before the deadline for submission of Tenders

	31
	Deadline for submission of tender
	22.1
	[Insert date and time for tender submission deadline]

	E. Opening and Evaluation of Tenderers



	31.
	Clarification of Tenders 
	 30.2
	[Indicate means of communication through which Tenderer shall respond to request for clarification during evaluation of tenders]
The source of exchange rate shall be: [insert the source]

The date of exchange rate shall be: [insert date of exchange rate]



	32.
	Other Evaluation Factors
	 31.6
	Insert Other Factors to be Considered during the Evaluation: 

1. 



	33.
	National Preference
	32.1
	National preference shall apply [Insert yes or no].


	F. Award of Contract

	34.
	Percentage to increase/decrease at Time of Award
	 38.1
	The maximum percentage by which quantities may be increased is: [insert percentage]
The maximum percentage by which quantities may be decreased is: [insert percentage]


	35.
	 Performance Security/Performance Securing Declaration
	 40.1
	(Performance Security / Performance Securing Declaration
) shall be applicable [Insert the applicable type of security required]
The Performance Security shall be in the form of: [Insert form of Performance Security, otherwise not applicable if performance securing declaration is specified]

The amount of Performance Security shall be [insert amount: in case of unconditional Bank Guarantee the amount shall be 10% of the contract price and in case of surety bond the amount shall be 15% of the contract price]



	36.
	Advance Payment
	 42.1
	The Advance Payment shall be limited to: [insert percent of the Contract Price].



	G. Review of Procurement Decisions

	37.
	PPRA’s Address
	 47.2
	The address to submit copy of complaints:

The Chief Executive Officer,

Public Procurement Regulatory Authority

Kambarage Tower, 9th Floor,

PSPF Road,

P.O. Box 2865, 41104 Dodoma, TANZANIA.

Tel: +255 26 2963854

E-mail: ceo@ppra.go.tz
Web: www.ppra.go.tz


	38
	PPAA’s Address
	 49.1
	The address for appeals to PPAA:

The Executive Secretary,
Public Procurement Appeals Authority,
Ministry of Finance and Planning,

1 Madaraka Street,
P. O. Box 9310, 
11468 Dar es Salaam.

Telephone +255 22 2120451 Mobile: +255743505505 

Fax + 255 022 2120460 

Email:  info@ppaa.go.tz or es@ppaa.go.tz 

Website www.ppaa.go.tz


Tender Data Sheet

PHARMACEUTICALS
(Additional Clauses)

[Note:  The below data should be included in the Tender Data Sheet used in Tendering Documents for the procurement of pharmaceuticals]

C. Preparation of Tenders

	TDS

Clause

Number
	Required Information/Data
	ITT

Number
	Amendments of, and Supplement to, Clauses in the Instruction to Tenderers

	1.
	Other Specific Procurement Documentation
	12.3 (c)
	[Sample clauses]

The Goods offered should meet the specified pharmacopoeial standards as stated in the Technical Specification.  If the Goods offered are not included in one of the specified pharmacopoeias (e.g., the case of a new drug), the Tenderer will provide testing protocols and alternative reference standards.



	2.
	Additional Qualification Criteria
	11.1(d)
	Documentary evidence of the Tenderer’s qualifications to perform the Contract if its Tender is accepted:has a Good Distribution Practice (GDP) Certificate where appropriate.

The Tenderer will submit the following additional information:

(a) list of pharmaceuticals being manufactured by the Tenderer with product registration / license number and date.

(b) A certificate of Pharmaceutical Product as recommended by the WHO for each item offered.




Tender Data Sheet

VACCINES

(Additional Clauses)

[Note:  The below data should be included in the Tender Data Sheet used in Tendering Documents for he procurement of vaccines]

The following specific data for the Goods to be procured shall complement, supplement, or amend the provisions in the Instructions to Tenderers (ITT).  Whenever there is a conflict, the provisions in the Tender Data Sheet (TDS) shall prevail over those in the ITT.

C. Preparation of Tenders

	TDS

Clause

Number
	Required Information/Data
	ITT

Number
	Amendments of, and Supplement to, Clauses in the Instruction to Tenderers

	1.
	Other Specific Procurement Documentation
	12.3 (c)
	[Sample Clauses]

2. The Goods to be supplied under the Contract must be licensed both in the country of manufacture and in the United Republic of Tanzania by the time of Contract signing by a recognized NCA.  An NCA is an organization that performs all six critical functions for control of biological products as defined by the World Health Organization, namely:  licensing based on published set of requirements; surveillance of vaccine field performance; system of lot release for vaccines; use of laboratory when need; regular inspections for good manufacturing practice and evaluation of clinical performance.  The license from country of manufacture must state that the Tenderer is licensed to manufacture the Goods by the NCA in the manufacturing country.  Documentary evidence in the form of a certified copy of the license and a copy of the vaccine license / registration that the offered vaccine has been licensed by the NCAs of the manufacturer’s country shall accompany the Tender and a copy of the license issued by an NCA in the United republic of Tanzania must be submitted by Contract signing.  If there is no NCA with specific biologics expertise in the United Republic of Tanzania, the Tenderer shall furnish evidence that the Goods meet the qualification criteria in the Technical Specifications.

3. If the Goods offered do not meet he specified pharmacopoeial standards as stated in the Technical Specification, the Tenderer will provide testing protocols and alternative reference standards.

	2.
	Additional Qualification Criteria
	11.1(d)
	Documentary evidence of the Tenderer’s qualifications to perform the Contract if its Tender is accepted:

(a) is certified by a competent authority in the country of manufacture according to resolution WHA 28 65 (2) of the World Health Organization’s Certificate Scheme on the Quality of Pharmaceutical Products Moving in International Commerce.

The Tenderer will submit the following additional information: -

(b)    list of vaccines being manufactured by the Tenderer with product registration / license number and date.




SECTION IV: QUALIFICATION AND EVALUATION CRITERIA
This Section contains all the criteria that the PE shall use to evaluate a Tender and qualify the Tenderers. No other factors, methods or criteria shall be used.

[The PE shall select the criteria deemed appropriate for the procurement process, insert the appropriate wording using the samples below or other acceptable wording, and delete the text in italics]

1. Margin of Preference (ITT 32)
If the Tendering Data Sheet so specifies, the PE will grant a margin of preference to goods manufactured in the PE’s country for the purpose of tender comparison, in accordance with the procedures outlined in subsequent paragraphs.

Tenders will be classified in one of three groups, as follows:

(a)
Group A: Tenders offering goods manufactured in the United Republic of Tanzania, for which (i) labor, raw materials, and components from within the PE’s Country account for more than thirty (30) percent of the EXW price; and (ii) the production facility in which they will be manufactured or assembled has been engaged in manufacturing or assembling such goods at least since the date of tender submission.

(b)
Group B: All other tenders offering Goods manufactured in the United Republic of Tanzania.

(c)
Group C: Tenders offering Goods manufactured outside the United Republic of Tanzania that have been already imported or that will be imported.

To facilitate this classification by the PE, the Tenderer shall complete whichever version of the Price Schedule furnished in the Tendering Documents is appropriate provided, however, that the completion of an incorrect version of the Price Schedule by the Tenderer shall not result in rejection of its tender, but merely in the PE’s reclassification of the tender into its appropriate tender group.

The PE will first review the tenders to confirm the appropriateness of, and to modify as necessary, the tender group classification to which Tenderers assigned their tenders in preparing their Form of Tenders and Price Schedules.

All evaluated tenders in each group will then be compared to determine the lowest evaluated tender of each group.  Such lowest evaluated tenders shall be compared with each other and if as a result of this comparison a tender from Group A or Group B is the lowest, it shall be selected for the award.

If as a result of the preceding comparison, the lowest evaluated tender is a tender from Group C, all tenders from Group C shall be further compared with the lowest evaluated tender from Group A after adding to the evaluated price of goods offered in each tender from Group C, for the purpose of this further comparison only, an amount equal to 15% (fifteen percent) of the respective CIP tender price for goods to be imported and already imported goods. Both prices shall include unconditional discounts and be corrected for arithmetical errors. If the tender from Group A is the lowest, it shall be selected for award. If not, the lowest evaluated tender from Group C shall be selected.
Most Advantageous Tender

The PE shall use the criteria and methodologies listed in this Section to determine the Most Advantageous Tender. The Most Advantageous Tender is the Tender of the Tenderer that meets the qualification criteria and whose Tender has been determined to be:

(a) substantially responsive to the tendering document, and

(b) the lowest evaluated cost.
2. Evaluation (ITT 31)
2.1. Evaluation Criteria (ITT 31.6)

The PE’s evaluation of a tender may take into account, in addition to the Tender Price quoted in accordance with ITT Clause 16.8, one or more of the following factors as specified in ITT 31.2(f) and in TDS referring to ITT 31.6, using the following criteria and methodologies. 

(a)
Delivery schedule. (as per Incoterms specified in the TDS)

The Goods specified in the List of Goods are required to be delivered within the acceptable time range (after the earliest and before the final date, both dates inclusive) specified in Section VII, Schedule of Requirements.  No credit will be given to deliveries before the earliest date, and tenders offering delivery after the final date shall be treated as nonresponsive.  Within this acceptable period, an adjustment, as specified in TDS31.6, will be added, for evaluation purposes only, to the tender price of tenders offering deliveries later than the “Earliest Delivery Date” specified in Section VII, Schedule of Requirements.

(b)
Deviation in payment schedule. [insert one of the following]
(i)
Tenderers shall state their tender price for the payment schedule outlined in the SCC. Tenders shall be evaluated on the basis of this base price.  Tenderers are, however, permitted to state an alternative payment schedule and indicate the reduction in tender price they wish to offer for such alternative payment schedule. The PE may consider the alternative payment schedule and the reduced tender price offered by the Tenderer selected on the basis of the base price for the payment schedule outlined in the SCC.
or
(ii)
The SCC stipulates the payment schedule specified by the PE. If a tender deviates from the schedule and if such deviation is considered acceptable to the PE, the tender will be evaluated by calculating interest earned for any earlier payments involved in the terms outlined in the tender as compared with those stipulated in the SCC, at the rate per annum specified in TDS 31.6.
(c)
Specific additional criteria 

Other specific additional criteria to be considered in the evaluation, and the evaluation method shall be detailed in TDS 31.6]
2.2. Multiple Contracts (ITT 31.4)

The PE shall award multiple contracts to the Tenderer that offers the lowest evaluated combination of tenders (one contract per tender) and meets the post-qualification criteria (this Section IV, Sub-Section ITT 34.1 Post-Qualification Requirements)
The PE shall:

(a)
evaluate only lots or contracts that include at least the percentages of items per lot and quantity per item as specified in ITT 16.6 

Tender evaluation of such tenders will be carried out as per the following procedures. The average price of an item quoted by substantially responsive Tenderers will be added to the tender price of those who did not quote for that item and the equivalent total cost of the tender so determined will be used for tender comparison, evaluation, and award
(b)
take into account:

(i) the lowest-evaluated tender for each lot and

(ii)
the price reduction per lot and the methodology for its application as offered by the Tenderer in its tender”

2.3. Alternative Tenders (ITT 15.1)

An alternative if permitted under ITT 15.1, will be evaluated as follows: 
[insert one of the following]
“A Tenderer may submit an alternative tender only with a tender for the base case. The PE shall only consider the alternative tenders offered by the Tenderer whose tender for the base case was determined to be the lowest-evaluated tender.” 
or

“A Tenderer may submit an alternative tender with or without a tender for the base case. The PE shall consider tenders offered for alternatives as specified in the Technical Specifications of Section VII, Schedule of Requirements.  All tenders received, for the base case, as well as alternative tenders meeting the specified requirements, shall be evaluated on their own merits in accordance with the same procedures, as specified in the ITT 31.”
3. Qualification (ITT 34)
[Note to the PE:  If prequalification has taken place, delete the qualification requirements below and insert the following:]

The Tenderer shall demonstrate that it continues to meet the prequalification criteria. The Tenderer shall use the relevant forms in Section IV in case there is any update to the information that it submitted for prequalification.

