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INVITATION TOTENDER

PROCURING ENTITY: KenyaMedical SuppliesAuthority, National Supply Chain
Centre, Embakasi P.OBox 47715-00100, Nairobi. Tel No: +254 719033000/ +254
726618520/1

Email: procure@kemsa.go.ke

TENDER NAME AND DESCRIPTION: KEMSA/GOK -MOH/OIT08/2023 -2024SUPPLY OF
NUTRITION COMMODITIES |

Date: 7th May, 2024

1. The Government of Kenyahasallocated funds to KenyaMedical SuppliesAuthority (KEMSA)to
procure Nutrition Commodities | under GOKMOHfunding for FY2023/2024.

2. KEMSAnow invites sealedbids from eligible Suppliersfor the Supply of Nutrition
Commaodities L

3. Bidding will be conducted through the procedures specified in the Public Procurement and Asset
DisposalAct 2015 (Rev.2022)and is opento all.

4. Interested eligible Bidders may obtain further information from Procurement office situated at:

Kenya Medical 8pplies Authority
KEMSANational Supply Chain Centre
Embakasi- Off Airport North Road
Office block

P.O Box 4771800100, Nairobi

Tel No: +254 719033000/ +254 726618520/1
Email: procure@kemsa.go.ke

On normal working days on Monday to Friday between 0900hrs and 1600hrs excepton Public
Holidays.

5. Interested eligible bidders may download a complete set of tender documents from the KEMSA
Website www.kemsa.co.keand /or PPIP Portal: https://tenders.go.ke . Documents downloaded are
free of charge and bidders are advised to register at the Procurement Office or via email at
procure@kemsa.co.ke(Referto registration form in the tender document)

6. Completed serialized/paginated bidding documents shall be submitted accompanied with a
signeddeclaration of the number of pages.The documentswill be an original andacopyin plain
sealed envelopes clearly marked on top with the Tender Number and description and
accompanied by a Bid security of an amount dfES 411,962 .00 or equivalent in a freely
convertible currency from CommercialBanksor Insurance CompaniesApproved by The
Insurance Regulatory Aithority (IRA) and listed by The Public Procurement Regulatory
Authority and should be addressedto:


mailto:procure@kemsa.go.ke
mailto:procure@kemsa.go.ke
http://www.kemsa.co.ke/
https://tenders.go.ke/
mailto:procure@kemsa.co.ke

Ag. Chief Executive Officer

Kenya Medical Supplieg\uthority
KEMSANational Supply Chain Centre
Embakasi- Off Airport North Road
P.OBox47715-00100

Nairobi

And must be deposited in the Tender Box No. 1 marked GOK/World Bank at the Reception

iT OEA ' O1 61 A &1 T Sufply ERain GentieEinbakdsiortol beféré 30t May

2024. Bulky tenders can be handed over to KEMSAO0 OT AOOA | Al sofficeBrOAA OT 06
registration and safekeepingtill the tender opening date.

7. Bidswill be openedpromptly in public on 30th May 2024 in the presenceof” E A AaAdD O 6
or representatives who choose to attend thel BAT ET ¢ AO + %- 3! AE A
conference Hall at 10.00 a.m Local time on 30th May 2024 .

8. Bidders MUSTsubmit their TENDER SAMPLE (Sat Procurement Offices,
Embakasion or before tender closing date and time.

9. Latebids, portion of bids, Bids not received,bids not openedand not readoutin public at the
bid openceremonyshall not be acceptedfor evaluationirrespective of circumstances.



REGISTRATION-FORM

TENDERNO. KEMSA/GOK -MOH/OIT08/2023 -2024 SUPPLY OF NUTRITION COMMODITIES |

NOTE:Please provide your details below for purposes of communication icase you
download this tender documentfrom KEMSAwebsite.

Name of the AEOI 88888888888888888888888888

Postal ' AAOAOOQG8888888888888888888888888:

Company email AAAOAOOQ8 8BBBBBBB88L8888888888888

Contact 0OAOOT 1 988888888888888888888888888

Company KRA PIN:8888888888888888888888888888:

Oncecompleted pleasesubmit this form to the email below;

procure@kemsa.go.ke



mailto:procure@kemsa.go.ke
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SECIDNI - INSTRUCTION®TENDERERS

A

General

Scopeof Tender

11

3.1

3.2

3.3

3.4

4.1

In connection with this Invitation to Tenderer (ITT), the Procuring Entity issues this tendering
document for the supply of Health Goods (Family planning commodities) and Related Services
incidentalthereto asspecifiedin SectionV, Schedulef RequirementsThename,identificationand
numberof itemsor lots (contractspf this ITTare specifiedin the TDS.

5SUYAGlA2Z2Y A

Throughouthis tenderingdocument:

a) ¢KS GSN)¥Y aAy & NR GadynIvittenvf@rh (£.§. byOrirailzyax, Gdluding
if specifiedin the TDSdistributedor receivedthroughthe electronicprocurementsystemused
by the Procuring Entityyvith proof of receipt;

by AT GKS O2yGSEG &2 NBI| dARBASXOS 4@ YNHH T NEY R S&
dzyt Sa3a 20KSNBAaS &ALISOATASR la a.dzaaySaa 5
workingdayof the ProcuringEntity. It excludeghe Procuringentity'sofficial publicholidays.

Fraudand Corruption

The Procuring Entity requires compliance with the provisions of the Public Procurement and Asset
5Aallalrt ' 00X unmpX {SOUA2Y cH G5SOfFNYGAZ2Y
a person shall include a declaration that the person shallemgfage in any corrupt or fraudulent
practice and a declaration that the person or his or her-sabtractors are not debarred from
participatingin publicprocurementproceedings.

TheProcuringentityrequirescompliancewith the provisionsof the Compettion Act2010,regarding
collusive practices contracting. Any tenderer found to have engaged in collusive conduct shall be
disqualified and criminal and/or civil sanctions may be imposed to this effect, Tenders shall be
required to complete and signthie/ SNUAFAOLFGS 2F LYRSLISYRSYy(d ¢:¢
the Formof Tender.

Unfair Competitive Advantaglairness and transparency in the tender process require that the
firms or their Affiliates competing for a specific assignment do not derivagetitive advantage

from having provided consulting services related to the assignment in question. To that end, the
Procuring Entity shall indicate in tli#zata Sheetand make available to all the firms together with
this tender document all information that would in that respect give such firm any unfair
competitiveadvantageover competingfirms.

Tenderers shall permit and shall cause their agents (where declared or not), subcontracters, sub
consultants, service providers, suppliers, and their persgnieepermit the Procuring Entity to
inspect all accounts,records and other documents relating to any initial selection process,
prequalificationprocesstender submissionproposalsubmissionandcontractperformance(in the

caseof award),andto havethem auditedby auditorsappointedby the ProcuringEntity.

EligibleTenderers

A Tenderer may be a firm that is a private entity, a staded enterprise or institution subject to
ITT4.60r any combinationof suchentities in the form of a joint venture (JV)under an existing
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4.2

4.3

4.4

4.5

agreement or with the intent to enter in to such an agreement supported by a Form of intehe In
case of a joint venture, all members shall be jointly and severally liable for the executiorofitae
Contractin accordancevith the Contractterms. TheJVshallnominatea Representativavho

shallhavethe authority to conductall businesgor andon behalfof anyandall the membersof the

JV during the Tendering process and, in the event the JV is awarded the Contraxg, atuniract
execution. Members of a joint venture may not also make an individual tender, be a subcontractor
in a separate tender or be part of another joint venture for the purposes of the same Tender. The
maximum numbef JVmembersshallbe specifiedin the TDS.

Public Officers of the Procuring Entity, their spouse, child, parent, brother, sister, child, parent or
sister of a spouse their business associates or agents and firms/organizations in which they have :
substantial or controlling interest sHaiot be eligible to tender or be awarded a contract. Public
Officersare alsonot allowed toparticipatein anyprocurementproceedings.

!l ¢SYRSNBNJ aKkltt yzd KIFIgS | O2ybAOd 2F AydS|
shallbe disqualifed. A Tenderermaybe consideredo havea O 2 y mfin@igestfor the purposeof
this Tendering process, tiie Tenderer:

a Directly or indirectly controls, is controlled by or is under common control with another Tenderer
b Receives ohas receivedny direct or indirecsubsidyfrom anotherTenderer; or
¢ hasthe samelegalrepresentativeasanotherTenderer;or

d hasarelationshipwith another Tendererdirectly or through commonthird parties, that putsit A
AY I LI2aAuUAZ2Y U2 AVESESYOSYRESBLHNDBY RSNIAZLD dzb
Procuringentity regarding thi§enderingorocesspr

e or any of its affiliates participated as a consultant in the preparation of the design or technical
specification®f the goods thatrethe subjectof the Tender;or

f or anyof its affiliates hasbeen hired (or is proposedto be hired) by the ProcuringEntity or
Procuringentity for the Contractimplementation;or

g would be providing goods, works, or ngonsulting services resulting from or directly related
to consulting services for the preparation or implementation of the project specified in the TDS
ITT 2.1 that it provided or were provided by any affiliate that directly or indirectly controls, is
controlledby, or isundercommoncontrol with that firm; or

h hasaclosebusinesor family relationshipwith a professionaktaff of the Procuringentitywho:
() are directly or indirectly involved in the preparation of the tendering document or
specifications of the Contract, and/or the Tender evaluation procéssuch Contract; or (ii)
would be involved in the implementation or supervision of such contract unleSs ttO2 y' b A ¢
stemming from such relationship has been resolved in a manner acceptable to the Procuring
Entitythroughoutthe Tenderingprocessand executionof the Contract.

A firm that is a Tenderer (either individually or as a JV member) shall not paxiaipaore

than one Tender, except for permitted alternative Tenders. This includes participation as a
subcontractor. Such patrticipation shall result in the disqualification of all Tenders in which the
firmisinvolved.Afirm that isnot a Tendereror a v membermayparticipateasa subcontractor

in morethan oneTender.

A Tenderer may have the nationality of any country, subject to the restrictions pursuant to ITT4.9.
A Tenderer shall be deemed to have the nationality of a country if the Tenderer stitated,
incorporated or registered in and operates in conformity with the provisions of the laws of that
country, asevidencedby its articlesof incorporation(or equivalentdocumentsof constitution or

5



associationandits registrationdocuments asthe casemaybe. Thiscriterion alsoshallapplyto the
determination of the nationality of proposed subcontractors or gmsultants for any part of the
Contractincludingrelated Services.

4.6 Atendererthat hasbeendebarredfrom participatingin public procurementshallbe in eligibleto
be prequalifiedfor, initially selectedfor, tenderfor, proposefor, or be awardeda contractduring

4.7 suchperiod oftime asthe PPRAhallhavedetermined.Thelist of debarredfirms andindividualsis
availableat PPRAs website info@ppra.go.ker complaints@ppra.go.ke

4.8 Tendererdhat are state-ownedenterprisesor institutionsin Kenyamaybe eligibleto competeand
be awarded aontract(s) only if they can establish, in a manner acceptable to the Procuring Entity,
that they (i) are legally and financially autonomous (ii) operate under commercial law, and (iii) are
not undersupervision othe Procuring Entity.

4.9 Atenderershallnot be undersuspensiorirom tenderingby the Procuringentity asthe resultof the
operationof a TenderSecuringdeclarationor ProposalSecuringdeclaration.

4.10 Firmsandindividualsmaybeineligibleif (a)asa matter of law or officialregulations Kenyaprohibits
commerciakelationswith that country,or (b) by anactof compliancewith a decisionof the United
Nations Security Council taken under Chapter VII of the Charter of the United Nations, Kenya
prohibitsanyimport of goodsor contractingof worksor servicesrom that country,or anypayments
to any countryperson,or entity in that country.

4.11 Foreign tenderers are required to source at least forty (40%) percent of their contract inputs (in
supplies, subcontracts and labor) from national suggliand contractors. To this end, a foreign
tenderer shall provide in its tender documentary evidence that this requirement is met. Foreign
tenderers not meeting this criterion will be automatically disqualified. Information required to
enable the Procurig Entity determine if this condition is met shall be provided in for this purpose
isbeprovided ind { 9 / ¢ILEVBLUATIOANDQUALIFICATIGDRITERIReEM b€ @

4.12 Pursuant to the eligibility requirements of ITT 4.10, a tender is considered a foreigréenii¢he
tenderer is not registered in Kenya or if the tenderer is registered in Kenya anddsathan 51
percent ownership by Kenyan citizens. JVs are considered as foreign tenderers if the individual
memberfirmsare not registeredin Kenyeor if are registeredin Kenyaandhavelessthan 51 percent
ownership by Kenyan citizens. The JV shall not subcontract to foreign firms more than 10 pé&rcent
the contractprice,excludingprovisionalsums.

4.13 The Competition Act of Kenya requires that firms wighio tender as Joint Venture undertakings
whichmayprevent,distort or lessencompetitionin provisionof servicesare prohibited unlessthey
are exempt in accordance with the provisions of Section 25 of the Competition Act, 2010. JVs will
be required toseek for exemption from the Competition Authority. Exemption shall not be a
conditionfor tender, but it shallbe a conditionof contractawardand signature A JVtenderershall
be given opportunity to seek such exemption as a condition of award andtsignaf contract.
Application for exemption from the Competition Authority of Kenya may be accessed from the
websitewww.cak.go.ke.

4.14 A Kenyan tenderer shall provide evidence of having fulfilled his/her tax obingaltip producing a
validtax complianceclearancecertificate or tax exemptioncertificateissuedby the KenyaRevenue
Authority.

5. EligibleGoodsand RelatedServices

5.1Allthe Goodsand RelatedServicego be suppliedunderthe Contractmay havetheir originin
6
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anyeligiblecountry.

52C2NJ LJdzN12&asSa 2F GKAA Leex GKS GSNY 6322Ra4
Invitationto Tenderandda w S f {1 S NIRKhduS8edsérvicesuchastransportation,insurance,
commissioningndtraining.

53¢ KS ®RSNWWYAAY ¢ YSEya (KS O2dzyiNEBE gKSNBE GKS 3
produced, manufacturedr processed; or, through manufacture, processing, or assembly,
another commercially recognized article results that differs substantially in its basic
characteristicsfrom its components.

5.4 Any goods, works and production processes with characteristic that have been declared by the
relevantnationalenvironmentalprotection agencyor by other competentauthority asharmful
to humanbeingsandto the envirorment shallnot be eligible forprocurement.

Contentsof Tenderingdocument
Sectionsof TenderingDocument

6.1 The tendering document consists of Parts1,2, and 3, which includes all the sections indicated
below,andshouldbe readin conjunctionwith any Addendaissuedin accordancewvith ITTS.

PARTL - TenderingProcedures

Section F Instructions to Tenderers (ITT)
Sectionll - TenderingDataSheet(TDS)
Sectionlll - Evaluatiorand QualificationCriteria
SectionlV- Tendering-orms

PART - SupplyRequirenents
SectionV - Scheduleof Requirements

PART - Contract

Section V} General Conditions of Contract
Section VIt Special Conditions of Contract
SectionVIlI- ContractForms

6.2 TheSpecifid’rocurementNoticeInvitationto Tender(ITT)noticeissuedby the Procuringentity
is not part of this tenderingdocument.

6.3 Unless obtained directly from the Procuring Entity, the Procuring Entity is not responsible for
the completeness of the document, responses to requests for clarification, or Addenda to the
tendering document in accordance withITT10.Incaseofanycontradiction, documents obtained
directlyfrom the Procuring Entitghallprevail.

6.4The Tenderer is expected to examine all instructions, forms, terms, and specifications in the
tendering document and toufnish with its Tender all information or documentation as is
requiredby the tendering document.

/ £ I NRA Bfdéndekirg3bcument

7.1 A Tenderer requiring any clarification of the tendering document shall contact the Procuring
Entity inwriting at the ProcuringEntity'saddressspecifiedin the TDS TheProcuringentity will

7



10.

respond in writing to any Invitation to clarification, provided that such request is received prior
to the deadline for submission of Tenders within a period specifieitie TDSTheProcuring
Entity shall forward copies of its response to all Tenderers who have acquired the tendering
document in accordancewith ITT 6.3, including a description of the inquiry but without
identifying its source. If so specifigdthe TDSthe Procurig Entity shall also promptly publish

its response at the web page identifigdthe TDS Should the clarification result in changes to
the essentialelements ofthe tendering document, the Procuring Entity shall amend the
tenderingdocumentfollowingthe procedureunderITT 8and ITT22.2.

Amendmenbf Tenderingdocument

8.1 At any time prior to the deadline for submission of Tenders, the Procuring Entity may amend
the tenderingdocumentby issuingaddenda.

8.2 Any addendum issued shall be part of the tendemagument and shall be communicated in
writing to all who have obtained the tendering document from the Procuring Entity in
accordance with ITT 6.3. The Procuring Entity shall also promptly publish the addendum on the
Procuringentity's webpage inaccordarcewith ITT 7.1.

8.3To give prospective Tenderers reasonable time in which to take an addendum into account in
preparing their Tenders, the Procuring Entity may, at its discretion, extend the deadline for the
submissiorof Tenderspursuantto ITT22.2.

Preparationof Tenders
Costof Tendering

9.1 The Tenderer shall bear all costs associated with the preparation and submission of its Tender.
and the Procuring Entity shall not be responsible or liable for those costs, regardless s of the
conduct oroutcomeof the Tenderingrocess.

Languageof Tender

10.1 TheTenderaswell asall correspondenceinddocumentsrelatingto the Tenderexchanged
by the Tenderer and the Procuring Entity, shall be written in the English Landhiggmorting
documents and printed literatre that are part of the Tender may be in another language
provided they are accompanied by an accurate translation of the relevant passages into the
English Language which case, for purposes of interpretation of the Tender, such translation
shallgovean.

DocumentComprisinghe Tender

11.1 TheTendershallcomprisethe following:

a) Formof Tenderpreparedin accordancevith ITT12;

b) PriceSchedulescompletedin accordancevith ITT12andITT14;

c) TenderSecurityor TenderSecuringDeclaration in accordancevith ITT19.1;

d) Alternative Tender, if permissiblejn accordancewvith ITT13;

e) Authorization: written confirmationauthorizingthe signatoryof the Tendeto committhe
Tendererjn accordancevith ITT20.3;

f) Tenderer'sy dzI f A U:Qdcunferdayyévidencein accordancavith ITT17 establishinghe
Tenderer'qualificationsto performthe Contractif its Tendelisaccepted,;

8



g) Tenderer'sEligibility. documentaryevidencein accordancewith ITT17 establishinghe
Tenderer'sligibility to Tender;

h) Eligibility of Goodsand Related Services documentaryevidencein accordancewith ITT16,
establishinghe eligibility of the Goodsand Related Services toe supplied bythe Tenderer;

1) Conformity. documentaryevidencein accordancewith ITT 16, that the Goodsand Relded
Services conforrto the tenderingdocument;and

]) Anyother documentrequiredin the TDS.

11.2 In addition to the requirements under ITT 11.1, Tenders submitted by a JV shall include a

copy of the Joint Venture Agreement entered into by all members. Alterelgt a Form of
intent to executea JointVentureAgreementin the eventof a successfulendershallbe signed
by all members and submitted with the tender, together with a copy of the proposed
Agreement. The Tenderer shall chronologically serialize pages of all tender documents
submitted.

11.3 TheTenderershallfurnishin the Formof Tenderinformationon commissionandgratuities,
if any,paid orto be paidto agentsor anyother party relatingto this Tender.

Formof TenderandPriceSchedules

12.1TheFom of Tenderand PriceScheduleshallbe preparedusingthe relevantformsfurnishedn
Section IV, Tendering Forms. The forms must be completed without any alterationstéxthe
and no substitutes shall be accepted except as provided under ITT 208k spaceshall
befilled in with the informationrequested.

13 AlternativeTenders

13.1 Unlessotherwisespecifiedin the TDSalternative Tendersshallnot be considered.
14 TenderPricesand Discounts

14.1 Thepricesand discountsquoted by the Tendererin the Formof Tenderand in the Price
Scheduleshallconformto the requirementsspecifiedbelow.

14.2 Alllots (contracts)anditems mustbe listed and pricedseparatelyin the PriceSchedules.

14.3The price to be quoted in the Form of Tender in accordancelWithL1.1 shall be the totpfice
of the Tender,including any discounts offered.

14.4The Tenderer shall quote any discounts and indicate the methodology for their appligation
the Formof Tender,in accordancevith ITT14.1.

14.5Prices quoted by the Tendershall be fixed during the Tenderer's performance of @mntract
and not subject to variation on any account, unless otherwise specified in the TDEdAr
submitted with an adjustable price quotation shall be treated as-responsive andghall be
rejected, pursuant to ITT 29. However, if in accordance with the TDS, prices qudtesl by

Tenderer shall be subject to adjustment during the performance of the Contract, a Tender

submitted with a fixed price quotation shall not be rejected, but the price stdpent shall be
treated as zero.



14.6f so specified in ITT 1.1, Tenders are being invited for individual lots(contracts) or any

combination of lots (packages). Unless otherwise specified in the TDS, prices quoted shall
correspond to 100 % of the items spé®if for each lot and to 100% of the quantities specified

for each item of a lot. Tenderers wishing to offer discounts for the award of more than one
Contract shall specify in their Tender the price reductions applicable to each package, or
alternatively, to individual Contractswithin the package.Discountsshall be submitted in
accordance with ITT 14.4 provided the Tenders for all lots (contracts) are opened at the same
time.

14.7Theterms EXW CIP,and other similarterms shallbe governedby the rulespresaibed in the

current edition of Incoterms, published by The International Chamberof Commerce,as
specifiedin the TDS.

14.8Prices shall be quoted as specified in each Price Schedule included in Section IV, Tenderin

b)

Forms.Thedis aggregatiorof pricecompmentsisrequiredsolelyfor the purposeof facilitating

the comparisorof Tendershy the Procuringentity. Thisshallnot in anyway limit the Procuring
Entity's right to contract on any of the terms offered. In quoting prices, the Tenderer shall be
freeto usetransportationthroughcarriersregisteredin anyeligiblecountry,in accordancevith

Section V, Eligible Countries. Similarly, the Tenderer may obtain insurance services from any
eligible country in accordance with Section V, Eligible CountnessPshall be entered in the
following manner:

ForGoodsmanufacturedn Kenya:

i) the priceof the Goodsquoted EXW(exworks,ex-factory,exwarehousegx showroom,or
off-the- shelf,asapplicable)jncludingall customsdutiesand salesand other taxesalready
paidor payableon the componentsand raw materialusedin the manufactureor assembly
of the Goods;

i) any Kenya sales tax and other taxes which will be payable on the Goods if the Contract is
awardedto the Tenderer;and

i) the price forinland transpotation, insurance and other local servicesequiredto convey
the Goodsto their final destination(Project Sitej LIS O ik tHSTRS

for GoodsmanufacturedoutsideKenyato be imported:

i) the price of the Goods, quoted CIP named place of destination, in Kerga, 3 OA USR ; |
and

i) the price for inland transportation, insurance, local taxes payable on the gaudi®ther
local services required to convey the Goods from the named place of destination to their
final destination(ProjectSite)a LJS O ik th&STR'S

for GoodsmanufacturedoutsideKenyaalreadyimported:

i) the priceof the Goodsjncludingthe originalimport valueof the Goodsplus,anymark-up
(or rebate); plus, any other related local cost, and custom duties and other import taxes
alreadypaidor to be paid onthe Goodsalready imported;

i) the custom duties and other import taxes already paid (need to be supported with
documentaryevidence)or to be paidonthe Goods alreadynported,;

i) the priceof the Goodspbtainedasthe differencebetween (i)and (ii) above;

iv) any Kenya sales and other taxes which will be payable on the Goods if the Contract is
awardedto the Tenderer;and

v) the price for inland transportation, insurance, and other local services required to convey
the Goods from the named place of destination to their final destination (Project Site)
specifiedin the TDS.
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d) for Related Services, otheéndn inland transportation and other services required to convey
the Goods to their final destination, whenever such Related Services are specified in the
Schedule oRequirements:

i) the priceof eachitem comprisinghe RelatedServiceginclusiveof anyappicabletaxes).

15 Currenciesf Tenderand Payment
15.1 Thecurrencyof the Tenderandthe currencyof paymentshallbe the same.
15.2 Localcontractors(bidders)arerequiredto expresgheir Tenderpricein KenyaShillings

15.3 Foreignbiddersmayexpresgheir Tencer pricein anyfreely convertiblecurrency.

16 DocumentgEstablishindghe Eligibilityand Conformityof the Goodsand RelatedServices

16.1To establish the eligibility of the Goods and Related Services in accordance withdmdesers
shall complete the aantry of origin declarations in the Price Schedule Forms|uded in
Section IVTendering Forms.

16.2To establishthe conformity of the Health SectorGoodsand RelatedServicego the tendering
document, the Tenderer shall furnish as part of its Tenderdbeumentary evidence that the
Goods conform to the technical specifications and standards specified in Section VII, Schedule
of Requirements.

16.3The documentary evidence may be in the form of literature, drawings or data, and:shaist
of:

e) an item-by-item commentary on the provisions of Section VII, Schedule of Requirements
demonstrating substantial responsiveness of the Goods and Services to the specifications, or &
statementof deviationsand exceptiongo the provisionof the specificationsand

f) anyother procurementspecificdocumentationrequirementasstatedin the TDS.

Unlesghe TDSstipulatesotherwise the Goodgo be suppliedunderthe Contractshallberegistered
with the relevant authority in Kenya. A Tenderer who has already register&biussby the time
of Tendering should submit a copy of the Registration Certificate with its Te@deerwise, the
successful Tenderer, by the time of Contract signing, shall submit to the ProEmtibgeither:

a) Acopyofthe RegistratiorCertificateof the Goodsfor usein Kenyajpr

b) If such RegistrationCertificate has not yet been obtained, evidence establishingto the
Procuring Entity's satisfaction that the Tenderer has complied with all the documentary
requirementsfor registration as specifieth the TDS.

16.4The Procuring Entity shall at all times cooperate with the successful Tenderer to fatiéate
registration process within Kenya. The agency and contact person to provide additional
information aboutregistration aradentified in the TDS.

16.9f the Goods of the successful Tenderer have not been registered in Kenya at the time of

Contract signing, then the Contract shall become effective upon such date as the Certificate of
Registration i®btained.
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16.6Standards for workmanship, process, materiald @guipment, as well as referenceshoand
namesor cataloguenumbersspecifiedby the Procuringentity in the SchedulefRequirements,
are intended to be descriptive only and not restrictive. The Tenderer mayaifier standards
of quality, brand names, and/or cataloguenumbers, provided that it demonstrates, to the
Procuring Entity's satisfaction, that the substitutions ensure substartjaivalenceor are
superiorto thosespecifiedin the SectionVIl,Scheduleof Requirements.

17 DocumentEstablisingthe Eligibilityandv dzi £ A UddtheiTénBefed

17.1To establish Tenderer's eligibility in accordance with ITT 4, Tenderers shall complEtarine
of Tender,includedin SectionlV, Tendering-orms.

17.2 Thedocumentaryevidenceof the Tenderer'squalificgions to perform the Contractif its
Tenderisacceptedshallestablishto the ProcuringEntity'ssatisfaction:

a) that aTendererthat doesnot manufactureor producethe HealthSectorGoodsit offersto
supplyshallsubmitthe Manufacturer'sAuthorizationusingthe form includedin SectionlV,
Tendering Forms to demonstrate that it has been duly authorized by the manufacturer or
producerof the Goodsto supplytheseGoods irKenya,

b) that in case of a Tenderer not doing business within Kenya (or for otheomsasill not
itself carry out service obligations), the Tenderer is or will be (if awarded the Contract)
represented by a local service provider in Kenya equipped and able to carry out the
Tenderer's warranty obligations prescribed in the Conditions otr@onand/or Technical
Specificationsand

c) that the Tenderer meets each of the qualification criterion specifiedin Section I,
Evaluatiorand QualificationCriteria(seeadditional I T Tfor pharmaceuticalandvaccines).

17.3Tenderers shall be asked to prdej as part of the data for qualification, such information,
including details of ownership, as shall be required to determine whether, according to the
Of FaaAFAOlIGA2Yy SadtGlofAaKSR o0& (GKS t NPOdz2NRY
margin of preference. Further the information will enable the Procuring Entity identify any
actual or potential O 2 y bok iDtérest in relation to the procurement and/or contract
managemenprocessespr a possibilityof collusionbetweentenderers,andtherebyhelpto

17.4 preventany corrupt A Y b dzSny/ré@&ion to the procurement processor contract
management.

17.5The purpose of the information describedin ITT 17.2 above overrides any claims to
confidentialitywhichatenderermayhave.Therecanbe no circumstancesn whichit would be
justified for a tenderer to keep information relating to its ownership and contamaifidential
where it is tendering to undertake public sector work and receive public sector funds. Thus,
confidentiality will not be accepted by the Procuring Entity as a justification for a Tenderer's
failureto disclosepr failure to providerequiredinformationon its ownershipandcontrol.

17.6The Tenderer shall provide further documentary proof, information or authorizationsttigat
ProcuringEntity may requestin relation to ownershipand control which information on any
changes to the information wbh wasprovidedbythetendererunderlTT17.3.The obligations to
require this informationshall continue forthe duration of the procurementprocessand
contract performance and after completion of the contract, if any change to the information
previouslyprovided mayrevealaO 2 y fin@i@stin relationto the awardor managemenbf
the contract.
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17.7All information provided by the tenderer pursuant to these requirements mustdmaplete,
current and accurateas at the date of provisionto the ProcuringEntity. In submittingthe
information required pursuant to these requirements, the Tenderer shall warrant that the
information submitted is complete, current and accurate as at the date of submission to the
Procuringentity.

17.8f a tenderer fails to submit the iafmation required by these requirements, its tendensill
be rejected. Similarly, if the Procuring Entity is unable, after taking reasonable stegsifto
to a reasonable degree the information submitted by a tenderer pursuant to these
requirementsthen thetenderwill be rejected.

17.9f information submitted by a tenderer pursuant to these requirements, or obtaoyethe
Procuring Entity (whether through its own enquiries, through notification by the public
2ZU0KSNBAAaSULVLXEI aKzga whigheould thafenidllyOand irBpfopelyybansfiliied U
tendererin relationto the procurementor contract managemenprocessthen:

i) Ifthe procurementprocesss still ongoingthe tendererwill be disqualifiedfrom the procurement
process,

i) If the contracthasbeenawardedto that tenderer,the contractawardwill be setaside,

i) the tenderer will be referred to the relevant law enforcement authorities for investigation of
whether thetendereror anyother personshavecommitted any criminaloffence.

17.10 If a tendeer submits information pursuant to these requirements that is in complete, in
accurate or out-of-date, or attempts to obstruct the verification process, then the
consequences ITT 17.7 will ensue unless the tenderer can show to the reasonable satisfactior
of the Procuring Entity that any such act was not material, or was due to genuine error which
wasnot attributable to the intentionalact, negligence orecklessnessf the tenderer.

18 Periodof Validityof Tenders

18.1Tenders shall remain valid for the Tendéalidity period specified in the TDS. The Tender
Validity period starts from the date fixed for the Tender submission deadline (as prescribed by
the Procuring Entity in accordance with 1TT22.1). A Tender valid for a shorter period shall be
rejected bythe ProcuringEntity asnon-responsive.

18.2n exceptional circumstances, prior to the expiration of the Tender validity periodPrineuring
Entity may request Tenderers to extend the period of validity of their Tendersefoest and
the responses shall beade in writing. If a Tender Securisyrequested irmaccordancevith ITT
19,it shallalsobe extendedfor a correspondingperiod. A Tenderemay

18.3refusethe requestwithout forfeiting its TenderSecurity.A Tenderergrantingthe request
shallnot be required orpermitted to modifyits Tender.

19 TendelSecurity

19.1The Tenderer shall furnish as part of its Tender, either a TeBdeuring Declaration or a
Tender Security, as specified in the TDS, in original form and, in the case of a Tender Security
in theamount and currency specifieth the TDS.

19.2A TendetSecuring Declaration shall use the form include&ection 1V, Tendering Forms: If
Tenderisspecifiedpursuant to ITTL9.1,the Tender Securitghallbe a:
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i) cash;
i) abankguarantee;

i) a guarantee by an imsance company registered and licensed by the Insurance Regulatory
Authority listed by the Authority; or

iv) aguaranteeissuedby afinancialinstitution approvedandlicensedby the CentralBankof Kenya.
v) Anyother Formspecifiedin the TDS

19.3f a Tender Searrity is specified pursuantto ITT 19.1, any Tender not accompaniedby a
substantially responsive Tender Security shall be rejected by the Procuring Entity -as non
responsive.

19.4f a Tender Securityis specifiedpursuantto ITT 19.1, the Tender Securityof unsuccessful
Tenderersshallbe returned aspromptly aspossibleuponthe successful'enderer's signing the
Contract and furnishing the Performance Security pursuant to ITThSProcuring Entity shall
also promptly return the tender security to the teackrs where theprocurement proceedings
are terminated, all tenders were determined noesponsive orabider declinesto extend
tender validity period.

19.5The Tender Security of the successful Tenderer shall be returned as promptgsilsle once
the succesful Tenderer has signed the Contract and furnished the requedormance
Security.

19.6 TheTenderSecuritymaybe forfeited or the TenderSecuringdeclaratiorexecuted:

c) if aTenderemwithdrawsits Tenderduringthe period of Tendervalidity specifiedby the
Tendereron the Formof Tender,or anyextensionthereto providedbythe Tenderer;or

d) if the successfulendererfailsto:
i) signthe Contractin accordancewith ITT44;or
i) furnishaPerformanceSecurityin accordancevith ITT45.
19.Wheretender securingdeclarationis executed,the ProcuringEntity shallrecommendto the

PPRA that PPRA debars the Tenderer from participating in public procurement as provided in
the law.

19.8The Tender Security or Tend&ecuring Declaration of a JV must be in the name odthikat
submits the Tender. If the JV has not been legally constituted into a legally enforceaitiee]V
time of Tendering, the Tender Security or Tenr8eicuring Declaration shall be in themesof
all future membersasnamedin the Formof intent referredto in ITT4.1andITT11.2.

20 FormatandSigningof Tender

20.1The Tenderer shall prepare one original of the documents comprising the Tendesagbed
in ITT11 andclearlymarkit & h w L D LAkernftided endersf permitted in accordanceawith
ITT13,shallbeclearlymarkedda ! [ ¢ 9 w bin additien@he Tenderershall

20.2submit copies of the Tender, in the number specifiethe TDSnd clearly markthemd / ht | ®¢€

5

In the event of any discrepancy between the original and the copies, the originapsdail.

20.3 Tenderersshallmarkasdé / hb CL59 b ¢ L ! [ngheirTg¢ritiesiich iscdnidghtial
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to their businessThismay include proprietary information, trade secretsor commercialor
financiallysensitiveinformation.

20.4Theoriginaland all copies of the Tendershallbe typed or written in indelibleink andshallbe
signedby a personduly authorizedto signon behalfof the Tenderer.Thisauthorizationshall
consist of a written confirmation as specified in the TD Sand shall be attached Tatter.
Thenameand positionheld by eachpersonsigningthe authorizationmustbe typed or printed
below the signature. All pages of the Tender where entries or amendments haventesdan
shallbe signedor initialed by the personsigningthe Tender.

20.9n casethe Tendereris a JV the Tendershallbe signedby an authorizedrepresentative of the
JV on behalf of the JV, and so as to be legally binding on all the mexnkgrdencedby a
power of attorney signedby their legallyauthorizedrepresentatives.

20.6Any interlineation, erasures, or overwriting shall be valid only if they are signed or inibialed
the personsigningthe Tender.

Submissioand Openingof Tenders

21 SealingandMarkingof Tenders

21.1The Tenderer shall deliver the Tender in a single, seate@lope (onesnvelope Tendering

process). Within the single envelope the Tenderer shall place the following separate, sealed
envelopes:

aLy Fy Sy@St 2LJS alldoddmsn®s camprisihglte Bendek & described in ITB1
and

b) inanenvelopemarkedda / h t lalrdguéirédcopiesof the Tender;and
c) if alternativeTendersare permitted in accordancevith ITB13andif relevant:
i) inanenvelopemarkedd h wL DIL[bd 9 w b !the alterSativ& Tenderhand

i)  inthe envelopemarkedd / h t-ALBERNATIVES b 5 8llvequiredcopiesof the
alternativeTender.

21.2 Theouter envelopesshall:

d) Beaddressedo the Procuringentityin accordancewith 1TT22.1;

e) Bearthe specificidentificationof this Tenderingprocessndicatedin ITT1.1;and
f) bearawarningnot to openbefore the time anddate for Tenderopening.

The inner envelopeshall bear the name and address (include email and telephone number)
of the Tendererandall the informationabovelTT21.2a)to (c).

21.3f all envelopes are not sealed and marked as requirkd,Rrocuring Entity will assume no

responsibility for the misplacement or premature opening of the Tender. Tenders that are
misplacedor opened prematurely wilhot be accepted

22 Deadlinefor Submissioof Tenders

22.1Tenders must be received by the Procuritigity at the address and no later théme date and
time specified in the TDS. When so specified in the TDS, Tenderers shall hapgidgheof
submitting their Tenders electronically. Tenderers submitting Tenders electrorgballjollow
the electronc Tender submissioproceduresspecified in thelDS.
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22.2ZTheProcuringentitymay,at its discretion extendthe deadlinefor the submissiorofTenders by
amending the tendering document in accordance with ITT8, in which case all aights
obligations of theProcuring Entity and Tenderers previously subject to the deadline shall
thereafterbe subjectto the deadlineasextended.

23 LateTenders

23.1The Procuringentityshallnot considerany Tender thatarrivesafter the deadlindor submission
of Tenders, in aardance with ITT 22. Any Tender received by the Procuring Eftditythe
deadline for submission of Tenders shall be declared late, rejected, and retunogetnedto
the Tenderer.

24 Withdrawal,Substitutionanda 2 R A U @t Téntlezsy’

24.1A Tenderer may withdraw, substitute, or modify its Tender after it has been submitted by
sending a written notice, duly signed by an authorized representative, and shall include a copy
of the authorization (the power of attorney) in accordancewith ITT 20.3, (except that
withdrawal notices do not require copies). The corresponding substitution or modification of
the Tendemustaccompanythe respective writtemotice. All notices must be:

a) preparedandsubmittedin accordancewvith ITT20and?21 (exceptthat withdrawal notices
do not require copies), and in addition, the respective envelopes shall be clearly marked
a2L¢I 5wld®h [ I&L dotdtalhhbbL>CEL /andt L h b T €

b) received by the Procuring Entity prior to the dead line prescribeddibmission of
Tendersjn accordancewvith ITT22.1.

24.ZTenders requested to be  withdrawn in accordance with ITT24.
1shallbereturnedunopenedtotheTenderers.

24.3No Tendermaybe withdrawn, substituted,or modifiedin the intervalbetweenthe deadlindor
submisgon of Tenders and the expiration of the period of Tender validity specified by the
Tendereron the Form ofTenderor anyextensionthereof.

25 TendeOpening

25.1Excepiasin the casesspecifiedin ITT23andITT24.2the Procuringentityshallpubliclyopenand
read out in accordance with this ITT all Tenders received by the deadline at the datentime
place specified in the TDS in the presence of Tenderers' designated representatieesyand
who choose to attend. All Tenderers, or their representatived any interested partsnay
attend a public opening. Any specific electronic Tender opening procedures required if
electronicTenderings permitted in accordanceavith ITT221, shallbe asspecifiedin the TDS.

B2XCANBGOE Sy@St 2L3Sa  Y!I NdoPeRed arfd teddlost and thé gnéelopiii | f €
the corresponding Tender shall not be opened, but returned to the Tenderer. Withdrawal
SygSt 2L R2Sa yz2ia O2yidlFAy | 02LJR sighfiurela&ksd o
person duly authorized to gn on behalf of the Tenderer, the correspondifignder will be
opened. No Tender withdrawal shall be permitted unless the correspordifgrawal notice
contains a valid authorization to request the withdrawal and is read olieater opening.

25.Next,ensf 21LJS& YINJ SR a{!.{¢L¢! ¢Lhbé¢ &aKlwithf 065 z

the corresponding Tender being substituted, and the substituted Tender shall not be
opened,but returned tothe Tenderer.
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NoTendersubstitutionshallbepermittedunlessthecorrespamgiubstitutionnoticecontainsaval
id authorizationtorequestthesubstitutionandisreadoutatTenderopening.

25.4Next,envelopesnarkedd a h 5 L C L /shalibéopdmedandreadout with the corresponding
Tender. No Tender modification shall be permitted unless theespondingmodification
notice contains a valid authorization to request the modification and is readabdiender
opening.

25.9\ext, all remaining envelopes shall be opened one at a time, reading out: the name of the
Tendererandwhetherthere isamodification; the total TenderPricesperitem or lot (contract)
if applicable, including any discounts and alternative Tenders; the presence or absence of a
Tender Security, if required; and any other details as the Procuring Entity may consider
appropriate.

25.80nly Tenders, alternative Tenders and discounts that are opened and read olgnater
opening shall be considered further for evaluation. The Form of Tender and theSehedules
are to be initialed by representatives of the Procuring Entity attendiegler openingin the
mannerspecified irnthe TDS.

25.7The Procuring Entity shall neither discuss the merits of any Tender nor reject any (et
for late Tendersjn accordancevith 1TT23.1).

25.8The Procuring Entity shall prepare a record of the Tengemmmg that shall include, as a
minimum:

a) Thenameofthe Tendererandwhetherthere isawithdrawal,substitution,or modification;

b) TheTenderPrice perlot(contract)ifapplicablejncludinganydiscounts;

c) anyalternativeTendersand

d) the presenceor absenceof a TenderSecurityor TenderSecurindeclarationjf onewasrequired.
e) Numberof pagesof eachtenderdocumentsubmitted

25.9The Tenderers' representatives who are present shall be requested to sign the record. The
omission of a Tenderer's signatura the record shall not invalidate the contents and effect of
the record.A copyof the tenderopeningregistershallbe issuedto atendereruponrequest.

Evaluatiorand Comparisorf Tenders
26 /| 2y URSY ALt AGES

26.1Information relating to the evaluation of Teas and recommendation of contract awashall
not be disclosed to Tenderers or any other persons not officially concerned withetia@ering
procesauntil the Notificationof Intentionto Awardthe Contractis transmittedto all Tenderers
in accordancevith ITT40.

26.2 Anyeffort byaTendereto A y b dzBe/P@d8uringEntityin the evaluationor contractaward
decisiongnayresultin the rejectionof its Tender.

26.3Notwithstanding ITT 26.2, from the time of Tender opening to the time of Contract Avfard,
any Tenderer wishes to contact the Procuriagtity on any matter related to the Tendering
processjt shoulddo soin writing.
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27 | £ I NR ofOdnders 2 y

27.1To assistin the examination,evaluation,comparisonof the Tenders,and qualificationof the
Tenderers, the Procuring Entity may, at its disometiask any Tenderer for a clarification of its
Tender. Any clarification submitted by a Tenderer in respect to its Tender and that is not in
response to a request by the Procuring Entity shall not be considered. The Procuring Entity's
Invitation to clarification and the responseshall be in writing. No change,including any
voluntaryincreaseor decreasein the pricesor substanceof the Tendershallbe sought,offered,
or permitted, exceptto confirmthe correctionof arithmeticerrorsdiscoveredoy the Procuring
Entityin the Evaluation of th&endersjn accordancewith ITT31.

27.2 If a Tendererdoesnot provide clarificationsof its Tenderby the date and time set in the
Procuringentity'sinvitationto clarification,its Tendemaybe rejected.

28 Deviatbns,Reservationsand Omissions

28.1 Duringthe evaluationof Tendersthe followingdefinitionsapply:
a) a5 S @A isaidkparaefrom the requirementsspecifiedin the tenderingdocument;
by GwSaAaSNBI GA2yé Aa GKS aSaddAyamaerplee A YA(GA Y :
acceptancef the requirementsspecifiedin the tenderingdocument;and
c) hYAdarzyé¢ Aa GKS FlrLAfdzZNE G2 &dzo YA G LI NI
requiredin the tendering document.
29 Determinationof Responsiveness

29.1The Procuring Engits determination of a Tender's responsiveness is to be based on the
contentsof the Tenderitself, asdefined inITT 11.

29.2A substantially responsive Tender is one that meets the requirements of the tendering
document without material deviation, reservation, or omission. A material deviation,
reservation,or omission is oné¢hat:

a) If acceptedwould:

i) affectin anysubstantialaythe scope,quality,or performanceof the Goodsand
RelatedServicespecifiedin the Contract;or

i) limit in anysubstantialway,inconsistentwith the tenderingdocument,the Procuring
Entity'srightsor the Tenderer'sobligationsunderthe Contract; or

b) if rectified, would unfairly affectthe competitivepositionof other Tenderergresenting
substantiallyresponsivelrenders.

29.3TheProcuringEntity shallexaminethe technicalaspectsf the Tendersubmittedin accordance
with ITT16andITT17,in particular,to confirmthat all requirementsof SectionVIl,Schedule of
requirements have been met without any material deviation or reagon, oromission.

29.4f aTenderisnot substantiallyresponsiveother requirementsof tenderingdocument,it shallbe

rejectedbythe Procuringentityand maynot subsequentlypoe maderesponsiveby correction of
the materialdeviation, reservationgr omission.
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30 Nonconformities ErrorsandOmissions

30.1Provided that a Tender is substantially responsive, the Procuring Entity may avaiven-
conformity inthe Tender.

30.2Provided that a Tender is substantially responsive, the Procuring Entity may réwidbe
Tenderer submit the necessary information or documentation, within a reasonadied of
time, to rectify nonmaterial non conformities or omissions in the Tender related to
documentation requirements. Such omission shall not be related to any asp#u¢ price of
the Tender Failureof the Tendererto complywith the requestmayresultin the rejectionof its
Tender.

30.3Provided that a Tender is substantially responsive, the Procuring Entity shall geetififiable
nonmaterial nonconformities reléed to the Tender Price. To this effect, thender Price shall
0S FR2dza SR T2NJ O2YLJ) NR&2Y LldzNdiPoa-S@forngingf & >
item or componentin the mannerspecified irthe TDS.

31 ArithmeticalErrors

31.1The tenders submitted and read out during the tender openingldfebbsolute and finand
shallnot be the subjectof correction,adjustmentor amendmentin anyway by any persoror
entity.

31.2Providedthat the Tenderis substantiallyresponsivethe ProcuringEntity shallhandleerrorson
the followingbasis:

a) Anyerror detectedif considereda major deviationthat affectsthe substanceof the
tender, shallleadto disqualificationof the tenderasnon-responsive.

b) Any errors in the submitted tender arising from a miscalculation of unit price, quantity,
andsubtotalandtotal bid price shallbe consideredasa major deviationthat affectsthe
substanceof the tender and shall lead to disqualification of the tender as non-
responsiveand

c) Ifthereisadiscrepancyetweenwordsandfigures,the amount inwordsshallpreval

31.3 Tenderersshallbe notified of anyerror detectedin their bid duringthe notification
of award.

32 Conversiomo SingleCurrency

32.1 Forevaluationandcomparisorpurposesthe currency(iespf the Tendershallbe converted
in asinglecurrencyasspecifiedin the TDS.

33 Marginof Preferencand Reservations

33.1A margin of preference may be allowed on locally manufactured Health goods onlytiden
contract is open to international tendering, where the tender is likely to attract forggods
and where the contret exceeds the threshold specified in the Regulations. A margin of
preferenceshallnot be allowedunlessit is specifiedsoin the TDS

33.2 Contractsprocuredon basisof international competitivetenderingshallnot be subjectto
reservationdo specificgroupsasprovidedin ITT33.3.

33.3 Whereit isintendedto reserveacontractto aspecificgroupof businesse¢thesegroupsare

19



Smalland Medium Enterprises,Women Enterprisesyouth Enterpriseand Enterprisesof
persondivingwith disability,asthe casemaybe),andwho are appropriatelyregisteredassuch
by a competent authority, a procuring entity shall ensure that the invitation to tender
specificallyindicatesthat only businessesr firms belongingto the groupareeligibleto tender.
Notendershal be reservedto morethanonegroup.If not sostatedin the Tenderdocuments,
the invitation to tenderwill be opento all interested tenderers.

34 Evaluationof Tenders

34.1The ProcuringEntity shallusethe criteria and methodologiedisted in this ITTand Section I,
Evaluation and Qualification criteria. No other evaluation criteria or methodologies shall be
permitted. Byapplyingthe criteriaand methodologiesthe Procuringentity shalldeterminethe
LowestEvaluatedlender.Thisisthe Tenderof the Terdererthat meetsthe qualificationcriteria
andwhose Tendehasbeendetermined tobe:

a) Substantiallyesponsivdo the tenderingdocument;and

b) Thelowestevaluatedcost.

34.2 Toevaluatea Tenderthe Procuringentity shallconsider the following:
a) Priceadjusimentdueto discountsofferedin accordancevith ITT14.4;

b) Price adjustment due to quantifiable non material rRoonformities in accordance with ITT
30.3; and

c) converting the amount resulting from applying (a) and (b) above, if relevant, to a
single curreng inaccordancevith ITT32;

d) anyadditionalevaluationfactorsspecifiedin Sectionlll, Evaluatiorand QualificationCriteria.

34.3Theestimatedeffect of the priceadjustmentprovisionsof the Conditionsof Contractappliedoverthe
periodof executionof the Contractshallinot be takenin to accountin Tenderevaluation.

34.4Inthe caseof multiple contractsor lots, Tenderersare allowedto tenderfor one or more lots andthe
methodologyto determine the lowest evaluated cost of the lot (contract) and fambinations,
including any discounts offered in the Form of Tender, is specified in Section Ill, Evanaltion
QualificationCriteria.

34.5 TheProcuringentity'sevaluationof a Tendemwill excludeandnot takento account:

a) inthe case of Goods manufacturegdKenya, sales and other similar taxes, which will
be payableonthe goodsif a contract isaswardedto the Tenderer;

b) inthe caseof GoodsmanufacturedoutsideKenyaalreadyimported or to be imported,
customs duties and other import taxes levied on thgorted Good, sales and other
similar taxes, which will be payable on the Goods if the contract is awarded to the
Tenderer;

c) any allowance for price adjustment during the period of execution of the contract, if prov
in the Tender.

34.6TheProcuringentity's evaluationof a Tendermayrequire the considerationof other factors,in
addition to the Tender Price quoted in accordance with ITT 14. These factors may beteelated
the characteristics, performance, and terms and conditions of purchase of the Goods a
RelatedServicesTheeffect of the factorsselectedjf any,shallbe expressedn monetaryterms
to facilitate comparison of Tenders, unless otherwise specifigtie TDSrom amongst those
setout in Sectionlll, EvaluatiorandQualificationCriteria. Thecriteriaandmethodologiedo be
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usedshallbe asspecifiedin ITT 34.2

35 Comparisomf Tenders

35.1TheProcuringEntity shallcomparethe evaluatedcostsof all substantiallyresponsivelenders
established in accordance with ITT 34.2 to determineTteeder that has the lowestvaluated
cost. Thecomparisorshallbe on the basisof CIP(placeof final destination)pricesforimported
goods and EXW prices, plus cost of inland transportation and insurance to pliestiohtion,
for goods manufacturedwnithin Kenya, togethermwith prices for any required installation,
training, commissioning and other services. The evaluation of prices shall nohtalkeecount
customdutiesandother taxesleviedon imported goodsquoted ClPand salesandsimilar taxes
levied inconnectionwith the saleor deliveryof goods.

36 AbnormallyLowTenderand Abnormally

HighTendersAbnormally Low Tenders

36.1An AbnormallyLowTenderisonewherethe Tenderpricein combinationwith otherconstituent
elements of the Tender, appeaunreasonably low to the extent that the Tendmice raises
material concerns with the Procuring Entity as to the capability of the Tendegerformthe
Contractfor the offeredTenderprice.

36.2n the event of identification of a potentially Abnormaly Low Tender by the evaluation
committee, the Procuring Entity shall seek written clarification from the Tendarelyding a
detailed price analyses of its Tender price in relation to the subject matter otdnéract,
scope,deliveryschedule allocaion of risksand responsibilitiesand any other requirementsof
the tenderingdocument.

36.3After evaluationof the price analysesin the eventthat the ProcuringEntity determines that
the Tenderer has failed to demonstrate its capability to perform theti@mt for the offered
Tenderprice, the Procuring Entitghallrejectthe Tender.

AbnormallyHighTenders

36.4An abnormally high tender price is one where the tender price, in combination atitér
constituent elementsof the Tender,appearsunreasonablytoo high to the extent that the
Procuring Entity is concerned that it (the Procuring Entity) may not be getting value for money
or it may be paying too high a price for the contract compared with market prices or that
genuine competitiorbetween Tendererssicompromised.

36.9n case of an abnormally high price, the Procuring Entity shall make a survey of the market
prices, check if the estimated cost of the contract is correct and review the Tender Documents
to check if the specifications, scope of work andditans of contract are contributory to the
abnormally high tenders. The Procuring Entity may also seek written clarification from the
tendereron the reasonfor the hightender price. TheProcuringentity shallproceedasfollows:
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(i) If the tender price isbnormally high based on wrong estimated cost of the contract, the
Procuring Entitymay accept or not accepghe tender depending on the Procuring Entity's
budgetconsiderations.

(i) If specifications,scope of work and/or conditions ofcontract are contributory to the
abnormallyhightender prices,scopeof work andconditionsof contract,asthe casemaybe.

36.d0f the Procuring Entity determines that the Tender Price is abnormally toddeicgusegenuine
competition between tenderers is compromisédften due to collusiongorruption orother
manipulationy, the ProcuringEntity shall reject all Tenders andshall institute or cause
competent Government Agencies to institute an investigation on the catige compromise,
beforeretendering.

37 v dzl f A blHe Tiehdergr

37.1TheProcuringEntity shalldetermineto its satisfactionwhetherthe Tendererthat is selectech
shaving submitted the lowest evaluated cost and substantially responsive Tender is aligible
meets the qualifying criteria specified in ITI.1Las applicable, and Section Ill, Evaluasind
QualificationCriteria.

37.2ZThedetermination shallbe basedupon an examinationof the documentaryevidenceof the
Tenderer's qualifications submitted by the Tenderer, pursuant to ITT 17. The determination
shall not take into consideration the qualifications of other firms suat the Tenderer's
subsidiaries, parent entities, affiliates, sabntractors or any other firm (s) different from the
Tenderer.

37.3Anaffirmative determinationshall be a prerequisite faward of the Contract to th&enderer.
A negative determination shall result in disqualificationof the Tender,in which eventthe
Procuringentityshallproceedto the Tenderemho offersa substantiallyresponsivel enderwith
the nextlowestevaluatedcostto makea similardeterminationof that Tenderer'squalification
stopperform satisfactorily.

38 Procuringentity'sRightto AcceptAnyTenderandto RejectAnyor All Tenders

38.1The Procuring Entity reserves the right to accept or reject any tender,t@arehnul the
Tendering process and reject all Tenders at any time prior to Contract Award, without thereby
incurring any liability to Tenderers. In case of annulment, all Tenderers shall be notified with
reasonsandall Tenderssubmittedand specificallytender securities shallbe promptly returned
to the Tenderers.

F. Awardof Contract
39 AwardCriteria

39.1The Procuring Entity shall award the Contract to the successful tenderer whose tendbeemas
determinedto bethe LowestEvaluatedTender.

40 Procuringentity'sRight toVaryQuantitiesat Timeof Award

40.1 TheProcuringentityreserveghe right at the time of Contractawardto increaseor decreasebythe
percentage (shor itemsas indicatedn the TDS.

41 Noticeof Intentionto enterinto a Contract

41.1 Upon award of the contract and Prior to the expiry of the TenderValidity Period the
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ProcuringEntity shallissuea Notification of Intention to Enterin to a ContractNotification of
awardto alltendererswhichshallcontain,at a minimum,the followinginformation:

a) Thenameandaddressof the Tenderersubmittingthe successfulender;

b) TheContractpriceof the successfulender;

c) a statement of the reason(s) the tender of the unsuccessful tenderer to whom the letter is
addressed was unsuccessful, unless the pnt@mation in (c) above already reveals the
reason;

d) the expirydate of the Standdill Period;and
e) instructionson howto requestade briefingand/or submita complaintduringthe standstill period;

42 StandstillPeriod

42.1The Contract shall not be signedkex than the expiry of a Standstill Period of 14 dayaltow
any dissatisfied tender to launch a complaint. Where only one Tender is submitted, the
StandstillPeriodshallnot apply.

42.2Nherea StandstillPeriodapplies,it shallcommencexhenthe Procuing Entity hastransmitted
to each Tenderer the Notification of Intention to enter in to a Contract with secessful
Tenderer.

43 5 S 6 NJbgthepmcuringEntity

43.10n receipt of the Procuring Entityotification of Intention to Enter into a Contraeferred to
in ITT 40, an unsuccessful tenderer may make a written request to the Proé&niigfor a
debriefing on specificissuesor concernsregardingtheir tender. The ProcuringEntity shall
providethe debriefingwithin five daysof receiptof the request.Debriefingf unsuccessful full
Tenderers may be done in writing or verbally. The Tenderer shall bear itsostgof attending
suchadebriefingmeeting.

44 Letterof Award

44.1Prior to the expiry of the Tender Validity Period and upon expiry of Stendstill Period
specified in ITT 41.1, upon addressing a complaint that has been filed within the Standstill
Period; the Procuring Entity shall transmit thetter of Awardo the successful Tenderer. The
letter of awardshallrequestthe successfulendererto furnishthe PerformanceSecuritywithin
21daysof the date of the letter.

45 Signingof Contract

45.1Upon the expiry of the fourteen days of the Notification of Intention to enter in to conanraatt
uponthe partiesmeetingtheir respectivestatutoryrequirements the Procuringentityshallsend
the successful Tenderdine ContractAgreement.

45.2Within fourteen (14) days of receipt of the Contract Agreement, the successful Tersthalér
sign,date,andreturn it to the Procuringentity.

45.3 Thewritten contract shallbe enteredinto within the period specifiedin the notification of
awardandbefore expiryof the tender validity period.

23



46 Performancesecurity

46.1Within twenty-one (21)daysof the receiptof the Letter of Awardfrom the Procuringentity the
sucessful Tenderer shall furnish the Performance Security and, any other docurequtsed
in the TDS in accordance with the General Conditions of Contract, subject to IT{bB818ing
the Performance Security and other Forms included in Section X,acoiorms, oanother
form acceptableto the ProcuringEntity. A foreigninstitution providinga bankguaranteeshall
have a correspondentfinancialinstitution located in Kenya,unlessthe ProcuringEntity has
agreedin writingthat acorrespondenbankisnot required.

46.ZFailureof the successfullendererto submitthe abovementioned PerformanceSecurityand
other documentsrequiredin the TDSor signthe Contractshallconstitute sufficientgroundsfor
the annulment of the award and forfeiture of the Tasr Security. In that event the Procuring
Entitymayawardthe Contractto the Tenderer offeringhe next BestEvaluated Tender.

46.3 Performancesecurityshall not be required for contractsestimatedto cost lessthan the
amountspecifiedin the Regulations.

47 Publicationof Procurementontract

47.1Within fourteen days after signing the contract, the Procuring Entity shall pubtistawarded
contractat its noticeboardsandwebsites;andon the Websiteof the Authority. Attheminimum,
the notice shall contaithe following information:

a) Nameandaddressof the Procuringentity;

b) Name and reference number of the contract being awarded, a summary of its scope
andthe selection methodused;

c) the nameof the successful'endererthe final total contractprice,the contractduration.
d) Datesof signature,commencementndcompletionof contract;

e) namesof all Tendererghat submitted Tendersandtheir Tenderpricesasread out at Tendel
opening.

48 ProcuremenRelatedComplaintand AdministrativeReview

48.1 Theproceduredor makinga Procurementrelated Complaintare asspecified irthe TDS.

48.2A requestfor administrativereview shallbe madein the form provided under contract
forms.
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SECTIONI - TENDERDATA SHEET(TDS)

The following O b A Adaté&for the Maintenance Servicesto be procured shall complement,
supplqment, or amend the provisions in the Instructions to Tenderers (ITT). Whenever there is

~ s o~ A~

[Wherean e-procurenentsystemissuedmodifytherelevantpartsofthe TDS accordinglyto U | Rtheg U
procuremenprocess].

[Instructions for completing the Tender Data Sheet are provided, as needed, in the notes in italics
mentionedor the relevant ITT].

Reference to PARTICULARSOFAPPENDIXTO INSTRUCTIONSO TENDERS
ITT Clause

ITT Reference| A.General

ITT1.1 Thereference numberof the Invitation to Tenders(ITT) is: [KEMSA/GOK-
MOH/OIT08/2023-2024)
SUPPLY OF NUTRITION COMMODITIES |

TheProcuring Entity is: Kenya Medical Supplies Authority (KEMSA)
The name of the ITT is: SUPPLY OF NUTRITION COMMODITIES |

The number and identification of lots (contracts) comprising this ITT is: 7 items

ITT 3.3 INot applicable

ITT4.1 Maximum number of members in the Joint Venture (JV) shall be: 3

B.Contentsof Tendering Document
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ITT 7.1 10 5 OAE Adilessd O
KenyaMedical SuppliesAuthority (KEMSA)

Officeaddress:

The ChiefExecutive Officer

Kenya Medical Supplies Authority (KEMSA)
National Supply Chain Cent, Off Airport North
Road, EmbakasiNairobi/Kenya

Postal address:
P.O. Box: 47715
00100 Nairobi
Kenya
Tel No: +254 719033000/ +254 726618520/1

E- mail procure@kemsa.co.ke

For clarifications on the Tender document please contact:

The Chief Executive Officer
P. O. Box 47715
00100 Nairobi/Kenya

Tel: +254 719033000/ +254 726618520/1
E- mail: procure@kemsa.co.ke

Requestsfor clarification should be received bythe Procuring Entity no later than: (a third
of number of daysbeforedeadlinefor tendersubmission).

The Procuring Entity shall publish its response at the website: http://www.kemsa.co.ke
/tenders/and www.tenders.go.ke

C.Preparation of Tenders

ITT 11.1() The Tenderer shall submit the following additional documents in its Tender:
As detailedundersectionlll

ITT13.1 Alternative Tendersshallnot beconsiared

ITT 14.5 The prices quoted by the Tendereshall notbe subjectto adjustment during the
performance of the Contract.

ITT 14.6 Prices quoted foreach lot(contract) shall correspond atleastto [insert figure]percent of

the items specified for ead lot (contract): Not Applicable.

Prices quoted for eachitem of a lot shall correspond at least to [insert figure]percentof
the quantities specified for this item of a lot: Not Applicable.

ITT 14.7 The Incoterms edition is: incoterms 2020 edition.

26


mailto:procure@kemsa.co.ke
mailto:procure@kemsa.co.ke
http://www.kemsa.co.ke/
http://www.tenders.go.ke/

ITT 14.8 (a)
iii,

(b) ()) and (c) (v)

Place of destination: DeliveredDuty Paid (DDP) KEMSAWarehousez Nairobi - Kenya

ITT 14.8(a) (iii),
(b) (ii) and c (v)

Final Destination (Project Site): DeliveredDuty Paid (DDP) KEMSAWarehousez Nairobi 7
Kenya

ITT15.3
For purposes of comparison of tenders, the procuring entity shall convert
tenders expressed in foreign currencies to Kenya Shilling using the Central
Bankof KenyaSellingrate on the day of tender opening.

ITT 16.3(b) Other procurement-specific documentation requirements are:

Documentationand samplerequirements for eligibility of the offered Goods.
In addition to the documentsstatedin Clausel6.3(a) the following shall be included with the Tender:

For each Health product offered, documenty evidence demonstrating that such product has beg¢
manufactured in accordance with the latest publicly available monographs and that the finish
product meetsthe standards as describedin any of the following pharmacopoeia:

I. International Pharmacopoeia
Il. British Pharmacopoeia
Ill.  United StatesPharmacopeia
IV. European Pharmacopoeia
V. Manufacturers Specifications
VI. Anyother Pharmacopoeiarecognizedby the PPB
and
documentary evidence demonstrating that such product meets one of ttebovestandards
must be provided
(@ The Tenderer is requested to provide, in support of their technical offer, an origir
specifications and the following parameters; name and address of the manufactu
country of origin.

(b) If, for reasonsother than the tender specificlabeling requirements, catalogis
not consistent with the required technical specificationsthen the offer for
the particular item shall be rejected.
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ITT 16.4 Goodgo besuppliedunderthe Contractshallberegisteredvith Pharmacy PoisonBoard
in Kenya.

ITT 19.3(v) Not Applicable

ITT19.6 If the Tenderer performs any of the actions prescribed in subparagraphsITT 19.6(a) or
(b) of this provision, the Procuring Entity will declare the Tenderer ineligible to be
awarded a contract by the Procuring Entity for aperiod of 3 years.

ITT 20.1 Tenderers shall prepare oneORIGINALand oneCOPYof the tender as specified undg
Section Ill (Evaluation and Qualification Criteria). The documents shall be
serialized/paginated and clearly marked with the Tender Number and description. Ithe
event of any discrepancy between the original and the copies, the original shatevail.

ITT20.3 The written confirmation of authorization to sign on behalf of the Tenderer shall consist
of:

A written Powerof Attorney
(c) For quality assurancereasons,a protocol (certificate of analysis) of a
product test conductedby the laboratory of the manufacturer hasto be
provided from the sameproduction batchin caseof award of contract.
ITT16.4 Goods tobe supplied under the Contract shall be registered withhe Pharmacy & Poisons
Boardin Kenya.

ITT 16.5 The contact person in the Procuring Entity abléo provide additional information about

registration is: TheChiefExecutiveOfficer

ITT18.1 The Tender validity period shall be 150 days.

ITT 18.3(a) Not Applicable

ITT19.1 An Original Bid Security valid for 150 days from date of tender opening. W& of Big

Security should beKES411,962 .00 or equivalent in a freely convertiblecurrency.

28



D.Submission and Opening of Tenders

ITT 22.1

For Tender submission purposesonly, the Procuring Entity's addressis: KenyaMedical
SuppliesAuthority clarifications

The ChiefExecutive Officer
Commercial Sree,

Industrial Area

Nairobi/Kenya
Postal address:

P.O. Box: 47715
00100 Nairobi
Kenya
Tel No: +254 719033000/ +254 726618520/1
E- mail: procure@kemsa.co.ke

The deadline for Tender submission is: 30th May 2024
Time: 10:00a.m

ITT 25.1

The Tender opening shall take placeat:

The Tender OpeningHall

KenyaMedical Supplies Authority (KEMSA)
KEMSA, National Supply Chain Centr©ff
Airport North -Office Block

Nairobi/Kenya

Postal address:

P.0.Box:47715-00100 Nairobi, Kenya

Date: 30th May 2024
Time: 10.00a.m.

ITT 25.1

bids not openedand not readout in public at the bid openceremonyshall not
be acceptedfor evaluation.

ITT 25.6

The Form of Tenderand Price Schedulesshall beinitialed by a minimum of 3
representatives of the Procuring Entity conducting Tender opening.

E. Evaluation and Comparison of Tenders

ITT 30.3 Not Applicable

ITT 32.1 The currency that shall be used for Tender evaluation and comparison purposes to convert at
the selling exchange rate all Tender prices expressed in various currencies intosangle
currency is: [KenyaShillings]
The source of exchangerate shall be: Central Bankin Kenya

The date for the exchangerate shall be: selling rate on the date of tender closing
ITT 33.1 Amargin of domesticpreference shallapply.
ITT 33.3 The specific group of businessesis:
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ITT 34.6

Not Applicable

F. Award of Contract

ITT 40.1 Not Applicable
ITT 47.1 The procedures for making a Procurementelated Complaint are detailed in the
O. 1T OGEAA 1T £ )1 OAT GET 1T O1 ' xAOA OEA #I1
PPRAwebsite www.ppra.go.ke
If aTendererwishesto make a Procurement-related Complaint,the Tenderer should submit
its complaint following theseprocedures,in writing (by the quickest meansavailable,that is
by email), to:
The ChiefExecutive Officer
Kenya Medical SuppliesAuthority (KEMSA)
National Supply Chain Centre, Embakasi
Nairobi/Kenya
E- mail: procure@kemsa.co.ke
In summary, a Procurement-related Complaint may challenge any of the following:
1. the terms of the Tendering Documents;and.
2. the procuring Entity's decisionto award the contract.
ITB 48.1 The procedures for making a ProcuremerOAT AOAA #1 1 Bl AET O AOA

WwWw.ppra.go.ke .

If a Tenderer wishes to make a Procurementelated Complaint, the Tenderer should subm
its complaint following these procedures, in writing (by the quickest means available, that
either by email or fax), to:

For the attenti on: [insert full nameof personreceivingcomplaints]

Title/position : [insert title/position]

Procuring Entity : [insert nameof Procuring Entity]

Email address: [insert email address]

In summary, a Procurementrelated Complaintmay challengeany of the following:

1. theterms ofthe Tendering Documentsand
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11

2.1

3.1

4.1

SECTIONII - EVALUATIONAND QUALIFICATIONCRITERIA

General Provision

This section contains the criteria that the Procuring Entity shall useto evaluatetender and
qualify tenderers.No other factors, methodsor criteria shall beusedotherthan O B A A 1B £A A
this tender document. The Tenderer shall provide all the information requested in the forms
included in Section IV, Tendering Forms. The Procuring Entity should use the Standard
Tender Evaluation Report for Health products for evaluating Tendess.

Evaluation and contract award Criteria

The Procuring Entity shall use the criteria and methodologies listed in this Section to
evaluate tenders and arrive at the Lowest Evaluated Tender. The tender that (i) meets the
NOAT EAEAAAOQET 1T A Odeterning Aohbe juttstrdjallyErdsgonsivdtd the Tender
Documents, and (iii) is determined to have the Lowest Evaluated Tender price shall be
selectedfor award of contract.

Preliminary examination for Determination of Responsiveness

The Procuring Entity will start by examining all tenders to ensure they meet in all respects
the eligibility criteria and other mandatory requirements in the ITT, and that the tender is
complete in all aspectsin meeting the requirements provided for in the preliminary
evaluation criteria outlined below. The Standard Tender Evaluation Report Document for
Goods and Works for evaluating Tenders provides very clear guide on how to deal with
review of theserequirements. Tenders that do notpass the Preliminary Examination will be
considerednon-responsive and will not be consideredfurther.

[The Procuring Entity will provide the preliminary evaluation criteria. To facilitate, a template
may be attached or clearly described all information and list of documentation to be sulymitted b
Tendererso enable preliminargvaluation of th&ender]

Tender Evaluation (ITT 34)
a) In addition to the criteria listed in ITT 34.2(a)z(c) the additional evaluation factors as
per ITT 34.2(d) is O b A A BsAblloivs:

To evaluate Items or Lots that include at least the percentages of items per lot and quantity
PbAO EOAI AO OPAAEAAA ET )44 p18¢0h ELE ADDI
carried out as per the following procedures.The average price (or highest price as

E

OPAAEAAA ET 4$3 om8cq | £ A1l EOAI RNOIi OAA0 AU O

the Tender price of those who did not quote for that item and the equivalent total costof
the tender sodetermined will be usedfor Tendercomparison,evaluation,and award.

b) Delivery schedule. (As O Db A A ihABA FDS)
4EA '"TTAO OPAAEAAA ET OEA ,EOO T &£ '"1TTAO AOA
time range (1-14 weeks) O B A A i A&dc#onVIl, Scheduleof Requirements.

c) Deviation in payment schedule [inserttoneofthefollowing]

i) Tenderers shall state their Tender price for the payment schedule outlined in the SCC.
Tendersshallbeevaluatedn the basisof this baseprice.tenderersare, howeverpermitted
to statean alternativepaymentschedulendindicatethereductionin Tendermpricethey
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5.1

6.1

7.1

7.2

wish to offer for such alternative payment schedule. The Procuring Entity may consider
the alternative payment schedule and the reduced Tender price offered by the tenderer
selectean thebasis othebaseoricefor the paymentschedule ouinedin the SCC.

Or

D3TT w2""wUUDxUOEUI UwUT T wxEaAaOl OUWUETT EUOT w!
deviate from the schedule and if such deviation is considered acceptablErtuctiring
Entity ,theTendemwill beevaluatedy calculatinginterestearnedor any earliepayments
involved inthetermsoutlinedin the Tenderascomparedavith thosestipulatedn the SCC,
at the rateperannum{[insert adjustment rate].

d) 3 b A Adeldianal criteria

[OtherU x | BdditioRalcriteriato beconsidereih theevaluationandtheevaluationmethod

UT EOOwWET wEI UEDOI Bustair@ble3ptotuteiant tatrBical ragUirerheft® r E w
T EYT wEI T OwUx1 ERxI E bpdifietsh® B () Ghase (equirements will

be evaluated on a pass/fail (compliance basig)herwise (ii)in addition to evaluating those
requirementson a pass s/fail (compliancebasis), if applicable, specify the monetary
adjustmentgo beappliedto Tender Pricesfor comparisorpurpose®n accountof Tenderghat
exceetheU x | Enfnimuri sustainablgrocurementechnicarequirements.]Jnoapplicable

Multiple Contracts (ITT 34.4)

Multiple contractswill be permitted in accordancewith ITT 34.4.Tenderersare evaluatedon
basis of individual items and the lowest evaluatedtenderer E A A1 Gdf éaBhitem.

i) If a tenderer wins only one item, the tenderer will be awarded a contract for that item,

i) If a tenderer wins more than one item, the tendewill be awarded contracts for all )
xI 1T EOAI Oh DPOT OEAAA OEA OAT AARAOAO 1 AAOO (¢
Criteria for all the items.

Alternative Tenders (ITT13.1)

An alternative if permitted under ITT 13, will be evaluated as folloMee Procuing Entity shall

AT T OEAAO 4A1T AAOO 1T £#EZAOAA &I O Al OAOT AGEOGAO
Requirements. Only the technical alternatives, if any, of the Tenderer with the Lowest
Evaluated Tender conforming to the basic technical shall be ksidered by the Procuring

Entity. Not applicable
MARGIN OF PREFERENCE

) £ OEA 433 O OPAAEAAOh OEA 001 AOOET C %l OEOU
percent) to Tenderers offering goods manufactured, mined, extracted, grown, assembled or
semi-processedin Kenya.

The margin of preferencewill be applied in accordancewith, and subjectto, the

following provisions:

a) Tenderers applying for such preference on goods offered shall be askedto provide, as
DAOO 1T £ OEA AAOA Aimatior iBdutirty Adkafis@ttieigdods @roduded
ET +AT UAh O AO OI AAOCAOIETA xEAOEAOh A
001 ABOET ¢ %l OEOUh A DPAOOEAOI AO AAOACT OU
preference.

b) After Tenders have been received and reviewed by the Procuringntity, goods
offered in the responsive Tenders shall be assessedo ascertainthey are
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8.1

manufactured, mined, extracted, grown, assembled or semprocessed in Kenya.

Responsivetenders shall beA I A O o ABAfllowing groups:

i) Group A: Tenders offering goods manufactured in Kenya, for which (a) labor,
raw materials, and componentsfrom within Kenyaaccountfor more than forty
(40) percent of the Ex-Works price; and (b) the production facility in which they
will be manufactured or assembled has been engagedin manufacturing or
assemblingsuchgoodsat leastsincethe date of Tender submissiondate;

i) Group B: All other Tendersoffering Goodsmanufacturedin Kenya,;

i) Group C: Tenders offering Goods manufactureautside Kenya that have been
already imported or that will be imported.

a) To facilitate this A1 A O O E ByAtAeOHEdcuring Entity, the tenderer shall
complete whichever version of the Price Schedule furnished in the Tendering
documentis appropriate, provid ed however,that the completion of anincorrect
version of the Price Schedule by the Tenderer shall not result inrejection of its
4 AT AAOh AOO 1 AOAT U ET OEA 0071 AOOET C %I |
its appropriate Tendergroup.

b) The Tenders ineach group will then be compared to determine the Tender
with the lowest evaluated cost in that group. The lowest evaluated cost
Tender from each group shall then be compared with each other and if as a
result of this comparison a Tender from Group A or Gup B is the lowest, it
shall be selectedfor the award.

c) If as a result of the preceding comparison, a Tender from Group C is the
lowest evaluated cost, an amount equal to or 15% of the respective tender
price, including unconditional discounts and excludig provisional sums, if
any,shall be addedto the evaluatedprice offered in eachtender from Group
C.If the tender from Group Cis still the lowest tender, it shall be selectedfor
award. If not, the lowest evaluated tender from Group A or B based oneth
Agst evaluation price shall be selected.

PostN OA |1 E Aand Cditiadt award (ITT37),more OPAAE AAAIT 1 Uh

After determining the substantially responsivetender which offers the lowest-evaluated
price, whether the tenderer is a manufacturer or just a supplie The Procuring Entity shall

carry out the postNOAT EAEAAAOET T h EAZ 11 DPOANOAI EAAAOE
criteria:
a) In casethe tender was subjectto pos stN O A1 E ARefcdnitactishall be awarded to
OEA 1T xAOO AOAI OAOCAAOIOADRAIRIOAIOE DOARABAIOE &
required.

b) In casethe tender was not subject to post-N O A | E Aké @rsér ithat has been
determined to be the lowest evaluated tenderer shall be considered for contract award,
subjectto meeting eachof the followi ng conditions.

) The Tenderer shall demonstrate that it has access to, or has available, liquid
AOOAOORh OT AT AOCIi AAOAA OAAl AOOAOOh 1 ET/
O O A A AoEmkét the cashKow of Kenya Shillings

i)  Minimum averageannual turnover of KenyaShillings [insert
amount] equivalent calculatedastotal A A O OpayEkmtsreceivedfor contracts
in progressand/or completedwithin the last [insert  of
year]years.

i) At least (insert number)of contract(s) of a similar nature executedwithin

Kenya, or the East African Community or abroad, that have been satisfactorily and
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substantially completed as a prime contractor, or joint venture member or sub-

contractor eachof minimum value Kenyashillings

equivalent.
iv) Otherconditions dependingon their seriousness.

a)

JVin the last

History of non-performing contracts :

Tenderer and each member of JV in case the Tenderer is a JV, shall demonstrate that- Non
performance of a contract did not occur because of the default of the Tenderer, or the member

ofa

(specifyyears. The required information shall be furnished in

the appropriate form.

b)

Pending Litigation

Financial position and prospective long-term B O1 A0 AoAtkel Sh@ldiTenderer, and in the
case the Tenderer is a JV, of each member of the JV,Iskatain sound according to criteria
establishedwith respectto Financial Capability under Paragraph(i) aboveif all pending
litigationwillberesolvedagainsttheTenderer. Tenderershallprovideinformationonpending

litigations in the appropriate form.