	Eligibility and Qualification Criteria
	Compliance Requirements
	Documentation

	No.
	Subject
	Requirement
	Single Entity
	Joint Venture (existing or intended)
	Submission Requirements

	
	
	
	
	All Members Combined
	Each Member
	One Member
	

	1. Eligibility


	1.1
	Nationality
	Nationality in accordance with ITT  3.1
	Must meet requirement
	Must meet requirement
	Must meet requirement
	N/A
	Forms ELI – 1.1 with attachments


	1.2
	Conflict of Interest
	No conflicts of interest in accordance with ITT3.7
	Must meet requirement
	Must meet requirement
	Must meet requirement
	N/A
	Tender Submission Letter

	1.3
	Not Declared Ineligible
	Not having been declared ineligible as described in ITT3.8 

	Must meet requirement
	Must meet requirement
	Must meet requirement
	N/A


	Tender Submission Letter

	1.4 
	State-owned enterprise 
	Meet conditions of ITT  3.9
	Must meet requirement
	Must meet requirement
	Must meet requirement
	N/A


	Forms ELI – 1.1 with attachments


	1.5
	Anti-Bribery Policy
	Submission of anti-bribery policy/code of conduct and Compliance Programme

	Must meet requirement
	Must meet requirement
	Must meet requirement
	N/A
	Form-INTEG

	2. Historical Contract Non-Performance

	2.1
	History of Non-Performing Contracts
	Non-performance of a contract
 did not occur as a result of Supplier’s default since 1st January [insert year]. 

	Must meet requirement2
	Must meet requirements
	Must meet requirement

	N/A
	Form PER-1

	2.2
	Suspension Based on Execution of Tender/Proposal Securing Declaration by the Purchaser
	Not under suspension based on execution of a Tender/Proposal Securing Declaration pursuant to ITT 3.8.
	Must meet requirement 
	Must meet requirement
	Must meet requirement 
	N/A
	Tender Submission Letter

	2.3
	Pending Litigation
	Tenderer’s financial position and prospective long-term profitability still sound according to criteria established in 3.1 below and assuming that all pending litigation will be resolved against the Tenderer
	Must meet requirement 
	N/A
	Must meet requirement 
	N/A
	Form PER-1



	2.4
	Litigation History
	No consistent history of court/arbitral award decisions against the Tenderer since 1st January [insert year]

	Must meet requirement 
	Must meet requirement
	Must meet requirement 
	N/A
	Form PER-1 

	2.5
	Compliance with Statutory Requirements 
	No consistent history of failure to pay taxes and social security Contributions, and no failure to comply with environmental and health and safety requirements
	Must meet requirement 
	N/A
	Must meet requirement 
	N/A
	Form PER -1

	3. Financial Situation and Performance

	3.1
	Financial Capabilities
	The audited balance sheets or, if not required by the laws of the Tenderer’s country, other financial statements acceptable to the Purchaser, for the last [insert number] years shall be submitted and must demonstrate the current soundness of the Tenderer’s financial position and indicate its prospective long-term profitability by meeting required minimum average Financial Ratios [Purchaser shall set at least 2 ratios]
· Current Ratio (CA/CL) = [insert figure] (A ratio of 1.0 or greater is generally acceptable)
· Debt to Equity Ratio (TL/NW) = [insert figure]
· Return on Assets-ROA (PBT/TA) = [insert figure]

	Must meet requirement
	N/A
	Must meet requirement
	N/A
	

	3.2
	Average Annual Turnover
	Average annual turnover (Average Annual Sales Revenue) from supply of Health Sector Goods of TZS [insert amount in TZS equivalent in words and figures], calculated as total certified payments received for contracts in progress and/or completed during the last three years.  [Insert a figure which is at least five times the estimated contract amount]

	Must meet requirement
	Must meet requirement
	N/A
	N/A
	Form FIN – 3.2



	3.3 
	Current Commitments
	The Tenderer shall also demonstrate, to the satisfaction of the Purchaser, that it has adequate sources of finance to meet the cash flow requirements on contracts currently in progress and for future contract commitments.
	Must meet requirement
	Must meet requirement
	N/A
	N/A
	Form CON -1

	4. Experience

	4.1 
	General Experience
	Experience in supply of Health Sector Goods for at least the last three years
	Must meet requirement
	N/A
	Must meet requirement
	N/A
	Form EXP –1



	4.2 (a)
	Specific Experience
	(i) Documentary evidence of the Tenderer’s qualifications to perform the Contract in accordance with 4.2 (b)(i) below 

(ii) Technical and Production Capability in accordance with 4.2(b)(ii) as below.

(iii) Experience on Packaging, Distribution in accordance with 4.2(b)(iii) below.


	Must meet requirement

Must meet requirement

Must meet requirement


	Must meet requirement

Must meet requirement

Must meet requirement


	N/A 

N/A 

N/A 


	Must meet requirement

Must meet requirement

Must meet requirement


	

	4.2 (b)
	See below for details


Specific Experience Requirements

The Specific Experience Requirements under 4.2 (b) (from the table above) are as follows: 

4.2 (b)(i) Documentary evidence in accordance with TDSITT 11.1

4.2(b)(ii) Technical and Production Capability

The Tenderer shall provide evidence that it has the technical, and production capability necessary to perform the Contract: 

(i) that it has successfully completed or substantially completed at least [insert number] similar contracts for supply of the goods and within the last five years. [The number of similar contracts required should be not less than three and not more than five (normally four), depending on the size and complexity of the subject contract].] Similar contracts are those of approximately the same size and that includes comparable products, e.g., capsules, tablets, vaccines.

The goods may have been supplied by the Tenderer as a manufacturer or by its agent, with references being submitted to confirm satisfactory performance,

(ii) that it has achieved an annual average production rate of _________[The annual production rate required should be at least three times the quantities specified under the contract] during the last three years  

4.2 (b)(iii) Experience on Packaging, Distribution and Transportation  

The Tenderer should provide proof of experience with and knowledge of modes of packing, distribution, and transportation of pharmaceuticals similar to those subject to Tendering under logistical and climatic conditions similar to the ones in the purchaser’s country. It should provide names of countries to which the Tenderer has supplied (including packaged, distributed, and transported) products worth at least the amount [insert the amount] within the past three years.

[Note to the Purchaser:  If Tenders for individual lots are permitted, the qualification criteria for each lot should be given separately]
SECTION V: TENDERING FORMS

Below is a checklist of forms/documents required to be submitted by the Tenderer. Each Tenderer must ensure that all forms/documents are properly prepared and submitted with his Tender. Failure to fill in and submit, or improper filling of the Forms/documents may result in the rejection of the Tender.
	Form Name
	Description


	Check if Submitted with the Tender

	
	
	Yes
	No

	
	Form of Tender
	
	

	
	Special Power of Attorney
	
	

	
	Tenderer Information Form
	
	

	
	Tenderer’s JV Members Information Form
	
	

	Form FIN – 3.1
	Financial Situation and Performance
	
	

	Form FIN - 3.2
	Average Annual Turnover (Annual Sales Value)
	
	

	Form CON-1
	Current Contract Commitments / Contracts in Progress Form 
	
	

	Form- EXP-1
	Experience
	
	

	Form- PER 1


	Historical Contract Non-Performance, Pending Litigation and Litigation History and Conformance to Statutory Requirements
	
	

	
	Price Schedule Forms
	
	

	
	Price Schedule for Goods Offered from Abroad to be imported
	
	

	
	Price Schedule for Domestic Goods Offered from within the United Republic of Tanzania
	
	

	
	Price Schedule for Goods Manufactured outside the Country, already imported
	
	

	
	Tender Security (Bank Guarantee)
	
	

	
	Tender Security (Insurance Bond)
	
	

	
	Tender Securing Declaration
	
	

	
	Manufacturer’s Authorization
	
	

	
	Specimen Certificate of a Pharmaceutical Product
	
	

	
	Undertaking by Tenderer on Anti – Bribery Policy / Code of Conduct and Compliance Programme
	
	


Form of Tender

Date:
[insert date of Tender]
[PE specify: “IFT No.: [specify number]”]
[Insert: name of Contract]
To: [PE: insert Name and address of PE]

Dear Sir or Madam:

Having examined the Tendering Documents including Addenda Nos: [insert numbers], the receipt of which is hereby duly acknowledged, we, the undersigned, offer to supply and deliver [description of goods and services] in conformity with the said Tendering Documents for the sum of [total Tender Amount in words and figures] or such other sums as may be ascertained in accordance with the Schedule of Prices attached herewith and made part of this Tender.

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

If our Tender is accepted, we undertake to provide a Performance Security in the form, in the amounts, and within the times specified in the Tendering Documents.

We declare that our tendering price did not involve agreements with other tenderers for the purpose of tender suppression.  

We are not participating, as Tenderers, in more than one Tender in this tendering process, other than alternative offers in accordance with the Tendering Documents.

We agree to abide by this Tender for the Tender Validity Period specified in Clause 18.1 of the Tender Data Sheet, and it shall remain binding upon us and may be accepted at any time before the expiration of that period.

Our firm, its affiliates or subsidiaries – including any subcontractors or suppliers for any part of the contract – has not been declared ineligible by the Government of Tanzania under Tanzania’s laws or official regulations or by an act of compliance with a decision of the United Nations Security Council.

The following commissions or gratuities have been paid or are to be paid by us to agents relating to this Tender, and to contract execution if we are awarded the contract:-

	Name and address of Agent Or recipient
	Amount and currency
	Purpose of Commission or gratuities


	
	
	

	
	
	



(if none state “none”)

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

We certify/confirm that we comply with the eligibility requirements as per ITT 3 of the Tendering Documents

Dated this [insert number] day of [insert month], [insert year]
Signed: _________________________________________________________________

Date: ___________________________________________________________________

In the capacity of [insert: title or position]

Duly authorized to sign this Tender for and on behalf of [insert: name of Tenderer]

Special Power of Attorney

KNOW ALL MEN BY THESE PRESENTS THAT I the undersigned [insert name of the Donor] 
being [insert designation] of [insert name of the company] of [insert company address]  having its registered office at [insert physical address of company]; 

WHEREAS in course of business it is necessary to bid for tenders and enter into contracts;
NOW THEREFORE KNOW ALL MEN THAT I [insert name of the Donor] by virtue of authority conferred to me by the Board Resolution No [insert Board Resolution Number] of [insert day] day of [insert Board Resolution month and year],do hereby ordain, nominate, authorize, empower and appoint [insert name of Donee] of [insert address of the Donee] to be  our true lawful Attorney and Agent with full power and authority for us and in our names and for our accounts and benefits, to do any, or all of the following acts, in the execution of tender No. [insert tender number] that is to say;

To act on my behalf or for the company and do any other thing or things incidental for [insert tender Number] of [insert description of procurement] for the [insert name of the procuring entity];

AND provided always that this Power of Attorney shall not revoke or in any manner affect any future Power of Attorney given to any other person or persons for such other power or powers shall remain and be of the same force and affect as if this deed has not been executed. 

AND we hereby undertake to ratify everything, which our Attorney or any substitute or substitutes or agent or agents duly appointed by him under this power on his behalf herein before contained shall do or purport to do in virtue of this Power of Attorney.

SEALED with the common seal of the said [[insert name of the company] and delivered in the presence of us this [insert date] day of [insert month] [insert year].

IN WITNESS whereof we have signed this deed on this [insert date] day of [insert month] [insert year] at [insert place] for and on behalf of [insert name of the company or Donor] ………………………………………

SIGNED AND DELIVERED by the said     

[insert name of Donor] Identified to me 

by[insert name]
The latter being known to me personally              this [insert date, month and year] 
DONOR

BEFORE ME:

Name:……………………………..
Address:…………………………..
Qualification:………………………
Signature:





COMMISSIONER FOR OATHS

Acknowledgement

I [insert name of Donee] doth hereby acknowledge and accept to be Attorney of the said [insert name of the company/donor] under the Terms and Conditions contained in this Power of Attorney and I promise to perform and discharge my duties as the lawfully appointed Attorney faithfully and honestly.

SIGNED AND DELIVERED by the said     

[insert name of Donee] Identified to me 

by [insert name]
The latter being known to me personally               

this [insert date, month and year],
DONEE
BEFORE ME

Name:………………………….
Address:……………………….
Qualification:…………………..
Signature:






COMMISSIONER FOR OATHS
Form ELI -1.1 Tenderer Information Form

[The Tenderer shall fill in this Form in accordance with the instructions indicated below. No alterations to its format shall be permitted and no substitutions shall be accepted.]

Date: [insert date (as day, month and year) of Tender submission] 

Tender No.: [insert Tender No.]

Alternative No.: [insert identification No if this is a Tender for an alternative]
Page ________ of_ ______ pages

	1.  Tenderer’s Name [insert Tenderer’s legal name]

	2.  In case of JV, legal name of each member: [insert legal name of each member in JV]

	3.  Tenderer’s actual or intended country of registration: [insert actual or intended country of registration]

	4.  Tenderer’s year of registration: [insert Tenderer’s year of registration]

	5.  Tenderer’s Address in country of registration: [insert Tenderer’s legal address in country of registration]

	6.  Tenderer’s Authorized Representative Information

     Name: [insert Authorized Representative’s name]
     Address: [insert Authorized Representative’s Address]
     Telephone/Fax numbers: [insert Authorized Representative’s telephone/fax numbers]
     Email Address: [insert Authorized Representative’s email address]

	7. 
Attached are copies of original documents of[check the box(es) of the attached original documents]
(
Articles of Incorporation (or equivalent documents of constitution or association), and/or documents of registration of the legal entity named above, in accordance with ITT3.6.

(
In case of JV, letter of intent to form JV or JV agreement, in accordance with ITT3.1.

(
In case of state-owned enterprise or institution, in accordance with ITT3.9documents establishing:

· Legal and financial autonomy
· Operation under commercial law
· Establishing that the Tenderer is not under the supervision of the Purchaser
8. 

Included are the organizational chart, a list of Board of Directors


Form ELI -1.1 (continued)
Tenderer Information Form

Date: [insert day, month, year]
Tender No. and title: [insert Tender number and title]
Page [insert page number] of [insert total number]pages

	1. Tenderer’s name 


	

	2. Street Address:
	Postal Code:


	City:
	Country:

	3. P.O. Box and Mailing Address:
	

	4. Telephone Number: 
	

	5. Fax Number:
	

	6. E-mail Address:
	

	7. Web Site:
	

	8. Contact Name:
	

	9. Contact Title:
	

	10. Type of Business:
	

	11. If Other, specify:
	

	12. Nature of Business: 
	

	13. Year Established:
	

	14. Dates, Numbers, and Expiration Dates of Current Licenses and Permits:



	15. Current health authority registration information:



	16. Proof of product and facility registrations with relevant regulatory authority and international agencies (e.g., WHO Certification Scheme, GMP)



	17. Name of government agency(ies) responsible for inspecting and licensing of facilities in the country of origin of the raw material and or processing of the goods:

Date of last inspection: 

	18. Quality Assurance Certification 

(Please include a copy of your latest certificate):
	

	19. Production capacity: [insert peak and average production capacity over the last three years in units/day or units/month, etc.]


	20. List of names and addresses of sources of raw material and what products they will be used in:



	21. Proof of raw material product and facility registrations with purchaser’s country regulatory authority and international agencies (e.g., WHO Certification Scheme, GMP):



	22. Raw materials tested prior to use:



	23. Presence and characteristics of in-house quality control laboratory



	24. Names and addresses of external quality control laboratories used:



	25. Are all finished products tested and released by quality control prior to release for sale? 

Yes ___ No ___, If not, why?

	26. List control tests done during production?  If so list.



	27. Procedures for dealing with rejected batches:



	28. List tests conducted after production and prior to release of product on market:



	29. List product recalls linked to defects during the last 36 months.  Include reason and date of recall.



	30. Are technical documents available in: [PE should insert language]
Yes  No



	


Form ELI -1.2- Tenderer’s JV Members Information Form

[The Tenderer shall fill in this Form in accordance with the instructions indicated below. The following table shall be filled in for the Tenderer and for each member of a Joint Venture]].

Date: [insert date (as day, month and year) of Tender submission] 

Tender No.: [insert Tender number]

Alternative No.: [insert identification No if this is a Tender for an alternative]
Page ________ of_ ______ pages

	1.
Tenderer’s Name: [insert Tenderer’s legal name]

	2.
Tenderer’s JV Member’s name: [insert JV’s Member legal name]

	3.
Tenderer’s JV Member’s country of registration: [insert JV’s Member country of registration]

	4.
Tenderer’s JV Member’s year of registration: [insert JV’s Member year of registration]

	5.
Tenderer’s JV Member’s legal address in country of registration: [insert JV’s Member legal address in country of registration]

	6.
Tenderer’s JV Member’s authorized representative information

Name: [insert name of JV’s Member authorized representative]
Address: [insert address of JV’s Member authorized representative]
Telephone/Fax numbers: [insert telephone/fax numbers of JV’s Member authorized representative]

Email Address: [insert email address of JV’s Member authorized representative]

	7.
Attached are copies of original documents of [check the box(es) of the attached original documents]
(
Articles of Incorporation (or equivalent documents of constitution or association), and/or registration documents of the legal entity named above, in accordance with ITT3.6.

(
In case of a state-owned enterprise or institution, documents establishing legal and financial autonomy, operation in accordance with commercial law, and not under the supervision of the PE, in accordance with ITT3.9.

8.

Included are the organizational chart, a list of Board of Directors]



Form FIN – 3.1

Financial Situation and Performance

[The following table shall be filled in for the Tenderer and for each member of a Joint Venture]

Tenderer’s Name: [insert full name] 
Date: [insert day, month, year] 
Joint Venture Member Name: [insertfull name] 
Tender No. and title: [insert Tender number and title] 
Page [insert page number] of [insert total number] pages

1. Financial data

	Type of Financial information in

(currency)
	Historic information for previous _[insert number] years,

[insert in words]

(amount in currency, currency, exchange rate, TZS equivalent)

	
	Year 1
	Year 2
	Year 3
	
	

	Statement of Financial Position (Information from Balance Sheet)

	Total Assets (TA)
	
	
	
	
	

	Total Liabilities (TL)
	
	
	
	
	

	Total Equity/Net Worth (NW)
	
	
	
	
	

	Current Assets (CA)
	
	
	
	
	

	Current Liabilities (CL)
	
	
	
	
	

	Working Capital (WC)
	
	
	
	
	

	Information from Income Statement

	Total Revenue (TR)
	
	
	
	
	

	Profits Before Taxes (PBT)
	
	
	
	
	

	Cash Flow Information 

	Cash Flow from Operating Activities
	
	
	
	
	


3. Financial documents

The Tenderer and its parties shall provide copies of financial statements for [number] years pursuant Section IV, Qualifications and Evaluation Criteria, Sub-factor 3.1. The financial statements shall:

(a) 
reflect the financial situation of the Tenderer or in case of JV member, and not an affiliated entity (such as parent company or group member).

(b)
be independently audited or certified in accordance with local legislation.

(c)
be complete, including all notes to the financial statements.

(d)
correspond to accounting periods already completed and audited.

(
Attached are copies of financial statements
 for the [number] years required above; and complying with the requirements

Form FIN - 3.2

Average Annual Turnover (Annual Sales Value)

[The following table shall be filled in for the Tenderer and for each member of a Joint Venture]

Tenderer’s Name: [insert full name] 
Date: [insert day, month, year] 
Joint Venture Member Name: [insertfull name] 
Tender No. and title: [insert Tender number and title] 
Page [insert page number] of [insert total number] pages

	Annual turnover data 

	Year
	Amount 

Currency
	Exchange rate
	TZS equivalent

	[indicate calendar year]
	[insert amount and indicate currency]
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	Average Annual Turnover *
	


* 
Total TZS equivalent for all years divided by the total number of years. 

Form FIN-3
Current Contract Commitments / Contracts in Progress Form

	

	1. Name of Contract(s)



	2. Purchaser Contact Information [insert address, telephone, fax, e-mail address]


	3. Value of outstanding contracts [current TZS equivalent]


	4. Estimated delivery date



	5. Average monthly invoices over the last six months (TZS/mon.)


Form- EXP-1Experience

	Contracts over [insert amount] during the last three years:

	Purchaser
	Value
	Year
	Goods/Services Supplied
	Country of Destination

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Form- PER 1

Historical Contract Non-Performance, Pending Litigation and Litigation History and Conformance to Statutory Requirements

[The following table shall be filled in for the Tenderer and for each member of a Joint Venture]

Tenderer’s Name: [insert full name] 
Date: [insert day, month, year] 
Joint Venture Member Name: [insert full name] 
Tender No. and title: [insert Tender number and title] 
Page [insert page number] of [insert total number] pages

	Non-Performed Contracts in accordance with Section IV Qualification and Evaluation Criteria

	(
Contract non-performance did not occur since 1st January [insert year] specified in Section III, Qualification Criteria and Requirements, Sub-Factor 2.1.

(
Contract(s) not performed since 1st January [insert year] specified in Section III, Qualification Criteria and Requirements, requirement 2.1

	Year
	Non- performed portion of contract
	Contract Identification


	Total Contract Amount (current value, currency, exchange rate and TZS equivalent)

	[insert year]
	[insert amount and percentage]
	Contract Identification: [indicate complete contract name/ number, and any other identification]

Name of Purchaser: [insert full name]

Address of Purchaser: [insert street/city/country]

Reason(s) for nonperformance: [indicate main reason(s)]
	[insert amount]

	Pending Litigation, in accordance with Section III, Qualification Criteria and Requirements

	(
No pending litigation in accordance with Section III, Qualification Criteria and Requirements, Sub-Factor 2.3

	(
Pending litigation in accordance with Section III, Qualification Criteria and Requirements, Sub-Factor 2.3 as indicated below.