Litigat ion History
There shall beno consistent history ofcourt/arbitral award decisions against thelTenderer, in

the last (specifyyears. All parties to the
contract shall furnish the information in the appropriate form about any litigation or arbitration
resulting from contracts completed or ongoing under its execution over the years OD A A BAEA A 8
consistenthistory of awards againstthe Tenderer or any member of a JVmay result in.
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3 b A AExgEdence Requirements

The 3 b A ABxp@&ienceRequirementsunder 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)

(i) Technical and Production Capability .

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

(i)

(ii)

Thatit has successfullicompleted or substantially completed at least [3] similar contracts for

supply of the goods and within the last three yearsihe number of similar contracts required
should be not less than three and notumow UT EQwr YI wopOOUOEOOa wi 6UU.
complexity of the subject contra¢gimilar contracts are those of approximately the same size

and that includes comparable products, e.g.,capsules tablets, vaccines.

The goodsmay have beensuppNIiedAby the Tenderer asa manufacturer or by its agent,with
referencesbeing submitted to A T T /BS@tisfactory performance.

That it hasachievedanannualaverageproduction rate of [The annual production raterequired
shouldbeat leastthreetimesthequantities U x | EuBderthEcontrac] during the lastthree years.

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

The Tenderer should provide proof of experience with and knowledge of modes of packing,
distribution, and transportatio n of family planning commodities or  similar to those subject
to Tendering under logistical and climatic conditions similar to the onesn Kenya.lIt should
provide names of countries to which the Tenderer has supplied (including packaged,
distributed, andtransported) products worth at leastthe amount [inserttheamouni within the
pastthree years.

[Note to theProcuring Entity: If Tenders for individual lots are permittettie@UE OBr EEUD OO
for eacHot shouldbegivenseparately].
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SPECIFIC EVALUATION CRITERIA

A) PRELIMINARYEXAMINATION
Requirements
1. Tender documents must be paginated/serialized. All bidders are required to submit their

documents paginatel in a continuous ascending order from the first page to the last in this
format;j E 8 A 8 npvihere q iB theda8t page) (MANDATORY)

2. Provide a copy of Certificate of Incorporation/Registration (MANDATORY).

3. Provide a copy of valid and current Tax Compnce Certificate(MANDATORY FOR LOCAL
BIDDERS).

4, Tender form (on a letterhead showing the tenderers complete name and businessaddress)
duly completed and signed. The Form of Tender shall include the following Forms duly

completed and signed by the Tendereor authorized representative (attach power of attorney
where applicable) (MANDATORY).

i.  Tenderer'sEligibility -* O Or E 1 BusilegsQuestionnaire (MANDATORY).
i. "1 UU D offnBepdndent Tender Determination (MANDATORY).
Iil. Self-Declaration of the Tenderer (MANDATORY).

a) Duly completed andsignedself-Declarationthat the person/ Tendereris not debarred
in the matter of the PPADA2015 (MANDATORY).

b) Duly completed and signed selDeclaration that the person/ Tenderer will not engage
in any corrupt/fraudulent practice (MANDATORY).

c) Duly completed andsigneddeclaration and commitmentto the code of ethics
(MANDATORY).

5. Provide Oiginal Bid Security valid for 18 days from date of tender opening. Value did
Security should be KES411,962.00 or equivalent in afreely convertible currency.
(MANDATORY).

NOTE:Failure to comply with Mandatory requirements will lead to disqualification. Only bidders
who are successful athis stagewill proceedto the next stageof evaluation.

B) TECHNICAL EVALUATION

Bidders are required to submit the following documents:

a)- Al OEAAOOOAOO ! OOET OEUAOEIT xEEAE 1000
addressed to KEMSA that is both tender and item specific and signed by an authorized
signatory (Applicable to bidders who are not manufactters) (MANDATORY)

b) Current quality certificate as specified in the technical specificationéMANDATORY).
36



c) Current and valid Product listing with QR codes from the Kenya Pharmacy and Poisons
Board or Approved as safe for human consumption by Kenya Buread Standards
(MANDATORY).

NOTE:Failure to comply with Mandatory requirements will lead to disqualification. Only bidders
who are successful athis stagewill proceedto the next stageof evaluation.

C) PRODUCTEVALUATION

The product evaluation will be done on the sample submitted by the Bidders and will involve the
following:

1) Evaluation of the PhysicalProperties and presentation of the products - The evaluationwill be
based on product type, product form i.e. the physical configuration and shape, product
ingredients i.e. content, components and composition, measurementsi.e. dimension and
weight, elasticity where applicable,absorbencywhere applicable,texture where applicable

2) Evaluation of the product packaging based on Good Manufacturing and pharmaceuics
practicesof the particular dosage formand specificationsin this Tender document.

3) Evaluation of the product labeling criteria based on technical specifications spelt out in this
tender document.

The evaluation will beona® 9 A O basik; 6

NOTE:Only bidders who are successfulat this stagewill proceedto the next stageof evaluation.

D) FINANCIAL EVALUATION

Bidders who are successfulat preceding stagesof evaluation will have their prices compared and
award recommendedto the lowest evaluated responsivebid.

U Local contractors (bidders) arerequired to expresstheir Tender price in Kenya Shillings.
(Failure to comply will lead to disqualification).

U Foreignbidders mayexpresstheir Tenderprice in anyfreely convertible currency.

37



4.

6.

Appendix 1: DomesticPreferences

PREFERENCERND RESERVATIONS

For purposesof section157(8)(b) of the Act, the margin of preference of international tendering
and competition pursuant to section 89 of the Act shall be:

Twenty percent (20%) margin of preferenceof the evaluatedprice of the tender givento candidatesoffering
goods manufactured, mined, extracted, grown, assembled or sepriocessed in Kenya and the percentage
of shareholding of Kenyancitizens is more than fifty percent (50%)

Fifteenpercent (15%) margin of preferenceof the evaluatedprice of the tender givento candidatesoffering
goods manufactured, mined, extracted, grown, assembledor semi-processedin Kenya.

Ten percent (10%) margin of preference of the evaluated price of the tender, where
the percentageof shareholdingof Kenyancitizensis more than fifty percent(50%).

Eight percent (8%) margin of preference of the evaluated price of the tender, where
the percentageof shareholding of Kenyancitizens is lessthan fifty percent (50%) but
abovetwenty (20%); and

Sixpercent (6%) margin of preference of the evaluated price of the tender, where
the percentageof shareholdingof Kenyancitizensis five percent (5%) but lessthan
twenty percent (20%).

Where citizen contractors have enteed into contractual arrangements with foreign contractors, a ten
percent (10%) margin of preferencein the evaluated price of the tender shall be applied.

NOTE:Bidders who wish to be considered for Reservations and Preferences should provide CR12
showin g shareholding and nationality of shareholders issued by the Registrar of Companies. CR12
should have been issued within the last twelve months.

For sole proprietorship and partnerships, provide a copy/copies of National Identification
Card/Passport.
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E) SURPLIER PERFORMANCEBMEASUREMENTTOOL REPORT

PASTPERFORMANCE

A supplier performance measurementtool with detailed performanceindicators hasbeendevelopedand will

be usedto measurethe performance of contracted suppliers. Supplierswho will havehad unsatisfactory past
performance on specific items of less than 71% shall not be recommended for award of similar items in
subsequenttenders.

PERFORMANCHENDICATORS

The performance of suppliers, contractors, service providers and consultants are monitored eontract level to
ensure the terms and conditions of the contract are met. The extent of performance monitoring applied shall
be determined by the level of risk and the nature of the items. Good monitoring of suppliers anticipates,
identifies and facilitates correction of shortcomings before the relationship with the supplier is adversely
affectedand before compromising value for money.

1.Time

The time indicator measures the duration in days for the supplier to deliver or complete the task as specified
in the contract. The required data to be captured from the source documents into the performance tool shall
include: Item code, item description, contract number, purchase order number, supplier name, contract signing
date, contract effective date, contractal delivery date, earliest delivery date, extended delivery date, actual
delivery date,supplier offered delivery date,and latest delivery date.For eachitem, the earliest delivery date
and the latest delivery date are derived from the issued tender dooonent. The supplier offered delivery date
is derived from the bid.

Contract Delivery Period : The number of calendar days from the date of signing the contract to the date the
delivery is required per the contract. If a contract is extended, the additionadays are confirmed through
addendum (letter) to the contract and the duration added to the Contract Delivery Period. In caiff orders
under framework contracts, Contract Delivery Period is the number of calendar days from the date of eaff
order to the required delivery date.

Actual Delivery Period : The number of calendar days from the contract effective date to the actual delivery
date. For staggered deliveries under definite quantity contracts, actual delivery period is the number of
calendardaysfrom date of notification of the required quantity.

Delivery on Time: Delivery of goods on or within the Contract Delivery Period yields a Delivery on Time
indicator score of 100%. Delivery within 2 weeks after Contract Delivery Period still yields a Timiedicator
scoreof 100%. Delivery made thereafter yieldsatime Indicator score ofzero (0).

Failure to fully deliver within 8 weeks from lapse of Contract Delivery Period will result in contract
termination.

2. Quantity

The supplier is required to deliver he ordered quantity of the product in full. Contractors should deliver the
product per the required specifications.

Sometimes, due to practical reasons, a supplier may be requested in writing to deliver a portion of the order.
In that event,the measurement will be done after substantial completion of contracted quantity. The quantity
indicator measures Delivery in Full, which is the difference between the quantity of the product in the purchase
order or contract and the quantity that is certified received.

Delivery in Full : The indicator is measured by the percentage of the ordered quantity which is actually certified
received. Example If the purchaseorder quantity was 200,000 units. Of this, the quantity receivedwas 190,000
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units. Theindicator of Delivery in Full is computedas(190,000/200,000) *100=95%. Thetarget performance score
for Delivery in Full indicator is 100%.
The required data are order quantity, delivered quantity, and deferred quantity.

3. Cost

The historical unit prices for each item are captured in the ERP system. The Award Price arise from
recommendations for award and signed supplier contract. The Final Price is the award price plus the price
variation that is approved at contract implementation; excluding those from the application of a price
adjustment formula if provided for in the signedcontract.

The Price Ratio is defined as [Award Price x 100/Final Price]; which should be 100% where the Final Price is
equal to the Award Price. Where the Final Price is higher than the Award Pe, the performance score is
prorated. Example if the Final Price is KES2,700,Award Price is KES2,400,then the Price Ratio is
[2,400*100/2700 = 89%]. The data to be captured in the ERP system include the following: Item Code, Item
Description, ContractNumber, Order Number, Supplier Name, Plan Price, Award Price, Price Variation, Final
Price.

4, Quality

The contractprovides the technicalspecifications. At the delivery point, the products are inspected and tested

to ensurethey comply with the quality specifications. Productsthat do not comply with Quality Specifications

will be rejected. However, an assessment shall be made to check if there is suitable product packaging.
Percentageof damagedcartonsacceptableis 0.5%.Abovethis %, the damagedcartonswill berejected.

5. Ratings and Scores

The supplier contract performance scores provide a structured way of rating suppliers with an aim of
identifying areas of improvement and a basis for future engagement depending on historical performandée
scorecard will be used to measure, rate and rank suppliers with the aim of ensuring suppliecensistently
meet and surpasstheir contractual obligations. Table 3 summarizesthe ratings and scores.

Table 1. Ratingsand scoresmeasurementsystem

Rating | Range Performance Description

1 0-30 | Falls far below expectations : Performancejeopardized the
achievementof contract requirements, despite contract administrative
interventions.

2 31-50 | Missed expectations : There are a number of performance issues
that required KEMSAto provide additional contract administrative
interventions to ensurethat contract requirements are met.

3 51-70 . :
Doesnot fully meet expectations : There are performanceissues
but supplier has somehow met contract requirements.

4 71-80 | Mostly meets expectations : There are minor performance
issuesbut the supplier haslargely met the contract requirements

5 81-100 | ExceedsExpectations : Supplier has demonstrated a

performance level in measurablewithin contract requirements
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6. Performance Index

The Performance Index combines the indices for (1) time, (2) quantity, (3) cost and (4) quality. Each of the four
performance indicators is scored out of 100%. The parameters are then weighted using a predefined matrix and
the overall Supplier Performancelndex is the sum of the weighted scores.

Table 2. Supplier Performance Index (Example)

# | Indicator Score (%) Weight Weighted Score

1| Time 100 0.5 50.00

2 | Quantity 95 0.3 28.50

3| Cost 89 0.1 8.90

4| Quality 83 0.1 8.30
Supplier Performance Index 95.70

7. Performance Decision
A supplier with a Performance Index Score of less than71% shall not be eligible for award of contracts by

KEMSA fora period of ONEYEARfrom the date of notification of the performance score.
This information shall form part of the Post ContracQualification Criteria in the subsequent tender document
and evaluation stated asfollows:

O . Iperformanceofacontract did not occurasaresult of supplier default since 1 January[insertyeai or the
bidder has a Performance Score of less than 71% as measured using the KEMSA Supplier Performance

MeasurementTool asnotified to the supplier or service provider in writing prior to this tender notice.?

The Procurement Directorate shall debrief the supplier ad prepare minutes to record the debriefing, which
shall form part of the permanentrecords.
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FORM OF TENDER

INSTRUCTIONS TO TENDERERS
i)  All italicizedtextis to helpTendereiin preparingthis form.

i)  TheTenderemust preparethis Form of Tenderon statiorery with its letterheadclearly
showingthe Tenderer'scompletename andusinessaddress.

iii)  Tenderer must completeand sign TENDERER'SELIGIBILITY - CONFIDENTIALBUSINESS
QUESTIONNAIREZCERTIFICATE OF INDEPENDENT TENDER DETERMINATION and the
SELFDECLARATION OF THE TENDERER,all attachedo this Formof Tender.

Iv) TheFormofTendershallincludethefollowing Formsduly complete@ndsignedbythe Tenderer.
E TendererEligibility-* O Or E IB@ideBRu@stionnaire
Z " 1 UU bflingdpdhilenTendeDetermination
£ SelfDeclarationoftheTenderer

Date of this Tender submission : 30th May 2024

Invitation to Tender No .: KEMSA/GOK -MOH/OIT08/2023-2024SUPPLY OF NUTRITION COMMODITIES
|

Alternative No.: [N/A] To: KenyaMedicalSuppliesAuthority

a) No reservation: We have examined and have no reservations to the tendering document,
including Add and issuedin accordancewith Instructions to Tenderers(ITT 8);

b)  Eligibility: Wemeet the eligibility requirements and haveno A1 1 KoEirdtedest in accordance
with ITT 4;

¢) We have not been suspended nor declared in eligible by the Procuring Entity based on
execution of a Tender Securing Declaration or Proposabecuring Declaration in Kenya in
accordancewith ITT 4.8;
D) Conformi ty: We offer to supply in conformity with the tendering document and in accordancewith
OEA $AI EOAOU 3AEAAOI AO OPAAEAAA ET OEKEMSABAKAOI A
MOH/ OIT08/2023- 2024 SUPPLY OF NUTRITION COMMODITIES |

d) Tender Price: Thetotal price of our Tender, is:[insert thetotal priceofthe Tendem wordsand
0 [ L= U )

e) Tender Validity Period:Our Tendershallbevalid fortheD AOET A ODPBSAFIfS A
Al AT AAA EZ£ ApbPlI EAAAT AQq £EOT 1T OEA IARAIOR GEBIRME
TDS 22.1 (as amended if applicable), and it shall remain binding upon us and may be
acceptedat any time before the expiration of that period,;
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f)  Performance Security: If our Tenderis acceptedwe commit to obtain a PerformanceSecurity
in accordancewith the tendering document;

g) One Tender per Tenderer : We are not submitting any other Tender(s) as anindividual
Tenderer, and we arenot participating in any other Tender(s) as aJoint Venture partner or
as a subcontractor, and meet the requiements of ITT 4.4, other than alternative Tenders
submitted in accordancewith ITT 13;

h) Suspension and Debarment. We, along with any of our sub-contractors, suppliers,
consultants, manufacturers,or service providers for any part of the contract, are not subjectto,
and not controlled by any entity or individual that is subject to, a temporary suspensionor a
AARAAAOI AT O Ei pT OAA AU OEA o002!8 &OOOEAOh xA
regulations or pursuant to a decision of the United Nations Security Council;

1) State-owned enterprise or institution: [selectheappropriateoptionanddeletehe other][We arenot
a stateowned enterprise or institution]/ [We are a stat@ned enterprise or institution but meetthe
requirementof ITT 4.7];

) Commissions, gratuities, fees: We havepaid,or will paythe following commissions,gratuities,
or feeswith respectto the Tendering processor executionof the Contract{insert completename
of eachRecipientits full addressthereasorfor whicheachcomnissionor gratuity waspaidandthe
amountand currencyof eachsuch commission @ratuity]

Name of Recipient Address Reason Amount

(If none has been paid or is to be paid, indicate OT T T A86 q

k)  Binding Contract: We understand that this Tender, together with yourwritten acceptance
OEAOAT £ ET A1 OAAA ET UI 60 11 OEAAAQEIT T 1T £ Ax
us,until a formal contract is prepared and executed;

1) Procuring Entity Not Bound to Accept: We understand and that you are not bound to accept
the lowest evaluated ost Tender, the Lowest Evaluated Tender or any other Tender that you
may receive;and

n)  Fraud and Corruption: We here by certify that we have taken steps to ensure that no
person acting for us or on our behalf engagesin any type of Fraud and Corruption.

0) Collusive practices: We hereby certify AT A AT 1 AQHe ter@ér AsOgenuine, non-
collusive and made with the intention of accepting the contract if awarded. To this effect

p) We undertake to adhere by the Codeof Ethicsfor PersonsParticipating in Public Procurementand
AssetDisposal,copy available from (specify websi)eduring the procurement process
and the execution of any resulting contract.

q " AT A ABDEnkrkhip Information: We commit to provide to the procuring entity the
"AT AEAEA]l |/ x1T AOOEED )1 & OI AOEIT ET ATT A&l Of EOU
upon receipt of T T O E AAfAn€@&ibnl to enter into a contract in the event we are the successful
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tenderer in this subject procurement proceedng.

r) We,the Tenderer, have completed fully and signed the following Forms as part of our Tender:
a) Tenderer's Eligibility; # I T AA AHuginEs&Questionnaire z to establish we are not in
anyAT T KdEnetest.
b) # A O O Eoffddép@niient Tender Determination - to declarethat we completedthetender
without colluding with other tenderers.

c) SeltDeclaration of the Tendererzto declare that we will, if awarded a contract, not
engagein any form of fraud and corruption.

d) Declarationand commitment to the Codeof Ethics for PersonsParticipating in Public
Procurementand AssetDisposal.

&O00EAOR xA ATT £OI OEAO xA EAOA OAAA Al A Ol AAQ
Al OOOPOEIT AO EI AER@AKA AT AO#BBDOOBEOETd 6 AOOAAE
Name of the Tenderer:* [insert complete name of the Tenderer]

Name of the person duly authorized to sign the Tender on behalf of the Tenderer : **[insert complete

name of person duly authorizemisignthe Tender]
Title of the person signing the Tender :[insert complete title of the person signing the Tender]
Signature of the person named above: [insert signatureof persorwhosenameandcapacityare

shown abovdDate signed [insert dateof signing]day of [insert month],[insert year]

*. In the case of the Tender submitted by a Joint Venture specify the name of the Joint Ventur e
as Tenderer.

**: Person signing the Tender shall have the power of attorney given by the Tenderer. The
power of attorney shall be attached with the Tender Schedules.
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TENDERER'SELIGIBILITY- CONFIDENTIALBUSINESSQUESTIONNAIRE
Instruction to Tenderer

Tender isinstructed to completethe particulars required in this Form, oneformfor eactentity if Tender
iIsaJV.Tendereris further reminded that it is an offenceto give falseinformation on this Form.

a  Tenderer's details

ITEM DESCRIPTION
1 Name of the Procuring Entity
2 Reference Number of the Tender
3 Date and Time of Tender Opening
4 Name of the Tenderer
5 Full Address and Contact Details of the Tenderer. 1. Country
2, City

3.Location

4. Building
5.Floor

6. Postal Address

7. Name and email of contact person.

6 Current Trade License Registration Number and Expiring
date

7 Name, country and full address (postal and physical
addresses, email, and telephone number) of Registering
Body/Agency

8 Description of Nature of Business

9 Maximum valuc of business which the Tenderer handles.

10 State if Tenders Company is listed in stock exchange, give
name and full address (postal and physical addresses,
email, and telephone number) of

state which stock exchange

General and 3 D A ABetifs
b)  Sole Proprietor, provide the following details.

Namein full Age Nationality

Country of Origin___Citizenship
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¢  Partnership, provide the following details.
Names of Partners Nationality Citizenship % Shares owned
1
2
3
d  Registered Company, provide the following details.

i)  Private or public Company____

iy Statethe nominal andissuedcapital of the Company:

Nominal Kenya Shillings (Equivalent)

Issued Kenya Shillings (Equivalent)

i) Givedetails of Directors asfollows.

e o e Nationality Citizenship % Shares owned

€)

DISCLOSURBFINTEREST-Interest of the Firm in the Procuring Entity.

i) Are there any person/perSONS iN........ccooieeiiieiiiieeiiiieeiii e eeaan Name........ ( of

Procuring Entity)
who has/ have an interest or relationship in this

AEM?YES/NO.....eiiiiiieee e lf..yes,.provide details asfollows.

Designation in the
Names of Person Procuring Entity Interest or Relationship with

Tenderer
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i) #1 1 KdiiAtéest disclosure

) Disclosure If YES provide details of
Type of Conflict YES OR NO the relationship with
Tenderer

Tenderer is directly or indirectly controls, is controlled by
or is under common control with another tenderer.

Tenderer receives or has received any direct or indirect
subsidy from another tenderer.

3 Tenderer has the same legal representative as another
tenderer

4 Tender has a relationship with another tenderer, directly or
through common third parties, that puts it in a position to
influence the tender of another tenderer, or influence the
decisions of the Procuring Entity regarding this tendering
process.

5 Any of the Tenderer’s affiliates participated as a consultant
in the preparation of the design or technical specifications
of the works that are the subject of the tender.

6 Tenderer would be providing goods, works, non-consulting
services or consulting services during implementation of
the contract specifiedin this Tender Document.

7 Tenderer has a close business or family relationship with a
professional staff of the Procuring Entity who are directly
or indirectly involved in the preparation of the Tender
document or specifications of the Contract, and/or the
Tender evaluation process of such contract.

8 Tenderer has a close business or family relationship with a
professional staff of the Procuring Entity who would be
involved in the implementation or supervision of the such
Contract.

9 Has the conflict stemming from such relationship stated in
item 7 and 8 above been resolved in a manner acceptable
to the Procuring Entity throughout the tendering process
and execution of the Contract.

h #AOOEAAAOQEII

On behalf of the Tenderer, | certify that the information given aboveis complete, current and
accurateasat the date of submission.

Full Name Title or Designation

(Signature) (Date)
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CERTIFICATEOF INDEPENDENTTENDERDETERMINATION

I, the undersigned,in submitting the accompanyingLetter of Tenderto the [Name
of Procuring Entity] for: [Nameandnumberoftender]in responseto the request for
tenders madeby: [Name of Tenderedo hereby makethe following

statementsthat | certify to betrue and complete in every respect:

| certify, on behalf of [Nameof Tendererthat:

1

2.

| haveread and | understandthe contentsofthis# A OOE /EAAOAN
)y O1 AAOOOAT A OEAO OEA 4AT AAO xEI1 AA AEONC
and completein every respect;

)y Ai OEA AOOEI OEUAA OADPOAOAT OAOEOA 1 £ OEd 4 A
submit the Tender on behalf of the Tenderer;

&1 0O OEA DPOOPTI OAO 1T &£# OEEO #AOOEEAAAOA AT A OEA
shall include any individual or organization, other than the Tenderer, whether or not

A £/£] with €hd Penderer,who:

a) Hasbeenrequestedto submit a Tenderin responseto this request for tenders;

b) could potentially submit a tender in responseto this request for tenders, basedon their
NOAI E AAWieE or Expdrience;

The Tenderer disclosesthat [check one of the following, as applicable]:

a) TheTendererhasarrived at the Tenderindependently from, and without consultation,
communication, agreemenir arrangementwith, any competitor;

b) the Tenderer has entered into consultations, communications, agreements or
arrangements with one or morecompetitors regarding this request for tenders, and the
Tenderer discloses, in the attached document(s), complete details thereof, including the
names of the competitors and the nature of, and reasonf®r, such consultations,
communications,agreementsor arrangements;

In particular, without limiting the generality of paragraphs (5) (a) or (5) (b) above, there has
been no consultation, communication, agreement or arrangement with any competitor
regarding:

a) prices;

b) methods, factors or formulas usedto calculate prices;

c) theintention or decisionto submit, or not to submit, a tender; or

d) the submission of a tender which does not meet the OB A A E AAfAH@ Eeqdesd for
Tenders;exceptas O D A A E diskldskdpwsuant to paragraph (5)(b) above;

In addition, there has been no consultation, communication, agreement or arrangement with

any competitor regarding the quality, quantity, O B A Atiler&ArAelivery particulars of the

works or servicesto which this requestfor tendersrelates,exceptasO b A A E dbofhdriked U

by the procuring authority or asO b A A E dis&ldsedputsuant to paragraph(5)(b) above;

The terms of the Tender have not ben, and will not be, knowingly disclosed by the Tenderer,
AEOAAOI U T O ETAEOAAOI UR O AT U Al i PAOEOI OF
opening, or of the awarding of the Contractwhichever comes Zst, unless otherwise
required by law or asO b A A E diskldskdpudsuant to paragraph (5)(b) above.
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Name Title

Date

[Name title andsignatureofauthorizedagentof TendereandDate]
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SELFE DECLARATIONFORMS

FORM SD1

SELFDECLARATIONTHAT THE PERSON TENDERERIS NOT DEBARREDIN THE
MATTER OF THE PUBLICPROCUREMENTRND ASSETDISPOSALACT 2015

, 88888888888 8BRSt AEBOK..........ooiivveieiiiieeeeee beingaresident of
88888888888 stiRe&publiciofd 8 8888888888 MAbhkegd AOAAU
statementasfollows:-

1. THAT I am the CompanySecretary/ Chief Exeative/Managing Director/Principal / A£/EA A O

Director of
888888388 8 8 8 8 8 @seh riadddidhd Company)who is a Bidder in respect
of Tender . 1 88 8 88 84 8OBB 8 8 8 GriséBt&ehder title / description)or

............................... (insert nameof the Procuring entity) and duly authorized and competent
to make this statement.

2. THATthe aforesaid Bidder, its Directors and subcontractors havenot beendebarred from
participating in procurement proceedingunder Part IV of the Act.

3. THATwhat is deponedto here in aboveis true to the best of my knowledge, information and
belief.

88888888888 8888888888¢& 8888888
8

(Title) (Signature) (Date)

Bidder/ AASGAD
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FORM SD2

SELF DECLARATION THAT THE PERSON/TENDERER WILL NOT ENGAGE IN ANY
CORRUPTORFRAUDULENTPRACTICE

Ly e e P.O.Box....0f ..., hergjdent

of

8888888 8 8 8 drttte&epublicof...........ccoooveiiiiiiiin, do hereby make a statement

asfollows:-

1L THAT | am the Chief Executive / Managing Director /Principal / A£AAZAAOT $ E
| ABEB3 888888888888888888888888888888888838
888888888 8 8@seA s hed Goh@mBypwho is a Bidder in respect of
Tender No.
888888888 //&E O886n8edt8 8 8888 &mder title /description)
/Al O8 8 8 (& name of the Procuring entityynd duy authorized and competent to

make this statement.

2 4('4 OEA AZEI OAOCAEA " EAAAOhcoriré&®me wilbndteldhage 0O A
any corrupt or fraudulent practice and has not been requested to pay any inducement to any
member of the Board, Management,Staff and/or employeesand/or agents of
8 8 8 8 8 8 §iBs8rithameof the Procuring entity) which is the procuring entity.

3. THAT the aforesaid Bidder, its servants and/or agents /subcontractors have not offered any
inducement to any member of the Bard, Management, Staff and/or employees and/or agents
OF o (nameofthe procuring entity).

4.  THAT the aforesaid Bidder will not engage /has not engaged in any corrosive practice wather
bidders participating in the subjecttender

5  THAT what is deponed to krein above is true to the best of my knowledge information and
belief.

888888888888 888888888 88888888c¢
88 88 8 8

itle) (Signature) (Date)

~_

Bidder's/ /E/ESEMAD
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DECLARATIONAND COMMITMENTTO THE CODEOFETHICS

I, (person) on behalf of (Name of the Business/Company [/ Firm)
..................................................................... declare that | have read and fully
understood the conents of the Public Procurement & Asset Disposal Act, 2015, Regulations and
the Code of Ethics for persons participating in Public Procurement and Asset Disposal and my
responsibilities under the Code.

| do here by commit to abide by the provisions of the Codeof Ethics for persons patrticipating in
Public Procurementand AssetDisposal.

Nameof Authorized
£ [0 = 1 (0] 25

SECI8888 8888888888888888888888888.8.88888888

[l 1] | (o] o FUT

| EFAARAAOAOOB8888888888888888888

4 A1 ADPET 1 Ass888888888888888888888.8.8.8.8.8.888

Namgaqfthe ) o
EGEOI T#1T I DAT U8 8 8 8.8.8.8.8.8.8.8.8.8.8.8 e,

$AO0A888888888888888888888888888888888
(Company Seal/ Rubber Stamp where applicable)

WitnessName

88888888 8BBB88888888888888888888888888

SECTI 888888888888888888888888888888888838

$A0A88888888888888888.8.8.8.88.88.888888888
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BENEFICIAL OWNERSHIP DISCLOSURE FORM

(Amendedand issuedpursuant to PPRA CIRCULAR No. 02/2022)

INSTRUCTIONSTO TENDERERS:DELETE THIS BOXONCE YOUHAVE COMPLETED THE
FORM

This Beneyci al Owner ship Disclosure For m p(uréuérn
to Regulation 13 (2A) and 13 (6) of the Companies (Beneficial Ownership Information) Regulations;

case of joint venture, the tenderer mustrsubt a separate Form for ea
informationto be submittedn this Formshall becurrentas of thedateof its submission.
For the purposes of this Form, a Beneycial n®O

or controls the legal person (tenderer) or arrangements or a natural person on whose behalf a trans
conductedandincludesthosepersonsvhoexerciseultimateeffectivecontrol overa legal person(Tenderer)
or arrangement.

TenderReferenceNo.: [ nsert idégntiycation

Nameof theTenderTitle/Description: [insert nameof theassigmment] to:

[insert completenameof Procuring Entity]

I n response to the
additionalinformationonb e n e fvwenership:
optionsthat are notapplicable]

requiremdntnsiemtyadat en of itdhfodishiyara
[select one option as applicable and deletethe

[) Wehereby providethefollowing b e n e fwenershipnformation.

Detailsof b e n e yownkrshlp

Details of all Beneficial Owners % ofshares | % of voting Whether a person| Whether a
a person rights a person directly or indirectly | person directly
holds in the holds in the holds a right to | orindirectly
company company appoint or remove a| exercises
Directly or member of the board | significant
indirectly of directors of the | influence or
company or an | control over the
equivalent governing | Company
body of the Tenderer | (tenderer) (Yes
(Yes/ No) / No)
Full Name Directly------ Di r ect | y 1-Havingtherightto |1.Exercises
- e e SE— % | ... % of appointa majority | significant
National identity of shares rights of theboardof the | influence or
card number or directors or an| control over
1. | Passportnumber . equivalent the Company
Personal . (')”d'VEC“Y """"" governingbody of | body of the
Identification Indirectly---- | % ﬁf voting the Tenderer:Yes | Company
Number (where | | 77T % |nons e NO---- (tenderey
applicablg of shares 2.Is_ this right held
directly or| Yes--—-- No--
Nationality indirectly?: --
I[zj?jtﬁgm;t;yy] 2. Is this
Direct ...... influence or
Postaladdress | | | control
. ) exercised
Residentialaddressg directly or
Te|eph0nmumber Il ndirect |nd|reCt|y9
Emailaddress Direct
Occupatioror
profession
I ndirec
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Details of all Beneficial Owners % ofshares | % of voting Whether a person | Whether a
a person rights a person directly or indirectly | person directly
holds in the holds in the holds a right to | orindirectly
company company appoint or remove a| exercises
Directly or member of the board| significant
indirectly of directors of the | influence or
company or  an | control over the
equivalent governing | Company
body of the Tenderer| (tenderer) (Yes
(Yes/ No) / No)
2. | FullName Directly------ Di r ect | y lHavingtherightto | 1.Exercses
- . — 1 % | .. % o f appointa majority | significant
National identity ofshares | rights of the boarcf the |  influence or
card number or directors or an| control over
Passportnumber , equivalent the Company
Persoal Indirectly---------- governingbodyof | body of the
e Indirectly--- | % of voting he Tend Y
Identification ndirectly: h the Tenderer:'Yes | Company
Number (where | | 7T % |fehts NO---- (tenderey
applicable) of shares 2.Is_ this right held| Yes-----No--
: — directly or| --
Nationality(ies) indirectly?: _
Dateof birth 2 _Is this
[dd/mmiyyyy] influence or
Direct ...... control
Postaladdress | | | 1 L exercised
. : directly or
Residentialaddress indirectly?
Telephonenumber I'ndirect|
R B T e Direct ..
Emailaddress
Occupatioror
profession
Il ndirec
3.
e.t
.c

I) Am fully awarethatbeneficialownershipinformationaboveshallbereportedo the PublicProcuremenRegulatory
Authority togethemith otherdetailsin relationto contractawardsandshallbe maintainedn the GovernmenPortal,
published and made publicly available pursuant to Regulation 13(5) of the Companies (Beneficial Owner:
Information) Regulations, 2020.(Notwithstanding this paragraph Personally Identifiable Information in line with t
Data Protection Act shall not beslpished or made publicNote that Personally Identifiable Information (PII) is
defined as any information that can be used to distinguish one person from another and can be used to deanon
previously anonymous data. This information includes Natiimaaitity card number or Passport number, Personal
IdentificationNumber Dateof birth, Residentiabddressemailaddressand Telephonewumber.

lll) In determining who meets the threshold of who a beneficial owner is, the Tenderer must @nsiteal peson
whoin relationto the company:

(a) holdsatleasttenpercenbf theissuedsharesn thecompanyeitherdirectly or indirectly;
(b) exercisestleasttenpercent othevotingrightsin thecompanyeitherdirectly or indirectly;
(c) holdsaright, directly or indirectly, to appointor removea directorof thecompany; or

(d) exercisesignificantinfluenceor control,directly or indirectly, overthecompany.

IV) Whatis statedto hereinabove igrueto the bestof my knowledge jnformationandbelief.
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Name othe Tenderer..................... *[insert completenameofthe Tenderer]

Nameof thepersonduly authorizedo signthe Tenderon behalfof the Tenderer** [insert completenameof person

dulyauthorizedo signthe Tender]

Designatiorofthepersonsigningthe Tendetr....................... [insert completditle of thepersonsigningthe Tender]
Signatureofthepersormamedabove...................... [insert signatureof personwhosenameandcapacityare shown
above]

Datethis..................... [insertdateof signing] dayof..................... [Insert month],[insertyear]

BidderOf fi cStamd
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APPENDIX1- FRAUDAND CORRUPTION
(Appendix1 shallnotbeOOEDBr | E X
1. Purpose

1.1 The Government of Kenya's Anti-Corruption and Economic Crime laws and their
sanction's policies and procedures, Public Procurement and Asset Disposal fno. 33 of
2015)and its Regulation, and any other Kenya's Acts or Regulations related to Fraud and

Corruption, and similar offences, shall apply with respect to Public Procurement Processasd
Contractsthat are governedby the laws of Kenya.

2. Require ments

2.1 The Government of Kenya requires that all parties including Procuring Entities,
Tenderers, (applicants/proposers), Consultants, Contractors and Suppliers; any Sub-
contractors, Sub-consultants,Serviceproviders or Suppliers;any Agents(whether declared or
not); and any of their Personnel, involved and engaged in procurement under Kenya's
Laws and Regulation, observe the highest standard of ethics during the procurement
process, selection and contract execution of all contracts, and refrain from Frwand
Corruption and fully comply with Kenya's laws and Regulations as per paragraphs 1.1
above.

2.2 Kenya'spublic procurement and assetdisposalact (no.33 0f 2015)under Section 66 describes
rules to be followed and actions to be taken in dealing with Caupt, Coercive, Obstructive,
Collusive or Fraudulent practices, and # | T K BfAl&t€est in procurement including
consequences for offences committed. A few of the provisions noted below high light Kenya's

policy of no tolerance for such practices and behawor:

1) A person to whom this Act applies shall not be involved in any corrupt, coercive,
I AOOOOAOEOANh Al 11 OOEOGA 1T O AOAOAOI AT O DPOAA
or assetdisposal proceeding;

2 A person referred to under subsection (1) who entravenes the provisions of that sub
section commits an offence;

3)  Without limiting the generality of the subsection(1) and (2), the person shall be?

a)A E O N O AdnEeAidriAg into a contract for a procure mentor assetdisposal
proceeding;or

b)if a contract has already been entered into with the person, the contract shall be
voidable;

4)  Thevoiding of acontract by the procuring entity under subsection(7) doesnot limit any
legal remedy the procuring entity may have;

5  An employee or agent of the procuring ety or a member of the Board or committeeof
the procuring entity who hasa Al 1 KoEifetest with respectto a procurement: -

a)  Shallnot take part in the procurement proceedings;
b)  shall not, after a procurement contract has been entered into, take part in any
decisionrelating to the procurement or contract; and

c) shall not be a sibcontractor for the tenderer to whom was awarded contract, or a
member of the group of tenderers to whom the contract was awarded, but the
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6)

subcontractor appointed shall meet all the requirements of this Act.

An employee,agentor memberdescribedin subsection (1) who refrains from doing
anything prohibited under that subsection,but for that subsection,would havebeen
within his or her duties shalldisclosethe A T T KoEnfef@st to the procuring entity;

If a person contravenes subsection (1) wittrespect O1 A Al iriteke& deScribedin
sub section (5)(a) and the contract is awarded to the person or his relative or emother
person in whom one of them haa direct or indirect pecuniary interest, thecontract shall

be terminated and all costs incurred by the public entity shall be madgood by the
awarding | EALKR.O8
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In compliancewith Kenya'slaws, regulations and policies mentioned above,the Procuring Entity:

a)

b)

d)

$AAI AOG AOT AAT Uh £ O OEA DPOOBPTI OAO 1T £ OEA
follows:

OAI OOOPO DOAAOEAASG EO OEA i AEAOEI Ch CEOE

anything of value O | ET Knprbperdy Ane actions of another party;

OFOCOAGCAGCI AT O POAAOEAAS EO AT U AAO 10O T1EOOE
I O OAAEI AOGOI U I EOI AAAOh 1T O AOOAI POO OF 1EGC
or to avoid an obligation;

OAT 11 OOEOA b OARdhévdedn tvloOr mare paki€s @esipnedito achievan

improper purpose, including to ET K O Anpdglerly the actions of another party;

OAT A ®ORAGASEWAirtng or harming, or threatening to impair or harm, directly

or indirectly, any party or theproperty T £ OEA BDBAOOU OI1 E ladtidndor A A

aparty;

Ol A OO CBDOEERRA A 6

1 Deliberately destroying, falsifying, altering, or concealing of evidence material to
the investigation or making false statementsto investigatorsin order to materially
impede investigation by Public Procurement Regulatory Authority (PPRA) or any
other appropriate authority appointed by Governmentof Kenyain to allegationsof
a corrupt, fraudulent, coercive, or collusive practice; and/or threatening, harassingr
intimidating any party to prevent it from disclosing its knowledge of matters
relevant to the investigation or from pursuing the investigation; or

1 Acts intended to materially impede the exercise of the PPRA's or the appointed
authority's inspection and audit rights provided for under paragraph2.3e.below.