	Year of dispute
	Amount in dispute (currency)
	Contract Identification
	Total Contract Amount (currency), TZS Equivalent (exchange rate)

	[insert year]
	[insert amount]
	Contract Identification: [indicate complete contract name, number, and any other identification]

Name of Purchaser: [insert full name]
Address of Purchaser: [insert street/city/country]
Matter in dispute: [indicate main issues in dispute]
Party who initiated the dispute: [indicate “Purchaser” or “Supplier”]
Status of dispute: [Indicate if it is being treated by the Adjudicator, under Arbitration or being dealt with by the Judiciary]
	[insert amount]

	(
No consistent history of court/arbitral award decisions in accordance with Section III, Qualification Criteria and Requirements, Sub-Factor 2.4.
(
Consistent history of court/arbitral award decisions in accordance with Section III, Qualification Criteria and Requirements, Sub-Factor 2.4 as indicated below.

	Year of award
	Outcome as percentage of Net Worth 
	Contract Identification
	Total Contract Amount (currency), TZS Equivalent (exchange rate)

	[insert year]
	[insert percentage]
	Contract Identification: [indicate complete contract name, number, and any other identification]

Name of Purchaser: [insert full name]
Address of Purchaser: [insert street/city/country]
Matter in dispute: [indicate main issues in dispute]
Party who initiated the dispute: [indicate “Purchaser” or “Supplier”]
Court/ arbitral award decision: [Indicate if the award decision was against the Tenderer or any member of a joint venture.]y]
	[insert amount]

	( Proof of Payment of Taxes since 1st January [insert year] specified in Section IV, Qualification and Evaluation Criteria, Sub-Factor 2.5
(Proof of Payment of Social Security Contributions since 1st January [insert year] specified in Section IV, Qualification and Evaluation Criteria, Sub-Factor 2.5.

( No Consistent History of abuse of Employment Laws since 1st January [insert year] specified in Section IV, Qualification and Evaluation Criteria, Sub-Factor 2.5.

	Payment of Taxes
	[Provide certified evidence of Tax Clearance for the previous Tax Period] Note: Should not be more than 15 months old.

	Social Security Contributions
	[Provide a certified copy of Social Security Contributions for the specified Period]

	History of Employment Related Cases
	1. Provide a list and outcome of Labour Cases decided in the last two years by the Commission of Mediation and Arbitration

2. [Provide a list of pending Labour Cases with the Labour Commission of Mediation and Arbitration]


Price Schedule Forms

[The Tenderer shall fill in these Price Schedule Forms in accordance with the instructions indicated.  The list of line items in column 1 of the Price Schedules shall coincide with the List of Goods and Related Services specified by the PE in the Schedule of Requirements.]

1. Price Schedule for Goods Offered from Abroad to be imported

(Group C Tenders)

Name of Tenderer __________________. IFT Number ________.  Page ____________ of ____________.

	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13
	14

	Product code
	Product
	Strength
	Dosage form
	Unit pack

Size
	Oty. Offered
	Unit prices


	Total unit

Price 

[a+c+d]

Or

[b+c+d]
	Total price 

per

Item 

[6x8]
	Local agent’s

Commission as a % of FOB price included in quoted price
	Shipment weight

and volume
	Name of manufacturer
	Ctry. of

Origin
	Pharmacopoeial

standard

	
	
	
	
	
	
	(a)

unit price FOB or FCA port or place of loading
	(b)

CIF at port of entry or CIP named place of destination (specify one)
	(c)

Inland transp., insurance & other local costs incidental to delivery if specified
	(d)

Other incidental costs as defined in the SCC
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


Note:

	i) Column 7[c] is optional and it will be applicable only when required in accordance with ITT sub-Clause 16.8 (b) and the related provisions in the Tender Data Sheet.

ii) For column 9, pursuant to ITT 29.1, in the case of discrepancy between unit price and total price, the unit price shall prevail
	Total Tender Price:

Currency:

In figures:

In words:

	Signed:

Dated:
	___________________________________________________________________________

In the capacity of: [insert: title or other appropriate designation]


2. Price Schedule for Domestic Goods Offered from within the United Republic of Tanzania

(Group A and Group B Tenders)

Name of Tenderer __________________. IFT Number ________.  Page ____________ of ____________.

	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13

	Product code
	Product
	Strength
	Dosage form
	Unit pack 

Size
	Qty. offered
	Unit prices


	Total unit

Price 

[a+b+c]
	Total price

Per item 

[6 x 8]
	Sales and other

Taxes payable if contract is awarded


	Name of manufacturer
	Pharma-copoeial

Standard
	Local input in the cost as %

Of ex-factory price in column 7[a]



	
	
	
	
	
	
	(a)

Ex-factory

 Ex-warehouse

Ex-showroom off the shelf
	(b)

Inland transp., insurance & other local costs incidental to delivery
	(c)

Other incidental costs as defined in the SCC


	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


Note:

	i) Column 7b] is optional and it will be applicable only when required in accordance with ITT sub-Clause 16.8(b) (c) and (d) and the related provisions in the Tender Data Sheet.

ii) For column 9, pursuant to ITT 29.1 in the case of discrepancy between unit price and total price, the unit price shall prevail

iii) For column 13, a breakdown of the cost of local labor, local raw materials, and local components provided from within the country should also be indicated separately as specified in ITT sub-Clause 32.1 along with adequate proof to substantiate each of these local inputs.
	Total Tender Price:

Currency:

In figures:

In words:

	Signed:

Dated:
	________________________________________________________________

In the capacity of: [insert: title or other appropriate designation]


3. Price Schedule for Goods Manufactured outside the Country, Already imported

(Group C Tenders)

Name of Tenderers:
. IFB Number 
. Page 
 of 
.

	1
	2
	3
	4
	5
	6
	7


	8
	9
	10
	11
	12
	13

	Product code
	Product
	Strength
	Dosage form
	Unit pack size 
	Qty. offered
	Unit prices
	Total Unit price

[c+d+e]
	Total price per line item

[6x8]
	Sales and other taxes payable per item if Contract is awarded
	Name of manufacture-
	Ctry. of origin 
	Pharma-copoeial standard

	
	
	
	
	
	
	[a]
Unit price including Custom Duties and Import Taxes paid and payable
	[b]
Custom Duties and Import Taxes paid and payable per unit
	[c]=a-b
Unit Price net of custom duties and import taxes

	[d]
Inland transp., insurance & other local costs incidental to delivery
	[e]

Other incident-al costs as defined in the SCC
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	

	Note:


(i)
Column 7[b] Custom Duties and Import Taxes paid should be supported by documentary evidence..

(ii)
For column 9, pursuant to ITT29.1, in the case of discrepancy between unit price and total price, the unit price shall prevail.


	Total Tender Price:

Currency: 

In figures: 

In words: 


Signed: …………………………………………………………..………..

Dated: …………………………………………………………..………...

In the capacity of: [ insert: title or other appropriate designation ]

Tender Security (Bank Guarantee)

To:
[name of the PE]

Whereas [name of the Tenderer] (hereinafter called “the Tenderer”) has submitted its Tender dated [date of submission of Tender] for the supply of [name and/or description of the goods] (hereinafter called “the Tender”).

KNOW ALL PEOPLE by these presents that we [name of Financial Institution] of [name of country], having our registered office at [address of Financial Institution] (hereinafter called “the Bank”), are bound unto [name of PE] (hereinafter called “the Purchase”) in the sum of [amount] for which payment well and truly to be made to the said PE, the Bank binds itself, its successors, and assigns by these presents. 

Sealed with the Common Seal of the said Bank this _____ day of ____________ 20____.

THE CONDITIONS of this obligation are:

1.
If the Tender 

((a)
have withdrawn or modified our Tender during the period of tender validity specified in the Form of Tender;

(b)
Disagreement to arithmetical correction made to the tender price; or

(c)
having been notified of the acceptance of our Tender by the PE during the period of tender validity, (i) failure to sign the contract if required by PE to do so or (ii) fail or refuse to furnish the Performance Security or to comply with any other condition precedent to signing the contract specified in the tendering documents.

2.
We undertake to pay to the PE up to the above amount upon receipt of its first written demand, without the PE having to substantiate its demand, provided that in its demand the PE states the amount claimed by it is due to it, owing to the occurrence of one or both of the conditions, specifying the occurred condition or conditions.

This guarantee shall remain in force up to and including twenty-eight (28) days after the period of Tender validity, and any demand in respect thereof should reach the Bank not later than the above date.

Name:
……………………………….in the capacity of …………………………..

signed

[Signature]
Dated on …………………………
day of 
……………….. 20 ……….

Form of Tender Security (Tender Bond)
BOND NO. ______________________

BY THIS BOND _____________ as Principal (hereinafter called “the Principal”), and ___________________,authorized to transact business in ________________, as Surety (hereinafter called “the Surety”), are held and firmly bound unto _________________ as Obligee (hereinafter called “the Purchaser”) in the sum of ____________ (__________), for the payment of which sum, well and truly to be made, we, the said Principal and Surety, bind ourselves, our successors and assigns, jointly and severally, firmly by these presents.

WHEREAS the Principal has submitted a written Tender to the Purchaser dated the ___ day of ______, 20__, for the construction of _____________ (hereinafter called the “Tender”).

NOW, THEREFORE, THE CONDITION OF THIS OBLIGATION is such that if the Principal:

(a) withdraws its Tender prior to the Tender validity expiry date set forth in the Form of Tender, or any extended date provided by the Tenderer; or

(b) refuses to accept the correction of its Tender by the Purchaser pursuant to ITT
(c) having been notified of the acceptance of its Tender by the Purchaser prior to the expiry date of the Tender validity or any extension thereto provided by the Tenderer; (i) fails or refuses to execute the Contract Form, if required; or (ii) fails or refuses to furnish the Performance Security in accordance with the Instructions to Tenderers; 

then the Surety undertakes to immediately pay to the Purchaser up to the above amount upon receipt of the Purchaser’s first written demand, without the Purchaser having to substantiate its demand, provided that in its demand the Purchaser shall state that the demand arises from the occurrence of any of the above events, specifying which event(s) has occurred. 

The Surety hereby agrees that its obligation will remain in full force and effect up to and including the date 28 days after the date of expiration of the Tender validity set forth in the Form of Tender or any extension thereto provided by the Tenderer.
IN TESTIMONY WHEREOF, the Principal and the Surety have caused these presents to be executed in their respective names this ____ day of ____________ 20__.

Principal: _______________________
Surety: _____________________________

Corporate Seal (where appropriate)

_______________________________
____________________________________
(Signature)
(Signature)
(Printed name and title)
(Printed name and title)

Tender Securing Declaration

[The Tenderer shall fill in this Form in accordance with the instructions indicated.]

Date: [insert date (as day, month and year)]
Tender No.: [insert number of tendering process]
Alternative No.: [insert identification No if this is a Tender for an alternative]
To: [insert complete name of PE]
We, the undersigned, declare that: 




We understand that, according to your conditions, tenders must be supported by a Tender Securing Declaration.

We accept that we will automatically be suspended from being eligible for tendering in any contract with the PE for the period of time as determined by the Authority if we are in breach of our obligation(s) under the tender conditions, because we:

(a) 
have withdrawn or modified our Tender during the period of tender validity specified in the Form of Tender; or 

(c)
having been notified of the acceptance of our Tender by the PE during the period of tender validity, (i) failure to sign the contract if required by PE to do so or (ii) fail or refuse to furnish the Performance Security or to comply with any other condition precedent to signing the contract specified in the tendering documents.

We understand this Tender Securing Declaration shall expire if we are not the successful Tenderer, upon the earlier of (i) our receipt of your notification to us of the name of the successful Tenderer; or (ii) twenty-eight (30) days after the expiration of our Tender.

Signed: [insert signature of person whose name and capacity are shown] in the capacity of [insert legal capacity of person signing the Tender Securing Declaration]
Name: [insert complete name of person signing the Tender Securing Declaration]


Duly authorized to sign the tender for and on behalf of: [insert complete name of Tenderer]
Dated on ____________ day of __________________, _______ [insert date of signing]
Corporate Seal (where appropriate)

[Note: In case of a Joint Venture, the Tender Securing Declaration must be in the name of all partners to the Joint Venture that submits the tender.]

Manufacturer’s Authorization

Date: [insert date (as day, month and year) of tender submission]

Tender No.: [insert Tender  Number and Particulars]

To: [insert complete name of Procuring Entity]

WHEREAS [insert complete name of Manufacturer], who are official manufacturers of [insert type of supplies manufactured], having factories at [insert full address of Manufacturer], do hereby authorize [insert complete name of Tenderer] to submit a tender in relation to the Tendering Document indicated above, the purpose of which is to provide the following Goods, manufactured by us [insert name or brief description of the Goods], and to subsequently negotiate and sign the Contract.

We hereby extend our full guarantee and warranty in accordance with Clause 18 of the General Conditions of Contract, with respect to the Goods offered by the above firm.

Signed: [insert signature(s) of authorized representative(s) of the Manufacturer]

Name: [insert complete name(s) of authorized representative(s) of the Manufacturer]]


In the capacity of [insert legal capacity of person signing the Manufacturer’s Authorization] 
Duly authorized to sign the Manufacturer’s Authorization for and on behalf of: [insert complete name of Manufacturer]
Dated on ____________ day of __________________, _______ [insert date of signing]
ADVANCE \d6Note:
The Tenderer shall require the Manufacturer to fill in this Form in accordance with the instructions indicated. This letter of authorization should be on the letterhead of the Manufacturer and should be signed by a person with the proper authority to sign documents that are binding on the Manufacturer.  The Tenderer shall include it in its tender, if so indicated in the TDS.]

Specimen Certificate of a Pharmaceutical Product

Certificate of a Pharmaceutical Product

This certificate conforms to the format recommended by the World Health Organization (general instructions and explanatory notes attached). 

No. of certificates: ___________________________________________________________

Exporting (certifying) country: _______________________________________________

Importing (requesting) country: ______________________________________________

1.
Name and dosage form of product: 


____________________________________________________________________

1.1 Active ingredients
 and amount(s) per unit dose
.

____________________________________________________________________

____________________________________________________________________

For complete qualitative composition including excipients, see attached
.

1.2 Is this product licensed to be placed on the market for use in the exporting country?
 Yes / No (key in as appropriate)

1.3 Is product actually on the market in the exporting country? yes/no/unknown (key in as appropriate)
If the answer to 1.2 is yes, continue with section 2A and omit section 2B. 

If the answer to 1.2 is no, omit section 2A and continue with section 2B.

2A. 1 
Number of product license
 and date of issue: 

____________________________________________________________________

2A.2    Product-license holder (name and address): 

_____________________________________________________________________

____________________________________________________________________
____________________________________________________________________
2A.3    Status of product-license holder:
 a/b/c (key in appropriate category as defined in note 8) 

2A.3.1 For categories b and c the name and address of the manufacturer producing the dosage form are: 

____________________________________________________________________
____________________________________________________________________
____________________________________________________________________

2A.4 
Is Summary Basis of Approval appended?
yes/no (key in as appropriate) 

2A.5  
Is the attached, officially approved product information complete and consonant with the license?
yes/no/not provided (key in as appropriate) 

2A.6    Applicant for certificate, if different from license holder (name and address):

2B. I   Applicant for certificate (name and address): 

2B.2    Status of applicant: a/b/c (key in appropriate category as defined in note 8) 
2B.2.1 For categories b and c the name and address of the manufacturer producing the dosage form are:

____________________________________________________________________
____________________________________________________________________

____________________________________________________________________
2B.3    Why is marketing authorization lacking? 

not required/not requested/under consideration/refused (key inas appropriate) 

2B.4 Remarks:

i. Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the dosage form is produced? 

yes/no/not applicable
(key in as appropriate) 

If no or not applicable proceed to question 4. 

3.1 Periodicity of routine inspections (years): __________________________

3.2 Has the manufacture of this type of dosage form been inspected? yes/no (key in as appropriate) 

3.3 Do the facilities and operations conform to GMP as recommended by the World Health Organization?

yes/no/not applicable
 (key in as appropriate) 

ii. Does the information submitted by the applicant satisfy the certifying authority on all aspects of the manufacture of the product? 24
yes/no (key in as appropriate) 

If no, explain: ______________________________________________________________

Address of certifying authority: _______________________________________________

Telephone number:  ___________ Fax number: __________________________________

Name of authorized person: 

__________________________________________________________________________
Signature: 

__________________________________________________________________________
Stamp and date: 

__________________________________________________________________________

General instructions

Please refer to the guidelines for full instructions on how to complete this form and information on the implementation of the Scheme.

The forms are suitable for generation by computer.  They should always be submitted as hard copy, with responses printed in type rather than handwritten.

Additional sheets should be appended, as necessary, to accommodate remarks and explanations.

FORMS OF INTEGRITY

UNDERTAKING BY TENDERER ON ANTI – BRIBERY POLICY/

CODE OF CONDUCT AND COMPLIANCE PROGRAMME

(Made under Regulation 78 (2) of GN 446 of 2013
	Each tenderer must Submit a statement, as part of the tender documents, in either 

of the formats in this section.


MEMORANDUM (Format 1)

Regulation 78(2) of the Public Procurement Regulations, 2013 - Government Notice No. 466 of 2013)
We, [insert name of company/supplier), place importance on competitive tendering taking place on a basis that is free, fair, competitive and not open to abuse. It is pleased to confirm that it will not offer or facilitate, directly or indirectly, any improper inducement or reward to any public officer their relations or business associates, in connection with its tender, or in the subsequent performance of the contract if it is successful. 

We have an Anti-Bribery Policy/Code of Conduct and a Compliance Program which includes all reasonable steps necessary to assure that the No-bribery commitment given in this statement will be complied with by our management and employees, as well as by all third parties working with us on the public sector projects or contract including agents, consultants, consortium partners, sub- contractors and suppliers. Copies of our Anti-Bribery Policy/Code of Conduct and Compliance Program are attached
. 

Authorized Signature:










Name and Title of Signatory: 









Name of Tenderer: 











Address: 











MEMORANDUM (Format 2)

Regulation 78(2) of the Public Procurement Regulations, 2013 - Government Notice No. 446 of 2013)

We [insert name of company/supplier) has issued, for the purposes of this tender, a Compliance Program copy attached
 -which includes all reasonable steps necessary to assure that the No-bribery commitment given in this statement will be complied with by our management and employees, as well as by all third parties working with this company on the public sector projects or contract including agents, consultants, consortium partners, subcontractors and suppliers')" 

Authorized Signature:










Name and Title of Signatory: 









Name of Tenderer: 











Address: 











SECTION VI: ELIGIBLE COUNTRIES

Tender No.: [insert Tender Number and Particulars] 
All countries are eligible except countries subject to the following provisions. A country shall not be eligible if: 
1. as a matter of law or official regulation, the Government of Tanzania prohibits commercial relations with that country, provided that the Government of Tanzania is satisfied that such exclusion does not preclude effective competition for the provision of goods or related services required; or 
2. by an act of compliance with a decision of the United Nations Security Council taken under Chapter VII of the Charter of the United Nations, the Government of Tanzania prohibits any import of goods from that country or any payments to persons or entities in that country. 
PART 2 – PROCURING ENTITY’S REQUIREMENTS

SECTION VII:  SCHEDULE OF REQUIREMENTS

The delivery schedule expressed as weeks/months stipulates hereafter a delivery date which is the date of delivery 

(i) at EXW premises, or 

(ii) to the carrier at the port of shipment when the contract is placed on FOB or CIF terms, or 

(iii) to the first carrier when the contract is placed on FCA or CIP terms. 

In order to determine the correct date of delivery hereafter specified, the PE has taken into account the additional time that will be needed for international or national transit to the Project Site or to another common place.

	Number
	Description
	Quantity
	Delivery schedule (shipment) in weeks

	
	
	
	


TECHNICAL SPECIFICATIONS

[Text of Technical Specifications to be inserted in the Tendering Documents by the Procuring Entity, as applicable.]

TECHNICAL SPECIFICATIONS:
PHARMACEUTICALS

TECHNICAL SPECIFICATIONS:
CONDOMS

TECHNICAL SPECIFICATIONS:
VACCINES

Sample Technical Specifications

PHARMACEUTICALS

	1.
	Product and Package Specifications
	1.1
	The Goods to be purchased by the Purchaser under this Invitation for Tenders are included in the Purchaser’s current national essential drugs list or national formulary. The required packing standards and label must meet the latest requirements of the World Health Organization (WHO) good manufacturing practices (GMP) standards in all respects. (These standards contained in “Good Practices in the Manufacture and Quality Control of Drugs.”)



	
	
	1.2
	Product specifications indicate dosage form (e.g., tablet, capsules, dry syrup, liquid, ointment, injectable, emulsion suspension, etc.) and the drug content (exact number of mg or international units [IU] or % v/v, wlw or v/w acceptable range).       The Goods should conform to standards specified in the following compendia: [The procuring entity should specify an accept Pharmacopoeia standard from one of the following: the British Pharmacopoeia, the United States Pharmacopoeia, the French Pharmacopoeia, the International Pharmacopoeia or the European Pharmacopoeia, the latter particularly for raw materials.] The standards will be the latest edition unless otherwise stated by the Purchaser or other if applicable. In case the pharmaceutical product is not included in (the specified compendium, but included in the Purchasers, national essential drug list, the Purchaser should clearly indicate acceptable limits and the Supplier, upon award of the Contract, must provide the reference, standards and testing protocols to allow for quality control testing.



	
	
	1.3
	Not only the pharmaceutical item, but also packaging and labelling components (e.g., bottles, closures, and labelling) should also meet specifications suitable for distribution, storage, and use in a climate similar to that prevailing in the United Republic of Tanzania. All packaging must be properly sealed and tamper-proof and packaging components must meet the latest compendium standards and be approved for pharmaceutical packaging by the manufacturer's national Regulatory Authority (RA). The Purchaser should specify any additional special requirements.



	
	
	1.4
	All labelling and packaging inserts shall be in the language requested by the Purchaser or English if not otherwise stated.



	
	
	1.5
	Goods requiring refrigeration or freezing or those that should not fall below a certain minimum temperature for stability must specifically indicate storage requirements on labels and containers and be shipped in special containers to ensure stability in transit from point of shipment to port of entry.