$ A Alndoe@ Ob A A E ABladcbrdlabicBwith the above procurement Act provisions set
forth for fraudulent and collusive practices asfollows:

"fraudulent practice” includes a misrepresentation of fact in order to ET KOAa A A
procurement or disposal process or the exercise of a contract to the detriment of the
procuring entity or the tenderer or the contractor, andincludes collusive practicesamongst
tenderers prior to or after tender submission desiged to establish tender prices at
AOOE EAEATI DAOEOEOA 1 AGAT O AT A Oi AADPOEOA OE
and open competition.

A N £ 9~ A -

Rejects a proposal for awardi £ A Ai 1 OOAAO EE 002! AAOAOIE
recommended for awad, any of its personnel, or its agents, or its sulconsultants, sub
contractors, service providers, suppliers and/ or their employees, has, directly or
indirectly, engaged in corrupt, fraudulent, collusive, coercive, or obstructive practices in
competing for the contract in question;

Pursuant to the Kenya's above stated Acts and Regulations, may sanction or
recommend to appropriate authority(ies) for sanctioning and debarmeni £ A A&£OI
individual, asapplicable under the Actsand Regulations;

Requires that a clause be included in Tender documents and Request for Proposal
documents requiring (i) Tenderers(applicants/proposers), Consultants, Contractors,
and Suppliers, and thei Sub-contractors, Sub consultants, Service providers, Suppliers,
Agents personnel, permit the PPRA or any other appropriate authority appointed by

Governmentof Kenyato inspeclzall accountsrecordsand other documentsrelating to
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the procurement process, selection and/or contract execution, and to have them audited
by auditors appointed by the PPRA or any other appropriate authority appointed by
Governmentof Kenya;and

f)  Pursuantto Section62 of the aboveAct,requires Applicants/Tenderers to submit along
xEOE OEAEO ! Dbl EAAOEI 1T-9XKARRAAOBYDOBDIODOAI
the procurement document declaring that they and all parties involved in the
procurement process and contract execution have not engaged/will not engage in any
corrupt or fraudulent practices.

1Fortheavmdance:)fdoubt adoartysmelqubllltyto beaward eda contra tshalh cI e with Lllmltatlon (|)

applying for prdj dzl Kaaa y Ay U SNB A

nominated sub:ontractor nomlnated consultant nomlnated manufacturer or sumoller or nomlnated servi

Qrowder in respectof suchcontract and(ir) enterlnglnto an addendurmr amendmenintroducinga material
A"U O Tany x2sying cogtract.

2 Inspections in this context usually are investigative (i.e., forensic) in nature. They invidlye Rattiviies
undertaken by the InvestigagjnAuthority or persons appointed by the Procuring Entity to addres$ O A (
matters related to investigations/audits, such as evaluating the veracity of an allegation of poasibind
Corruption, through the appropriate mechanisms. Such activitgl@schut is not limited taccessing and
SEFYAYAY3 | UNXUE 2N AYRAGARdzZI £t & Uyl y Cas televaniyB O
accessing and examining any other documents, data and information (whether in hard elgoyramic
format) deemed relevant for the investigation/audit, and making copies there of as realgeaniewingstaff

and other relevantindividuals;performing physicalinspectionsand site visits; and obtaining third party

@S NR U Oinfarmagioyf. 2 F
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TENDERERINFORMATION FORM

[TheTendereshallr Il in this Formin accordanceith theinstructionsindicatedbelow No alterationsto its
formatshall be permittednd no substitutionshallbe accepted.]

Date................ [insert date(as day ,month and year)of Tender

submission]TT No............... [insert numberoftenderingprocess]

Alternative No................. linsertb E 1 O U BNo & i iDaTénderfor an alternative]
Page of pages

1. Tenderer’'s Namd insert Tenderer’s legal name/

2 IncaseoflV legalnameofeachmember:/insert legal name of each member in JV|

3.Tenderer’sactualorintendedcountryofregistration: /insertactualorintendedcountrvaofiregistration]

4 Tenderer’syecarofregistration: finsert Tenderer syearofiegistration]

5. Tenderer’s Addressincountryofregistration:finsertTenderer slegaladdressincountivofregistration]

6.Tenderer’ sAuthorizedRepresentativeInformation

Name:/insert Authorized Representative’s name]

Address: [insert Authorized Representative’s Address]

Telephone/Fax numbers: [insert Authorized Representative’s tefephone/ fax numbers]

Email Address: [insert Authorized Representative’s email address/

[ ]
7. 4ttached are copies of original documents of [check the box(es) of the attached original documents]
[ ]

O Articles of Incorporation (or equivalent documents of constitution or association), and/ or documents of registration
of the legal entity named above, inaccordance with ITT 4.4.

O Incase of IV, Form of intent to form JV or JV agreement, in accordance with ITT 4.1.

Incaseofstate-ownedenterpriscorinstitution,inaccordancewithlTT4. 7documentsestablishing:

2. Included are the organizational chart, a list of Board of Directors, and the beneficial ownership.
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FORM ELI - 1.1 (continu ed)

Tenderer Information Form
Date:[insert day,month,yeal
ITT No.and title: [insert ITT numberandtitle]

Page[insert pagenumber]of [insert total number]pages

1. Tenderer’s name

2.2. Street Address: Postal Code: City: Country:

P.O. Box and Mailing Address:

3. Tel ephone Number:

4. Fax Number:

E-mail Address:

5.

Web Site:
6.

Contact Name:
7.

Contact Title:

10. Type of Business:

TT. TrOther, specily:

T2Z. Naturc ol Busincss:

I3. Ycar Established:

14. Dates, Numbers, and Expiration Dates of (urrent Licenses and Permits:

h

. Current health authority registration information:

16. Proof of product and facility registrations with Kenya regulatory authority and international agencies

Certification Scheme, GMP)
(e.g..WHO

I'7. 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/dav or units/month,

etc.]
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s/

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 Kenya 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: /[Procuring Entity should insert language]

Yes or No

46
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TENDERER'S)V MEMBERSINFORMATION FORM

[TheTendereshallr Il in this Formin accordancwith the instructionsindicatedbelow.Thefollowing table
Ul E O O uwrEdr thie Terderdandfor eachmember of dointVenture]].

Date................ [insert date(asday, monthandyear)of Tendersubmissioh
ITT  No.. . [insert number of tendering process]
AlternativeNo................. ¢bOUI UUPEI OUPr EEUDPOO- OPIi UT PUDPUE3IT OEI

tive] Page__of pages

Tenderer’s Name:/insert Tenderer’s legal name/

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

2. Tenderer’s JV Member’s country of registration: /insert JV's Member country of registration]

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

4. Tenderer’s JV Member’s legal address in country of registration: /insert JV's Member legal address in
country of registration]

5.

Tenderer’s JV Member’s authorized representative information

Name:/insert name of JV's Member authorized representative/

Address:/insert address of JV's Member authorvized representative]

Telephone/Fax numbers: [insert telephone/ fax numbers of JV's Member authorized representativef
Email Address: [insert email address of JV's Member authorized representativef

Attached are (‘npi?c‘. of ()riginnl documents of J/r*hr)(*l( the b(n'(ﬂ\‘)n]f'f}'u) attached nr',v'ginﬂ/ {!r)r*umr)nfs‘/

] Articles of Incorporation (or equivalent documents of constitution or association), and/or registration
documents of the legal entity named above ,in accordance with ITT 4.4

[0 Tax Obligations for Kenyan Tenderers, attach copy of current tax clearance certificate or tax exemption
certificate issued by the Kenya Revenue Authority in accordance with ITT 4.13.

O Incase of a statc-owned enterprise or institution, documents establishing legal and financial autonomy,
operation in accordance with commercial law, and not under the supervision of the Procuring Entity, in
accordance with ITT 4.7.

2. Included are the organizational chart, a list of Board of Directors, and the beneficial ownership.
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FORMFIN Z 3.1

FINANCIALSITUATIONAND PERFORMANCE

[Thefollowing tableshallber lledin for the Tendererandfor eachmembenf aJointVenture]

Tenderer's Name:[insert full name]

Date:[insert day,month, year]

Joint Venture Member Name: [insert full

name]lTT No. and title:[insert ITT number

andtitle]

Page[insert pagenumber] of [insert total number]pages

Type of Financial information in

(currency)

Historic information for previous _ /insert number| years,

[insert in words]

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

Year]

Year2

Year3

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
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3. FINANCIALDOCUMENTS

4EA 4AT AAOAO AT A EOO DPAOOEAO OEAI |1 ema&[30yEaRSA
pursuant Section lll, 1 O A1 E /EACAt&i& lad Requirements, Subfactor 3.1. The Abancial
statementsshall:

a) OA K A&d ancial situation of the Tenderer or in caseof JVmember, and not an A £4&1 E A O A
entity(such asparent companyor group member).

b) Beindependently audited or A A O Oi& a&dorlancewith local legislation.
c) Becomplete,including all notes to the Ahancial statements.

d) Correspondto accountingperiods already completedand audited.
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periodearlljerth n.l% montf;stlrorg tg]edateoftendering,
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FORMFIN - 3.2

AVERAGEANNUALTURNOVERANNUALSALESVALUE)

[Thefollowing tableshallber lledin for the Tendereiandfor eachmembenf aJointVenture]

Tenderer's Name:[insert full name]

Date:[insert day,month, year]

Joint Venture Member Name: [insert full

name]ITT No. and title:[insert ITT number

andtitle]

Page[insert pagenumber]of [insert total number]pages

Annual turn over data

Year

Amount

Currency

Exchange rate

USD equivalent

[indicate calendar vear]

[insert amount and indicate
currency/

Average Annual
Turnover *

* Total USDequivalenfor all yearsdividedby thetotal number of years.
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FORM CON-1
CURRENT CONTRACT COMMITMENTS /CONTRACTS IN PROGRESSFORM

1. Name of Contract(s)

]

Procuring Entity Contact Information [insert address, telephone, fax, e-mail address]

3. Value of outstanding contracts fcurrent USS equivalent]

4. Estimated delivery date

5. Average monthly invoices over the last six months (USS/mon.)
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FORM - EXP - 1 - EXPERIENCE

CONracts OVeT. ... o

[insert amount] during the last three years:

Procuring Entity

Year

Goods/Services Supplied

Country of Destination
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FORM- PER1

HISTORICALCONTRACTNON-PERFORMANCEAND PENDINGLITIGATION AND
LITIGATION HISTORY

[Thefollowing tableshallber lled in for the Tendererandfor eachmembenf aJointVenture]

Tenderer'sName:..........ccccooevvviiiiceeeeeenn [insertfull name]

Date........c........ [insertday,month,year]

Joint Venture Member Name:...............ccoeevvneeee [insert

full name]ITT No. and title .................. [insert ITT number

andtitle]

Page.......... [insert pagenumber]of....................] [insert total number]pages.

Non-Performed Contracts in accordance with Section TIT, Qualification Criteria and Requirements

Contract non-performance did not occur since 17 JTanuary finsert vear[specified in Section TI1, Qualification Criteria and Requirements,
Sub-Factor 2.1.

Contract(s) not performed since 1™ January finsert year] specified in Section 111, Qualification Criteria and Requirements, requirement

2.1
Year Nor- Contract Identification Total Contract Amount
performed (current value, currency,
portion of exchange rate and US$
contract equivalent)
) [insert amount]
[insert year] [insert amount Contract Identification: /indicate complete contract name/

and percentagel | number, and any other identification]
Name of Procuring Entity: finsert full naimef

Address of Procuring Entity: [insert street/citv/countiv/

Reason(s) for nonperformance: [indicate main reason(s)|

Pending Litigation, in accordance with Section 111, Qualification Criteria and Requirements

No pending litigation in accordance with Section 111, Qualification Criteria and Requirements, Sub-Factor 2.3

Pending litigation in accordance with Section I1I, Qualification Criteria and Requirements, Sub-Factor 2.3 as indicated below.

Year of Amount in Contract ldentification Total Contract
dispute dispute Amount (currency),
(currency) USD Equivalent

(exchange rate)

finsert year] [insert Contract Identification: [indicate complete contract [insert amount]

amount| name, number, and any other identification]

Name of Procuring Entity: Jinsert full name/

Address of Procuring Entity: [insert street/cityvicouniry/
Matter in dispute: /indicate main issues in dispute]

Party who initiated the dispute: /indicate “Procuring
Entity” or “Supplier”]
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Status of dispute: [Tndicate if it is being treated by the
Adjudicator, under Arbitration or being dealt with by
the Judiciary/

O No consistent history of court/arbitral award decisions in accordance with Scction [, Qualification Criteria and Requircments,
Sub-Factor 2.4,

O Consistent history of court/arbitral award decisions in accordance with Section [, Qualification Criteria and Requirements, Sub-
Factor 2.4 as indicated below.
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Year of Outcome as Contract Identification Total Contract

award Amount (currency),
percentage USD Equivalent
of Net (exchange rate)
Worth

[insert year] [insert Contract Identification: [indicate complete contract [insert amount/

percentage/

name, number, and any other identification |

Name of Procuring Entity: finsert full name]
Address of Procuring Entity: [insert street/city/country]
Matter in dispute: [indicate main issues in dispute/

Party who initiated the dispute: [indicate " Procuring
Entity” or “Supplier”]

Court/ arbitral award decision: [Indicate if the award
decision was against the Tenderer or any member of a
joint venture.]
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SUPPLY OF NUTRITION
COMMODITIES |

TENDERREGISTRATON
NO.
KEMSA/GOkK-
MOH/OIT08/2023 -2024

P. O. BOX 47715,
00100, NAIROBI

TEL: +254 719033000/

+254726618520/1
Dateof Tender Notice: 7th May 2024
Closingdate: 30th May 2024 E-MAIL:
procure@kemsa.co.kg
Time: 10.00am
NAMEOFFIRM QUOTING:
Address:
Phone, fax, e-mail:
Unit Net Country
Item Price Tot Manu| of
No. Quantity | Special KEMS | al factur | Origin Shelf | Delivery
Item Code [ Item Description Pack notes A Pri | Brand | er Life period
size Delivere| ce
d
Supplementary spread, sachet
92g/CAR-150 (RUSF for children Packed in a
1 |PM14SUP92 |6 months and older) Sachet 525,000 carton of 150s
Super cereal Plus (CSB++) Bag Packed in bag 0
2 |PM14SUP093 |1.5Kg Bag 2,405 1.5kg
Therapeutic spread,
sachet100g/CAR150 (RUTF for Packed in a
3  |PM14SUP094 [children 6 months and above) Sachet 30,000 [carton of 150s
F-75 Therapeutic milk CAN Packed in a
4 |PM14THMO05 |400G/CAR24 Tin 18,000 carton of 24 tins
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FL00 Therapeutic milk CAN

Packed in a

5 |PM14THMO006 400G/CAR24 Tin 18,000 carton of 24 tins
Resomal , 42g sachet for 1 Packed in cartoi

6 |PMO9REHO003 |litre/CAR-100 Sachet 36,000 of 100 sachet
Micronutrient powders Packed in a
(MNPs) 1 g sachet packed in pouch of 30

7 |PM14MNPO002 |pouches with 30 sachets Pouch 13,746  |sachets

ME:
in the capacityof:

Signature:

CompanySeal

Date:

Total Value Tendered (in figuresandwords:

Currency:

NOTE:

1. Successful bidder will be offered one (1) year contract.

2. Pricesshall remain fixed over the contract period.

DELIVERYSCHEDULE

Seven (7 items will be procured under this tender as described above.

Full quantity of all items shall be delivered between 1-12 weeks from effective date of contract.

Delivery Terms: DDP KEMSA WarehougeNairobi z Kenya Submit samples for evaluation as follows.

No Item Description Pack Size Sample Quantity
1 | Supplementary spread, sachet 92g/CARS50 (RUSF) Sache 5 Sachets

2 | Super cereal Plus (CSB++) Belg5Kg Bag 2 Bags

3 | Therapeutic spread, sachet100g/CARS50 (RUTF) Sachet 5 Sachets

4 | F75 Therapeutic Milk, 400g Tin Tin 2 Tins

5 | F100 Therapeutic Milk, 400g Tin Tin 2 Tins

6 | Rehydration Solution for Malnutrition (ReSoMal), 429 Sachet 5 Sachets
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Micronutrient powders (MNPs) 1 g sachet packed in pouches with 30
sachets

Pouch

1Pouch
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TECHNICALSPECIFICATIONS

TECHNICAL SPECIFICATIONS FOR THERAPEUTIC NUTRITION SUPPLIES
TECHNICALSPECIFICATIONS FOR THERAPEUTIC MILK
Iltem No. 4: F75 Therapeutic Milk

a) General Description:
F-75 is therapeutic milk diet with added vegetable fat, carbohydrates, vitamins and minerals; it comes as
powder packed in a canister to prepare a liquid diet with an energy density of approximately 75kcal/100 ml.

b) Intended Use

1 The F-75 liquid therapeutic diet is intended for starting phase of treatment of children diagnosed with
Severe Acute Mal nutrition (SAM) . It i s I nsuppaortd ¢
rehydration.

1 The specified quantity of powdered therapeutic milk is mixed with the specified quantity of water boiled
andcool ed down to not below 70eC to obtain a defin
density of approximately 75 kcal/ 200ml.

1 F 75 must be used under medical supervision. A cautious approach is required because of child's fragile
physiological state and reduced homeostatic capacity, hence F-75 is not designed for weight gain. (WHO.
Guideline: Updates on the management of severe acute malnutrition in infants and children. Geneva:
World Health Organization; 2013:4)

c) Target Population
Children aged 6 months and over diagnosed with SAM, in phase 1 or stabilization phase of their treatment.

d) Technical Specifications:

General Quality
Milk based white or pale yellowish fine powder; free from impurities, coloured particles, caking or lumps.

Ingredients: milk powder, refined vegetable oil, sugar, maltodextrin, milk derivate, emulsifier (lecithin) vitamin
and mineral (optionally premix can be used).

a) Nutritional Composition

Macronutrients per 100grams Macronutrients per 100ml|
Energy: 445kcal (425- 465) kcal Energy: 75 (70-80) kcal
Protein: 5 (4-7) % of total energy 6.2 (5-8.5) g Protein: 1 (0.75-1.5) g

Lipids: 32 (25-35) % of total energy 14.6 (12-18) g Lipids: 2.5 (2.0-3.0) g

Lipids: 2.5(2.0-3.0) g Carbohydrate: 12 (10.5-14) g

n-6 fatty acid: 6.5 (3 -10) % of total energy

n-3 fatty acid: 1.5 (0.3- 2.5) % of total energy
Carbohydrate: 64 (57-69) % of total energy 66.6 (59.2-
73.9)¢g

Lactose: 3.6 - 7.5¢

Ash: max 4.0%

Moisture: max 4%

Solubility max: 0.5ml max (ISO 8156:2005)

Burnt particules: 15 maximum (disc B)

Osmolarity of prepared liquid: 240-320 mMol /L

All therapeutic foods approved for the initial feeding or starting phase of treatment of children with severe
acute malnutrition must provide at least 50% of protein in the form of dairy protein. For the purposes of
conversion from unit weight to unit energy, protein and carbohydrate are assumed to contribute 4 kcal/g and

lipids 9 kcal/g.
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Minerals Vitamins
Minerals per 100g: Minerals per | Vitamins per 100g: Vitamins per
100ml 100ml

Sodium: 100 mg | 17mg Vitamin A: 0.8-1.7 mg 0.1-0.3 mg

maximum maximum

Potassium: 735-940 mg | 122-156 mg Vitamin D3: 15-30 mcg 2.5-5.0 mcg

Calcium: 300-600 mg 50-100 mg Vitamin E: 20-40 mg 3.3-6.5 mg

Phosphorus:  300-600 | 50-100 mg Vitamin  K: 15 mcg | 2.5mcg minimum

mg minimum

Magnesium: 48-64 mg | 8.5-11 mg Ascorbic acid: 50 mg | 10 mg minimum
minimum

[ron: 0.3mg maximum | 0.05 mg | Thiamine: 0.5 mg | 0.08 mg

maximum minimum minimum

Zinc: 11-18 mg 1.8-3.0 mg Riboflavine: 1.6 mg | 0.3 mg minimum
minimum

Copper: 1.4-1.8 mg 0.2-0.3 mg Niacin: 5 mg minimum 0.8 mg minimum

Selenium: 20-40 mcg 3.5-7.0 mcg Pantothenic acid: 3 mg | 0.5 mg minimum
minimum

lodine: 70-140 mcg 12.3-24.5mcg | Vitamin B6: 0.6 mg | 0.1 mg minimum
minimum
Folic acid: 200 mcg | 35 mg minimum
minimum
Vitamin B12: 1.6 mcg | 0.3mcg minimum
minimum
Biotin: 60 mcg minimum 10mcg minimum

f) Formulation and Starting Materials
F75 shall be manufactured referencing the formula described in the WHO document:
Management of severe malnutrition: a manual for physicians and other senior health
workers World health organization, 1999 (refer to Table 7, Table 8 and Appendix 4).
http://www.who.int/nutrition/publications/severemalnutrition/9241545119/en/

The product must provide at least 50% of protein in the form of dairy protein. After
reconstitution according to the manufacturer’s preparation instruction the product shall
be a homogenous liquid that does not separate into oil/liquid phases or leave a solid
sediment upon standing in a refrigerator with occasional gentle stirring. Frothing of the
therapeutic milk after preparation should be minimal to enable accurate dosage
measurements of the milk to each individual recipient. The product should have a
characteristic milk taste and smell. It shall be white as cream, shall not have rancid,
pungent or unpleasant taste or smell.

All ingredients, including optional ingredients, shall be clean, of good quality, safe and
with minimal fibre removed when necessary. All ingredients and food additives shall be
gluten free.

Applicable codex references for ingredients can be found in
http://www.fao.org/fao-who-codexalimentarius/standards/list-of-standards/en/

this link;



http://www.who.int/nutrition/publications/severemalnutrition/9241545119/en/
http://www.fao.org/fao-who-codexalimentarius/standards/list-of-standards/en/

Milk

1 Full cream milk powder Applicable standards reference:
1 Skimmed milk powder and/or 1 Codex STAN 207-1999 Codex Standard for
1 Whey powder (NB: may produce bitter Milk Powders and Cream Powder.
taste) 1 Codex STAN 289-1995: Codex Standard for
Whey Powders
Carbohydrates

{ Carbohydrates used shall be gluten free and | Applicable standards reference:
readily soluble in water.

1 Lactose shall not be added.

1 Glucose polymers to be used.

Standard for Sugars

Codex STAN 212 i 1999: Codex

Oil

Edible refined vegetable oil. The manufacturer shall | Applicable standards reference:

in finished product are met (with particular attention to
requirements for omega 3 and omega 6 fatty acids.
Hydrogenated vegetable oils are not to be used.

choose judiciously the type of oil and establish | Codex STAN 210 -1999: Codex
specifications for oil to ensure that the specifications | Standard for Named Vegetable Oils.

Vitamins and Minerals

The used nutrient compounds shall comply with the criteria established in CAG/GL 10 i
1979 (Rev. 2008 last amendment 2015) Advisory lists of Nutrient Compounds for use in
foods for Special Dietary uses for Infants and Young Children. http://www.fao.org/fao-
who-codexalimentarius/standards/list-of-standards/en/ . Another list of acceptable
vitamin compounds can be found in Annex 3 of the COMMISSION DIRECTIVE
2006/141/EC of 22 December 2006 on infant formulae, follow-on formulae and amending
Directive 1999/21/EC. http://eur-lex.europa.eu/legal-
content/EN/ALL/?uri=CELEX%3A32006L0141

If the manufacturer uses a mineral and vitamin premix (es), they must source it from
specialized premix manufacturers.

Vitamins and minerals shall be in such forms that they are easily absorbed by patients
with SAM who are often achlorhydric. The added minerals shall be water-soluble and
shall not form insoluble components when mixed together. Iron salts are not to be
added.

The liquid therapeutic diet prepared from the product according to the manufacturer’s
instruction for use shall have a mineral composition that will not alter the acid-base
metabolism of patients with SAM. In particular, it shall have a moderate positive non-
metabolisable base sufficient to eliminate the risk of metabolic acidosis. The non-
metabolisable base can be estimated using the formula:

Estimated absorbed millimoles (sodium+ potasium+ calcium+magnesium) minus


http://www.fao.org/fao-who-codexalimentarius/standards/list-of-standards/en/
http://www.fao.org/fao-who-codexalimentarius/standards/list-of-standards/en/
http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX%3A32006L0141
http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX%3A32006L0141

(phosphates + chlorides) See:
http://www.who.int/maternal child adolescent/documents/a91065/en/

Added minerals shall be in the form of water soluble salts. Minerals used shall be in forms
that are known to be bioavailable, nitrite and nitrate salts shall not be used.
Recommended forms of minerals can be found in Appendix 4, Management of Severe
Malnutrition a manual for senior health workers.
http://www.who.int/nutrition/publications/severemalnutrition/9241545119/en/
http://apps.who.int/iris/bitstream/10665/44295/1/9789280641479 eng.pdf?ua=1

Flavouring

The use of artificial flavourings is not permitted, only natural flavourings may be used.
Natural flavourings are defined in CAC/GL 29-1987 General Requirements for Natural
Flavourings and in Regulation of the European parliament and of the Council (EC) N°
1334/2008. https://www.fsai.ie/uploadedFiles/Req%201334 2008.pdf

Antioxidants
The use of artificial antioxidants is not permitted, only natural antioxidants such as
ascorbyl palmitate or mixed tocopherols may be used.

Other Additives
Essential L-amino acids, choline, taurine, carnitine, inositol, carotene and other semi-
essential or biologically valuable nutrients may be added to meet the specification at
levels considered to be safe for children with severe malnutrition.

g) Shelf-life
The product shall retain the above-mentioned specifications for at least 18-24 months
from date of manufacture when stored in dry conditions at a temperature of 30°C,
supported by real time shelf life data. Shelf life studies shall be conducted in accordance
with the UNICEF/MSF Requirements for stability study for Therapeutic Food.

h) Packaging
Primary Packaging (canister)
All packaging material being in contact with food or intended to come in contact with food,
including inks and glue shall be of food-contact grade. Product shall be packed in airtight
canisters. Packaging under inert gas (nitrogen or carbon dioxide) prolongs products shelf-
life and is recommended.
Packaging must be free of damage such as, but not limited to: tears, cuts, holes, and
abrasions through one or more layers, leakage of any seal. The closure seal must be free
of wrinkles and occluded maters.

Canister

Canisters should be hermetically sealed and resistant to humid and hot climates. Seal
and canister integrity shall be adequate to withstand pressure changes associated with
international distribution channels such as air transport. The canister shall be capped with
a reusable lid to adequately close the canister and protect its content from external
contamination and humidity during storage. The period when opened canister can be


http://www.who.int/maternal_child_adolescent/documents/a91065/en/
http://www.who.int/nutrition/publications/severemalnutrition/9241545119/en/
http://apps.who.int/iris/bitstream/10665/44295/1/9789280641479_eng.pdf?ua=1
https://www.fsai.ie/uploadedFiles/Reg%201334_2008.pdf

used shall be minimum 4 weeks.

i) Primary Label (Canister)

Labels must have adequate information to permit identification, safe transport, storage
and use of the product throughout its shelf life. The canister label is to be white with black
printing. Labels must be self-adhesive and made from paper, e.g. pharmaceutical
defiberised paper (80gsm), that is film or UV coated for protection against humidity and
firmly affixed to be tamper proof and to prevent detachment in tropical climates. Type
preferably by lithography directly on container/packaging.

Ink/colour: The writing on primary and secondary packs must be in indelible ink, in black
on white. The labelling shall be in English which may be replaced by a local language as
requested by Ministry of Health.

The label shall contain the following information:

1 Generic name: F-75 Therapeutic Milk

1 Clear statement: For the initial phase (or Phase 1) of treatment of Children > 6 months
with Severe Acute Malnutrition, not suitable for long term feeding of well-nourished
children. Use under medical supervision.

1 Applicable warnings (such as handling product leftovers, how long reconstituted diet
can be kept at room temperature and in the refrigerator, use by date after opening,
scoop hygiene. etc.)

1 Breastfeeding logo and a message: Breastfeeding is recommended for at least the

first 24 months and exclusively until 6 months

List of ingredients (starting materials used) in descending order quantity

Nutritional composition per 100 g of powder and 100 ml of reconstituted diet.

Name and address of the manufacturer and packer, or distributor, or importer, or

exporter, or vendor and country of origin

Net weight

Batch number clearly identified and visible

Date of manufacture

Best before date clearly identified and visible

Storage conditions

Additionally, to this information, the canister label shall also contain:

1 Clearly Visible instructions for preparation of reconstituted diet, e. g.

o levelled scoop added to 50 ml water = XX ml milk

o levelled scoops added to 100 ml water = XX ml milk

o The entire content of the packaging e.g. 400 g (estimate); added to 2200 ml
water = XX ml milk

Instruction for hygienic use of the scoop.

= =
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o

o lnstruction to O6Discard any feed that

])  Model instruction for preparation
A pictogram schema for preparation instructions shall be included on the canister label
OR as a package leaflet. The preparation instructions shall be based on the World Health
Organization 2007. How to Prepare Powdered Infant Formula in Care Settings.
http://www.who.int/foodsafety/publications/micro/PIF_Care_en.pdf

has


http://www.who.int/foodsafety/publications/micro/PIF_Care_en.pdf

k) Scoop (canister)
A scoop must be included in each F-75 canister. Scoops should be made of a food contact
material and a design that is easily kept clean, white in colour and marked with the product

name-78B6 in addition to the manufacturer os na

reconstitution at the following proportion: 2 levelled scoops: 50 ml water to produce
approximately 37.5-40 kcal/50ml. (The exact powder weight per scoop should be
specified by the supplier.)

I) Secondary Packaging
Canisters shall be placed in strong, carton boxes. Carton boxes shall be shock and
puncture resistant. Cartons shall be of a sturdy quality and provide protection of the goods
for carriage by air, sea and/or road to final destination including remote locations under
adverse climatic and storage conditions, and high humidity - for example an ECT (Edge
Crush test*) > 11kN/m with minimum 60% remaining with 90% humidity at the highest
recommended storage temperature.

m) Additional References:
1. Recommended guideline for food hygiene in rooms where the Therapeutic Milk is
prepared and stored ISO/TS 22002-1:2013 7 Prerequisite programs for food safety. Part
3.1 Catering 2. World Health Organization 2007 Safe preparation, storage and handling
of powdered infant formul a: gui del ines.
Food and Agriculture Organization of the

n) Secondary packaging Label
Carton label shall contain these information:
1 Generic name: F-75 Therapeutic Milk (or Therapeutic Formula F-75)
1 A clear statement: For initial phase (or Phase 1) of treatment of Children with Severe
Acute Malnutrition
Any applicable warnings
Name and address of the manufacturer and packer, or distributor, or importer, or
exporter, or vendor and country of origin
Gross weight
Number of canisters per carton
Batch number clearly identified and printed
Date of manufacture
Use by date clearly identified and printed
Storage conditions and maximum stacking height (e.g. 2 meters maximum)
An image indicating that boxes should not be stood on

= =
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o) Palletization
Cartons shall be securely closed, stacked (cross stacked if possible, to maximize stacking
strength) on one-way pallets and wrapped with stretch/shrink.

p) Processing Requirements

i Wor |
Uni t



General

All processing and drying shall be carried out in a manner that minimizes loss of nutritive
value, particularly protein quality and vitamin content.

Products must be manufactured in accordance with the CAC/RCP 66 1 2008: Code of
Hygienic Practice for Powdered Formulae for Infants and Young Children.
http://www.fao.org/fao-who- codexalimentarius/standards/list-of-standards/en/. and
CAC/RCP 1-1969, Rev. 4-2003: Recommended International Code of Practice. General
Principles of Food Hygiene. http://www.fao.org/fao-who-
codexalimentarius/standards/list-of-standards/en/., and other applicable codex
references and GMPs (Good manufacturing practices). The producer must have a food
safety policy in place and an effective food safety management system based on a
Hazard Analysis and Critical Control Points (HACCP) approach. Prerequisite programs
including environmental monitoring programs must be implemented.

Other Applicable Standards reference:

ISO 22000:2005 - Food Safety Management Systems 1  Requirements for any
Organization in the Food Chain.

ISO/TS 22002-1:2009 i Prerequisite Programs for Food Safety. Part 1. T Food
Manufacture.

The manufacturer must elaborate and implement an analytical plan of the finished
product, starting materials and the processing environment. All analytical test procedures
must be described in sufficient details, e.g. the sampling plan, acceptance/release criteria,
analytical methods. ISO 17025 certified laboratories shall preferably be used. Refer to
section 9 for the minimum analyses to be performed for each batch.

Process Validation

The coefficient of variation, shall be as low as possible, and always <5%. For calculator
refer to WFP method:
http://foodqualityandsafety.wfp.org/coefficient-of-variation-calculator

g) Traceability
A complete traceability system must be in place. For every batch number, the
manufacturer must be able to identify full history of the finished products (composition,
sources and batches of starting materials used, processing parameters, analytical results,
guantity produced and dispatched, customers and sites where delivered).
Batch Size
The batch size shall be defined as one bulk mix.

r) Product Safety
Therapeutic milk shall be free from objectionable matter. It shall not contain any toxic
substances originating from microorganisms or any other poisonous or deleterious
substances, including anti-nutritional factors, heavy metals or pesticide residues in
amounts that may represent a hazard to health. It shall not contain detectable levels of
residues of antibiotics or other veterinary drugs used in animal husbandry.


http://www.fao.org/fao-who-
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Microbiological Criteria

Manufacturers are responsible for ensuring the compliance of finished products with the
microbiological criteria as specified. In regard to limitations of the end-product testing the
compliance shall be ensured through the design of an appropriate food safety control
system and verification of the effectiveness of the applied control measures through
appropriate auditing methods, including review of monitoring records, deviations and
assuring that critical control points (CCPs) are kept under control and good hygienic
practices (GHPs) are adhered to. These activities can be supplemented, as necessary,
by appropriately documented microbiological sampling and analysis plans. The
microbiological testing shall include, as appropriate, analysis of samples taken from
starting materials, environment, production line and finished product. Environmental
samples shall be taken from both: the points considered as most likely to cause product
contamination and being most contaminated.

Where results of monitoring the control measures and surveillance or verification indicate
that the product batch, lot or consignment, or its part is unsafe (not in compliance with the
set microbiological criteria), it shall be presumed that all the food in that batch, lot or
consignment is also unsafe, unless following a detailed assessment there is no evidence
that the rest of the batch, lot or consignment is unsafe.

Food Safety Criteria

The criteria set out in Annex 1 Code of Hygienic Practice for powdered formulae for
Infants and Young Children CAC/RCP 66-20083 using ISO 6579 and ISO 22964 or other
validated methods applied to the finished product (powder form) after primary packing
completed or anytime thereafter up to the point when the primary packaging is opened.
The batch shall not be released if there is a failure to meet these criteria.

1) NOTE: No composite sample. Maximum pooling authorized is 4 pooled samples of
3759 (25¢g from 15 units), only if the laboratory method has been validated and accredited
for that method.

2) NOTE: No composite sample. One pooled sample of 300g (10g from 30 units)
authorized, only if the laboratory method has been validated and accredited for that
method.

Food Hygiene Criteria

The safe production of these products is dependent on maintaining a high level of hygiene
control. The criteria for process hygiene as set out in Code of Hygienic Practice for
powdered formulae for Infants and Young Children CAC/RCP 66-20083 are intended to
be used by the manufacturer as a means of ongoing assessment of its hygiene programs.
As such these tests are not intended to be used for assessing the safety of a specific
batch of product, but instead are intended to be used for verification of the hygiene
programs.

3) NOTE: No composite sample. No pooled samples.

4) NOTE: For ISO 21528-1: One pooled sample of 300g (10g from 30 units) authorized,
only if the laboratory method has been validated and accredited. In case of positive result,
another test using the I1ISO 21528-2 is mandatory (no composite sample, no pooled
samples authorized for ISO 21528-2.



Chemical and Other Safety

Contaminants

Nitrates < 200mg NO3/kg
Nitrites < 2mg NO2/kg
Aluminium < 0.6mg/kg
Melamine < 1mg/kg

Mycotoxins (as per Codex standard when applicable for
the starting materials used)

Ochratoxin A <0.5ppb

Aflatoxin B1 <0.1ppb

Aflatoxin M1 <0.025ppb

Palutin <10ppb

Deoxynivalenol <200ppb

Zearalenone <20ppb

Fumonisins <200ppb

Applicable Standards reference:

CAC/RCP 49-2001 Code of Practice for Source Directed Measures to Reduce
Contamination of Food with Chemicals.

CODEX STAN 228-2001: General Methods of Analysis for Contaminants.

CODEX STAN 193-1995: Codex General Standard for Contaminants and Toxins in Food.

Pesticides

In general, pesticide levels must be below 10 ppb. Verifying pesticide levels are below
accepted limits is the responsibility of the manufacturer.

Carbamates <10 ppb
Organochlorines<10 ppb
Organophosphates <10

ppb
Pyrethroids <10 ppb

The maximum residue levels of specific pesticides or
their metabolites in therapeutic milk powder set in
below shall not be exceed:

Substance and Maximum residue level (mg/kg)
Cadusafos: 0.006

Demeton-S-methyl/demeton-S.methyl sulfone/
oxydemeton-methyl (individually or combined, expressed
as demeton-S-methyl) 0.006

Ethoprophos 0.008

Fipronil (sum of fipronil and fipronil-deslfinyl, expressed as
finpronil) 0.004

Propineb/propylenethiourea (sum of propined and
propylenethiourea) 0.006

The following pesticides shall not be used in the agricultural production intended for the
production of therapeutic formulae:
— Disulfoton (sum of disulfoton, disulfoton sulfoxide and disulfoton sulfone,
expressed as disulfoton)
— Fensulfotion (sum of fensulfothion, its oxygen analogue and their sulfone,
expressed as fensulfothion)
— Fentin, expressed as triphenyltin cation
— Haloxfop (sum of haloxyfop, its salts and esters including conjugates, expressed

as haloxyfop)

— Hexachlorobenzene

— Nitrofen



— Ometholate
— Terbufos (sum of terbufos, ist sulfoxide and sulfone, expressed as terbufos)
— Aldrin and dieldrin, expressed as dieldrin, Endrin

Applicable standards reference: CODEX STAN 229-1993, REV.1-2003: Analysis of
Pesticide Residues: Recommended Methods

Heavy Metals*
Verifying that heavy metal levels are below accepted limits is the responsibility of the
manufacturer. Examples of heavy metals that must be controlled include, but are not
limited to:

— Arsenic <0.052mg/kg

— Cadmium <0.112mg/kg

— Lead <0.2mg/kg

— Mercury<0.037mg/kg

— Tin <105mg/kg
*Based on 5 kg child with SAM and PTWI, CODEX STAN 193- 1995 General Standard
for Contaminants and Toxins in Food and feed.
Hydrocarbons
Benzo[a]pyrene <1ppb

Radioactivity

Radioactive contamination can occur when using milk powder derived from cows that
have eaten contaminated feed. This risk is managed by using certified radioactivity free
milk products. The nuclear radiation level shall meet the values valid in the area of
consumption. If limits are not defined, the value must not exceed 370Bg/kg (Cs 134 &
Cs136).

The product and its components shall not be treated by ionizing radiation.

GMO (Genetically Modified Organisms)
Information regarding the presence/absence of GMO to be declared.

Other Contaminants

The product shall meet the codex CODEX STAN 72 i 1981 requirements for other
contaminants (residues of hormones, antibiotics and pharmacologically active
substances.)

Minimum requirement for release of F 75 Powder

Certificate of Analysis (CoA) is required for every batch supplied. It shall be forwarded
prior to its shipment. The manufacturer is expected to perform the necessary finish
product analysis in order to prove that the batch complies with the specification. In case
vitamin and mineral premix is used it may be adequate to test for tracers as indicated
above. In case single addition of vitamins and minerals are used, then individual analysis
of each component is expected.

A Certificate of Analysis must be provided for each batch.

The principal tests listed below must be performed in order to check if the quality of F-75



meets above requirements. Additional analyses shall be defined in case of further quality
assessment.

List of the minimum tests results for Certificate of Analysis and reference data are listed
below:

Microbiological food safety criteria set in 7.1.2 and food hygiene criteria set in 7.1.3.

Nutrient values per 100g

Energy: 425-465kcal | Vitamin C >50mg minimum Actual value of the powder’s bulk
Protein: 4.0-7.0% | Vitamin A 0.8-1.7 mg RE density in ml/100g

total energy Potassium 735-940mg Burnt particles: 15mg maximum (disc
Lipids: 25-35% total | Sodium <100mg maximum B minimum)

energy Iron <0.3mg Solubility index: 0.5 ml maximum
Lactose: 6-7.59 Osmolarity  (of prepared | (ISO 8156:2005)

Ash 4.0g max liquid): 240-320 mOsMol/L

Moisture 4% max (freezing point depression)

The manufacturer shall conduct at least one complete finished product analysis annually
in order to verify that the finished product is manufactured according to this specification.

Items to be supplied with:

1 Supplier shall provide one white scoop inside each canister

1 Supplier should indicate items required, but not supplied: thermometer, measuring
jug, feeding cup, feeding spoon in their leaflet or label

Shelf life

1 Unopened canister should have minimum 18-24 months shelf life from the date of
manufacture.

1 Supplier should indicate shelf life of opened canister e.g. Use within 4 weeks after
opening, keep in original container, do not store above 30°C; protect from direct
sunlight, protect from moisture.

1 Supplier should indicate shelf life of opened canister e.g. Use within 4 weeks after
opening, keep in original container.

91 Supplier should indicate instruction for use for reconstituted milk: Use within 2hrs if at
room temperature or 24 hours if stored in the refrigerator

s) Storage and Transport Information:

1 Supplier must indicate storage and transport temperature conditions. Do not store
above 30 °C is preferred.

1 Supplier shall provide Weight of carton, around: 13.7-14kg/ carton

91 Supplier shall provide gross volume of carton, around: 0.03476 m3 / carton

1 Supplier must include other important instructions e.g Protect from direct sunlight

Material safety data sheet information (MSDS): N/A
Packaging and labeling: preparation instructions included on the label or in a leaflet



ltem No. 5: F100 Therapeutic Milk

1) General Description

F- 100 therapeutic milk diet with added vegetable fat, carbohydrates, vitamins and
minerals. It comes as powder packed in a can to prepare a liquid therapeutic diet with an
energy density of approximately 100 kcal/100ml.

2) Intended use
1 The F-100 liquid therapeutic diet is intended for the rehabilitation phase of treatment
of children with Severe Acute Malnutrition (SAM), it is intended to achieve rapid weight
gain.
1 The specified quantity of powdered therapeutic milk is mixed with the specified
guantity of water boiled and cooled down to
of liquid therapeutic diet with an energy density of approximately 100 kcal/ 100ml.
F100 must be administered under medical supervision.
(WHO. Guideline: Updates on the management of severe acute malnutrition in infants
and children. Geneva: World Health Organization; 2013:4)

E

3) Target population
Children aged 6 months and over diagnosed with SAM, in phase 2, or nutritional
rehabilitation phase of their treatment.

4) Technical specifications

a) General Quality
Milk based white or pale yellowish fine powder; free from impurities, coloured particles,
caking or lumps.

b) Ingredients
The main components of the therapeutic milk are: milk powder, refined vegetable oil,
sugar, maltodextrin, milk derivate, emulsifier (eg lecithin), vitamin and minerals (optionally
a premix can be used). For flavorings, antioxidants and other additive requirements see
section 4.5.510 4.5.6

Nutritional composition per 100 g:

Micronutrients per | Minerals Vitamins
100g
Energy 530 (520- Minerals | per per Vitamins | per per
550) 100g 100ml 100g 100ml|
kcal. Sodium 290 mg | 55 mg Vitamin A | 0.8-1.7 | 0.15-
Protein 11 (10- max mg 0.32m
12) % of Potassiu 1100- cg
total m 1400 Vitamin 15-30 | 3.0-
energy mg D3 mcg 5.3mc
14 (12- Calcium 300- 55-115 g
16) g 600 mg | mg




Lipids 53 (45- Phosphor | 300- 55-115 Vitamin E | 20-40 | 4.0-
60) % of us* 600 mg | mg mg 6.5mg
total *(excludin Vitamin K | 15 mcg | 3.0
energy g phytate) minimu | mcg
30.5(25. Magnesiu | 80-140 | 15-25 m minimu
8-36.3) g m mg mg m
n-6 fatty [ 6.5 (3- Iron 0.3 mg | 0.05 Thiamine | 0.5 mg | 0.1 mg
acid 10) % of maxim | mg minimu | minimu
total um maxim m m
energy um Riboflavi |6 mg |1. 0.3
n-3 fatty | 1.5 (0.3- Zinc 11-14 2.0-3.0 ne minimu | mg
acid 2.5)% of mg mg m minimu
total Copper 1.4-1.8 | 0.25- m
energy mg 0.35 Ascorbic | 50 mg | 9.6 mg
Carbohydr | 36 (28- mg acid minimu | minimu
ate 45) % of Selenium: | 20-40 3.5-7.7 m m
total mcg mcg Vitamin 0.6 mg | 0.1mg
energy lodine: 70-140 | 13-27 B6 minimu | minimu
46 (35- mcg mcg m m
65) g Vitamin 1.6 0.3 mg
Lactose 22 (21- B12 mcg minimu
23)g minimu | m
Moisture 2.5% m
content (of | maximu Folic acid | 200 38 mg
powder): m mcg minimu
Ash 4.0% minimu | m
maximu m
m Niacin 5 mg| 1.0 mg
Solubility 1ml minimu | minimu
index maximu m m
m Pantothe |3 mg | 0.6 mg
Burnt 15 nic acid minimu | minimu
particles maximu m m
m (disc B Biotin 60 mcg | 11 mg
min) minimu | minimu
Osmolarity | 260-320 m m
(of mOsmol/
prepared L
liquid): (freezing
point
depressi
on)

Macronutrients  per
100 ml
Energy 100 (95-

105)
kcal




Protein 3 (2.3-
31)g

Lipids 5.8 (4.9-
6.9 ¢g

Carbohydra | 9 (7 -

te 12) g

Lactose 4.2 (4.0-
44) ¢
maximu
m

All therapeutic foods approved for use in the rehabilitation of individuals with severe acute
malnutrition must provide at least 50% of protein in the form of dairy protein. For the
purposes of conversion from unit weight to unit energy, protein and carbohydrate are
assumed to contribute 4 kcal/g and lipids 9 kcal/g.

Formulation and Starting materials

All ingredients, including optional ingredients, shall be clean, of good quality, safe and
with minimal fibre removed when necessary. All ingredients and food additives shall be
gluten free.

After reconstitution according to the manufacturer’s preparation instruction the product
shall be a homogenous liquid that does not separate into oil/liquid phases or leave a solid
sediment upon standing in a refrigerator with occasional gentle stirring. Frothing of the
therapeutic milk after preparation should be minimal to enable accurate dosage
measurements of the milk to each individual recipient. The product should have
characteristic milk taste and smell. It shall be white as cream, shall not have rancid,
pungent or unpleasant taste or smell.

The product must provide at least 50% of protein in the form of dairy protein.

All ingredients, including optional ingredients, shall be clean, of good quality, safe and
with minimal fibre removed when necessary. All ingredients and food additives shall be
gluten free.

Applicable reference link for raw materials codex standards: http://www.fao.org/fao-who-
codexalimentarius/standards/list-of-standards/en/

Milk
1 Full cream milk powder Applicable standards reference:
! Skimmed milk powder and/or |1 Codex STAN 207-1999 Codex Standard for
! Whey powder (NB: may Milk Powders and Cream Powder.

produce a bitter taste) 1 Codex STAN 289-1995: Codex Standard for
Whey Powders



http://www.fao.org/fao-who-codexalimentarius/standards/list-of-standards/en/
http://www.fao.org/fao-who-codexalimentarius/standards/list-of-standards/en/

Carbohydrates
{ Carbohydrates used shall be gluten | Applicable standards reference:

free and readily soluble in water. Codex STAN 212171 1999: Codex Standard
f Glucose and lactose polymers to be | for Sugars

used.

Oil
Edible refined vegetable oil. The manufacturer shall | Applicable standards
choose judiciously the type of oil and establish | reference:
specifications for oil to ensure that the specifications | Codex STAN 210 -1999: Codex
in finished product are met (with particular attention | Standard for Named Vegetable
to requirements for omega 3 and omega 6 fatty acid | Oils.
content). Hydrogenated vegetable oils are not to be
used.

Vitamins and minerals

The used nutrient compounds shall comply with the criteria established in CAG/GL 10 i
1979 (Rev. 2008 last amendment 2015) Advisory lists of Nutrient Compounds for use in
foods for Special Dietary uses for Infants and Young Children http://www.fao.org/fao-who-
codexalimentarius/standards/list-of-standards/en/.  Another list of acceptable vitamin
compounds can be found in Annex 3 of the COMMISSION DIRECTIVE 2006/141/EC of
22 December 2006 on infant formulae, follow-on formulae and amending Directive
1999/21/EC. http://eur-lex.europa.eu/legal-
content/EN/ALL/?uri=CELEX%3A32006L0141

If the manufacturer uses a mineral and vitamin premix(es), they must source it from
specialized premix manufacturers.

Vitamins and minerals shall be in such forms that they are easily absorbed by patients
with SAM, who are often achlorhydric. The added minerals shall be water-soluble and
shall not form insoluble components when mixed together. Iron salts are not to be added.

The liquid therapeutic diet prepared from the product according to the manufacturer’s
instruction for use shall have a mineral composition that will not alter the acid-base
metabolism of patients with SAM. In particular, it shall have a moderate positive non-
metabolisable base sufficient to eliminate the risk of metabolic acidosis. The non-
metabolisable base can be estimated using the formula:

Estimated absorbed millimoles (sodium+ potasium+calcium+magnesium) minus
(phosphates + chlorides) See
http://www.who.int/maternal_child_adolescent/documents/a91065/en/

Added minerals shall be in the form of water soluble salts. Minerals used shall be in forms
that are known to be bioavailable, nitrite and nitrate salts shall not be used.
Recommended forms of minerals can be found in Appendix 4, Management of Severe
Malnutrition a manual for senior health workers.
http://www.who.int/nutrition/publications/severemalnutrition/9241545119/en/
http://apps.who.int/iris/bitstream/10665/44295/1/9789280641479 eng.pdf?ua=1



http://www.who.int/maternal_child_adolescent/documents/a91065/en/
http://www.who.int/nutrition/publications/severemalnutrition/9241545119/en/
http://apps.who.int/iris/bitstream/10665/44295/1/9789280641479_eng.pdf?ua=1

Flavouring
The use of artificial flavourings is not permitted, only natural flavourings may be used.
Natural flavourings are defined in CAC/GL 29-1987 General Requirements for Natural
Flavourings and in Regulation of the European parliament and of the Council (EC) N°
1334/2008.

Antioxidants
The use of artificial antioxidants is not permitted, only natural antioxidants such as
ascorbyl palmitate or mixed tocopherols may be used.

Other additives

Essential L-amino acids, choline, taurine, carnitine, inositol carotene and other semi-
essential or biologically valuable nutrients may be added to meet the specification at
levels considered to be safe for children with severe malnutrition.

Shelf-life

The product shall retain the above mentioned specifications for at least 18-24 months
from date of manufacture when stored in dry conditions at a temperature of 30°C,
supported by real time shelf life data. Shelf life studies shall be conducted in accordance
with the UNICEF/MSF Requirements for stability study for Therapeutic Food.

Packaging

Primary packaging (canister)

All packaging material being in contact with food or intended to come in contact with food,
including inks and glue shall be of food-contact grade. Product shall be packed in airtight
canisters. Packaging under inert gas (nitrogen or carbon dioxide) prolongs products shelf-
life and is recommended.

Packaging must be free of damage such as, but not limited to: tears, cuts, holes, and
abrasions through one or more layers, leakage of any seal. The closure seal must be free
of wrinkles and occluded maters.

Canister

Canisters should be hermetically sealed and resistant to humid and hot climates. Seal
and canister integrity shall be adequate to withstand pressure changes associated with
international distribution channels such as air transport. The canister shall be capped with
a reusable lid to adequately close the canister and protect its content form external
contamination and humidity during storage. The period when opened canister can be
used shall be minimum 4 weeks.

Primary label (Canister)

Labels must have adequate information to permit identification, safe transport, storage
and use of the product throughout its shelf life. The canister label is to be white with blue
printing. Labels must be self-adhesive and made from paper, e.g. pharmaceutical
defiberised paper (80gsm), that is film or UV coated for protection against humidity and
firmly affixed to be tamper proof and to prevent detachment in tropical climates. Type
preferably by lithography directly on container/packaging.



Ink/colour: The writing on primary and secondary packs must be in indelible ink, in blue
on white. The labeling shall be in English.

The label shall contain the following information:

1 Generic name: F-100 Therapeutic Milk

1 Clear statement: For the rehabilitation phase (or Phase 2) of treatment of Children
> 6 months with Severe Acute Malnutrition, not suitable for long term feeding of
well-nourished children. Use under medical supervision.

1 Applicable warnings (such as handling product leftovers, how long reconstituted
diet can be kept at room temperature and in the refrigerator, use by date after
opening, scoop hygiene. When to dispose the opened canister, etc.)

— Breastfeeding logo and a message: Breastfeeding is recommended for at least
the first 24 months and exclusively until 6 months
— List of ingredients (starting materials used) in descending order quantity
— Nutritional composition per 100 g of powder and 100 ml of reconstituted diet.
— Name and address of the manufacturer and packer, or distributor, or importer,
or exporter, or vendor and country of origin
— Net weight
— Batch number clearly identified and visible
— Date of manufacture
— Best before date clearly identified and visible
— Storage conditions
Additionally, to this information, the canister label shall also contain:
1 Clearly Visible Instructions for preparation of reconstituted diet, e. g.
— levelled scoop added to 50 ml water = XX milk (approx.)
— levelled scoops added to 100 ml water = XX milk
1 The entire content of the packaging e.g. 400 g (estimate); added to 1850 ml
water = XX ml milk
1 Instruction for hygienic use of the scoop.
T I'nstruction to 6Discard any feed that has

Model instruction for preparation

A pictogram schema for preparation instructions shall be included on the canister label
OR as a package leaflet. The preparation instructions shall be based on the World Health
Organization 2007. How to Prepare Powdered Infant Formula in Care Settings.
http://www.who.int/foodsafety/publications/micro/PIF_Care en.pdf

Scoop (canister)

A scoop must be included in each F-75 canister. Scoops should be made of a food

contact material and a design that is easily kept clean, blue in colour and market with the
product -InGaOmde i6nF addi ti on to the manufacturers
the reconstitution at the following proportion: 2 levelled scoops: 50 ml water,
approximately 47.5-52.5 kcal/50ml). The scoops should be placed inside the canister.

Scoops shall be coloured blue ah@Oadairk ead dvii tt ih
the manufacturero6s name. (The exact powder wei
vendor 6s pr od ufedbythdsagplier).be spec


http://www.who.int/foodsafety/publications/micro/PIF_Care_en.pdf

Secondary packaging

Canisters shall be placed in strong, carton boxes. Carton boxes shall be shock and
puncture resistant. Cartons shall be of a sturdy quality and provide protection of the goods
for carriage by air, sea and/or road to final destination worldwide, including remote
locations under adverse climatic and storage conditions, and high humidity - for example
an ECT (Edge Crush test*) > 11kN/m with minimum 60% remaining with 90% humidity at
the highest recommended storage temperature.

Additional references:
1. Recommended guideline for food hygiene in rooms where the therapeutic milk is
prepared and stored ISO/TS 22002-1:2013 i Prerequisite programs for food safety.
Part 3.1 Catering
2. World Health Organization 2007 Safe preparation, storage and handling of powdered
infant formula: guidelines. AWorl d Health Or
Agriculture Organization of the United Nati o

Secondary packaging Label
Carton label shall contain this information:
1 Generic name: F-100 Therapeutic Milk (or Therapeutic Formula F-100)
1 A clear statement: For rehabilitation phase (or Phase 2) of treatment of Children
with Severe Acute Malnutrition

1 Any applicable warnings
1 Name and address of the manufacturer or packer, or distributor, or importer, or
exporter, or vendor and country of origin
1 Gross weight
1 Number of canisters per carton
1 Batch number clearly identified and printed out
1 Date of manufacture
1 Use by date clearly identified and printed out
i Storage conditions and maximum stacking height (e.g. 2 meters maximum)
1 Animage indicating that boxes should not be stood on:
Palletization

Cartons shall be securely closed, stacked (cross stacked if possible, to maximize stacking
strength) on one-way pallets and wrapped with stretch/shrink.

https://www.unicef.org/supply/files/INon CPH WH packing specifications April 2017.p
df

Processing requirements

General
All processing and drying shall be carried out in a manner that minimizes loss of nutritive
value, particularly protein quality and vitamin content.


https://www.unicef.org/supply/files/Non_CPH_WH_packing_specifications_April_2017.pdf
https://www.unicef.org/supply/files/Non_CPH_WH_packing_specifications_April_2017.pdf

Products must be manufactured in accordance with the CAC/RCP 66 1 2008: Code of
Hygienic Practice for Powdered Formulae for Infants and Young Children.
http://www.fao.org/fao-who-codexalimentarius/standards/list-of-standards/en/. and
CAC/RCP 1-1969, Rev. 4-2003: Recommended International Code of Practice. General
Principles of Food Hygiene.
http://www.fao.org/fao-who-codexalimentarius/standards/list-of-standards/en/. other
applicable codex references and GMPs (Good manufacturing practices). The producer
must have a food safety policy in place and an effective food safety management system
based on a Hazard Analysis and Critical Control Points (HACCP) approach. Prerequisite
programs including environmental monitoring programs must be implemented.

Other Applicable standards reference:

ISO 22000:2005 - Food Safety Management Systems 1 Requirements for any
Organization in the Food Chain.

ISO/TS 22002-1:2009 1 Prerequisite Programs for Food Safety. Part 1. 7 Food
Manufacture.

The manufacturer must elaborate and implement an analytical test plan of the finished
product, starting materials and the processing environment. All analytical test procedures
must be described in sufficient details, e.g. the sampling plan, acceptance/release criteria,
analytical methods. ISO 17025 certified laboratories shall preferably be used. Refer to
section 9 for the minimum analyses to be performed for each batch.

Process validation

The coefficient of variation, shall be as low as possible, and always <5%. For calculator
refer to WFP method:
http://foodqualityandsafety.wfp.org/coefficient-of-variation-calculator

Traceability

A complete traceability system must be in place. For every batch number, the
manufacturer must be able to identify full history of the finished products (composition,
sources and batches of starting materials used, processing parameters, analytical results,
guantity produced and dispatched, customers and sites where delivered).

Batch Size
The batch size shall be defined as one bulk mix.

Product Safety

Therapeutic milk shall be free from objectionable matter. It shall not contain any toxic
substances originating from microorganisms or any other poisonous or deleterious
substances, including anti-nutritional factors, heavy metals or pesticide residues in
amounts that may represent a hazard to health. It shall not contain detectable levels of
residues of antibiotics or other veterinary drugs used in animal husbandry.

Microbiological criteria
Manufacturers are responsible for ensuring the compliance of finished products with the


http://www.fao.org/fao-who-codexalimentarius/standards/list-of-standards/en/

microbiological criteria as specified. In regards to limitations of the end-product testing
the compliance shall be ensured through the design of an appropriate food safety control
system and verification of the effectiveness of the applied control measures through
appropriate auditing methods, including review of monitoring records, deviations and
assuring that critical control points (CCPs) are kept under control and good hygienic
practices (GHPs) are adhered to. These activities can be supplemented, as necessary,
by appropriately documented microbiological sampling and analysis plans. The
microbiological testing shall include, as appropriate, analysis of samples taken from raw
materials, environment, production line and finished product. Environmental samples
shall be taken from both: the points considered as most likely to cause product
contamination and being most contaminated.

Where results of monitoring the control measures and surveillance or verification indicate
that the product batch, lot or consignment, or its part is unsafe (not in compliance with the
set microbiological criteria), it shall be presumed that all the food in that batch, lot or
consignment is also unsafe, unless following a detailed assessment there is no evidence
that the rest of the batch, lot or consignment is unsafe.

Food Safety Criteria

The criteria set out in Annex 1 Code of Hygienic Practice for powdered formulae for
Infants and Young Children CAC/RCP 66-20083 using ISO 6579 and ISO 22964 or other
validated methods applied to the finished product (powder form) after primary packing
completed or anytime thereafter up to the point when the primary packaging is opened.
The batch shall not be released if there is a failure to meet these criteria.

Note:

1. No composite sample. Maximum pooling authorized is 4 pooled samples of 375¢g
(25g from 15 units), only if the laboratory method has been validated and
accredited for that method.

2. No composite sample. One pooled sample of 300g (10g from 30 units) authorized,
only if the laboratory method has been validated and accredited for that method.

Food hygiene criteria

The safe production of these products is dependent on maintaining a high level of hygiene
control. The criteria for process hygiene as set out in Code of Hygienic Practice for
powdered formulae for Infants and Young Children CAC/RCP 66-20083 are intended to
be used by the manufacturer as a means of ongoing assessment of its hygiene programs.
As such these tests are not intended to be used for assessing the safety of a specific
batch of product, but instead are intended to be used for verification of the hygiene
programs.

Note:

1. No composite sample. No pooled samples.

2. For ISO 21528-1: One pooled sample of 300g (10g from 30 units) authorized, only
if the laboratory method has been validated and accredited. In case of positive
result, another test using the ISO 21528-2 is mandatory (no composite sample, no
pooled samples authorized for ISO 21528-2.



Chemical and other Safety
Contaminants
— Nitrates < 200mg NO3/kg
— Nitrites < 2mg NO2/kg
— Aluminium < 0.6mg/kg
— Melamine < 1mg/kg

Mycotoxins (as per CODEX standard when applicable for the starting materials used)
— Ochratoxin A <0.5ppb
— Aflatoxin B1 <0.1ppb
— Aflatoxin M1 <0.025ppb
— Palutin <10ppb
— Deoxynivalenol <200ppb
— Zearalenone <20ppb
— Fumonisins <200ppb

Applicable standards reference:

CAC/RCP 49-2001 Code of Practice for Source Directed Measures to Reduce
Contamination of Food with Chemicals.

CODEX STAN 228-2001: General Methods of Analysis for Contaminants.

CODEX STAN 193-1995: Codex General Standard for Contaminants and Toxins in Food.

Pesticides
In general, pesticide levels must be below 10 ppb. Verifying pesticide levels are below
accepted limits is the responsibility of the manufacturer.

— Carbamates <10 ppb

— Organochlorines<10 ppb

— Organophosphates <10 ppb

— Pyrethroids <10 ppb
The maximum residue levels of specific pesticides or their metabolites in therapeutic milk
powder set in below shall not be exceed:
Substance and Maximum residue level (mg/kg)

— Cadusafos: 0.006

— Demeton-S-methyl/demeton-S.methyl sulfone/

— oxydemeton- methyl (individually or combined, expressed as demeton-S-methyl)

0.006

— Ethoprophos 0.008

— Fipronil (sum of fipronil and fipronil-deslfinyl, expressed as finpronil) 0.004

— Propineb/propylenethiourea (sum of propined and propylenethiourea) 0.006

The following pesticides shall not be used in the agricultural production intended
for the production of therapeutic formulae:
— Disulfoton (sum of disulfoton, disulfoton sulfoxide and disulfoton sulfone,
expressed as disulfoton)



— Fensulfotion (sum o fensulfothion, its oxygen analogue and their sulfone,
expressed as fensulfothion)

— Fentin, expressed as triphenyltin cation

— Haloxfop (sum of haloxyfop, its salts and esters including conjugates, expressed
as haloxyfop)

— Hexachlorobenzene

— Nitrofen

— Ometholate

— Terbufos (sum of terbufos, ist sulfoxide and sulfone, expressed as terbufos)

— Aldrin and dieldrin, expressed as dieldrin, Endrin

Applicable standards reference: CODEX STAN 229-1993, REV.1-2003: Analysis of
Pesticide Residues: Recommended Methods

Heavy Metals*
Verifying that heavy metal levels are below accepted limits is the responsibility of the
manufacturer. Examples of heavy metals that must be controlled include, but are not
limited to:

— Arsenic <0.052mg/kg

— Cadmium <0.112mg/kg

— Lead <0.2mg/kg

— Mercury<0.037mg/kg

— Tin <105mg/kg
*Based on 5 kg child with SAM and PTWI, CODEXSTAN 193- 1995 General Standard
for Contaminants and Toxins in Food and feed.

Hydrocarbons
Benzo[a]pyrene <1ppb

Radioactivity

Radioactive contamination can occur when using milk powder derived from cows that
have eaten contaminated feed. This risk is managed by using certified radioactivity free
milk products. The nuclear radiation level shall meet the values valid in the area of
consumption. If limits are not defined, the value must not exceed 370Bg/kg (Cs 134 &
Cs136).

The product and its components shall not be treated by ionizing radiation.

GMO (Genetically Modified Organisms)
Information regarding the presence/absence of GMO to be declared.

Other contaminants

The product shall meet the codex CODEX STAN 72 i 1981 requirements for other
contaminants (residues of hormones, antibiotics and pharmacologically active
substances.)



Minimum requirement for release of F 100 Powder

Certificate of Analysis (CoA) is required for every batch supplied against MOH/UNICEF
Purchase Orders. It shall be forwarded prior to its shipment. The manufacturer is
expected to perform the necessary finish product analysis in order to prove that the batch
complies with the specification. In case vitamin and mineral premix is used it may be
adequate to test for tracers as indicated above. In case single addition of vitamins and
minerals are used, then individual analysis of each component is expected.

A Certificate of Analysis must be provided for each batch.

The principal tests listed below must be performed in order to check if the quality of F-
100 meets above requirements. Additional analyses shall be defined in case of further
guality assessment. List of the minimum tests results for Certificate of Analysis and
reference data are listed below:

Microbiological food safety criteria set in 7.1.2 and food hygiene criteria set in 7.1.3.

Nutrient Value per 100gEnergy: Vitamin C:50mg minimum
520-550 kcal Vitamin A: 0.8-1.7 mg RE
Protein: 10-12 % total energy Potassium: 1100-1400 mg
Lipids: 45-60 % total energy Sodium: <290mg maximum
Ash: 4.0 % maximum Iron: <0.3mg

Moisture: 2.5 % maximum

Actual value of powders bulk density in ml/100g

Burnt particules: 15mg maximum (disc B minimum)

Solubility index. 1 ml maximum (ISO 8156:2005)

Osmolarity (of prepared liquid): 260-320 mOsmol/L (freezing point depression)

The manufacturer shall conduct at least one complete finished product analysis annually
in order to verify that the finished product is manufactured according to this specification.

Items to be supplied with:

Supplier shall provide one blue scoop inside each canister

Supplier should indicate items required, but not supplied: thermometer, measuring jug,
feeding cup, feeding spoon in their leaflet or label

Shelf life:

1 Unopened canister should have minimum 18-24 months shelf life from the date of
manufacture. Supplier must indicate storage and transport temperature conditions. Do
not store above 30 °C is preferred.

1 Supplier should indicate shelf life of opened canister e.g Use within 4 weeks after
opening, keep in original container, do not store above 30°C; protect from direct
sunlight, protect from moisture.

1 Supplier should indicate shelf life of opened canister e.g Use within 4 weeks after
opening, keep in original container

1 Supplier should indicate instruction for use for reconstituted milk: Use within 2hrs if at
room temperature or 24 hours if stored in the refrigerator



1 Supplier must include other important instructions e.g Protect from direct sunlight

Storage and Transport conditions:
Supplier should indicate storage and transport instructions: Do not store above 30°C;
protect from direct sunlight, protect from moisture.

Material safety data sheet information (MSDS): N/A

Packaging and labelling: preparation instructions included on the label or in a leaflet
Supplier shall provide Weight of carton, around: 11-14kg/ carton

Supplier shall provide gross volume of carton, around: 0.03476-0.04640 m3 / carton

ltem No. 6 TECHNICAL SPECIFICATIONS FOR RESOMAL

General Description:
ReSoMal (ORS for severely malnourished children), 42 g sachet to be diluted in 1 litre of
purified/boiled and cooled water, carton of 100 sachets.

Technical Specifications: (Contents per sachet of 42 grams)

Sucrose: 25 g Tripotassium Citrate: 0.65 g

Glucose Anhydrous: 10 g Magnesium Chloride Anhydrous: 0.61 g
Sodium Chloride: 1.75 g Zinc Acetate: 0.0656 g

Trisodium Citrate, dihydrate:1.45 g Copper Sulphate Anhydrous: 0.0112 g
Potassium Chloride: 2.54 g Osmolarity: 300 mmol/L

All the ingredients must comply with one of the pharmacopeias:

BP, Ph.Eur, Ph.Int, USP.

Finished product must comply with the requirements stated under Oral Rehydration Salts
Ph. Int. Oral Rehydration Salts BP or Oral Rehydration Salts USP.

What ReSoMal is and what it is used for

ReSoMal is a powder for preparation of oral rehydration solution (ORS) for treatment of
dehydration in children with Severe Acute Malnutrition (SAM.)

ReSoMal must be used only after dehydration in SAM children is carefully assessed,
based on medical history and clinical signs and ONLY in Inpatient facilities under medical
supervision with strict monitoring.

ReSoMal should be stopped if:
0 The respiratory and pulse rates increase;
0 The jugular veins become engorged; or
0 There is an increasing oedema (e.g. puffy eyelids).

The assessment of need for rehydration with ReSoMaL and monitoring during treatment,
as well as dosage should be done strictly according to national guidelines for the
management of severe acute malnutrition or: WHO 2014 Management of Severe
Malnutrition: a manual for physicians and other senior health workers.



ReSoMal should not and never be freely available for caretakers to give to their children
whenever they have a loose stool as this practice is dangerous and may seriously worsen
chil doscomgiahi c al

Instructions for use

One sachet of 42 grams is to be diluted in 1 litre of purified/boiled and cooled water which
will give 1 litre of liquid ReSoMal.

The reconstituted solution has to be consumed immediately or used within 24 hours if
stored in a refrigerator.

Shelf life: 36 months

Storage conditions: as defined by the manufacturer

Dosage:Quantity to be determined based on chil do
national guidelines’WHO 2014 Management of Severe Malnutrition: a manual for

physicians and other senior health workers.

Target population (beneficiaries: type and number of persons concerned): Children 6-
59m old suffering from Dehydration and Severe Acute Malnutrition.
Note: Should not be used for cholera patients.

NOTE: Why have improvements been made to packaging of F75 and F100
1. Minimizing Contamination Risk and Incorrect Reconstitution during preparation of
feeds
2. Adherence to WHOG6s 2007 guideline ASafe pr
powdered infant formula and Codex Code of Hygienic practice for Infant Formula,
CAC/RCP 66-2008 to minimize contamination risks



Item No. 3 : TECHNICAL SPECIFICATIONS FOR READY TO USE THERAPEUTIC FOODS
(RUTF)

Formulation: Ready-to-use paste

Ingredients

i.  Milk:
>50% proteins from milk/dairy products
Acceptable sources of dairy protein:
V Skimmed milk powder / Full cream milk powder
V  Whey protein powder
Codex STAN 207-1999: Codex Standard for Milk Powders and Cream Powder
Codex STAN 289-1995: Codex Standard for Whey Powders

ii. Peanut or peanut paste
Codex STAN 2007 1995: Codex Standard for Peanuts
CAC/RCP 55-2004: Code of Practice for the Prevention and Reduction of Aflatoxin
contamination in Peanuts.

iii.  Oil: edible refined vegetable oil
V Type of oil judiciously chosen
Codex STAN 210-1999: Codex Standard for Named Vegetable Oils

iv. Carbohydrates (sweetener): Lactose & glucose polymers
Lactose

Sucrose

Maltodextrine

Fructose

Precooked and/or gelatinised starches

No honey (risk of Clostridium botulinum toxicity)

=> Properly ground (to avoid granulation, oil separation and leakage)
Codex STAN 212-1999: Codex Standard for Sugars

<K<K

v. Complex of minerals and vitamins (premix)

V Shall provide from the list of sources of premix authorized by WFP (DSM
Nutritional products / Fortitech, Nicholas Piramal Healthcare Ltd, Hexagon
Nutrition, BASF (SternVitamin), GAIN premix facility)

CoA provided to the manufacturer for each batch delivered

Soluble and easily absorbed by patients with SAM.

Added minerals water-soluble and shall not form insoluble components when
mixed together.

Mineral composition shall not alter the acid-base metabolism of patients with
Severe Acute Malnutrition (SAM): moderate positive non-metabolisable base
sufficient to eliminate the risk of metabolic acidosis:

< <<




Lecithin max

vii.  Flavoring

Mono and diglycerides
Level between 1.5 and 2.0 g/100g can be accepted because there is no adverse
effect - all triglyceride oil is decomposed to monoglycerides in the digestion
system prior to absorption).

viii.  Antioxidants
Only natural antioxidants
V Ascorbyl palmitate
V Mixed tocopherols
BHA and BHT not added as antioxidant

vi. Emulsifying agents

0.5g / 100 grams

max 2g/100g

Artificial flavorings not allowed, only natural flavors

A. Nutritional Composition: the nutritional composition of RUTF should be as

indicated below per 100g:

Moisture content  2.5% maximum Vitamin A 800-1200 ug

Water activity 0.6 maximum Vitamin D 15-20 ug

Energy 520-550 Kcal Vitamin E 20 mg minimum

Protein 10-12% of total Vitamin K 15-30 ug

energy Vitamin B1 0.5 mg minimum

Lipids 45-60% of total Vitamin B2 1.6 mg minimum

energy Vitamin C 50 mg minimum
¥ -6 Fatty acids  3-10% of total Vitamin B6 0.6 mg minimum

energy Vitamin B12 1.6 pg minimum
¥ -3 fatty acids  0.3-2.5% of total Folic Acid 200 pg minimum

energy Niacin 5mg

Sodium 290 mg Maximum minimum

Potassium 1100-1400mg Pantothenic Acid 3 mg minimum

Calcium 300-600 mg Biotin 60 pg minimum

Phosphorus 300-600 mg

Magnesium 80-140 mg

Zinc 11-14 mg

Cooper 1.4-1.8 mg

Iron 10-14 mg

lodine 70-140 pg

Selenium 20-40 ug

Target population

V Individuals with severe acute malnutrition
V Age: From age 6 months and above

Product Stability: Should be stable at tropical temperatures and humidity.




Registration
V Certifications: ALL laboratory analysis certificates MUST be from Kenya
Accreditation Services (KENAS) accredited laboratories and/or have 1SO
17025:2005 certification.
— The certificates of analysis must indicate the following parameters:

i. Microbiology

The manufacturer must establish microbiological criteria

Salmonella = highest priority

V CAC/GL 21, 1997, the Principles for the Establishment and Application of
Microbiological Criteria for Foods (revision scheduled for 2013).

V CAC/GL 63-2007: Principles and Guidelines for the Conduct of Microbiological
Risk Management (MRM)

Other indicators: Enterobacteriacea (EB)
Other criteria: particular attention to:

V Listeria monocytogenes,

V Clostridium botulinum and

V mesophilic aerobic bacteria

ii List of compulsory tests

S/INO

Parameters Limit Method of analysis
(or alternative validated
method)
1 Protein 10-12% of total energy AOAC 991.20*
2 Lipid 45-60% of total energy ISO 17189*
3 Vitamin C 50 mg minimum EN 14130:2003*, AOAC
2012.21* AOAC 985.33*
4 Iron (Fe) 10-14 mg AOAC 990.05*
ISO 8294*
5 Total Aflatoxin | Max 5 ppb ISO 16050*
6 Salmonella As per table below ISO 6579**
7 Enterobacteria | As per table below ISO 21528-2***
ceae

* Minimum 12 individual sachets from 12 randomly chosen cartons to be mixed into 1
(one) composite test sample by the laboratory

** 25 g analytical unit, samples may be pooled dry, by the laboratory, if lab method has
been validated. The total analytical unit should be 625g

*** 10 g analytical unit, no pooling

Microorganisms n C m M p-class
Salmonella 25 0 Absentin25g | n/a 2
Enterobacteriaceae | 10 2 010 cfu//lO100 d3




Where

n: number of sample units;

c: the maximum allowable number of defective sample units in a 2-class plan or
marginally acceptable sample units in a 3-class plan;

m: a microbiological limit which, in a 2-class plan, separates good quality from
defective quality or, in a 3-class plan, separates good quality from marginally
acceptable quality;

M: a microbiological limit which, in a 3-class plan, separates marginally acceptable
quality from defective quality;

p: 2 or 3 class plan

V The food manufacturer must be ISO 22000 certified or have a supplier quality
audit certificate (SQA) of above 90% rating (world class standards)
— The relevant certificate/letter bearing the name of any of the above
bodies must be submitted for scrutiny.
V Approved as safe for human consumption by Kenya Bureau of Standards

iii.  Chemical safety

1 Pesticides and Heavy Metals

Pesticides ppb Heavy metals Mag/kg
Carbamates <10ppb Arsenic <0.06mg/kg
Organochlorine <10ppb Cardmium <0.03mg/kg
Organophosphorus <10ppb Lead <0.1mg/kg
Pyrethroid <10ppb Mercury <0.02mg/kg

1 Melamine: max 1mg/kg
1 Radioactivity: <370bg/kg (Cs 134 & Cs 137)

Packaging and Labelling specifications
All labelling, package inserts and specifications shall be in English.
i. Primary package label:

V  Product Name (both International Non-proprietary Name and Brand)

V Nutritional information inscribed on the sachet

V Composition / ingredients

V Batch number

V Manufacturing date

V Best before date

V Directions for use: Should have pictorials on how the sachet is administered.

V Pre-delivery sample and final product delivereds houl d haw®Ka | abe
-Notforsaled6 cl early | abel | edsibeen a pl ace where

ii. Secondary package label: -
Each Secondary package should have a Product information insert in English



containing:
V Product Name (both International Non-proprietary Name and Brand)
V  Quantity:

The secondary package Carton should contain 150 sachets of 92g

V Batch number
V Manufacturing date
V Best before date
V Storage instructions
V Contraindications
V Precautions/Allergies
V Adverse effects
V Manufacturers contact information and physical address
V Pre-delivery sample and final product delivered should have a la b eGOK i
-Notforsale6 cl early | abelled in a place where
V The carton should be 5 ply.
iii.  Additional packaging specifications: -
V Each primary package (sachet) shall contain only one product and one batch.
V The packaging material should be food grade.
V All primary packaging must be air tight and UV resistant.
V Unitary packaging: pallets (as required for sea or for air transport).
Shelf life

Upon the date of receipt to the warehouse, the products should have a minimum of 80%
remaining shelf-life. Regardless of whether the deliveries are staggered, the 80% rule

will apply.