	
	
	1.6
	Upon award, the successful Supplier shall, on demand, provide a translated version in the language of the tender of the prescriber's information for any specific goods the Purchaser may request.



	2.
	Labelling Instructions
	2.1
	The label of the primary container for each pharmaceutical and vaccine products shall meet the W210 GMP standard and include:

a) the international non-proprietary name (INN) or generic name prominently displayed and above the brand name, where a brand name has been given. Brand names should not be bolder or larger than the generic name;

b) dosage form, e.g.,tablet, ampoule, syrup, etc.;

c) the active ingredient "per unit, dose, tablet or capsule, etc.";

d) the applicable pharmacopoeia standard;

e) the Purchaser's logo and code number and any specific colour coding if required;

f) content per pack;

g) instructions for use;

h) special storage requirements;

i) batch number;

j) date of manufacture and date of expiry (in clear language, not code);

a) name and address of manufacture; and

b) any additional cautionary statement.



	
	
	2.2
	The outer case or carton should also display the above information.



	3.
	Case Identification
	3.1
	All cases should prominently indicate the following:

a) Purchaser's line and code numbers;

b) the generic name of the product;

c) the dosage form (tablet, ampoule, syrup);

d) date of manufacture and expiry (in clear language not code);

e) batch number;

f) quantity per case;

g) special instructions for storage;

h) name and address of manufacture; and

i) any additional cautionary statements.



	
	
	3.2
	No case should contain pharmaceutical products from more than one batch.



	4.
	Unique Identifiers
	4.1
	The Purchaser shall have the right to request the Supplier to imprint a logo, if the quantity so justifies it, on the labels of the containers used for packaging and in certain dosage forms, such as tablets, and ampoules and this will be in the Technical Specifications. The design and detail will be clearly indicated at the time of biding, and confirmation of the design of such logo shall be provided to the Supplier at the time of contract award.



	5.
	Standards of Quality Control for Supply


	5.1
	The successful Supplier will be required to furnish to the Purchaser:

a) With each consignment, and for each item a WHO certificate of quality control test results concerning quantitative assay, chemical analysis, sterility, pyrogen content uniformity, microbial limit, and other tests, as applicable to the Goods being supplied and the manufacturer's certificate of analysis;

b) Assay methodology of any or all tests if requested;

c) Evidence of bio-availability and/or bio- equivalence for certain critical Goods upon request. This information would be supplied on a strictly confidential basis only; and

d) Evidence of basis for expiration dating and other stability data concerning the commercial final package upon request.

	
	
	5.2
	The Supplier will also be required to provide the Purchaser with access to its manufacturing facilities to aspect the compliance with the GMP requirements and quality control mechanisms.




Sample Technical Specification

VACCINES

	
	
	Option A



	1.
	Product Qualification Requirements
	1.1
	The Goods to be purchased by the Purchaser under this Invitation for Tenders must be produced under the control of a recognized, well-functioning National Control Authority (NCA) for biologicals, which performs all six critical functions as defined by the World Health Organization (WHO):

a) licensing based on published set of requirements

b) surveillance of vaccine field performance

c) system of lot release for vaccines

d) use of laboratory when needed

e) regular inspections for good manufacturing practices (GMP)

f) evaluation of clinical performance. Or state the following:



	
	
	Option B



	
	
	1.1
	The Goods under this Invitation for Tenders should be purchased from WHO-approved sources only.



	
	
	1.2
	The Goods to be purchased by the Purchaser under this Invitation for Tenders must be produced in accordance with the GMP recommendations of WHO for biological products.



	
	
	1.3
	The Goods to be purchased by the Purchaser under this Invitation for Tenders must be registered by the National Control Authority (NCA) of the United Republic of Tanzania.




	2.
	Product Specifications
	2.1
	Dosage form (e.g.: oral or injectable; liquid or freeze dried with sterile diluents packed separately, etc.).



	
	
	2.2
	Type (e.g.: “live attenuated," "manufactured from purified inactivated (...) obtained from human plasma or manufactured using recombinant DNA technology," etc.).



	
	
	2.3
	Administration (e.g.: 'intended for intramuscular injection," etc.).



	
	
	2.4
	Description of intended use (e.g.: "immunization of newborn infants," etc.).



	
	
	2.5
	Dosage size (if not restrictive), or expected immunogenic reaction (e.g.: each dose shall contain that amount of Hbsag protein with micrograms/ml specified by the manufacturer for newborn dosage, that when given as part of a primary immunization series [3 doses] is capable of producing specific humoral antibody [anti HBs] at a level of at least 10 milli international units in >-90 percent of recipients," etc.).



	
	
	2.6
	Dose package (e.g.: “5 infant dose sterile glass vials," etc.).



	
	
	2.7
	Filling volume (e.g.: “final product should contain 15% overfill,” etc.).



	
	
	2.8
	Closures (e.g.: “vaccine vials shall be fitted with closures that conform to ISO standard 8362-2"). 



	
	
	2.9
	Storage temperature (e.g.: '2-8 degrees C. Do not freeze," or as appropriate, etc.).



	
	
	2.10
	The product should remain stable up to the indicated test expiry date if kept according to the required storage temperature.



	
	
	2.11
	Standards (e.g.: 'The vaccine should conform to standards established by the United Republic of Tanzania or, where no standard has been adopted, meet current requirements published by the WHO Expert Committee on Biological Standardization, or requirements of an established body of equivalent stature such as the U.S. Pharmacopoeia, the British Pharmacopoeia, the French Pharmacopoeia, or the International Pharmacopoeia").



	3.
	Labelling Requirements
	3.1
	Each vial or ampoule shall carry the manufacturer's standard label in the Swahili language at no extra charge; otherwise, the label shall be in English.



	
	
	3.2
	Each vial or ampoule label shall state the following: 

(a) name of the vaccine; 

(b) name of the manufacturer; 

(c) place of manufacture; 

(d) lot number; 

(e) composition; 

(f) concentration; 

(g) dose mode for administration; 

(h) expiration date; 

(i) storage temperature; and

(j) any other information that is appropriate.

	
	
	3.3
	All labelling shall withstand immersion in water and remain intact.



	4.
	Packing Requirements
	4.1
	Inner boxes: Inner Boxes shall contain not more than (number) individual vials/ampoules and shall be constructed of sturdy white cardboard outfitted with individual segments for protecting and separating each vial/ampoule.



	
	
	4.2
	Printed materials: Each inner box shall contain at least (number) manufacturer's standard package inserts in the Kiswahili language at no extra charge; otherwise, package insert shall be in English. 



	
	
	4.3
	Over packing: Inner boxes shall be over packed so that the vaccine remains refrigerated as designated in Clause 2.9. The over packing must be suitable for export handling and be in accordance with WHO Expanded Program of Immunization (EPI) Guidelines on International Packaging and Shipping of Vaccines including all measures needed to maintain required temperatures for seventy-two (72) hours. It must have adequate insulation and sufficient refrigerant to ensure that the warmest storage temperature of the vaccine does not rise above that designated in sub-Clause 2.9 when exposed to continuous outside temperature of +43 degrees C, nor fall below that specified of -20 degrees C during transit and for a period of at least twenty-four (24) hours after arrival at the airport destination. Additional cushioning shall be provided sufficient to protect the vials/ampoules from breakage during transit and handling.



	
	
	4.4
	Exterior shipping cartons: Product and printed materials, packaged as described above, shall be packed in weather-resistant, triple-wall corrugated fiberboard cartons with a bursting test strength of not less than 1,900 kPa. The overall dimensions of the exterior shipping cartons should be such that the product does not become damaged during transportation and storage.

No shipping carton should contain vaccine from more than one lot.



	
	
	4.5
	Cold chain monitor cards: Each insulated shipping container must include appropriate temperature- monitoring devices designated by the Purchaser. 

(a) At least two suitable cold chain monitor cards, as approved by the Purchaser, shall be packed in each transport case of vaccine. 

(b) Freeze watch indicators shall be included in each transport case at the direction of Purchaser.


	5.
	Marking Requirements
	5.1
	All containers and invoices must bear the following information:

a) the name of the vaccine;

b) expiration date of the vaccine; and

c) appropriate storage temperature.



	
	
	5.2
	Inner boxes: The inner boxes containing vaccine vials or ampoules shall be marked with the following information in a clearly legible manner that is acceptable to the Purchaser: 

(a) Generic name and trade name of the vaccine; 

(b) Manufacturer's name and trade registered address; 

(c) Manufacturer's national registration number; 

(d) Lot or batch number; 

(e) Composition and concentration; 

(f) Number of vials contained in box; 

(g) Expiration date (month and year in clear language, not code); 

(h) Instructions for storage and handling; and

(i) Place of manufacture (Made in ____).



	
	
	5.3
	Exterior Shipping Cartons: The following information shall be stenciled or labelled on the exterior shipping cartons on two opposing sides in bold letters at least 30mm high with waterproof ink in a clearly legible manner that is acceptable to the Purchaser. 

(a) Generic name and trade name of the vaccine; 

(b) Lot or batch number; 

(c) Expiration date (month and year in clear language, not code); 

(d) Manufacturer's name and registered address; 

(e) Manufacturer's national registration number; 

(f) Destination airport and routing; 

(g) Consignee's name and address in full;

(h) Consignee contact name and telephone number; 

(i) Number of vials or ampoules contained in the carton;

(j) Gross weight of each carton (in kg); 

(k) Carton # ______ of  ______;

(l) Instructions for storage and handling;

(m) Contract number; and

(n) Place of manufacture (Made in _____). 

	6.
	Quality Control for Supply
	6.1
	All goods must:

a) meet the requirements of manufacturing legislation and regulation of vaccines in the country of origin;

b) meet internationally recognized standards for safety, efficacy, and quality;

c) conform to all the specifications and related documents contain herein;

d) be fit for the purposes expressly made known to the Supplier by the Purchaser;

e) be free from defects in workmanship and materials; and

f) be certified by a competent authority in the manufacturer's country according to resolution WHA 28-65(2), of the WHO release certificate.



	
	
	6.2
	The Supplier will be required to furnish to the Purchaser with each consignment:

(a) A certificate of quality control and test results in conformity with the WHO release certificate;

(b) Assay methodology of any or all tests if required; and

(c) Evidence of basis for expiration dating and other stability data concerning the commercial package upon request.



	
	
	6.3
	Pre-shipment inspection and testing: The Supplier will be   required to provide the Purchaser or his representative with access to the product as packed for shipment at the sellers' factory and/or warehouse mutually agreeable time prior to shipment of the product. 

(a) The Purchaser may inspect and sample, or cause to be sampled, such product. 

(b) The Purchaser may cause independent laboratory testing to be performed as deemed necessary to ensure that the Goods conform to prescribed requirements. The testing laboratory shall be the Purchaser's choice and suitably equipped and qualified to conduct quality control test on biological products.




Sample Technical Specifications

CONDOMS
	1.
	Product and Package Specifications
	1.1
	The Goods must conform to the manufacturer's current standards for condoms and specified in line with the ISO 4074 Standard for Latex Rubber Condoms.



	
	
	1.2
	The specifications for the Goods shall indicate critical factors, i.e., bursting volume and pressure, freedom from holes, width and length, thickness, lubricant quality, and viscosity.