Batch Size:

The Ministry of Health (MoH) does not wish to receive batches that exceed 250MT or
one (1) week of production. In terms of call down, MoH will not accept products with the
same shelf life.



ltem No. 1: TECHNICAL SPECIFICATION FOR SUPPLEMENTARY NUTRITION
SUPPLIES
Ready to Use Supplementary Food (RUSF) for Children 6 months and Older

A. Introduction
i. Formulation: Ready-to-use powder or paste

ii.  Target population

i Individuals with moderate acute malnutrition
1 Age: children 6months and older

iii.  Product Stability: should be stable at tropical and humid temperatures.
iv. Quality and safety

RUSF shall be manufactured within a quality and food safety management
environment in accordance with latest version of recognized international
standards and best practices and/or guidelines, such as:

1 Recommended International Code of Practice. General Principles of
Food Hygiene CAC/RCP 1-1969, of the Codex Alimentarius

1 Codex Code of hygienic practice for low-moisture foods: CAC RCP 75-
2015

1 General principles for addition of essential nutrients to foods: CAC/GL
09-1987, of the Codex Alimentarius

1 1SO 22000:2005: Food safety management systems

1 ISO/TS 22004 i Guidance on the application of ISO 22000:200

B. Ingredients

i. Generic Requirements

RUSF shall be manufactured from ingredients that are fresh, of good quality, free from
foreign materials and substances hazardous to health, that comply with Codex
Alimentarius or relevant regulations. In particular, the latest version of the following Codex
standards and guidelines shall apply:

1 Codex Guideline CAC/GL 08-1991 guidelines on formulated supplementary foods
for older infants and young children

1 Codex Stan 200-1995 for peanuts and peanuts used to produce peanut paste

1 Codex Stan 171-1989 for chick peas and soybeans

1 Codex Stan 155-1985 for degermed maize (corn) meal and maize (corn) grits, (use

pre-gelatinized maize flour (at least 80% of gelatinization) should be used to

facilitate starch digestion). In addition, maize (corn) is peeled/dehulled to limit the

presence of anti-nutritional factors. Heat treatment of maize flour shall include

extrusion or drum drying process.

Codex Stan 175-1989 for soy protein

Codex Stan 210-1999 for oil and for oil used to produce shortening

Codex Stan 212-1999 for sugar

= =4 =



Codex Stan 207-1999 for sources of dairy protein

Codex Guidelines CAC/GL 55 for vitamin and mineral premix

Codex Stan 193-1995. Melamine shall remain below 2.5 mg/Kg in dairy source
used

1 Codex Stan 73-1981 for flavoring and antioxidants, including carry over from
ingredients.  Artificial flavoring and synthetic antioxidant such as
Butylhydroxyanisol (BHA), Butylated hydroxytoluene (BHT), and tertiary
butylhydroquinone (TBHQ) are not authorized.

= =4 =4

Additionally:
1 The RUSF supplier shall test melamine at least once a year for each individual
source of dairy protein used.
1 Honey is prohibited due to safety hazard.

ii.  Vitamin and mineral premix

RUSF shall include a premix consisting of the vitamins and minerals described in table
below. Suppliers should implement an effective food safety and quality management
system for the premix, including supplier approval and premix quality control. Additionally,
the premix shall:

1 Be delivered to the processor of RUSF with a complete Certificate of Analysis.
1 Micronutrient premixes shall be stored as recommended by premix manufacturer.

If the manufacturer would like to adapt the premix, this will have to be discussed and
agreed with MoH and will have to be based on supporting data that show that the
combination of raw materials, prescribed premix and specific processing steps results in
a product of which the specific nutrient content is consistently outside the range of label
value and max content (see table below). An example of an adaptation that can be
considered is higher inclusion of vitamins A and C to compensate for greater losses due
to a specific heat processing step.

Premix contribution and premix nutrient sources (approximate incorporation rate: 3.4%)

Nutrients Unit | Recommended nutrient Nutrient added per
sources (alternative options) 100g LNS +/-10%

Retinol (Vit A)! mcg | Dry Vitamin A Palmitate / Dry 1050
Vitamin A Acetate

Thiamine (Vit B1) mg | Thiamine mononitrate / 1.5
Thiamine hydrochloride

Riboflavin (Vit B2) mg | Riboflavin 2.6

Niacin (Vit B3) mg | Niacinamide 16

Pantothenic Acid (Vit | mg | Calcium d-Pantothenate 4.9

B5)

Pyridoxine (Vit B6) mg | Pyridoxine hydrochloride 2.2

Biotin (Vit B7) mcg | Biotin (1% trituration) 65

Folic acid (Vit B9) DFE | Folic acid food grade 500




Nutrients

Unit

Recommended nutrient
sources (alternative options)

Nutrient added per
100g LNS +/-10%

mcg
Cobalamin (Vit B12) | mcg | Vitamin B12 (0.1 sd) 2.9
Ascorbate (Vit C) mg | Ascorbic acid fine powder 90
Cholecalciferol (Vit mcg | Dry Vitamin D3 (sd) 18
D)
Vitamin E Mg | Dry Vitamin E acetate (50% dI-U 20
aTE | tocopherol acetate)
Phytomenadione (Vit | mcg | Dry Vitamin K (5%) 27
K)
Calcium (Ca) mg | Di-Calcium Phosphate 4137
anhydrous / tricalcium
phosphate
Copper (Cu) mg | Copper sulphate anhydrous / 1.2
copper gluconate
lodine (1) mcg | Potassium iodide (10% 110
trituration)
Iron (Fe) mg | 2.5 mg from NaFeEDTA + 7.5 10
mg, which can be from Ferrous
sulphate monohydrate, dried /
ferrous sulphate / ferrous
fumarate, encapsulated or not
Magnesium (Mg) mg | Magnesium sulphate 100
monohydrate / magnesium
citrate or gluconate
Manganese (Mn) mg | Manganese sulphate 1
monohydrate
Phosphorus (P) mg | Di-Calcium Phosphate 3193
anhydrous / tricalcium
phosphate
Potassium (K) mg | 175 mg from potassium chloride 350
+ 175 mg from tri potassium
citrate
Selenium (Se) mcg | Sodium selenite / sodium 15
selenate
Zinc (Zn) mg | Zinc sulphate 11

1 Beadlet or spray dried form can be used assuming there is no carryover of
antioxidants not approved in Codex.

2 This is equivalent to a total of 1.4% Di-calcium phosphate: In final product Ca/P
ratio should be 1-1.5, where 30% of P from plant sources and 100% from animal
sources can be included in the estimate

3 This is equivalent to a total of 1.4% Di-calcium phosphate: In final product Ca/P
ratio should be 1-1.5, where 30% of P from plant sources and 100% from animal




sources can be included in the estimate

C. Product Specification
i. Generic requirement

RUSF shall be formulated in accordance with latest version of recognized international
standards and best practices and/or guidelines:

1 Guideline on formulated complementary foods for older infants and young children,
CAC/GL 08-1991 of the Codex Alimentarius
1 FAO/WHO microbiological risk assessment series 28: Microbial safety of lipid-
based ready-to-use foods for management of moderate acute malnutrition (MAM)
and severe acute malnutrition (SAM)
1 Codex Stan 193-1995 general standard for contaminants and toxins in food and
feed
1 Codex Committee on Pesticide Residues (CCPR)
In addition:
1 RUSF shall be microbiologically stable with a water activity lower than 0.6
1 RUSF shall be free from objectionable matter; free from micro-organisms in
amounts which may represent a hazard to health; not contain any substances
originating from micro-organisms or any other poisonous or deleterious
substances such as residues of hormones, antibiotics, pharmacologically active
substances, anti-nutritional factors, heavy metals or pesticide residues, in amounts
which may represent a hazard to health of the specific population group for which
they are intended (children 6 months and older with moderate acute malnutrition).
RUSF shall not contain more than 10 ppb total aflatoxins (B1, B2, G1, G2)
RUSF shall be homogeneous, uniform, with small particle size which does not
require and does not encourage chewing before being swallowed. The product
shall be free of lumps and of large coarse particles and suitable for consumption
by children 6 months and older with moderate acute malnutrition
1 Blend of oils shall be judiciously chosen to meet omega 3 and omega 6
requirements in the finished product and to minimize oil separation.

= =

ii.  Nutrient profile

1 Each single-use pack/sachet should provide
— Energy (510 kcal/100g - 560kcal/100q9)
— Protein (117 169/100g9)
— Dry skimmed milk protein 3.6g minimum
— Fat (26 - 36g/1009)
V -3 Fatty acids (0.3 - 1.89)
V ¥ -6 fatty acids (2.6 - 6.19Q)

The nutritional composition of RUSF should be as indicated below per 100
Vitamin Unit | Min max Minerals Unit min max
Vitamin A mg 0.55 1.15 calcium mg 535 750




Vitamin B1 mg 1.0 - Magnesium mg 150 225
Vitamin B2 mg 2.1 - Selenium ug 20 40
Niacin mg 13 - Zinc mg 11 14
Vitamin B6 mg 1.8 - Manganese mg 1.2 2.4
Folates ug 330 - Phosphorus mg 450 750
Vitamin B12 Hg 2.7 - Iron mg 10 14
Vitamin C mg 60 - lodine ug 100 140
Vitamin D Hg 15 20 Copper mg 1.4 1.9
Vitamin k ug 27 - Potassium mg 543 1400
pantothenic acid mg 4.0 - Sodium mg - 270
Biotin ug 60 -

Vitamin E mg 16 -

vi. Registration

Certifications: ALL laboratory analysis certificates MUST be from Kenya Accreditation
Services (KENAS) accredited laboratories and/or have ISO 17025:2005 certification.

The certificates of analysis must indicate the following parameters:

a) List of compulsory tests

No | Parameters Limit Method of analysis (or alternative
validated method)
1 | Protein 11-16 g/100g AOAC 991.20*
2 | Lipid 26-36 g/100g ISO 17189*
3 | Vitamin C 60-120 mg/100g EN 14130:2003*, AOAC 2012.21*
AOAC 985.33*
4 | Iron (Fe) 10-14 mg/100g AOAC 990.05* ISO 8294*
5 | Total Aflatoxin Max 10 ppb ISO 16050*
6 | Salmonella As per table below ISO 6579**
7 | Enterobacteriaceae | As per table below ISO 21528-2***
. Minimum 12 individual sachets from 12 randomly chosen cartons to be mixed

into 1 (one) composite test sample by the laboratory

- 25 g analytical unit, samples may be pooled dry, by the laboratory, if lab
method has been validated. The total analytical unit should be 625¢g

*kk

10 g analytical unit, no pooling

b) Microbiological criteria

Microorganisms n C m M p-class
Salmonella 25 |0 |Absentin25¢g n/a 2
Enterobacteriaceae 10 [2 |010 cfu/ (0100 <cf|3

Where:




n number of sample units;

¢ the maximum allowable number of defective sample units in a 2-class plan or
marginally acceptable sample units in a 3-class plan;

m a microbiological limit which, in a 2-class plan, separates good quality from
defective quality or, in a 3-class plan, separates good quality from marginally
acceptable quality;

M a microbiological limit which, in a 3-class plan, separates marginally acceptable
quality from defective quality;

p 2 or3class plan

1 The food manufacturer must be ISO 22000 certified or have a supplier quality audit
certificate (SQA) of above 90% rating (world class standards)
— The relevant certificate/letter bearing the name of any of the above
bodies must be submitted for scrutiny.
1 Approved as safe for human consumption by Kenya Bureau of Standards

D. Packaging and Labelling specifications
All labelling, package inserts and specifications shall be in English.
i. Primary package label: -

V Product Name (both International Non-proprietary Name and Brand)

V Nutritional information inscribed on the sachet

V Composition / ingredients

V Batch number

V Manufacturing date

V Best before date

V Directions for use: Should have pictorials on how the sachets should be
administered.

V Pre-delivery sample and final product delivereds houl d haw®Ka | abe
-Notforsale6 cl early | abel |l edsiblen a pl ace where
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Carton must be 5 ply.

ii. Secondary package label: -

Each Secondary package should have a Product information insert in English containing:
V Product Name (both International Non-proprietary Name and Brand)
V  Quantity:

— For RUSF, the secondary package (carton) should contain 150 sachets

x 100g

Batch number

Manufacturing date

Best before date

Storage instructions

Contraindications

Precautions/Allergies

Adverse effects

<K<K LKL LKL



V Manufacturers contact information and physical address
V Pre-delivery sample and final product delivereds houl d haw®Ka | abe
-Notforsale6 cl early | abelled in a place where

iii.  Additional packaging specifications: -

Each primary package (sachet) shall contain only one product and one batch.
The packaging material should be food grade.

All primary packaging must be air tight and UV resistant.

Unitary packaging: pallets (as required for sea or for air transport).

< <K<

E. Shelf life

Upon the date of receipt to the warehouse, the products should have a minimum of
80% remaining shelf-life. Regardless of whether the deliveries are staggered, the
80% rule will apply.

F. Batch Size

MoH does not wish to receive batches that exceed 250MT or 1 week of production.
In terms of call down, MoH will not accept products with the same shelf life for
different call downs.

Iltem No. 2: Technical Specifications for Fortified Blended Food (FBF)

FBF (CSB) for children (above 5yrs, pregnant and lactating women

1.1 Product purpose
SUPER CEREAL- Corn Soya Blend (hereafter called the product) is intended for
children older than 5 years of age and adults.
1.2 Product type
The product is prepared from heat treated maize and whole soya beans, vitamins and
minerals. The product is consumed as a porridge or gruel, it should be prepared by
mixing an appropriate proportion of flour and clean water (i.e. 40g of the product with
250 g of water) followed by a boiling time at simmering point from five to ten minutes.
The product shall not be consumed in dry powder form, without preparation and
cooking.
1.3 Standards and recommendations
The manufacturer shall be registered under national food law as a manufacturer of
supplementary foods for special dietary needs, or manufacturer of baby foods, or
equivalent for either, as per country regulation. The product shall comply, in terms of
raw materials, composition or manufacture, except when specified otherwise in this
contract, with the following guidelines or standards of Codex Alimentarius.
1 Guidelines on Formulated Supplementary Foods for Older Infants and
Young Children, CAC/GL 08-1991 of the Codex Alimentarius.
1 Codex standard for processed cereal-based foods for infants and young
children. CODEX STAN 074-1981, Rev. 1-2006, of the Codex
Alimentarius.



[ Code of Hygienic Practice for Foods for Infants and Children CAC/RCP 66
- 2008 of the Codex Alimentarius.

1 Recommended International Code of Practice: General Principles of Food
Hygiene; CAC/RCP 1-1969Rev4-2003 i ncluding Annex fiHe
and Critical Control Point (HACCP) System and Guidelines for its
applicationo.

[ General principles for addition of essential nutrients to foods: CAC/GL 09-

1987 (amended 1989, 1991), of the Codex Alimentarius.

General standard for contaminants and toxins in food and feed: CODEX

STAN 193- 1995.

-

2. RAW MATERIALS
2.1 Main ingredients
The product shall be manufactured from maize and soybeans of good quality and
shall comply with all relevant national food laws and standards. Requirements for
the raw materials are:

Maize
i Conform to Codex STAN 153-1985.
1 Be tested for aflatoxins (total, B1, Fumonisins)
i Be tested for Deoxynivalenol (DON)
i Be obtained from non-genetically modified varieties (if required by the
contract).
Soya beans

1 Conform to Codex STAN 171-1989 (Rev.1-1995).
1 Be obtained from non-genetically modified varieties (if required by the
contract).

Note: Maize and soya beans shall be free from the following toxic or noxious seeds
and their metabolites in amounts which may represent a hazard to human health.
I Crotolaria (Crotalaria spp.), Corn cockle (Agrostemma githago L.), Castor bean
(Ricinus communis L.), Jimson weed (Datura spp.), and other seeds that are
commonly recognized as harmful to health.
Maize and soya beans shall be stored under dry, ventilated and hygienic conditions.
Only safe insecticides (i.e. phosphine) may be used for fumigation control. Where
needed, fumigation shall be performed by certified operators. It shall be done as
specified in the GAFTA Standard for Fumigation?.
2.2 Vitamins and minerals
Micronutrient premixes are used at the following rate per metric ton of finished
product:

T 2.0 kg of vitamin premix (FBF-V-13).

1 12.3 kg of Dicalcium Phosphate Anhydrous.

T And 2.7 kg of Potassium chloride.
Requirements Potassium chloride and Dicalcium Phosphate Anhydrous are:
1 Shall meet at least food chemical codex.
i Particlesizef or Potassium chloride min 100%



1 Dicalcium Phosphate Anhydrous, compliant with food chemical codex,
min 95%<250 micron, total aerobic viable count <1000 CFU/qg,
yeast<10 CFU/g, mould <100 CFU/g, and enterobacteria negative/g.

The composition of micronutrient premixes is presented in table 2.

2.3 Homogeneity of micronutrients

Theoretical calculations indicate that a mixing system with a Coefficient of Variation of
10% using iron as the indicator element, will enable product to meet the above
variation target on 95%, provided that all conditions of mixing are rigorously applied.
The guidelines for this calculation IS shown at
http://foodqualityandsafety.wfp.org/coefficient-of-variation-calculator

3. PROCESSING

3.1 Formula

The product is manufactured according to the following formula:
Table 1: SUPER CEREAL- Corn Soya Blend formula

Percentage (by
N° Ingredients weight)
1 Maize 78.30
2 Whole soya beans 20
3 Vitamin/Mineral FBF-V-13 0.20
4 Dicalcium Phosphate anhydrous 1.23
5 Potassium chloride 0.27

Premix is mixed with extruded product, not directly with maize and soybeans.
Soybeans have varying levels of protein and fat depending on origin. To ensure that
the nutritional targets of finished product are fully met, the processor should check the
guality of incoming materials i.e. fat and protein contents of soya and if necessary,
adjust the ratio of maize to soya in the formulation. All formulation adjustments shall be
documented and reported.

3.2 Method of processing

The product shall be processed as a partially pre-cooked food under conditions which
permit improvements in the pre-gelatinization of starches, digestibility of proteins and
in particular the de-activation of trypsin inhibitors in soya as indicated by the urease
test. Preferred heat treatments include wet extrusion, dry extrusion and drum drying.
Note: Roasting is not acceptable.

3.3 Food safety and risk assessment at manufacturing premises

For compliance with Codex standards the processor shall be able to demonstrate by

principle and practice the adoption, implementation and recording of:

1 Good Manufacturing Practice
1 Hazard Analysis Critical Control Point program

In this context an appointed Inspector / Quality Surveyor is entitled to visit the factory
without prior notice during any period when the product is being manufactured to check


http://foodqualityandsafety.wfp.org/coefficient-of-variation-calculator

that the production is done as per contract specification. The Inspector / Quality
Surveyor may request to see:

~

[ Records (i.e. names of people in charge of the process and quality
control, temperatures of the process, mixing times / net contents, cleaning
schedules, CCP monitoring, traceability etc.).

[ Procedures (e.g. cleaning, personnel hygiene, risk assessment and

HACCP, environmental monitoring programme, sampling & analysis,

product release and control of non-conformance etc.).

Instructions (e.g. process instructions, cleaning instructions, zoning

instructions etc.).

The quality manual for the process or factory.

Conditions in the factory (process rooms, warehouses, laboratories,

cloakrooms, factory grounds, utility rooms, etc.)

-

-

-

4. PRODUCT SPECIFICATIONS

4.1 General requirements

The product shall be suitable for young children and adults after a boiling at
simmering point for a minimum of five minutes and a maximum of ten minutes.
Finished product shall have a pleasant smell and palatable taste. It shall have a
uniform fine texture with the following particle distribution:

1 95% shall pass through a 600 microns sieve.

1 100% shall pass through a 1,000 microns sieve.

Energy requirement of finished product should be minimum 380 kcal/100g flour.

4.2 Additional requirements

4.2.1 Consistency

Flow rate (Bostwick test) of 15% dry matter porridge should be minimum 55 mm per
30 sec at 45°C and at the proposed preparation dosage (i.e. 40g of product plus 2509
water after a boiling at simmering point for five minutes).

4.2.2 Dispersiveness

It shall be free from lumping or balling when mixed with water of ambient
temperature.

4.3 Specific requirements

The product shall be fortified to provide the following net micro nutrient supplement
per 100g of finished product specified in table 2.

It shall also comply with other requirements specified in table 5.

4.4 Contaminants

4.4.1 Toxic or noxious seeds and their metabolites

The product shall be free from the following toxic or noxious seeds, toxic plants or
their metabolites in amount which may represent a hazard to human health.

T Crotolaria (Crotalaria spp.), Corn cockle (Agrostemma githago L.), Castor bean
(Ricinus communis L.), Jimson weed (Datura spp.), Mexican Prickly Poppy (Argemone
mexicana) and other seeds that are commonly recognized as harmful to health.



4.4.2 Heavy metals

The product shall be free from heavy metals in amounts which may represent a

hazard to health.

4.4.3 Pesticide residues

The product shall comply with those maximum residue limits established by the

Codex Alimentarius Commission for this commodity.

4.4.4 Mycotoxins

The product shall comply with those maximum mycotoxin limits established by the

Codex Alimentarius Commission for this commodity.

Maximum level of Deoxynivalenol (DON) is 1.0 mg/kg (on dry matter basis).

4.4.5 Other contaminants
The product shall be free from other contaminants in amounts which may represent a
hazard to health

Table 2: Micronutrient rate and chemical form

| Target/100g flour |Form

Vitamin/Mineral premix FBF-V-13

Dry Vitamin A Palmitate 250 Cold Water
Vitamin A 3460 IU Dispersible Stabilized
Vitamin D3 441.6 IU Dry Vitamin D3 100 Water Dispersible Stabilized
Vitamin E TE 8.3 mg Dry Vitamin E Acetate 50% Water Dispersible
Vitamin K1 30 ug Dry Vitamin K1 5% Water Dispersible
Vitamin B1 0.2 mg Thiamine mononitrate
Vitamin B2 1.4 mg Vitamin B2 fine powder
Vitamin B6 1 mg Pyridoxine hydrochloride
Vitamin C 90 mg Ascorbic acid
Pantothenic acid | 1.6 mg Calcium D Panthotenate
Folate, (DFE) 110 ug Folic acid*
Niacin 8 mg Niacinamide
Vitamin B12 2 ug Vitamin B12 0.1% or 1% Spray Dried
Biotin 8.2 ug Biotin 1%
lodine 40 pg Potassium lodide*
Iron (a) 4 mg Ferrous fumarate fine powder
Iron (b) 2.5 mg Iron-sodium EDTA
Zinc 5 mg Zinc Sulphate Monohydrate
Carrier Corn maltodextrin
* Adequate dilution shall be used in order to
guarantee premix homogeneity
Other minerals
Potassium Chloride with 0.5% silicon dioxide as
anticaking agent, compliant with food chemical
Potassium 140 mg codex, min 100% <600 micron
Calcium 362 mg Dicalcium Phosphate Anhydrous, compliant with
food chemical codex, min 95%<250 micron, total
aerobic viable count <1000 CFU/g, yeast<10
CFUl/g, mould <100 CFU/g, and enterobacteria
Phosphorous 280 mg negative in 1 g.




-

Note Variable levels of micronutrients (i.e. iron, zinc, etc.) naturally present in maize and
soya may lead to variable amount of naeutrientsin finished product.

4.5 Hygiene
It is recommended that the products covered by the provisions of this standard be
prepared and handled in accordance with the appropriate sections of the
Recommended International Code of Practice 1 General Principles of Food
Hygiene (CAC/RCP 1-1969), and other Codes of Practice recommended by the
Codex Alimentarius Commission which are relevant to these products.
When tested by appropriate methods of sampling and examination, the products:
1 shall be free from any foreign matter/bodies, control through appropriate
measures like sieves, metal detector/X-ray detector on final product;
1 shall be free from micro-organisms in amounts which may represent a hazard to
health;
1 shall be free from insects, its parts or its wiggler, parasi t es and rodent so
excreta which may represent a hazard to health; and
shall not contain any substance originating from micro-organisms or any other
poisonous or deleterious substance such as anti-nutritional factors, heavy metals or
pesticide residues, in amounts which may represent a hazard to health.
Air meeting product after extrusion needs to be filtered, preferably using HEPA
Filtration. Filtration effectiveness should be validated for microbiological clearance.
High risk areas need to have positive air flow and dust filtration is mandatory.

4.6 Shelf life

The product covered by the provision of this specification shall retain above qualities
for at least 18 months from date of manufacture when stored dry at ambient
temperatures prevalent in the country of destination. The supplier should conduct their
own shelf life studies to confirm shelf-life claims for the labelling. Any major change in
production processes, suppliers, ingredients should be addressed in the change
management protocol and a clear definition of triggers new shelf-life study should be
included.

4.7 Fit for human consumption guarantee

Suppliers shall have to check the quality of their products and guarantee that the
pr odufitfor Huslan@ onsump.ti ono

5. PACKAGING

5.1 General requirements

The product covered by the provision of this specification shall be packed in
appropriate packaging which safeguard the hygienic, nutritional, technological, and
organoleptic qualities of the product. The packaging shall be made of substances
which are safe and suitable for their intended use.

5.2 Product net weight

1.5 kg Net weight and follow contract requirement for specified net weight,
Weight and quantity tolerance shall meet The International Organization of Legal
Metrology International Recommendation OIML R 87 (OIML R 78 Quantity of
commodity in pre-packages https://www.oiml.org/en/files/pdf r/r087-e04.pdf, latest
edition to be followed).



https://www.oiml.org/en/files/pdf_r/r087-e04.pdf

5.3 Primary packaging
Sachets shall be:

- Food grade materials compliant with the last amendments of national regulations in
the country of production (if not existing: compliance with EU or FDA legislations
requested).

- Optimized shape to avoid space loss in the sachets and in the cartons

- Properly sealed with no leakages (test example: ASTM F2338 1 09, ASTM D3078 i
02 or equivalent)

- The sachets shall be placed in an appropriate way in the carton box during the
packing process to avoid packaging damage

- The laminate shall include a barrier layer to highly reduce permeability of oxygen
and water vapour. The minimum requirements are:

- WVTR < 1.5 g/m?.day (38°C/90% RH) (ASTM F1249-06 or equivalent)
- OTR <5 cc/m?.day (23°C/0% RH) (ASTM D-3985 or equivalent)

- Reverse printing is highly recommended

Typically, a | aminate composed of A(polyolefin or

polyester) *0o

- _typical thickness: 70-90 microns - or equivalent

can be used. *e.g. PE, PET, PP

Nitrogen flushing should be applied during the filling of the powder in sachets.

The residual limit of oxygen (O2) should be maximum 2%.

5.4 Secondary packaging
The product shall be packed in cartons suitable for the humanitarian supply chain.
It is under supplier responsibility to select a packaging material that will resist to
multiple handling and up to 2 meters stacking.
Cartons shall be:
New, manufactured from well-constructed double walled corrugated board
With an edge crush resistance of 60ECT = 60 Ibs/in eq 11 kN/m (ISO 3037) and a
specific weight of 700 to 1000 grams per square meter
fully filled for maximum strength and dimensions adjusted to the load
The fluting shall be vertical, supporting the load
The carton should be plain brown
No stapling will be accepted
firmly closed (top and bottom)

—_— -
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Unless otherwise specified in the contract, two percent (2%) empty, marked cartons
(included in the price) shall be sent with the lot.

5.5 Stuffing in Containers and other transport vehicles

Use of desiccant is mandatory in each container to absorb moisture and
condensation during shipment to preserve the commodity and packaging
performance.

The following table provides a guideline on the quantity to be used;

Table 3: Guideline on the quantity to be used for calcium chloride-based desiccants:



Estimated days in

container 20 ft container 40 ft container
15-59 days 9.00 kg 17.50 kg

60-89 days 11.25 kg 22.50 kg
90-120 days 13.50 kg 25.00 kg

Empty containers/vehicles shall be clean, pest free and free of damage, odours and
previous cargo remains. Ventilation holes shall remain clear and unsealed.

If pallets are used inside containers: it is highly recommended to have 3 first bottom
layers placed as column stacking, the rest can be interlocked (cross-stacking) for load
stability. Pallet shall be wrapped in a suitable manner (locked to the pallet, enough
containment force) and the cartons should be banded when necessary. The cartons
shall be secured to pallets in order to prevent any damage to the contents or packaging
during shipment. Pallet used should be strong enough to support the charge during
transportation. Pallets shall be stackable (minimum double stock) without damage to
the cartons during shipment. Also, kraft paper shall be adhered to all internal sides,
door, and floor of container. Kraft paper also need to be placed on the top of packaging.
If no pallets are used inside container: dunnage (of strong sheets such as carton,
pl ywoodé) should be placed inside each
provide the required stacking strength. In addition, protecting material like air bag,
carton, polystyrene, can be used. Also, kraft paper shall be adhered to all internal sides,
door, and floor of container. Kraft paper also need to be placed on the top of packaging.
MARKING

The labelling of the product covered by the provision of this specification shall comply
with CODEX STAN

1-1985 The following information should be available on bags and carton:

Table 4: Generic marking requirements

Description Bags \ Cartons

Product name SUPER CEREAL - Corn Soya Blend

Net weight 1.5 kg to 2.0 kg or as per as per contract
contract

Ingredient list* XX (including allergens?)

Production date

(dd/mmlyyyy) XX

Best Before End (mm/yyyy) XX

Batch/lot number** XX

Manufactured by: Name &

address XX

Supplied by: Name and

address*** XX

Country of Origin Product of XX

cont a



AStore under |Keepdry, Keepaway

and from
Storage instruction hygienic conditions and away| heat; Stack limitation;
from Side
direct sun up Picto
Other requirements Not for Sale

[pictorial of opening the bag]
[pictorial of blending with
water]

[pictorial of cooking]
[pictorial of feeding to adult]
[pictorial of closing the bag]

Preparation instructions

*~Maize, Whole Soya Beans, Minerals and Vitamins

**= supplier need to clearly describe the batch/lot size for the

traceability of the product ***=if different from the manufacturer

LAll XX shall be provided by the manufacturer.

2Allergen labelling guidelines: All ingredients considered allergens as per EU
Regulation1169/2011 7 Annex Il -shall be labelled in bold letters in the ingredient list.
The supplier is responsible for creating and maintaining an updated list of allergens
present in the manufacturing facility. All products manufactured in that facility shall be
labelled with the entire list of allergens identified in that facility, either as ingredients or
as cross-contamination.

Templates for artwork available on: https://foodqualityandsafety.wfp.org/specifications

7. STORING

The product shall be stored under dry, ventilated and hygienic conditions.

8. ANALYTICAL REQUIREMENTS

Additional tests may be defined in case further quality assessment is required. The

following analytical plans are currently utilized and shared only for suppl i er s o
information. Suppliers should follow its own food safety and quality management
plan.
Table 5: List of compulsory tests and reference methods
No | Tests Requirements Reference method(or
equivalent validated
methods)
1 | Moisture Max. 7.0% ISO 712: 2009
2 | Protein Min. 14.0 g/100g flour (N x [ISO 20483
6.25) AOAC 992.23
EN ISO 16634-2:2016
3 | Fat Min. 6.0 g/100g flour ISO 11085
4 | Crude fibre Max. 4.0 g/100g flour ISO 5498
AOAC 962.09
5 | Total ash Max. 4.1 g/100g flour ISO 2171 / AOAC 923.03
6 | Peroxide value Max. 10.0 meqg/kg fat AOAC 965.33



https://foodqualityandsafety.wfp.org/specifications

7 | Urease index Max. 0.20 pH units AOCS Ba 9-58 (1997)
- 95% shall pass through a
600
8 | Particle size microns sieve.
- 100% shall pass through
a 1,000 microns sieve
9 | Organoleptic (smell,| Pleasant smell and Sensorial inspection
taste, color) palatable taste, typical
color
10 | Consistency Min. 55mm /30s for 15% WFPO6s SOP
;Bostwick dry matter http://foodqualityandsafety.
low rate) porridge wfp.org
11 | Vitamin A 2770-4160 1U/100g flour |AOAC 992.04
12 | Iron 9.4-14.1 mg/100g flour AOAC 944.02
13 | Calcium 340-510 mg/100g flour AOAC 984.27
14 | Potassium 580-870 mg/100g flour AOAC 984.27
15 | Aflatoxin (total) Max. 10 ppb (total of B1, [ISO 16050/ EN 12955
B2, G1, G2)
16 | Deoxynivalenol Max. 1.0 mg/kg (on dry EN 15891:2010
(DON) matter basis)
17 | Mesophyllic aerobic | < 100,000 cfu/g flour ISO 4833-1:2013
bacteria ICC No 125
AACC 42-11.01
18 | Coliforms < 100 cfu/g flour ISO 4832:2006
AOAC 2005.03
AACC 45-15.02
19 | Salmonella 0 cfu/25g flour ISO6579-1:2017
AACC 42-25.03
20 | Escherichia Coli < 10 cfu/g flour AOAC 991.14
ISO 16649-2:2001
21 | Staphylococcus < 10 cfu/g flour EN ISO 6888-2:2004
aureus AACC 42-30.04
22 | Bacillus cereus < 50 cfu/g flour AOAC 980.31
ISO 7932:2004
23 |Yeasts and moulds < 1,000 cfu/g flour ISO 21527-2:2008
ICC No 146
AACC 42-50.02
24 | GMO (only if Negative (< 0.9% of GMO [ISO 21569
required) material) ISO 24276

9

Manufactureré& Product Assurance
1 The manufacturer shall certify that the product provided, meets the

requirements of this technical specifications.
1 The purchaser or procuring entity shall require proof of conformance



http://foodqualityandsafety.wfp.org/
http://foodqualityandsafety.wfp.org/

10 Regulatory Requirements
The delivered product shall comply with all applicable Government, County, and local
by-laws and regulations relating to the manufacturing, storage, and distribution of
packaged foods for human consumption, including all applicable provisions of Food,
Drugs and Chemical Substances Act Chapter 254 (2012), Public Health Act Cap 242
(2012) and regulations promulgated thereunder.

All certificates of analysis for both raw materials and delivered product will be
from a Kenya National Accreditation Services (KENAS) accredited laboratories or from
labs with valid ISO 17025:2005 certification

11 Quality Assurance Provisions

The product manufacturer shall be required to provide evidence, by certificate, that the
manufacturing plant has undertaken one of the following quality assurance measures
within 12 months prior to providing a bid, or no later than 10 business days from the
date of awarding of the contract. Failure to provide this documentation within the proper
time frame may result in the contract being terminated for cause.

11.1 ISO 22000 Assessment
A supplier quality assessment (SQA) verifies the manufacturer's capability to produce
products
in a clean sanitary environment in accordance with ISO 22002-1:2009 i Prerequisite
programmes on food safety part 1. Food Manufacturing and verifies that the
manufacturer has in place an internal quality assurance and food safety program

1 A supplier quality audit (SQA) based on ISO 22000:2005 by a third party auditing
service is required within 12 months prior to the date of the awarding of the
contract.
The food manufacturer must have attained an SQA score of 75% or above
The food manufacturer must be 1ISO 22000 certified.
The relevant certificate/letter bearing the name of any of the above bodies
must be submitted for scrutiny.

= =4 =

11.2 Kenya Bureau of Standards (KEBS) certification

KEBS is the standards authority in Kenya and therefore all food must be approved as
safe for human consumption. The locally produced product must have the
Standardization mark as this is a mandatory product certification scheme for locally
manufactured.



[tem No. 7: TECHNIGAL SPECIFICATIONS FOR MICRONUTRIENT POWDER

SUPPLEMENTS

1) General Description

Micronutrient Powder Supplements (MNPs), 5 components, single-use 1-gram premix/
sachet, packed in Net weight of 30x1 g pouch. MNPs are designed for point of use
fortification of complementary foods for children and vulnerable populations to address
anemia and vitamin and mineral deficiencies

2) Intended use

MNP Supplements are to be added to the
consumed within 30 mins upon addition and uniform mixing, once a day or less frequently
(depending on programdés instructions for
to provide essential micronutrients for optimal growth and development.

3) Target population

For infants and children between 6-59 months of age (note that programs may define
more narrow age ranges). All children 6 to 59 month are eligible for the supplement where
micronutrient deficiency is prevalent. Geneva: World Health

Organization 2016 Licence: CC BY-NC-SA 3.0 IGO.

4) Technical specifications

a) General Quality: A dry powder in a single-dose sachet comprising 15 micronutrients
(minerals and vitamins)

Physical/ organoleptic characteristics

- Fine, granular, segregation free, off white, slightly yellow, odorless powder with tiny
speckles

- Taste must be bland and addition of the MNP must not significantly change the taste,
colour or  texture of the food.

- Powder must be homogeneous, stable and dry.

- Powder must be easy to mix uniformly with any semi-solid or solid food the child will
eat

b) Ingredients

MNPs are a food-based or pharmaceutical grade and their selection and approval must
take into consideration origin, transport, storage, processing, handling, and the intended
use of the finished product.

Carrier/ Excipients: The formulation shall be in the base of dextrose anhydrous, corn
maltodextrin (DE 11-14) or another suitable carrier, with the addition of silica dioxide,
tricalcium phosphate or other. Suitable flow agents. Excipients shall meet the
requirements of not more than 5% moisture (loss-on-drying). Single nutrients contained
within the MNP formulation that require antioxidants as excipients to prevent oxidation,
shall be approved for use in young children.

BSE / TSE Statement: This premix does not contain nutrients, additives, or raw materials
derived from specified risk materials* for BSE/TSE or from materials of human origin. The
production process of this premix is free from all known sources of possible BSE/TSE
contamination.

*specified risk materials refer to parts of cattle, sheep, and goats most likely to carry
BSE

Anticaking agent must be Tri-calcium phosphate or Silicon dioxide with adequate

chil
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particle size

Formulation and mixing - All ingredients in the finished product should be appropriately
formulated, and demonstrated to have overcome or significantly minimized any potential
problems of bioavailability, stability and acceptability. Indeed, it is well known that
interactions between micronutrients can negatively affect stability during storage, and
interactions between micronutrients and food can positively or negatively affect
bioavailability of one or more micronutrients. - For all nutrients of the formulation, mixing
and patrticle size must ensure that from one sachet to another, the maximum coefficient
of variation is 20%.

Nutritional value per 1gram sachet

Nutrients Label Nutrient source
declaration
portion of
19
Vitamin /400 Vitamin A palmitate 250,000 1U/g (beadlet),
or Vitamin A acetate 325,000 IU/g (beadlet)
Vitamin 15 Dry vitamin D3 100,000 IU/g (CWS or beadlet)
Vitamin ETEmg |5 Dry vitamin E acetate 500 |U/g (CWS)
Vitamin B1 mg 0.5 Thiamine mononitrate
Vitamin B2 mg 0.5 Riboflavin fine powder, or Riboflavin 5 Phosphate
Vitamin B6 mg 0.5 Pyridoxine hydrochloride
Vit amin B10.9 Cyanocobalamin (1% or 0.1%)
Niacin mg 6 Niacinamide
Folic aci90? Folic acid*
Vitamin C mg 30 Ascorbic acid fine powder
Iron mg 10 NaFeEDTA (2.5 mg) + Ferric pyrophosphate micronized
(7.5 mg), or Coated ferrous fumarate (10.0 mg)
Zinc mg 4.1 Zinc sulphate, or Zinc gluconate
Copper mg 0.56 Copper gluconate, or Copper sulphate
Sel eni um|17 Sodium Selenite anhydrous (10% or 1%), or Sodium
Selenate*, or Selenomethionine*
l odi ne ¢€¢90 Potassium iodide*

*Dilution must be used prido blending in order to guarantee homogeneity
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PACKAGING AND MARKING Packaging material: The package must be leak proof,
light enough for easy handling and transportation, and strong enough to withstand a
reasonable amount of physical stress during shipment, storage and use, worldwide, at
elevated temperatures and humidity. In addition: - Foil used to produce sachets shall

have the following composition PET 12/ Al 8 / PE 45 or equivalent and adequate barrier

properties to protect product from moisture, light and Oxygen. - Inside box shall be
made of paperboard. - Outside box shall be made of corrugated fiberboard. The
containers must be received with an unbroken seal.

LABELLING:

Layouts for secondary packaging of standard MNPs should be provided. For custom

|l ayout s,
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Labelling shall be appropriate for the consumer, taking into consideration nutritional

habits, type of food consumed, as well as other culturally sensitive aspects, e.g., images
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of children 6 mos or food appearing on the label. MNPs shall be labelled according to
the latest version of recognized international standards.

Primary Labelling Sachet color shall be green Pantone 361C or have the silver color
associated with the foil. Sachet label shall contain:

i. Name of the product: Vitamin and Mineral Powder

ii. Net weight

iii. Pictogram with written instructions for preparation

iv. Name and address of the manufacturer

v. Target group

vi. Expiry date

vii. Batch number

Secondary labelling The cardboard box shall have the color pattern indicated on the
layout provided, with Pantone 361C for the darker green and Pantone 358C for the
lighter green. Cardboard box or package label shall include:

i. Product name

ii. Number of sachets and net weight: e.g.: Contents: 30 sachets of 1g.

iii. Full composition: list of 5 vitamins and minerals and excipients

iv. Percent of dietary intake as per CAC/GL 8-1991 updated 2013

v. Batch number assigned by the manufacturer

vi. Manufacturing date

vii. Expiry date

viii. Storage conditions

ix. Name and address of the manufacturer, co-packet, distributor

X. Written and pictogram instructions for preparation and use, specifying that the
product shall be added to the childds usual m
added to the childés serving prior to eating
xi. Age of children: 6-59 months

xii. Serving: 1 sachet per child per day

xiii. Consumer Guidance Messages: Breastfeeding is recommended for 24 months and
exclusively for 6 months.

SHELF LIFE Minimum durability: Unless stated otherwise in the contractual agreement,

MNP sachets must have minimum 24 mont hsd shel

65% RH.

Instructions for use:

Stepl: Tear open the sachet

Step2: For one child, mix one sachet of Micronutrient Powders (MNPs) with food. Use
one sachet every day or every third day as per county policy guide

Step3: Mix into warm solid or semi-solid food. DO NOT add MNPs to hot food or
liquid foods.

Step 4: Mix the powder in a small amount of food which a child can consume at a
single sitting; when s/he is most likely to eat and finish the food.

Step 5: Food mixed with MNPs should be fed to a child within half an hour of mixing.
DO NOT reuse or reheat food into which MNP has been added after the 30

minutes

NOTE: DO NOT add MNPs to food while cooking



Stability and Storage

In its original and unopened container, this product may be stored for 12 months from the
date of manufacture at a temperature of 25°C (maximum 65% RH). The "Best Before"
date is indicated on the label. Keep package tightly closed. Once opened, use the
contents quickly.

Safety information

Avoid ingestion and direct contact with eyes by using suitable protective measures. For
full safety information and necessary precautions, please refer to the respective Safety
Data Sheet (SDS)



FORMOFTENDERSECURITY- (BANK GUARANTEE)

31 1 wE E O O w UBaikGOanantés Gonrd i® actbidante with the instructions

DOEPEEUI E6 ¢ WwZ&UEUEOUOUWOI" AU IAUEARrehEIm0U w2 6 ( %3 whEI
Entity to insert its name and addresd]T No.:[Procuring Entity to insert reference

number for the Invitation to Treder] Alternative No.:Z ( OUT UUwWPET OUPr EEUDPOOw- O1

is aTenderfor an alternative]Date:[Insert dateofissue]

TENDERGUARANTERO.: [Insert guarantee referenceimber]

Guarantor:[Insert nameand addres®f place ofssue,unlessindicatedin the ldéterhead]

We have beeninformed that_[insert name of the Tenderer, which in the caseof a joint venture
shall be the name of the joint venture (whether legally constituted or prospective) or the names
of all membersthere of] (herein after called" the Applicant”) has submitted or will submit to the

Invitation to Tender No, i O0OmA 6 Qs

— ~ - s a0~ - s o~

Furthermore, we understand that,accordingtothe™ AT A /EAE A OU o Tendd&dmuditeOET T Oh
supported by a Tender guarantee.

At the request of the Applicant, we, as Guarantor, hereby irrevocably undertake to pay the

OEA " AT AEAEAOU2 O AT i PIUET ¢ AAT AT Ah OODPBDI®OOAA
demand itself or a separate signed document accompanying or identifying the demand, stating
that either the Applicant:

(a) Has withdrawn its Tender during the period of Tender validity set forth in the Applicant's

&I Oof T &£ 4AT ARO | OCERA&#AR AIAO AAUEABONT ORIOI
Applicant; or
o (AGET C¢ AAAT 11 OEEAA T &£ OEA AAAAPOAT AA 1T &£ EO

Validity Period or anyextension there toprovide by the Applicant, (I) has failed to executethe
contract agreement, or (ii) has failed to furnish the Performance Security, in accordanegth

— ~ s s a0~

This guarantee will expire: (a) if the Applicant is the successful Tenderer, upon our repgiof
copiesof the contract agreementsignedby the Applicant and the PerformanceSecurityissuedto

OEA " AT AEAEAOU ET OAI AGET1T O1 OOGAE Ai1 OOAAO A
Tenderer, upon the earlier of (1) our receiptofacPU T £ OEA " AT AZAEAOQOU»
Applicant of the results of the Tendering process; or (ii) twentyeight days after the end of the

Tender Validity Period.

Consequentlyanydemandfor paymentunder this guaranteemust bereceivedby usatthe | AgEA
indicated above onor before that date.

This guarantee is subject to the Uniform Rules for Demand Guarantees (URDG) 2010 Revision,
ICCPublication No. 758.
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[Signature(s)]
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Note:All italicizedtextis for usein preparingthis form andshallbedeleedfromther nal product.
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FORMOFTENDERSECURITY{TENDERBOND)
[TheSuretyshallr Il in this TenderBondFormin accordancwith theinstructionsindicated.]

BONDNO.

BY THIS BONIname of Tendered © 0 OET AEDPAI j EAOA ET and[madeO A,
legal title, and

e held and A&mly bound unto [nameof Procuring Entity] as Oblige (here in after AAT thA A O

Procuring %1 O Eidthes@n of [amouwunt ofBond] [amountin words], for the payment of which

sum,well andtruly to be made,we, the said Principal and Surety,bind ourselves,our successors
and assigns,jointly and severally, Amly by thesepresents.

WHEREAS the Principal has submitteor will submit a written Tender to the Procuring Entity dated
the day of ,20_, for the supply of [name of Contract](herein after calledthe
54 AT AAOS Q8

NOW,THEREFORE, THEONDITIONOFTHISOBLIGATIONS suchthat if the Principal:
a) has withdrawn its Tenderduring the period of Tender validity set forth in the Principal's Form

I £ 4AT AAO | OOEA 4AT AAO 6AIl EAEOU O0AOEIPANGIGRh 1 O
or

by EAOET C AAAT 11 O0EAZAA 1T &£ OEA AAAADPOAT AA 1 E
Tender Validity Period or any extension thereto provided by the Principal; (i) failed to
execute the contract agreement; or (ii) has failed to furnish the Performance Seity, in
AAAT OAAT AA xEOE OEA )1 OOOOAOEIT O O 4A71T AAC
document.

Thenthe Surety under takesto immediately payto the Procuring Entity up to the aboveamount
upon receipt of the Procuring Entity's Agst written demand,without the Procuring Entity having

to substantiate its demand, provided that in its demand the Procuring Entity shall state that the
demand arises from the occurrence of any of the above vents, specifying which event(s) has
occurred.

The Surety heeby agrees that its obligation will remain in full force and effect up to and including
the date 30 days after the date of expiration of the Tender Validity Period set forth in the Principal's
Form of Tender or any extensionthereto provided by the Principal.

IN TESTIMONY WHERE OF, the Principal and the Surety have caused these presents to be executed
in the irrespective namesthis__day of 20

Principal: Surety:
Corporate Seal(where appropriate)

(Signature) (Signature)

(Printed name and title) (Printed name and title)

54



STheamountof the Bondshall bedenominatedn the currencyof Kenya orthe equivalentamountin afreely
convertible currency.
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TENDER- SECURIN®WECLARATIONFORM

[TheBiddershallcompletethisForminaccordancewiththeinstnusindicated]

Date:...... [insert date(asday,monthandyear)of Tender Submission]

Tender No.......... [insert number otenderingprocess]

To........] [insert completanameof Purchaser]
I/We, the undersigned,declarethat:

1 |/ Weunderstand that, according to your conditions, bids must be supported by a Tender-
SecuringDeclaration.

2. I/We accept that I/ we will automatically be suspended from being eligible for tenderingn
any contract with the Purchaser for the period of time of [insert number of months or
years]starting on [insert date], if we are in breach of our obligation(s) under the bid
conditions, becausewez(a) havewithdrawn our tender during the period of tender validity
O b A A ByAdinthe Tendering DataSheet;or(b) havingbeenl 1T O EoffAe Acceptanceof
our Bid by the Purchaser during the period of bid validity,(i)fail or refuse to execute the
Contract,if required, or(ii) fail or refuseto furnish the PerformanceSecurity,in accordance
with the instructions to tenders.

3. |/ Weunderstandthat this Tender SecuringDeclaration shall expire if we are not the
successfulTenderer(s),uponthe earlier of:
a) | OOOAAARAEDOT £ZAAT PUT £UT 60T 1T OEAAAOET T 1T AOEAIT
b) thirty daysafterthe expiration of our Tender.

4. |/ We understand that if | am/we are/in a Joint Venture, the Tender Securing Declaration

must be in the name of the Joint Venture that submits the bid, and the JointVenture hasnot
been legally constituted at the time of bidding, the Tender Securing Declaration shall be in
the namesof all future partners asnamedin the letter of intent.

SECT AAd88888888888888888888828.8.8.8.8.8.8.88

Capacity/ title (director or partner or soleproprietor, etc.)

Al Ad88888888888888888888888888888888

Duly authorized to signthe bid for and on behalf of: [insert completename of Tenderer]

DatA A 171 88888888888888888888888pBn8cttdatdf 8888888

signing]
Sealor stamp
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MANUFACTURER'S AUTHORIZATION

[The Tenderer shall require the Manufacturerto AH in this Form in accordancewith the instructi ons
indicated. This Form of authorization should be on the letterhead of the Manufacturerandshould
be signed by a person with the proper authority to sign documents that arebinding on the
Manufacturer. The Tenderershall include itin its Tender, if soindicated in the TDS.]

DAte......vviiiiiiiie e [INSET T dAte(asday, month and year) of Tendersubmission]
ITT NO. e [insert..numberof tendering process]
Alternative NO.........cooveeveiee i eeeemeeee e, [insertB E1 O U bNo i tRidisadddderfor an
alternative]

0 ittt rmmmm e eeeeeeeen -  IISETT COMPlet@rameof Procuring Entity]
WHEREAS

We [insert complete name of Manufactuder] x ET AOA 1 AAA E Adsert itypel oD gEddd O O
manufactured] having factories afinsert full address of Manufacturer's factor]jedo hereby authorize
[insert completenameof Tendererfo submit a Tenderthe purpose of which is to provide the following

Goods, manufactured by yssert name and or brief description of the Go@aigl to subsequetly
negotiate and sign the Contract.

We here by extend our full guarantee and warranty in accordance with Clause 28 of the General
Conditions of Contract, with respectto the Goodsoffered by the above Am.

Signed: ........... [insert signature(s)of authorized representative(s) of the
Manufacturer] Name: .........| [insert complete name(s)of authorized
representative(s)difie Manufacturer] Title:............. [insert title]

Datedon day of : [insert dateof signing]
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SPECIMENCERTIFICATEOF A HEALTH PRODUCT
# A O O EoEAHeaItA Product 1

This A A O O EcdpfomS1tA the format recommendedby the World Health Organization (general
instructions and explanatory notes attached).

No.of AAOOE AAAQA.4,8.8.8.8.8.8.8.8.8.8.8.8.8.8.8.8.8.8. cccceiiiviieiieiieeennnnnn

IMPOrting (reQUESTING) COUNTIY . ..ttt et e e et e e e e et et e e e e e et e e e e e e e e e eaneens

1. Nameand dosageform of product:

For completequalitative composition including excipients,seeattached4

Is this product licensedto be placed on the market for usein the exporting country 5 yes/no (key
in asappropriate)?

Is this 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 answerto 1.2is no, omit section 2A and continue with section2B 6

2A.1 Numberof product license’ and date of issue:

2A.2  Product-license holder (hameand address)

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

2A.3.1For categoriesb and c the name and address of the manufacturer
producing the dosagefor are: 9

2A.4 Is Summary Basis of Approval appended 10 yes/no (key in as appropriate)

2A.5 Isthe attached,i /A &pArbvedyproduct information complete and consonant
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with the license 11 yes/no/not provided (key in as appropriate)
2A6 | DBl EAAT O A O AAOOE AAkIGeh nante £ AE £AFEAOAT O A&
and address): 12
2B.1 Applicant for A A O O E(daAdandaddress):
2B.2  Statusof applicant: a/b/c (key in appropriate categoryasA A Al idnidte 8

2B.2.1 For categoriesband c the name and address of the manufacturer producing

the dosagefor mare: 9

2B.3 Why is marketing authorization lacking?

Not required/not requested/under consideration/ refused (key in asappropriate)
2B.4 Remarks:13

Does thecertifying authority arrange for period inspection of the manufacturing plant in
which the dosageform is produced?

Yes/no/ not applicable 14 (key in as appropriate) If no or not applicable proceedto question
4. Periodicity of routine inspections(years): Has the manufacture of this type of dosage form

been inspected? yes/no(key in as appropriate) Do the facilities and operations conform to

GMP as recommended by the World Health Olgizationlsyes/no/notappIicable16(key in as
appropriate)

Doesthe information submitted by the applicant satisfy the certifying authority on all
aspects ofthe manufacture of the product? 11

yes/no (key in asappropriate) If no, explain:
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Addressof certify ing authority:

Telephone NUMDET ..o e Fax
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General instructions

Pleaserefer to the guidelinesfor full instructions on how to complete this form and
informatio n on the implementation of the Scheme.

Theforms are suitable for generation by computer. They should always be submitted ashard
copy,with responsesprinted in type rather than handwritten.

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

Explanatory notes

%TNhisE‘l U U Bvhi¢hisio theormatrecommendelly WHO, establishethestatusoftheHealthproduct
EOEwWOl wUI I wExxODPEEOUWI OUwUIl Tl wel UUBr EEUI wbOwUI
manufacturing arrangements and approved informafimndifferent dosage forms and different strengths
canvary.

2UsewhenevepossibIe'enternationaInonproprietarynames(lNNs) or nationalnonproprietarynames
STheformula(completeompositionpfthedosagéorm shouldbegivenontheE 1 U U Bribeé&gpdndled

ADetails of guantitative compositiorarepreferredput their provisionis subjectto the agreemenbfthe
productlicenseholder

SWhen applicable, append details of any restriction applied to the sale, distribution, or administration of

theproduct thatis U x 1 Eithelpréductlicense8Section2A and 2Baremutually exclusive.
7Indicate,Whenapplicablei,f thelicensds provisionalor if the producthasnot yetbeerapproved.

8Specifywhetherthe persorresponsibléor placingtheproductonthemarke:

a) Manufacturesthedosagéorm;

b) Packageand/orlabelsadosagdéorm manufacturedy anindependentompanypr
o) Isinvolvedin noneoftheabove.

9This information can be provided only with the consent of the prdabectse holder or, ithe case of nen
registered products, the applicant. Non completion of this Section indicates that the party concerned ha
agreed to inclusion of this information. It should be noted that information concerning the site of product
is part of the prduct license. If the production site is changed, the license must be updated or it will ceas
bevalid.

10this refers to the document, prepared by some national regulatory authorities, that summarizes the

technicabasisonwhichtheproducthasbeeni censed! IThisrefersto productinformationapprovedy
thecompetenhationalregulatoryauthority, suchasa Summaryof ProductCharacteristic§SPC).

N A e oA s AN A~ AN

permissiommustbe provided tthe authority bythe
applicant.

13p|easéndicatethereasorthatthe applicanthasprovidedfor not requestingegstration:

a) Theproducthasbeendevelope@xclusivelyfor the treatmentof conditionsparticularly tropical diseases
not endemian the countryof export.

b) Theproducthasbeerreformulatedwvith aviewto improvingits stability undertropicalcondiions.

c¢) Theproducthasbeenreformulatedto excludeexcipientsnot approvedor usein Health productsin the
country ofimport.

d) Theproducthasbeenreformulatedtomeetadifferentmaximumdosagelimitforanactiveingredient.

e) Any otherreasonpleasespecify.
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14Nt applicable mearthat themanufacturds takingplace in acountry other tharthat issuingthe product
E 1 U U andigdpddtions conductedinderthe aegisof the country of manufacture.

15The requirements for good practices in the manufactudecamlity control of drugs referred to in the
E 1 U U arethoseddiudedin thethirty -secondeportofthe ExpertCommitteeon2 x | E B r far HEAEnO O
Products Preparations (WHO Technical Report Series, N0.823,1992, Annex1). Recommendations

U x | E papdidaiiObiologicaproductshavebeerformulatedoy theWHO ExpertCommitteeonBiological
StandardizatiofWHO Technical RepoiBeriesN0.822,1992, Annex1).

167his section is to be completed when the prebicense holder or applicant conformsstatus(b) or(c) as
describedh note7above. s of particularimportance

when foreign contractors are involved in the manufacture of the product. In these circumstances thi
applicant should supply the certifying authority with information to identifyetlbontracting parties

Ul UxOOUDPEOI] wi OUwI EET WUUET 1T woOi wOEOUI EEUUUT woi wC
controlsexercised over eachthese parties.
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PART 2 7 SUPPLYREQUIREMENTS

SECTIONVII - SCHEDULEOF REQUIREMENTS

CONTENTS

Notesfor Preparing the Scheduleof Requirements

1. List of Goods andDelivery Schedule

2. TechnicaB DAAEAEAAAOEI T O

SampleTechnical3 B A A E £A A O Producis & Tekhhdlogiés

3. Inspectionsand Tests
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NOTESFORPREPARINGTHE SCHEDULEOF REQUIREMENTS

The Schedule of Requirements sl be included in the tendering document by the Procuring
Entity, and shall cover,at aminimum, a description of the goodsand servicesto be supplied and

the delivery schedule.

4EA T AEAAOEOA 1T £ OEA 3AEAAOI A T £ 2xabNOERAd AT (
4 AT AROAOO O DPOAPAOA OEAEO 4AT AAOO AEAAEAT O1 U
which aform is provided in SectionlV. In addition, the Schedule ofRequirements, together withthe

Price Schedule should serve asabasis in the event of quantity variation at the time of award of
contract pursuantto ITT 42.1.

The date or period for delivery should be carefully OB A A BaEAgAihto account (a)the
implications of delivery terms stipulated in the Instructions to Tenderers pursuant to the
Incotermsrules (i.e., EXW, or CIP, FOB, FCAter@d&E AO OAAI EOAOUS6 OAEAO
delivered to the carriers ), and (b) the date prescribed herein from which the Procuring Entity's
delivery obligations start (i.e.,notice of award, contract signature,openingor AT T /EOT dktBeE T 1
Form of credit).
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SectionVIl z Scheduleof Reqguirements

1 LISTOFGOODXANDDELIVERYSCHEDULE

[TheProcuring Entity U T E QrGhisrta®l€with the exceptioroftheE O O U O O w? Difef@delitery tatet) €y lled by the Tendere}

of item to be

phvsical

Line I scripti S antity . iverv (:
ine Item Description of Goods Quantity Unit Of Place of Delivery (as per Incoterms) Date
N° Measure Delivery Earliest Delivery | Latest Delivery Tenderer’s offered
Date Date
Delivery date [to be
provided by the Tenderer|
[insert item [insert description of [insert quantity | [insert KEMSA OneWeek SixteenWeeks | /insert the number of days

Jollowing the date of

Noj Goods] .
supplied] unit for (Embakasi effectiveness the Contract]
the Warehouse
quantity] | Nairobi)
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TECHNICALSPECIFICATIONS

The purposeof the Technical3 B A A E AKT8)(sEoi ATA@Ehekechnical characteristicsof the
Goods and Related Services requiredly the Procuring Entity. The Procuring Entity shall
prepare the detailed TStake into accountthat:

« The TS constitute the benchmarks against which therocuring Entity will verify the
technical responsiveness of Tenders and subsequently evaluate the Tenders. Therefore,
well-A A E1TAvAIl facilitate preparation of responsive Tendersby Tenderers,aswell
asexamination,evaluation,and comparison of the Tendersby the Procuring Entity.

« Technical3 b A A E EBhAID&E Uy dscriptive of the requirements in respectof, but not
limited to, the following:

a) Standards of materials and workmanship required for the production and
manufacturing of the Goods.

b) Detailed tests required (type and number).
c) OtherRelatedServicesrequired to achievefull delivery/completion.

d) Detailedactivities to be performed by the Supplier,and participation of the Procuring
Entity there on.

e) List of detailed functional guarantees overed by the Warranty andtheOD AAE EAAOE
the liquidated damageso be applied in the eventthat suchguaranteesare not met.

! OAO 1T £# POAAEOA AT A Al AAO OPAAEAAAOEIT O EO
and competitively to the requirements of the Procuring Entity without qualifying their Tenders.

The sample text provided in this section should serve as guidance only. This texn@t intended

O0i AA OOAA OAOAAOEI OET AA OAAET EAAI shadie Al E £A
drafted by the Procuring Entity Pr inclusion in the tendering document. In thecontext of
international competitive procurement processamongN O A | EEseAthe OPAAE EAAQET 1
be drafted to permit thewidest possible4 EA OAAET E A A éstalfishihdvénuitdnie@E I T O
for good manufacturing practices (GMPs), pharmacopeial standards, nomenclature, and
description required for each product, shelf life and packagexpiration date parameters,
labeling instructions, packaging instructions, GMP and qualitk OO O OAT A A rdgdiredd E £A
and other evidenceof product quality to be submitted withthe Tender and witheachshipment.

Only if this is done will the objectives of economyA //EA Eafd faliéss in procurement be
realized, responsivenessof Tendersbe ensured,andthe subsequenttask of Tender evaluation

facilitated.

SDAAEAA DPEAOI AAT PAEA OOAT AAOAO OET 61 A AA
standards is adequate (British Pharmacopoeia, United States Pharmacopoeia, European
Pharmacopoeia, or International Pharmacopoeig, this should be noted. If special
packaging or labeling is required for a subset of products, this should be indicated on the
schedule of requirements (see above), but a generic statement of packaging and labeling
applied to all products should be included in the general technical OPAAE A£A A OF
Instructions about labeling (contents and language)andpackageinserts canbe included in

OEA OAAET EAAI OPAAEAAAOGEIT T Oh O1T1AOO OEAOA A<
of requirement.
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Technical 3 PAAEAEAAAOEIT 1 O

[Textof Techréal2 x I E D r t& teidgeré@d@nithe tenderingdocumenby the Procuring Entity,
asapplicable]
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SAMPLETECHNICALSPECIFICATIONSHEALTHPRODUCTS AND TECHNOLOGIES
1. Product and Package3 PAAE AAAQEI 1 O

1.1 These specifications describe the basic requiremenfor the Health products and Technologies.
Bidders are requestedto submit with their offers the detailed specifications and an original

i AT OEAAOOOAOGO AOI T AAGAIT C T O EOO OAAOEIT § E
following parameters;nameand addressof the manufacturer, country of origin for the products they
intend to supply. Thecatalog requested is to be submitted as per technical specification offered by
the Tenderer and shallrepresent exactly the pharmaceutical product that imtended to be supplied in

caseof contract award and must be submitted by the deadline for submission oftenders.

The Bidders are requestedto present information alongwith their offers indicating the shortest
possible delivery period of eachproduct.

Particulars
1. Qualifications of Manufacturers .
The Tenderer shall provide copies of all certificates and documents issued by the authorized
National Regulatoryauthorities, that the Manufacturer of the Health products and technologies
proposed is authorised to manufacture and sell theseproducts.
2. Appraisal
A manufacturer, must provide evidenceof certification by arecognizedauthority (e.g.ISO,KEBS)or
Procuring entity in conjunction with the national regulatory authority.

3. Documentary Evidence

3.1 Bidders must provide the following documentaryevidenceofthe4 AT A A qualifzatiGns to
perform the Contractin support of their bid;

() That in the case of &idder offering to supply Health Products under the Contract that the
Tenderer manufactures or otherwise produces (using ingredients supplied by primary
manufacturers) that the Bidder:

(@) Isincorporated in the country of manufacture of the Health Productsand Technologies.

(i) That,in the caseof a Tenderer offering to supply Health Productsand Technologiesunder the
Contractthat the Tenderer doesnot manufacture or otherwise produce,

(a) Thatthe Tendererhasbeenduly authorized by a manufacturer of the Health Productsand
Technologies that meets the Criteria under (i) above to supply the Health Products and
Technologiesin Kenya.

4. Certificates
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4.1 All certificates granted to distributors and or manufacturers from the country of origin or/and
recognizedregulatory authorities should be valid and clear.

4.2.1 Thecertificate of quality shouldindicate

a) That the manufacturing plant in which the Health Products and Technologiesare produced
is subjectto inspection at regular intervals

b) The date the certificate is issued and the period of its validity.

4.3 All certificates indicated above and all other technical documents required to qualify for the tender
participation should be submitted together with the bid on or before the closingdate.Any bid not
accompanied bythe certificates shall be rejected asnon-responsive

5. Standards of Quality Assurance for Supply.
5.1 All products must:

a) Meetthe requirements of manufacturing legislation and regulation of Health Products and
Technologiesin the country of Origin;

b) Conformto all the specificationscontained herein; and

5.2 In caseof new biddersto the procuring entity who succeedo win an item or more in price andother
preliminary evaluation parameters, the procuring entity reservesthe right to send sampledo the
National Quality Control laboratory or other competent laboratory for quality control test. In such
casesthe bidder shall cover the expenseup on request by the procuring entity.

5.3 The successfulBidder will be required to provide to the Procuring entity:

a) Evidenceof basisfor expiration dating and other stability dataconcerningthe commercial
final packageupon request.

b) Ensurethat Health Products and Technologiesarrive at KEMSAwarehousewith a
remaining shelflife of at least 75%.

5.4 The successful Bidder will &so be required to provide the Procuring entity with access to its
manufacturing facilities to inspectits facilities, quality control proceduresfor raw materials, test
methods and in-processtests.

5.5 All labeling andpackaginginserts shallbe in English.

5.6 Goods requiring refrigeration or freezing or thosethat should not fall below a certain minimum
temperatureor stability mustO B A A E /EA A 1 stotdge EehjukdinBnis @A labels andcontainersand
be shipped in special containers to ensure stability inrdinsit from point of shipment to portof entry.

6 General

1.2 Not only the Health Products item, but alsothe packagingand labeling components(e.g.,

bottles, closures, and labeling) should also meebD AAEAZAAAOQOET T O OOEOAAI
storage,and usein aclimatic zonesassignedto Kenya.All packagingmust be properly sealed
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and tamper-proof, and packaging components must meet the latest compendium standards
and be approved forHealth Products packaging by the manufacturer's national regulatory
authority (RA). The Procuring Entity should specifyany additional specialrequirements.

1.2.1 The successfulbidder shall provide such packing of the Health Products as is
required to prevent their damage or deterioration during transit to their final
destination, asindicated in the Contract.The packingshall be sufficient to withstand,
without limitation, rough handling during transit and exposure to extreme
temperatures, salt, and precipitation during transit and open storage. Packing case
sizeand weights shall takeinto consideration,where appropriate, the remotenessof
OEA (AAI OE 001 ABAOOGE ~Z£ET Al AAOOET AOGET I
all points in transit.

1.2.2 Wheneverplasticsare usedaspackingfor 1.V.Fluids, the type of plasticsusedshould
beclearly indicated in the offer and specification relating to their properties.

1.2.3 Certificate of quality control

1.2.4 Method of analysisof the same,if different method of analysisis usedthan indicates
in USPor BP,should be submitted alongwith the offer

1.2.5 Light-sensitive Health Products must be packedin containersthat allow maximum
protection from light. Labelson the containers should bear OProtectfrom, ECE O 0

1.2.6 Packingshould be suitable to resist heat & humidity at the port of embarkation for:-
1 Humidity up to 12-100%
1 Temperatureupto 50°C
1 All plastic andglass containersshould be of Health Products Grade andshould meet
the parametersin BPor USPfor containers.

1.3 Packaging of Products
Items should be packagedasfollows:

() 100 ml bottles, not more than 100 per carton

(i) 200 ml bottles, not more than 50 per carton

(i) 500 ml bottles, not more than 24 per carton

(iv) 1.0litre bottles, not more than 12 per carton

(v) 2.5litre bottles, not more than 6 per carton

(vi) 5.0litre bottles, not more than 4 per carton

(vii) For ear- and eye drops amaximum of 24 should be packedin each carton and the box must

be partitioned if the contents are more than 6.
Specificationsfor plastic containers used shall be as follows:
1 5 Litre Jerrycan High Density

1 2 Litre Jerrycamng High Density
1 1Litre jerry can High Density

1.4 Tertiary Packing (at pre-delivery and full consignmentfor the successfultenderer, however
bidders are advisedto verify the nature of packagingmaterial before bidding.)

95



1.5.1 Tertiary packing shall be undertaken in Heavy Duty five-ply non-recycled cartons
(175K/B/175K/C/175K)  duly labeled,marked and double strapped. The shapesof the cartons must be
consistentand complementaryto allow stacking

2.

1.5.2 Thecartonsmust haveconsistentdimensionsof length, width and height. .

1.5.3 Thesizeof the carton should be proportional to its content, with the addition of appropriate
padding to prevent damageto the product during transportation.

1.5.4 All carton flaps must be properly securedand sealedwith specialrepackersgum paper
tapesand double strapped.

155 To facilitate manual loading and ofoading, the dimensions of each carton should not

exceed 610mm x 460mm x 355 mm. The Gross weight of each parked carton should not

exceed30kg

Labeling Instructions

2.1 The label of the primary container dr eachHealth Products shall meet the W210 GMP

standard and include:

a) Theinternational nonproprietary name (INN) or generichname prominently displayed.,
where a brand name hasbeengiven it must be in addition to the INN.

b) Theapplicablepharmacopoeiastandard;

c) the procuring entity unique marking (to be checkedat predelivery);

d) Contentper pack;

e) Instructions for use;

f)  Storagerequirements;

g) Batch/ lot number;

h) Dateof manufacture and date of expiry (in clear Englishlanguage not code);
i)  Nameand addressof manufacture;

j)  Anyadditional cautionary statement.

All labeling and packaginginserts shallbe in English.

All outer cartons should be labeledasfollows:

KEMSA
TENDERNO.KEMSA/GOK-
MOH/OIT08/2023 -2024 KENYA
MEDICALSUPPLIESAUTHORITY
National Supply Chain Centre z
EMBAKASI
P.0.BOX47715-00100, NAIROBI

2.2 Theouter caseor carton should alsodisplay the aboveinformation.

3

Cartons/ Case) AAT OE AAAQET 1
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3.1 All cases/cartonsshould prominently indicate the following:
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a) Procuring Entity's line and codenumbers;
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b) Thegenericnameofthe product;

c) Dateof manufactureandexpiry (in clear Englishlanguagenot code);

d) Batchnumber;

e) Quantity per case;

f)  instructions for storage

g) Nameandaddressof both the manufacturer and manufacturing site.

h) All labeling shall be original andimprinted (by useof indelible ink) onthe product package
i)  Anyadditional cautionary statements.

3.2 Nocase/cartonshould contain Health Products from more than onebatch.
4. Unique) AAT OEEAOO

4.1 The word GKEMSAS shall be extensively and conspicuously imprinted (by use of
indelible ink) on the primary, secondary and tertiary packaging of products to be
supplied to the procuring entity (at pre-delivery andfull consignmentfor the successul
tenderer.)

Bar coding Requirements for All KEMSA Medical
Supplies (Application  of International  Barcoding
Standards)

Bar code Requirements
Product, primary and secondary packaging

These barcode requirements must beprovided together with any other requirements in this
document.

Thebarcodeshould beaninternationally recognizedbarcode.

Product barcode: The product barcode should be provided on the product and the primary
product packaging. The barcode should be an internationally recognized barcodéhe product
barcode should be clearly printed on the product in both barcode format and human readable
format.

In addition, the following should be provided in barcodeformat and humanreadable format.

1. Manufacturedate ( barcodeformat and humanreadableformat)
2. Expiry date ( barcode format and human readable format)
3. Batch No. ( barcode format and human readable format)

Section A

Primary packaging (Item level and Mono carton level)

a) GSlLinear-'barcode Symbology,(EAN13/UPC-A/EAN-8)'to encodeGTIN (Global
Trade Identification Number) within the barcode,
or
b) GSlData Matrix symbology to encodd 4 digits product code (GTIN-14) within the
Barcodeand using (01) Application Identifier (To be usedwhere printing spaceis
extremely limited)

Examples of the same are reproduced at Annexure ? 2
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All otherhumanreadablénformationon productpackaginghall be as required
under Existing Regulatorylabeling& markingrequirements

Section B.

Secondary Level Packaging

1. Product Identification Code (GTIN-14 of secmndary pack) using Application
Identifier (01)

2. Expiry date in YYMMDDformat using Application Identifier (17)
3. Batch/Lot Number using Application Identifier (10)

GS1128 barcode symbology to be usedto generatethe barcode, Examplesof the same

are reproduced at AnnexureO" 0

All other humanreadablénformationon product packaginghallbeasrequiredunder
existingRegulatorylabeling& markingrequirements.

Section C

Tertiary level packaging (Pallet level packaging)

At Shipper/Pallet level packaging a single label containing two barcodesneedsto be
generatedand stickered. The barcode will encodethe following information;

The first barcode will contain the ‘following information.

1. Productldentification Code(GTIN-14 or shipper level pack) using Application Identifier
(01)

2. Expiry Datein YYMMDDformat using Application Identifier (17)

3. Batch/Lot Number using Application Identifier (10)

The second barcode will contain the following information;

1. SSCC (Serighipping Container Code) usingApplication Identifier (00)

Examplesof the sameare reproduced at annexure O # 6 8

All otherhumanreadabldnformation on productpackagingshallbeasrequiredunder
existingRegulatorylabelling& markingrequirements,
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--$741%3w? 2
Example of Primary Level Packaging

For generationof GSlbarcodeat primary level packagingeither of the mentioned symbologies
canbe used,following GS1GeneralSpecifications

Thefollowing GSl1barcodesymbologiesare availableasoptions:

1. Thebar code sample of EANL.3 bar code symbology encoding GTINL3

16 16

1616lL616
2. The bar codesample UPCz A bar code symbologyencodingGTINZ 12

8llllp23050001 9

Note: Both GTIN13 and GTINz 12 are in extensive useworldwide.

3. The bar code sample for EAN z 8 bar code symbology encoding GTINZz 8 ( Usedwhere
printing spaceis a constraint)

61600317

4. The bar code sample for GS1Data Matrix barcode symbology encoding GTIN z 14 (used
where printing spaceis extremely limited)

(01)0890117000011
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OO0l RUUI w?! 2

Example of Secondary Level Packaging
The bar codewill encode:
1) Productidentification (GTIN-14 of secondarypack) usingapplication identifier (01)

2) Expiry Datein YYMMDDformat using application identifier (17)
3) Batch/Lot Numberusingapplication identifier (10)

(00)06161616161616(7) 100410(10)ab12345
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OO01 RUUIT w?" 2

Example of Tertiary Level Packaging (Shipper Level Packaging)

Thefirst bar codewill encodethe following:

— 1) Productidentification (GTINz 14 of ShipperPack)usingapplication identifier (01)

2) Expiry Datein YYMMDDformat using application identifier (17)
> 3) Batch/Lot Numberusingapplication identifier (10)

The secondbar codewill encodethe following:

SSC(Serial Shipping Container Code)

(Single Label for each Shipper Level Packaging)

(00)61616161000000001 _

Product Name : ABCDXYZ

» Expiry Date : 04/10 (October/2010)
BatchNo. ; ab12345
Shippercarton SerialNo. : 616161610000000018

A 4

Human Readable Information

Completaletailson GS1standardsalongwith technicalguidelinesareavailableat www.gslkenya.orgor
www.gsl.org

5. Standards of Quality Control for Supply

5.1 The successfulbidder will be required to furnish to the Procuring Entity:

a) With a certificate of analysis for each batch containing the requisite test parameters as
perthe compendiaor in housetest methods

b) Assaymethodologyof any or all testsif requested.

c) Evidenceof bio-availability and/or bio-equivalencefor certain critical Goods
uponrequest. Thisinformationwould besuppliedonastrictly E O O r E badlonyE O

d) Evidenceof basis for expiration dating and other stability data concerning the
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commercial Aal packageupon request.

5.2 The Supplier will also berequired to provide the Procuring Entity with access to its
manufacturing facilities to inspectthe compliancewith the GMPrequirements and quality
control mechanisms.

specifications and the following parameters; namand address of the manufacturer, country of
origin should be submitted together with the tender document.
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3. INSPECTIONSANDTESTS
The following inspections and tests shall be performed: [insert list of inspectionsandtests].

1.0In-houseExaminationby KEMSA
2.0Test conductedy theNQCL
3.0 Testsconductedy KenyaBureauof Standard4dKEBS)
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PART 3 - CONTRACT

SECTIONVIII - GENERAL CONDITIONSF CONTRACT

1.

11

Thefollowing words and expressionsshall havethe meaningshere by assignedto them:

O# 1bil A Oreehristhe £01 /El df the®Rel@ied Servicesby the Supplierin accordance
with the terms and conditionssetforth in the Contract.

O#1 1 GOAKDD Adednétide documentslisted in the Contract Agreement,including
any amendments thereto.

O# 1 actD @ ErAcAristhe price payableto the SupplierasO b A A 1 #dGbntractAgreement,
subject to such additions and adjustments thereto or deductions therefrom, as may be made
pursuant to the Contract.

A X s o~ oA = A X s o~ oA

the Supplier, together with the Contract Documents referred to therein, including all
attachments,appendices,and all documentsincorporated by referencetherein.

O $ Arieanscalendarday.O' ## A AHe GeneralCondiions of Contract.

O' 11 AOGd 1 A AHedlth Rrdducts lindudidd=niitritional supplement and oral and
injectable forms of contraception, vaccines,and condomsSupplier is required to supply to
the Procuring Entity under the Contract.

O, A xm@ans allnational legislation, statutes, ordinances, and regulations and Hgws of
any legally constituted public authority.

O, AOOAO T £ mednd thebiehdr lofAofntal acceptance, signed by the contractor.
Procuring Entity, including any annexedmemorandacomprising agreementsbetweenand
signedby both Parties.

O0 Ol A &4 EQ BEedns the Entity named in the Special Conditions of Contract.
O0 O1 A &D BIEg4ans the entity purchasing the Goods and Related Services, as
Ob A A i 4BA &CC.