	
	
	1.3
	The Goods and packaging and labelling components shall meet the standards specified in the latest WHO specification, including batch-by-batch independent quality control laboratory tests.



	
	
	1.4
	Condoms should be shipped in special containers to ensure stability in transit from point of shipment to port/air port of entry and point of destination for CIP deliveries. Any special temperature requirements must be designed to meet the climatic conditions prevailing in the United Republic of Tanzania, and the Purchaser should advise the Supplier of any particular requirements.



	2.
	Labelling
	2.1
	The primary pack should be labelled in accordance with the latest WHO specifications and include:

a) Manufacturer's name;

b) Batch number (printed at the time of packaging),

c) Month and year of expiry; and

d) Any other information as requested by the Purchaser.



	
	
	2.2
	The secondary packing, i.e., the inner box, should be labelled in accordance with the latest WHO specifications and include: 

(a) Batch number; 

(b) Month and year of manufacture (including the words: Date of Manufacture/month/year); 

(c) Manufacturer's name and registered address; 

(d) Nominal width expressed in millimetres; 

(e) Number of condoms in box; 

(f)  Instructions for storage; and 

(g) Month and year of expiry. 



	3.
	Packaging Specification
	3.1
	All   exterior shipping cartons and packaging must comply with the latest WHO specification packaging of condoms.



	4.
	Case Identification
	4.1
	All cases should predominantly indicate the following:

a) Batch number;

b) Month and year of manufacture (including words: Date of Manufacture/month/year);

c) Name and address of supplier;

d) Nominal width expressed in millimetres;

e) Number contained in the carton;

f) Instructions for storage and handling; and

g) Month and year of expiry.



	5.
	Lot Traceability
	5.1
	All exterior shipping cartons for each batch should assembled and shipped together to facilitate monitoring of batch quality during shipping storage.



	
	
	5.2
	Both codes should be used on exterior ship cartons, colour coded for ease of identification if requested by the Purchaser.



	6.
	Unique Identifiers
	6.1
	The Purchaser will have the right to request the Supplier to imprint, provided the quantity justifies it, a logo a packaging of the condoms. The design and details will be clearly indicated at the time of biding and shall be provided to the Supplier at the time of contract award.



	7.
	Standards of quality control for Supply
	7.1
	The Supplier will be required to provide the Purchaser with access to its manufacturing facilities to inspect Compliance with the GMP requirements and quality Supply control mechanisms.



	8.
	Quality control Testing
	8.1
	The Supplier shall be required to carry out testing of a proposed shipment in line with the WHO specification, and the size of sample will be calculated by reference to ISO 2859-1.

With each consignment the Supplier must provide a certificate of quality control test results in conformity with the WHO specifications and in accordance with the general sampling levels appropriate to each feature as necessary.


PART 3 – CONDITIONS OF CONTRACT AND CONTRACT FORMS

SECTION VIII: GENERAL CONDITIONS OF CONTRACT

General Conditions of Contract to be used for this Tender shall be the Conditions of Contract (GCC) for the Standard Tender Document for Procurement of Health Sector Goods under National and International Competitive Tendering as prepared by the Public Procurement Regulatory Authority available on PPRA’s Website www.ppra.go.tz
SECTION IX: SPECIAL CONDITIONS OF CONTRACT (SCC)

	The following Special Conditions of Contract (SCC) shall supplement the General Condition Contract (SCC). Whenever there is a conflict, the provisions herein shall prevail over those in the GCC. The corresponding clause number of the GCC is indicated in parentheses.

[Instructions for completing the SCC are provided as needed in the notes in italics mentioned for the relevant SCC.  Where sample provisions are furnished, they are only illustrative of the provisions that the Purchaser should draft specifically for each procurement.




	SCC Number
	Information/Data Required
	GCC Number 
	Amendments of, and Supplements to, Clauses in the GCC

	1.
	Appointing Authority for the Arbitrator


	1.1(b)
	The appointing authority for the Arbitrator is [Name and address]

	2.
	End User
	 1.1 (h)
	The end user is: [insert, if applicable, the organization(s) stated in the Schedule of Requirements, where the Goods will be used].



	3.
	Final Destination
	 1.1 (p)
	The Final Destination is/are: [insert, if applicable, identity of Final Destination, street address and city, or insert “as specified in the Schedule of Requirements”]


	4.
	Name of Purchaser
	1.1 (q)
	The Purchaser is: [insert name, address and telephone, cable or facsimile numbers of Purchaser and address].



	5.
	Name of Supplier
	 1.1 (t)
	The Supplier is: [insert name, address and telephone, cable or facsimile numbers of the supplier]



	6.
	Other Documents Forming the Contract
	2.3(i)
	List other documents that form part of the contract if any:

a)……………………………………………………

b)…………………………………………………

c)…………………………………………………

Otherwise State Not Applicable

	7.
	Conditions Precedent
	3.1
	Conditions Precedent to Contract Effectiveness (List down if any Otherwise State Not Applicable)

	8
	Country of Origin
	6.1
	The Country of origin is [insert name of the country of origin]

	9.
	Date for Meeting Condition Precedent
	3.2
	Date for meeting condition precedent is [insert date]

	10.
	Governing Language
	 4.1
	Governing language shall be: (insert Applicable language)



	11.
	Governing Law
	 5.1
	The Contract shall be interpreted in accordance with the laws of the: (insert United Republic of Tanzania).



	12.
	Certification of Goods


	 9.1
	[insert details of registration and other certification necessary to prove registration in the united Republic of Tanzania]



	13.
	Effective date of Contract
	9.2
	The Effective Date of the Contract is: [insert date of Contract signingif EITHER: (i) the Goods have already been registered at the time of Contracting signing OR (ii) registration of the Goods is not a requirement under the Applicable law.  Otherwise, delete and insert “NOT USED.”]



	14.
	Time Period
	 9.3
	 The time period shall be: [insert a number greater than 30 days].

[if not used, delete and insert “NOT USED”]



	15.
	Performance Security/Performance Securing Declaration
	 10.1
	(Performance Security/ Performance Securing Declaration) is applicable.

In the case of Performance Security, it shall be in the form of: [Insert form of Performance Security]- delete if not applicable,

The amount of Performance Security shall be. [insert amount: in case of unconditional Bank Guarantee the amount shall be 10% of the contract price and in case of surety bond the amount shall be 15% of the contract price]

	16,
	Discharge of Performance Security
	 10.3
	Discharge of the Performance Security shall take place in accordance with GCC 15.6.

[Insert: any additional requirement related to the discharge of the performance security]



	17.
	Inspection and Tests
	11.1 & 11.2
	List down all Inspections and Tests to be carried out

1……………………………

2…………………………….
3. ………………………….



	18.
	Packing Requirements
	 12.2
	[insert any necessary additional requirements with respect to packing and marking or state that additional requirements are indicated in the Technical Specifications.]



	19.
	Delivery and Documents
	13.1 & 13.3
	Sample provision (CIF / CIP terms)

For Goods supplied form abroad:

Upon shipment, the Supplier shall notify the Purchaser and the insurance company in writing the full details of the shipment including Contract number, description of the Goods, quantity, date and place of shipment, mode of transportation, and estimated date of arrival at place of destination.  In the event of Goods sent by airfreight, the Supplier shall notify the Purchaser a minimum of forty-eight (48) hours ahead of dispatch, the name of the carrier, the flight number, the expected time of arrival, and the waybill number.  The Supplier shall fax and them send by courier the following documents to the Purchaser, with a copy to the insurance company:

i) three originals and two copies of the Supplier’s invoice, showing Purchaser as [enter correct description of Purchaser for customs purposes]; the Contract number, loan number, Goods description, quantity, unit price, and total amount.  Invoices must be signed in original, stamped, or sealed with the company stamp/seal.

ii) one original and two copies of the negotiable, clean, on-board through bill of lading marked “freight prepaid” and showing Purchaser as [enter correct number of Purchaser for customs purposes] and Notify Party as stated in the Contract, with delivery through to final destination as per the Schedule of Requirements and two copies of non-negotiable bill of lading, or three copies of railway consignment note, road consignment note, truck or air waybill, or multimodal transport document, marked “freight prepaid” and showing delivery through to final destination as per the Schedule of Requirements;

iii) four copies of the packing list identifying contents of each package;

iv) copy of the Insurance Certificate, showing the Purchaser as the beneficiary;

v) one original of the manufacturer’s or Supplier’s Warranty Certificate covering all items supplied;

vi) one original of the Supplier’s Certificate of Origin covering all items supplied;

vii) original copy of the Certificate of Inspection furnished to Supplier by the nominated inspection agency and six copies (where inspection is required);

For goods shipped by sea the following documents to be submitted immediatley by email and original documents to be submitted atleast 14 days prior to ship arrival.

viii) Certificate of analysis/ conformity for medical supplies and equipments to be included as the delivery document
ix) EFD receipt to be included for VAT registered suppliers (local)
x) Endorsed Import permit to be included in the delivery documents for imported goods.
xi) any other procurement-specific documents required for delivery / payment purposes.

For Goods from within the United Republic of Tanzania.

Upon or before delivery of the Goods, the Supplier shall notify the Purchaser in writing and deliver the following documents to the Purchaser:

(i)   two originals and two copies of the Supplier’s invoice, showing Purchaser, the Contract number, loan number; Goods’ description, quantity, unit price, and total amount.  Invoices must be signed in original and stamped or sealed with the company stamp / seal;

ii) two copies of delivery note, railway consignment note, road consignment note, truck or air waybill, or multimodal transport document showing Purchaser as [enter correct name of Purchaser for customs purposes] and delivery through to final destination as stated in the Contract.

iii) copy of the Insurance Certificate, showing the Purchaser as the beneficiary,

iv) four copies of the packing list identifying contents of each package;

v) one original of the manufacturer’s or Supplier’s Warranty certificate covering all items supplied;

vi) one original of the Supplier’s Certificate of Origin covering all items supplied’

vii) original copy of the Certificate of Inspection furnished to Supplier by the nominated inspection agency and six copies (where inspection is required)

viii) other procurement-specific documents required for delivery / payment purposes.

Note: In the event that the documents presented by the Supplier are not in accordance with the Contract, then payment will be made against issue of the Acceptance Certificate, to be issued in accordance with SCC 9 (GCC 14) above.



	20.
	Insurance
	 14.1
	The insurance shall be in an amount equal to 110 percent of the CIF or CIP value of the Goods from “warehouse” to “warehouse” on “All Risks” basis, including war risks and strikes (only if contract placed on CIF or CIP BASIS]



	21.
	Incidental Services
	 16.1
	Incidental services to be provided are:

[Selected services covered under GCC 15[Transportation] and/or other should be specified with the desired features.  The price quoted in the tender price or agreed with the selected Supplier shall be included in the Contract Price.]



	22.
	Warranty of Goods
	17.1
	[Insert necessary and appropriate Clauses] 

Or 

State there are no SCC applicable to GCC



	23.
	Period for the Replacement of Defective Goods


	27.4
	The period for the replacement of defective goods is: [insert period for replacement of defective goods].



	24.
	Payment to be made to the Supplier
	 21.1, 21.3& 21.4
	The method and conditions of payment to be made to the Supplier under this Contract shall be as follows:

Payment for Goods supplied from abroad:
Payment of foreign currency portion shall be made in currency of the Contract Price in the following manner:

i) On Shipment:  Eighty (80) percent of the shipped goods price shall be paid through irrevocable letter of credit opened in favor of the Supplier in a bank in its country, upon submission of documents specified in GCC Clause 13 or, alternatively, at the Supplier’s option, within thirty (30) days of submission of documents specified in GCC Clause 13 above by direct bank transfer to the Supplier’s nominated bank account. 

Opening charges and charges for amendment of the letter of credit at the request of or due to a fault or default of the Purchaser are for the account of the Purchaser. Confirmation charges and charges for amendment to letters of credit at the request of or due to a fault, or default on behalf of the Supplier, are for the account of the Supplier.
Remaining twenty (20) percent of the shipped goods 
price shall be paid within thirty (30) days after receipt of 
the Goods upon submission of an invoice (showing Purchaser’s name; the Contract number, loan number; 
description of payment and total amount, signed in original, tamped or sealed with the company stamp/seal) supported by the Acceptance Certificate 
issued by the Purchaser.
or

ii) On delivery and acceptance hundred (100) percent of the shipped goods price shall be paid through telegraphic transfer.

Payment for Goods and Services supplied from within the United Republic of Tanzania:
Payment for Goods and Services supplied from within the United Republic of Tanzania shall be made as follows:

i) On delivery and acceptance: Hundred (100) percent of the received goods price shall be paid within thirty (30) days after receipt of the Goods upon submission of an invoice (showing Purchaser’s name; the Contract number, loan number; description of payment and total amount, signed in original, stamped or sealed with the company stamp/seal) supported by the Acceptance Certificate issued by the Purchaser.

	25.
	Currency of Payment


	21.5
	List down the Currencies of Payments



	26.
	Prices
	22.1
	Prices shall be: [fixed and firm for the duration of the Contract].

OR

Prices shall be: [adjusted in accordance with provisions in the Attachment to SCC]. [To be inserted only if price is subject to adjustment.]

	27.
	Liquidated Damages
	 28.1
	Applicable rate: [insert between 0.1 percent and 0.2 percent per day of undelivered goods’ value]

Maximum deduction:  is equal to the performance security



	28.
	Dispute Resolution Mechanism
	 33.2
	In the case of a dispute between the Purchaser and a Supplier who is a national of the United Republic of Tanzania, the dispute shall be referred to adjudication or arbitration in accordance with the laws of the United Republic of Tanzania

	29.
	Notices
	 34.1
	The Purchaser’s address for notice purposes: [insert the address]

The Supplier’s address for notice purposes: [insert the address]


Special Conditions of Contract

PHARMACEUTICALS

(Additional Clauses)

	The below data should be included in the SCC used in Tendering Documents for the procurement of pharmaceuticals.




	SCC Number
	Information/Data Required
	GCC Number 
	Amendments of, and Supplements to, Clauses in the GCC

	
	Delivery and Documents
	 13.1 & 13.3
	For Goods supplied from abroad:

(ii) One original of the Certificate of Pharmaceutical Product as recommended by the WHO for each of the items supplied.

(iii) Certificate of quality control test results in conformity with the World Health Organization “Certification Scheme on the Quality of Pharmaceutical Products Moving in International Trade” stating quantitative assays, chemical analysis, sterility, pyrogen content, uniformity, microbial limit, and other tests as appropriate to the Goods.

(iv) Original copy of the certificate of weight issued by the port authority / licensed authority and six copies.


Special Conditions of Contract

VACCINES

(Additional Clauses)

	The below data should be included in the SCC used in Tendering Documents for the procurement of vaccines


	SCC Number
	Information/Data Required
	GCC Number 
	Amendments of, and Supplements to, Clauses in the GCC

	
	Delivery and Documents
	 13.1 & 13.3
	For Goods supplied from abroad:

(ii) One copy of the Lot Release Certificate issued by the NCA of the country of manufacture for each lot shipped.

(iii) Certificate of quality control test results in conformity with the World Health Organization “Certification Scheme on the Quality of Pharmaceutical Products Moving in International Trade” stating quantitative assays, chemical analysis, sterility, pyrogen content, uniformity, microbial limit, and other tests as appropriate to the Goods.

(iv) Original copy of the certificate of weight issued by the port authority / licensed authority and six copies.

For Goods from within the United Republic of Tanzania:

One copy of the Lot Release Certificate issued by the NCA of the country of manufacture for each lot shipped.

	
	Warranty of Goods
	17.1
	The Purchaser reserves the right to request evidence of bio-availability and/ or bio-equivalence data and / or evidence of the basis for expiration dating and other stability data concerning the goods to verify shelf life claimed for the Goods.

If an adverse event following immunization (AEFI) occurs in the United Republic of Tanzania and the cause of such event cannot be immediately established, the Purchaser will, with all urgency and in accordance with the procedures laid down by the NCA of the United Republic of Tanzania, take steps to advise the supplier in order that an investigation may be launched immediately.  If the vaccine has been supplied through an agency of the United Nations, the most current procedures laid down by the WHO for such situations will be used.


Special Conditions of Contract

CONDOMS
	The following SCC shall supplement the GCC in the procurement of condoms.  Whenever there is a conflict, the provisions herein shall prevail over those in the GCC.  The corresponding clause number of the GCC is indicated in parent theses.




	SCC Number
	Information/Data Required
	GCC Number 
	Amendments of, and Supplements to, Clauses in the GCC

	
	Inspection and Tests
	11.1 & 11.2
	(a) The Supplier shall test batches of Goods ready for shipment in accordance with the WHO specification.  The size of the sample for testing will be calculated y reference to ISO 2859-1.  With each consignment, the Supplier must provide a certificate of quality control test results in conformity with the standards laid down in ISO 2859-1 and in accordance with the general sampling levels appropriate to each feature as necessary.  The Supplier will bear the cost of such tests.

	
	Delivery and Documents
	 13.1 & 13.3
	For Goods supplied from abroad:

(ix) original copy of quality control tests for each consignment as stated in SCC 9 above.

(x) original copy of the certificate of inspection furnished to Supplier by nominated inspection agency and six copies.

[where separate inspection is required]

For Goods from within the United Republic of Tanzania:

i) Certificate of in-house analysis.




SECTION X: CONTRACT FORMS

This Section contains forms which, once completed, will form part of the Contract. The forms for Performance Security and Advance Payment Security, when required, shall only be completed by the successful Tenderer after contract award.

The Contract Forms to be used for this Tender are contained in Section X- Contract Forms of the Standard Tender Document for Procurement of Health Sector Goods under National and International Competitive Tendering as prepared by the Public Procurement Regulatory Authority available on PPRA’s Website www.ppra.go.tz.

�





THE UNITED REPUBLIC OF TANZANIA


MINISTRY OF FINANCE AND PLANNING


PUBLIC PROCUREMENT REGULATORY AUTHORITY








�Performance Securing Declaration shall be applicable for Tenders falling under exclusive preference.


�	Nonperformance, as decided by the PE, shall include all contracts where (a) non performance was not challenged by the Supplier, including through referral to the dispute resolution mechanism under the respective contract, and (b) contracts that were so challenged but fully settled against the Supplier. Non performance shall not include contracts where PE’s decision was overruled by the dispute resolution mechanism. Non performance must be based on all information on fully settled disputes or litigation, i.e. dispute or litigation that has been resolved in accordance with the dispute resolution mechanism under the respective contract and where all appeal instances available to the Tenderer have been exhausted.


�	This requirement also applies to contracts executed by the Tenderer as JV member.


�	The Tenderer shall provide accurate information on the Tender Submission Form about any litigation or arbitration resulting from contracts completed or ongoing under its execution over the last five years. A consistent history of court/arbitral awards against the Tenderer or any member of a joint venture may result in disqualifying the Tenderer.


� Note: Power of Attorney of a Foreign Firm may be presented in any other legally acceptable format


�If the most recent set of financial statements is for a period earlier than 12 months from the date of Tendering, the reason for this should be justified.


�This certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutical product and of the applicant for the certificate in the exporting country.  It is for a single product only since manufacturing arrangements and approved information for different dosage forms and different strengths can vary.


� Use, whenever possible, international non-proprietary names (INNs) or national non-proprietary names.


� The formula (complete composition) of the dosage form should be given on the certificate or be appended


�details of quantitative composition are preferred, but their provision is subject to the agreement of the product-license holder.


� When applicable, append details of any restriction applied to the sale, distribution, or administration of the product that is specified in the product license.


� Sections 2A and 2B are mutually exclusive


� Indicate, when applicable, if the license is provisional or if the product has not yet been approved.


�Specify whether the person responsible for placing the product on the market:


manufactures the dosage form;


packages and / or labels a dosage form manufactured by an independent company; or 


is involved in none of the above


� This information can be provided only with the consent of the product – license holder or, in the case of non-registered products, the applicant.  Non-completion of this section indicates that the party concerned has not agreed to inclusion of this information.  It should be noted that information concerning the site of production is part of the product license.  If the production site is changed, the license must be updated or it will cease to be valid.


� This refers to the document, prepared by some national regulatory authorities, that summarizes the technical basis on which the product has been licensed.


� This refers to product information approved by the competent national regulatory authority, such as a Summary of Product Characteristics (SPC).


� In this circumstance, permission for issuing the certificate is required from the product-license holder.  This permission must be provided to the authority by the applicant.


�


� Please indicate the reason that the applicant has provided for not requesting registration:


The product has been developed exclusively for the treatment of conditions – particularly tropical diseases – not endemic in the country of export.


The product has been reformulated with a view to improving its stability under tropical conditions.


The product has been reformulated to exclude excipients not approved for use in pharmaceutical products in the country of import


The product has been reformulated to meet a different maximum dosage limit for an active ingredient


Any other reason, please specify.


� Not applicable means that the manufacture is taking place in a country other than that issuing the product certificate and inspection is conducted under the aegis of the country of manufacture.


� The requirements for good practices in the manufacture and quality control of drugs referred to in the certificate are those included in the thirty-second report of the Expert Committee on specifications for Pharmaceutical Preparations (WHO Technical Report Series, No. 823, 1992, annex 1).  Recommendations specifically applicable to biological products have been formulated by the WHO Expert Committee on Biological Standardization (WHO Technical Report Series, No. 822, 1992, Annex 1).


� This section is to be completed when the product – license holder or applicant conforms to status (b) or (c) as described in note 7 above.  It is of particular importance when foreign contractors are involved in the manufacture of the product.  In these circumstances the applicant should supply the certifying authority with information to identify the contracting parties responsible for each stage of manufacture of the finished dosage form, and the extent and nature of any controls exercised over each of these parties.





The layout for this Model Certificate is available on diskette in Word Perfect from the Division of Drug Management and Policies, World Health Organization, 1211 Geneva 27, Switzerland.








�Signing of this memorandum is not sufficient if it is not accompanied by the Anti-bribery Policy/Code of Conduct and Compliance programme of the Applicant. For Applications submitted by the JVCA each member must submit its Anti-bribery Policy/Code of Conduct and Compliance programme


�Signing of this memorandum is not sufficient if it is not accompanied by the Anti-bribery Policy/Code of Conduct and Compliance programme of the Applicant. For Applications submitted by the JVCA each member must submit its Anti-bribery Policy/Code of Conduct and Compliance programme
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