O 0 O ARtotuement Regulatory Authority } 0 0 2 | (rbe@rite ladencyresponsible in
Kenyafor regulating and monitoring the public procurement function

O2ACEOOOAOQETT #AOOEAAAOGAS 1 AAT O OEA inNiduOOE /
thereof establishing that the Goods supplied under the Contract are registered for use in
Kenyain accordancewith the Applicable Law.

02 Al BAAAD ERFI e services incidental to the supply of the goods, such as
insurance, installation, traning and initial maintenance and other such obligations of the
Supplier under the Contract.

O030PPI EAOG | AAT O OEA PAOOGI T h POEOAOA 10
xET 80 4A1T AAO O DPAOAI Of OEA #i11 OEGAINGNdIESA
namedassuchin the Contract Agreement.

ci
O
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3.1

3.2

4.1

4.2

4.3

4.4

4.5

O 4 Prdject3 E QuAdredpplicable,meansthe place namedin the SCC.

3 # #m@ansthe SpecialConditions of Contract.

Contract Documents

Subject to the order of precedence set forth in the Contractgreement, all documents
forming the Contract(and all parts thereof) are intended to be correlative, complementary,
and mutually explanatory. The Contract Agreement shall be read as a whole. The
documentsforming the Contractshall beinterpreted in the following order of priority:

a) TheContractAgreement,

b) ThelLetter of Acceptance,

c) The SpecialConditionsz Part A,

d) The SpecialConditionszPart B

e) The General Conditionsof Contract

fy TheFormof Tender,

g) The3 b A A E /AEand Schddile®f the Drawings(if any),and

h) TheSchedulesof Requirementsand any other documentsforming part of the Contract.

Fraud and Corruption

The Procuring Entity requires compliancewith anti-corruption laws and guidelinesand its
prevailing sanctionspolicies and proceduresassetforth in Laws of Kenya.

The Procuring Entity requires the Supplier to disclose any commissions or fees that may have
been paid or are to be paid to agents or any other party with respect to the Tendering prese
or execution of the Contract. The information disclosed must includat least the name and
address of the agent or other party, the amount and currency, and the purpose of the
commission,gratuity or fee.

Interpretation
If the context sorequires it, singular meansplural andvice versa.

Incoterms

a) Unless inconsistentwith any provision of the Contract the meaningof any trade term and
the rights and obligations of parties there under shall be as prescribed by Incoterms
Ob A A inAA ACC

b) The terms EXW, CIP,FCA,CFRand other similar terms, when used, shall be governed

by the rules prescribedin the current edition of Incoterms OB A A in/ife ASCC and
published by the International Chamberof Commercein Paris, France.

Entire Agreement

The Contract cormstitutes the entire agreement between the Procuring Entity and the
Supplier and supersedesall communications, negotiations and agreements (whether
written or oral) of the parties with respectthere to madeprior to the date of Contract.

Amendment

No amerd mentor other variation of the Contract shall be valid unless it is in writing, is dated,
expresslyrefers to the Contract,and s signedby aduly authorized representative of eachparty
thereto.

Non waiver

a. Subjectto GCGSub-Clause4.5b)below, no relaxation, forbearance,delay,or indulgenceby
either party in enforcing any of the terms and conditions of the Contractor the
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granting of time by either party to the other shall prejudice, affect,or restrict the rights
of that party under the Contract,neither shall anywaiver by either party of any breach
of Contractoperate aswaiver of any subsequentor continuing breachof Contract.

b. Any waiver of a party's rights, powers, or remedies under the Contract must be in writing,
dated, and signed by an authazed representative of the party granting such waiver, and
must specify the right and the extent to which it is being waived.

4.6 Severability

If any provision or condition of the Contract is prohibited or rendered invalid or
unenforceable, such prohibition,invalidity or unenforceability shall not affect the validity
or enforceability of any other provisions and conditions of the Contract.

5. Language

51 The Contract as well as all correspondence and documents relating to the Contract
exchanged by the Supplier andhe Procuring Entity, shall be written in the English language
Supporting documents and printed literature that are part of the Contract may be in another
language provided they are accompanied by an accurate translation of the relevant passages in
the English language in which case for purposesof interpretation of the Contract,this translation
shall govern.

5.2 TheSuppliershall bear all costsof translation to the governing languageand all risks of the
accuracyof suchtranslation, for documents provided by the Supplier.

6. Joint Venture, Consortium or Association

6.1 If the Supplier is a joint venture, consortium, or association, all of the parties shall be jointly
AT A OAOGAOCAIT T U T EAAT A OI OEA 001 AOOET ¢ %ictOEOL
and shall designate one party to act as a leader with authority to bind the jointenture,
consortium, or association. The composition or the constitution of the joint venture,
consortium, or association shall not be altered without the prior consent othe Procuring
Entity.

7. Eligibility

7.1 TheSupplierandits Subcontractorsshall havethe nationality of an eligible country. A Supplier
or Subcontract shall be deemed to have the nationality of a country if it is a citizenor
constituted, incorporated, or registered, and operates in conformity with the provisions of
the laws of that country.

7.2 All Goodsand RelatedServicesto be supplied under the Contract shallhavetheir origin in
Eligible Countries. For the purpose of this Clause, origin means the country wbkethe
goods have been grown, mined, cultivated, produced, manufactured, or processed; or
through manufacture, processing, or assembly, another commercially recognized article
results that differs substantially in its basiccharacteristicsfrom its components.

8.  Notices

8.1 Any notice given by one party to the other pursuant to the Contract shall be in writing to
OEA AAAOA@Qhe SEMARAEADA OI OET xOEOET Cco 1| AAT O
form with proof of receipt.

8.2 Anaotice shall be effectivewhen delivered or on the notice's effective date,whichever is later.

9. Governing Law

9.1 TheContractshallbe governedby andinterpreted in accordancewith the laws of Kenya
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9.2 Throughout the execution of the Contract, the Supplier shall comply with the import of
goods andservicesprohibitions in Kenyawhen

a) Asamatter oflawori EAEAEAT OA C @rotibisEcdmmerbial reldkionwith that
country; or

b) 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, Kenya prohibits any import of
goods from that country or any payments to any auntry, person, or entity in that
country.

10. Settlement of Disputes

10.1 TheProcuring Entity andthe Supplier shall makeevery effort to resolve amicably by direct
negotiation any disagreementor dispute arising betweenthem under or in connectionwith the
Contract.

10.1.1 If, after thirty (30) days, the parties have failed to resolve
their dispute or difference by suchmutual consultation, then either the Procuring Entity or
the Supplier may give notice to the other party of its intention to commencearbitration , as
herein after provided, as to the matter in dispute, and no arbitration in respect of this matter
may be commenced unless such notice is given. Any dispute or difference in respect of
which anotice of intention to commencearbitration hasbeengivenin accordancewith this

#1 AOOA OEAI T AA AT AT U OAOOI AA AU AOAEOOA

after delivery of the Goodsunder the Contract.
10.2 Arbitration proceedingsshall be conductedasexplainedin SCC

10.2.1Any claim or dispute betweenthe Parties arising out of or in connectionwith the Contract
not settled amicably in accordance with Sub-Clausel0.1shallbe Anally settled by
arbitration.

10.2.2No arbitration proceedingsshall be commencedon any claim or dispute where notice of a
claim or dispute has not been givenby the applying party within thirty days of the
occurrence ordiscovery of the matter or issuegiving rise to the dispute.

10.2.3Notwithstanding the issue of a notice as stated above, the arbitration of such a claim or
dispute shall not commé AA OT 1 AGO AT AOOAI PO EAO EI
parties to settle such claim or dispute amicably with or without the assistance of third
parties. Proof of suchattempt shall be required.

10.2.4The Arbitrator shall, without prejudice to the generdity of his powers, have powers to
direct suchmeasurements,computations,or valuations asmay in his opinion be desirable
in order to determine the rights of the parties and assessand award any sumswhich ought
to have beenthe subjectof or included in any duepayments.

10.2.5Neither Party shall be limited in the proceedings before thearbitrators to the evidence, orto
the reasonsfor the dispute givenin its notice of a claim or dispute.

10.2.6Arbitration may be commenced prior to or after delivery of the goodsThe obligations of
the Parties shall not be altered by reason of any arbitration being conducted during the
progressof the delivery of goods.

10.2.7The terms of the remuneration of eachor all the membersof Arbitration shall be mutually
agreed upon by the Pares when agreeing the terms of appointment. Each Party shall be
responsiblefor paying one-half of this remuneration.

10.3 Arbitration Proceedings

10.3.1 Arbitration proceedingswith both national suppliers will be conductedin accordancewith
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the Arbitration Laws of Kenya. In case of any claim or dispute, such claim or dispute shall

bel T O Emidkithag by either party to the other with aquestto submit it to arbitration and to

concur in the appointment of an Arbitrator within thirty days of the notice. The dispte
OEAI 1T AA OAZEZAOOAA OI OEA AOAEOOAOEIT AT A ¢
between the parties. Failing agreement to concur in the appointment of an Arbitrator, the
Arbitrator shallbe appointed, on the requestof the applying party, by the Chairmanor Vice

Chairmanof any of the following professionalinstitutions;
i) KenyaNational Chamberof Commerce

i) CharteredlInstitute of Arbitrators (KenyaBranch)
iy The Law Societyof Kenya

10.3.ZTheinstitution written to Agst by the aggrievedparty shall take precedenceoverall other
institutions.

10.4 Arbitration with Foreign Suppliers

10.4.1Arbitration with foreign suppliers shall be conducted in accordance with the arbitratiomules
of the United Nations Commission on International Trade Law (UNCITRAL); or with
proceedings administered by the International Chamber of Commerce (ICC) and conducted
under the ICC Rules of Arbitration; by one or more arbitrators appointed in accordance with
said arbitration rules.

""""""" i T STE#d the adifatidh sHallbd A O E

10424 EA Dl AAA 1 ET i lallbé A OE
COACA /Al -Oauski.d [La@TakdA A O

AT T AOAOAA E
Language].

—
>
O
>

10.5 Alternative Arbitration Proceedings

10.5.1 Alternatively, the Parties may refer the matter to the Nairobi Centre for International
Arbitration (NCIA) which offers a neutral venue for the conduct of national and international
arbitration with commitment to providing institutional support to the arbitral process.

11. Inspections and Audit by the PPRA

11.1 The Supplier shall keep, and shall make all reasonable efforts to cause its Subcontractors
and sub-consultants to keep accurate and systematic accounts and records in respect of the
Goodsin suchform and details aswill clearly identify relevant time changesand costs.

11.2 Pursuant to paragraph 2.2e. of Appendix to the General Conditions the Supplier shall permit
and shall cause its subcontractors and sub-consultants to permit, PPRAand/or persons
appointed by the PPRA tanspect the Site ad/or the accounts and records relating to the
procurement process, selection and/ or contract execution, and to have such accounts and
records audited by auditors appointed by the PPRAThe Supplier'sandits Subcontractors'and
sub-consultants' attention is drawn to SubClause 3.1 which provides, inter alia, that acts
intended to materially impedethe exerciseof the PPRA'snspection and audit rights constitute
a prohibited practice subjectto contract termination.

12. Scopeof Supply

12.1 The Goodsand Related Services to be supplied shall be as O b A A EnAlife SSchedule of
Requirements.

13. Delivery and Documents

13.1 Subject to GCC SuBlause 33.1, the Delivery of the Goods and Completion of the Related
Servicesshall bein accordancewith the Delivery and CompletionScheduleO b A A i B A
Scheduleof Requirements. Thedetails of shipping and other documentsto befurnished by
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14.

141

15

15.1

16.

16.1

16.2

16.3

16.4

16.5

17.

17.1

17.2

17.3

18.

18.1

18.2

the Supplierare O b A A I /BA BCC.
Supplier's Responsibilities

The Supplier shall supply all the Goods and Related Services included in the Scope of
Supplyin accordancewithGCCClausel2andthe Delivery and Completion Scheduleas per
GCCClausels.

Contract Price

Prices charged by the Supplier for the Goods supplied and the Related Services performed
under the Contractshall not vary from the prices quoted by the Supplierin its Tender,with the
exception of any price adjustments authorized in the SCC.

Terms of Payment

The Contract Price, including any AdvancePayments,if applicable,shall be paidasO D A A E /&
in the SCC.

The Supplier's Invitation to payment shall be made to the Procuring Entity in writing,
accompanied by invoices describing, as appropriate, the Goods delivered and Related
Services performed, and by the documents submitted pursuant toG&EClausel3 and upon
AO1 /Il df dll Athefobligations stipulated in the Contract.

Paymentsshall be made promptly by the Procuring Entity, but in no caselater than sixty
(60) daysafter submissionof aninvoice or Invitation to paymentby the Supplier,and after
the Procuring Entity hasacceptedit.

The currencies in which payments shall be made to the Supplier under this Contract shall be
thosein which the Tender price is expressed.

In the eventthat the Procuring Entity fails to pay the Supplier any paymentby its due date

or within the period set forth in the SCC,the Procuring Entity shall pay to the Supplier
interest on the amount of such delayed payment at the rate showin the SCC,for the

period of delay until payment has been made in full, whe#r before or after judgment or
arbitrage award.

Taxesand Duties

For goods manufactured outside Kenya, the Supplier shall be entirely responsible for all
taxes,stamp duties, licensefees, and othersuchleviesimposed outside Kenya.

For goods Manufacturedwithin Kenya, the Supplier shall be entirely responsible for all
taxes, duties, license fees, etc., incurred until delivery of the contracted Goods to the
Procuring Entity.

If any tax exemptions, reductions, allowances or privileges may be available tcetSupplier in
+AT UAh OEA 001 AOGOET ¢ %l OEOU OEAI1T OOA EOGO
from any suchtax savingsto the maximum allowable extent.

Performance Security

) £ OANOGEOAA AO ODPAAEAAA EIT OE-Aigh2e)dys ddtied 3 (

11T OELAAAOQET T T &£ AT 1T OOAAO AxAOAh DPOI OEAA A 0
Contractin the amount O © A A i /A 8CC.

The proceeds of the Performance Security shall be payable to the Procuring Entity as

compensation for any loss resulting from the Supplier's failure to complete its obligations
under the Contract.
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18.3

18.4

19.

19.1

19.2

19.3

20.1

20.2

20.3

20.4

20.5

I O OPAAEAAA ET OEA 3##h OEA O0AOA&I O AT AA 32
currency (ies) of the Contract, or in a freely convertible currency&eptable to the Procuring
Entity; and shall be in one of the format stipulated by the Procuring Entitin the SCCor

in another form at acceptableto the Procuring Entity.

The Performance Security shall be discharged by the Procuring Entity and returnéal the
Supplier not later than twenty-eight (28) days following the date of Completion of the
Supplier's performance obligations under the Contract, including any warranty obligations,
unlessO B A A BtEAvAe in the SCC.

# A O O E A#f SapHSlinl Accordance with Laws of Kenya

If required under the Applicable Law, Goods supplied under the Contract shall be registeried
use in Kenya. The Procuring Entity undertakes to cooperate with the Supgtito facilitate
registration of the Goodsfor usein KenyaasO b A A inAb& SCC

511 AOO 1T OEAOR BOSCCOBAABEADOAAO OEAITT AAAT I A
Effective $ A O #at Ghe Supplier receives written 1 T O E /EArdnOthd rélevant authority
in Kenyathat the Goodshave beenregistered for usein Kenya.

) £ OEEOOU j omq AAUOh TimheS8CCekpsé fioth dddate @ BadtEatt A C
signing and the Contract has not become effective pursuant to S@bausel19.2above, hen

either party may,by not lessthan seven(7) days'written notice to the other party, declarethis
Contract null and void. In such event, the Supplier's Performance Security shall be promptly
returned.

#1 1 A£A AinfGriaakidn

The Procuring Entity and EA 3 0DPbBPI EAO OEAI 1T EAAD Al 1T AAAI
written consent of the other party hereto, divulge to any third party any documents, data,

or other information furnished directly or indirectly by the other party hereto in connection

with the Contract, whether such information has been furnished prior to, during or
following completion or termination of the Contract. Notwithstanding the above, the
Supplier may furnish to its Subcontractor such documents, data, and other information it
receivesfrom the Procuring Entity to the extent required for the Subcontractorto perform

its work under the Contract, in which event the Supplier shall obtain from such
3OAAT T OOAAOT O AT O1 AAOOCAEET ¢ T & AT 1 £AAT OE
under GCQClause20.

The Procuring Entity shall not use such documents, data, and other information received
from the Supplier for any purposes unrelated to the contractSimilarly, the Supplier shall
not use such documents, data, and other information received from the Procuring Entity
for any purposeother than the performance of the Contract.

The obligation of a party under GCCSub-Clauses20.land 20.2 above,however, shall not

apply to information that:

a) the Procuring Entity or Supplier need to share with the PPRAor other institutions
participating in the Aaancing ofthe Contract;

b) now or here after entersthe public domainthrough no fault of that party;

c) canbeproven to havebeenpossessedy that party at the time of disclosureandwhich
was not previously obtained, directly or indirectly, from the other party; or

d) otherwise lawfully becomesavailable to that party from a third party that has no
obligation of AT T £AZAAT OEAI EOQOUS

The above provisions of GCC Clause 20 shall not in any way modify any undertaking of

AT 1T EAAT OEAT EOU CEOAT dadJprick o @E da@ ofi th& Cdntadt inb A O

respectof the Supplyor any part thereof.

The provisions of GCCClause20 shall survive completion or termination, for whatever reason,
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of the Contract.
21.  Subcontracting

21.1 The Supplier shall notify the Procuring Entity in writing of all subcontractsawarded under
OEA #1711 OOAAO E TT0 Al OAIAIAQDE BAHABGEIAAR EI OE
or later shall not relieve the Supplier from any of its obligations, duties, responsibilities, or
liability under the Contract.

21.2 Subcontractors shall comply with the provisions of GCCClauses3 and 7.

2 3 bAAE ARaAdsahdards

21 4EA "1 TAO OOPDI EAA O1 AAO OEEO #11 OOAAO OE
standards mentioned in Section VII, Schedule of Requiremenasid, when no applicable

standard is mentioned, to the authoritative standardsappropriate to the Goods'country of
origin. Suchstandardsshall be thelatest issuedby the concerned institution.

23.  Packing and Documents

23.1 The Supplier shall provide such packirg of the Goods as is required to prevent their damage
AAOAOET OAOEITT AOOET ¢ OOAT OEO OiF OEAEO Al Al
transit, the packingshallbe O O /& /A fokvifhbtahd, without limitation, rough handling and
exposure to extreme temperatures, salt and precipitation, and opestorage. Packing case
size and weights shall take into consideration, where appropriate, the remoteness of the
goods'Anal destination and the absenceof heavy handling facilities at all points in transit.

23.2 The packing, marking, and documentation within andutside the packages shall comply
strictly with such special requirements as shall be expressly provided for in the Contract,
including additional requirements, if any, OB A A BnEthél SCC,and in any other
instructions ordered by the Procuring Entity.

24. Insurance

24.1 Unlessotherwise O B A A | A $CCthe Goodssupplied under the Contractshall be fully
insured-in a freely convertible currency from an eligible country against loss or damage
incidental to manufacture or acquisition, transportation, storage, and delivery, in
accordancewith the applicableIincotermsorinthei AT T AO ObtReSEGEAA E1

25.  Transportation and Incidental Services

251 511 AOO 1 OE A Oin thedSICC odpdnditttiiEforiarranging transportation of the
Goodsshall bein accordancewith the O B A A Edaterins.

25.2 The Supplier may be required to provide any or all of the following services, including
additional services,if any,0 b A A i &BGA
a) Performanceor supervision of on-site assemblyand/or start-up of the supplied Goods;
b) Furnishing of tools required for assemblyand/or maintenanceof the supplied Goods;

c) furnishing of a detailed operations and maintenance manual for each appropriate unit
of the supplied Goods;

d) performanceor supervision or maintenanceand/or repair of the supplied Godls,for a
period of time agreed by the parties, provided that this service shall not relieve the
Supplier of any warranty obligations under this Contract; and

e) training of the Procuring Entity's personnel, at the Supplier's plant and/or orsite, in
assembly, start-up, operation, maintenance,and/or repair of the supplied Goods.

25.3 Prices charged by the Supplier for incidental services, if not included in the Contract Price
for the Goods, shall be agreed upon in advance by the parties and shall not exceed the
prevailing rates chargedto other parties by the Supplier for similar services
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26. Inspections and Tests

26.1 The Supplier shall at its own expenseand at no cost to the Procuring Entity carry out all
suchtests and/or inspections of the Goodsand Related Servicesas are O b A A i Ab& SCC.

26.2 The inspections and tests may be conducted on the premises of the Supplier or the
i AT OEZAAAOOOAOR AO PIETO T &£ AAI EOAOUR AT A 7T
bl AAA ET + Al ivtAe SEQSulfRtAAIE @ uBlause26.3, if conducted on the
premises of the Supplier or the manufacturer, all reasonable facilities and assistance,
including accesdo production data,shall be furnished to the inspectorsat no chargeto the

Procuring Entity.

26.3 The Procuring Entity orits designated representative shall be entitled to attend the testnd/or
inspectionsreferred to in GCCSub-Clause26.2, provided that the Procuring Entity bearall of its
own costs and expenses incurred iconnectionwith suchattendance including, buhot limited
to, all traveling and board and lodging expenses.

26.4 Whenever the Supplier is ready to carry out any such test and inspection, it shall give a
reasonable advance notice, including the place and time, to the Procuring Entity. The Supplier
shall oltain from any relevant third party or manufacturer any necessarypermission orconsent
to enable the Procuring Entity or its designated representative to attendhe test and/or
inspection.

a) Saidinspectionandtestingis for the Procuring Entity's account.In the eventthat inspection
and testing is required prior to dispatch, the Goods shall not be shipped unless
satisfactory inspection and quality control report has been issued in respect of tho§&oods.

b) The Supplier may have an independent quality testomducted on a batch ready for
shipment. The cost of suchtestswill be borne by the Supplier.

c) Uponreceipt of the Goodsat placeof Abal destination, the Procuring Entity's representative
shall inspect the Goods or part of the Goods to ensure that they conform to the conditimin
the Contract and advise the Procuring Entity that the Goods were received in appareguatod
order. The Procuing Entity will issue an! AAADOAT AA # AOOE £EAdsied O
I £ OOAE '"TT A0 10 PAOO T &£ '"11TAOQ8 4teh(10) AA
days of receipt of the Goodsor part of Goodsat place of Aaal destination.

.
A

26.5 Where the Supplier contests the validity of the rejection by the Procuring Entity or his
representative, of any inspection as required by26.4 above conducted before shipment or at
ultimate destination, whether based on product or packing grounds, a sample drawn joigthy
the Supplier and Procuring Entity or his or her representative and authenticated by bothill
be forwarded for umpire analysis within four weeks of the time the Supplier conteststo an
independent agency mutually agreedby the Procuring Entity and Sipplier. The umpire's
A AET Cch xEEAE xEIlT AA pOiipOIl U TAOAET AAh xEI
umpire analysiswill be borne by the losing party;

26.6 The Procuring Entity may require the Supplier to carry out any test and/or inspection not
required by the Contract but deemed necessary to verify that the characteristics and
DAOA&EI Of ATAA T &£# OEA '"TTAO Aii Pl U xEOE OEA
under the Contract,provided that the Supplier'sreasonablecostsand expensesncurredin
the carrying out of suchtest and/or inspection shall be addedto the Contract Price. Further,
if such test and/or inspection impedes the progress of manufacturing and/or the Supplier's
performance of its other obligations under the Contract, due alvance will be made in
respectof the Delivery Datesand Completion Datesand the other obligations so affected.

26.7 The Supplier shall provide the Procuring Entity with areport of the results of any suchtest
and/or inspection.
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26.8

26.9

27.

27.1

28.1

28.2

28.3

28.4

The Procuring Entity may rejet any Goods or any part there of that fail to pass any test
and/or inspection or do not conform to the O B A A E /EAWeSuppliér éhall either rectify

or replace such rejected Goods or parts thereof or make alterations necessary to meet the
O b A A E /EAtAdeésitd tHe Procuring Entity, and shall repeatthe test and/or inspection,at

no costto the Procuring Entity, upon giving anotice pursuant to GCCSub- Clause26.4.

The Supplier agrees that neither the execution of attest and/or inspectioaf the Goods orany
part thereof, nor the attendance by the Procuring Entity or its representative, nor the issue of
any report pursuant to GCC Sullause 26.7, shall release the Supplier from any warranties or
other obligations under the Contract.

Liguidated Damages

Except as provided under GCC Clause 32, if the Supplier fails to deliver any or all of the
Goods by the Date (s) of delivery or perform the Related Services within the period
OPAAEAAA ET OEA #11 OOAAOh OEA 001 AOOET ¢ ¢
remediesunder the Contract,deductfrom the ContractPrice,asliquidated damagesasum
ANOGEOAT AT O Oi OEAin hlASTEHK th©delivdred Privdd ok theTllayed
Goodsor unperformed Servicesfor eachweek or part thereof of delay until actualdelivery

IO PAOAI Of AT AARh Obp O A 1 A@EIi Oi inkhdICCheE T 1
the maximum is reached, the Procuring Entity may terminate the Contragiursuant to
GCCClause35.

Warranty
All goodsmust be of fresh manufactureand mustbearthe datesof manufacture and expiry.

The Supplier further warrants that all Goods supplied under the Contract will have

OAT AET ET ¢ A I[-dkihE(5/6) of thé @ AEOREAA OEAI £ 1 EEA O
airport of entry for goods with a shelf life of more than two years and thredourths (3/4)

Al O CiTAO xEOE OEAI £ 1 EAA T £ OxihtheasEglaaaxe | O
Ol O A Oviithi tiedangessetforth in the Technical3 B A A E A£AvAe@eBdplicable;are not
subject to recall by the applicable regulatory authority due to unacceptable quality oran
adverse drug reaction; and in every other respect willfully comply in all respects with the
TechniA AT 3 B A A E AsRihAtlee Ednditins Jaidl dbwn in the Contract.

The Procuring Entity shall have the right to make claims under the above warranty for three
iT1T OEO AEOAO OEA "1 1T A0 EAOA AAAT AAI EOAOARAA (
Upon receipt of a written notice from the Procuring Entity, the Supplier shall, with all
reasonable speed, replace the defective Goods without cost to the Procuring Entity. The
Supplier will be entitled to remove, at his own risk and cost, the defective @ds once the
replacement Goodshave beendelivered.

In the event of a dispute by the Procuring Entity, a counteanalysis will be carried out on

the manufacturer's retained samplesby anindependentneutral laboratory agreedby both

the Procuring Entity and the Supplier. If the countefAT A1 UOEO AT 1 £0i 6 OE
of suchanalysiswill be borne by the Supplieraswell asthe replacementand disposalof the
AAEAAOEOA Cci1AO8 )1 OEA AOGAT O T &# OEA ETAA
product, the Procuring Entity will meetall costsfor suchanalysis.

If, after beingT 1 O Ett/&dtte defecthasbeenA T T /EOpurduént to GCCSub-Clause28.2

AAT OAh OEA 30PDPI EAO EAAEI O O OADPI AAAnteEA |
SCQhe Procuring Entity may proceed to take such remedial action as may be necessary,
including removal and disposal, at the Supplier's risk and expense and without prejudice

to any other rights that the Procuring Entity may have against the Supplier under the
Contract. The Procuring Entity will also be entitled to claim for storage in respect of the
AAEAAOEOA '"TTAO £ O OEA PAOET A A 111 xETC |
dueto the Supplier under this Contract.Recallsin the eventany of the Goodsare recalled,
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29.1

29.2

29.3

29.4

29.5

30

31.1

the Supplier shall notify the Procuring Entity within fourteen (14) Days, poviding full
details of the reasonfor the recall and promptly replace,at its own cost,the items covered

by the recall with Goodsthat fully meetthe requirements of the Technical3 B A A E /&R OE |
arrangefor collection or destruction of any defective Goods.|f the Supplier fails to £0 1it¢El |
recall obligation promptly, the Procuring Entity will, at the Supplier's expense, carry out the
recall.

Patent Indemnity

The Supplier shall, subjectto the Procuring Entity's compliancewith GCCSub-Clause29.2,

indemnify and hold harmlessthe Procuring Entity and its employeesand| /4 A Ardnvaid

against any and all suits, actions or administrative proceedings, claims, demands, losses,

damagescosts,and expensesof any nature, including attorney's feesand expenseswhich

the Procuring Entity may suffer as a result of any infringement or alleged infringement of

any patent, utility model, registered design ,trade mark, copyright, or other intellectual

property right registered or otherwise existing at the date of the Contractby reasonof:

a) The installation of the Goods by the Supplier or the use of the Goods in the country
where the Siteis located; and

b) the sale in any country of the products produced by the Goods. Such indemnity shall not
cover any use of the Gads or any part thereof other than for the purpose indicated by or
to be reasonably inferred from the Contract, neither any infringement resulting from the
use of the Goods or any part thereof, or any products produced there by in association or
combination with any other equipment, plant, or materials not supplied by the Supplier,
pursuant to the Contract.

If any proceedings are brought or any claim is made against the Procuring Entity arising
out of the matters referred to in GCC Su@lause 29.1, the Prauring Entity shall promptly
give the Supplier a notice thereof, and the Supplier may at its own expense and in the
Procuring Entity's name conduct such proceedings or claim and any negotiations for the
settlement of any such proceedingsor claim.

If the Supplier fails to notify the Procuring Entity within twenty-eight (28) daysafter receipt of
such notice that it intends to conduct any such proceedings or claim, then the Procuring
Entity shall befree to conductthe sameon its own behalf.

The Procuring Entity shall, at the Supplier's request, afford all available assistance to the
Supplierin conducting suchproceedingsor claim, and shall be reimbursed by the Supplier
for all reasonableexpensesincurred in sodoing.

The Procuring Entity shall indemnfy and hold harmless the Supplier and its employees,

I £#EAAOOh AT A 30AATT OOAAOI OO A&AOTiI AT A ACAEI
proceedings, claims, demands, losses, damages, costs, and expenses of any nature,
including attorney's fees and expenses, which the Supplier may suffer as a resultanfy
infringement or alleged infringement of any patent, utility model, registered design,
trademark, copyright, or other intellectual property right registered or otherwise existing

at the date of the Contract arising out of or in connection with any degn, data, drawing,

O b A A E Ak Atite Edodurhentsor materials provided or designedby or on behalf of the
Procuring Entity.

Limitation of Liability

Except in cases of criminal negligence or willful misconduct, and in the case of infringement
pursuant to Clause29,

a) the Suppliershall not be liable to the Procuring Entity, whether in contract, tort, or
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3L

31.1

32.

321

32.2

32.3

33.1

33.2

otherwise, for any indirect or consequential loss or damage,loss of use, loss of

DOl AOAOEITh T O 1100 T &£ POIT £00 1T 0 ET GAOAC
apply to any obligation of the Supplier to pay liquidated damages to the Procuring
Entity and

b) the aggregate liability of the Supplier to the Procuringentity, whether under the
Contract, in tort or otherwise, shall not exceed the total Contract Pricerqvided that
this limitation shall not apply to the costof repairing or replacing defective equipment,
or to any obligation of the supplier to indemnify the Procuring Entity with respect to
patent infringement.

Changein Laws and Regulations

Unless othex EOA OPAAEAZAA ET OEA #1171 OOAAOh EA AAEOA
submission, any law, regulation, ordinance, order or bylaw having the force of law is
enacted, promulgated, abrogated, or changed in the place of Kenya where the Site tsaited
(which shall be deemed to include any change in interpretation or application by the
competent authorities) that subsequently affects the Delivery Date and/or the Contract
Price,then suchDelivery Dateand/or ContractPrice shall be correspondingly increasedor
decreased, to the extent that the Supplier has thereby been affected in the performance of
any of its obligations under the Contract. Notwithstanding the foregoing, such additional
or reduced cost shall not be separately paid or credited if th same has already been
accounted for in the price adjustment provisions where applicable, in accordance with
GCCClausels.

Force Majeure

The Supplier shall not be liable for forfeiture of its Performance Security, liquidated damages,
or termination for defaultifandOi OEA A@OAT O OEAO EOB0O AAI AU
perform its obligations underthe Contract isthe result of an event of Force Majeure.

&1 O bOOPI OAOG 1T £ OEEO #1 AOOAR 0O&i1 OAA - AEAC
control of the Supplier that is not foreseeable, is unavoidable, and its origin is not due to
negligence or lack of care on the part of the Supplier. Such events may include, but not be
limited to, acts of the Procuring Entity in its sovereign capacity, wars @A OT 1 OOET 1 O
Koods, epidemicsquarantine restrictions, and freight embargoes.

If a Force Majeure situation arises, the Supplier shall promptly notify the Procuring Entity

in writing of suchcondition andthe causethere of. Unlessotherwise directed by the Procuring
Entity in writing, the Supplier shall continue to perform its obligations under the Contract as
far as is reasonably practical, and shall seek all reasonable alternative means for performance
not prevented by the Force Majeure event.

Change Orders and Contract Amendments

The Procuring Entity may at any time order the Supplier through notice in accordance GCC

Clause8, to make changeswithin the general scope of the Contract in any one or more of

the following:

a) drawings, designs,or sped= /A A Qvadrel GOdusto be furnished under the Contract
areto be O D A A E Andfdctured for the Procuring Entity;

b) the method of shipment or packing;

c) the placeofdelivery; and

d) the RelatedServicesto be provided by the Supplier.

If any such change aases an increase or decrease in the cost of, or the time required for, the
Supplier's performance of any provisions under the Contract, an equitable adjustment shall
be made in the Contract Price or in the Delivery/Completion Schedule,or both, and the
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33.3

33.4

34.1

34.2

351

35.2

Cantract shall accordingly be amended. Any claims by the Supplier for adjustment under
this Clausemust be assertedwithin twenty-eight (28) daysfrom the date of the Supplier's
receipt of the Procuring Entity's changeorder.

Prices to be charged by the Supier for any Related Services that might be needed but
which were not included in the Contractshall be agreedupon in advanceby the parties and
shall not exceed the prevailing rates charged to other parties by the Supplier for similar
services.

Subjecti OEA AAT OAnh 11T OAOEAOQEIT ET TO 11 AEEA
madeexceptby written amendmentsignedby the parties. Thisincludes,if O B A A b 84 A
SCC any variation to the contract resulting from a value engineering proposal agrde

betweenthe parties.
Extensions of Time

If at any time during performance of the Contract, the Supplier or its subontractors should
encounter conditions impeding timely delivery of the Goods or completion of Related Services
pursuant to GCC Clause 18ye Suppliershall promptly notify the Procuring Entityin writing of
the delay, its likelyduration, and its cause. As soon as practicable afterceipt of the Supplier's
notice, the Procuring Entity shall evaluate the situation and may at its discretioextend the
Supplier's time for performance,in which casethe extensionshallbe O A O EbyAefarties by
amendmentof the Contract.

Except in case of Force Majeure, as provided under GCCClause32, a delay by the Supplier
in the performance of its Deliveryand Completion obligations shall render the Supplier
liable to the imposition of liquidated damages pursuantto GCCClause 27, unless an
extension of time is agreedupon, pursuant to GCCSub-Clause34.1.

Termination

Termination for Default

a) TheProcuring Entity, without prejudice to any other remedy for breachof Contract,by

written notice of default sentto the Supplier, mayterminate the Contractin whole or in

part:

) EA£ OEA 30PPI EAO ZAAEI O O AAI EOGAO AT U 1T«
the Contract, or within any extension thereof granted by the Procuring Entity
pursuant to GCCClause34;

i) if the Supplierfails to perform any other obligation under the Cantract; or

i) if the Supplier, in the judgment of the Procuring Entity has engaged in Fraud and
#1 OOOPOEI T h AO AAAI AA ET DPAOACOADPE ¢8c¢/4
for or in executingthe Contract.

b) Inthe eventthe Procuring Entity terminates the Contractin whole or in part, pursuant

to GCC Clause 35.1(a), the Procuring Entity may procure, upon such terms and in such

manner as it deems appropriate, Goods drelated Services similato those undelivered or

not performed, and the Supplier shall beliable to the Procuring Entity for any

additional costsfor suchsimilar Goodsor RelatedServices However,the Supplier shall

continue performance ofthe Contract tothe extent notterminated.

Termination for Insolvency.

c) The Procuring Entity may at any iime terminate the Contract by giving notice to the
Supplier if the Supplier becomesbankrupt or otherwise insolvent. In such event,
termination will be without compensation to the supplier, provided that such
termination will not prejudice or affect any right of action or remedy that has accrued
or will accruethereafter to the Procuring Entity.
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35.3 Termination for Convenience.

d) The Procuring Entity, by notice sent to the Supplier, may terminate the Contract, in
whole or in part, at anytime for its convenience The notice of termination shall specify
that termination is for the Procuring Entity's convenience, the extent to which
performance of the Supplierunder the Contractis terminated, and the date upon which
suchtermination becomeseffective.

e) The Goods tlat are complete and ready for shipment within twentyeight (28) days after
the Supplier'sreceipt of notice of termination shall be acceptedby the Procuring Entity
at the Contract terms and prices. For the remaining Goods, the Procuring Entity may
elect:

i) To haveany portion completed and delivered at the Contractterms and prices; and/or

i) to cancel the remainder and pay to the Supplier an agreed amount for partially
completed Goods and Related Services and for materials and parts previously
procured by the Supplier.

36.  Assignment

36.1 Neither the Procuring Entity nor the Supplier shall assign,in whole or in part, their
obligations under this Contract,exceptwith prior written consentof the other party.

37.  Export Restriction

Notwithstanding any obligation under the Contract to complete all export formalities, any
export restrictions attributable to the Procuring Entity, to Kenya or to the use of the
products/goods, systems or services to be supplied, which arise from trade regulations
from a country supplying those products/goods, systems or services, and which
substantially impede the Supplier from meeting its obligations under the Contract, shall
releasethe Supplier from the obligation to provide deliveries or services,alwaysprovided,
however, that the Supplier can demonstrate to the satisfaction of the Procuring Entity that

it has completed all formalities in a timely manner, including applying for permits,
authorizations and licenses necessary for the export of the products/goods, systems or
servicesunder the terms of the Contract. Termination of the Contracton this basisshall be
for the Procuring Entity's conveniencepursuant to Sub-Clause35.3.

APPENDIXTO GENERALCONDITIONS

Section IX-Special Conditions of Contract The following Special Conditions of Conact (SCC)
shall supplement and/ or amend the General Conditions of Contract (GCC). Whenever there is a

~ Z o~ A ¥

[The Procuring Entity shall select insert the appropriate wording using the sanbelesv or other
acceptablevording, and deletthe textin italics]
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Special Conditions of Contract

GCCL.1()

The Procuring Entity is: KenyaMedical SuppliesAuthority (KEMSA)

GCClL.1 (o)

The project site/ final destination is: KEMSAEmbakasi Supply Chain
Centre

GCGt.2 (a)

Incoterms 2020

GCG*.2 (b)

DDPIncoterms 2020

GCG&.1

The Languageshall be English

GCa&E.1

A Z 4 .~ =

Kenya Medical Supplies Authority (KEMSA)
KEMSA, National Supply Chain
Centre, Embakai, Nairobi/Kenya
Postal address:
P.O. Box: 47715
00100 Nairobi
Kenya
Tel No: +254 719033000/ +254 726618520/1

E- mail procure@kemsa.co.ke

GCdAdo.2.4

The place of arbitration shall be: Nairobi, Kenyathe venue shall be as
agreedby the parties

GCdo.2

Clause 10.2 (a) shall be retained in the case of a Contract with a fore
Supplier and Clause 10.2 (b) shall be retained in the case of a Contr
with a national of the 0 O O A E AcGult®.6The dispute resolution
mechanism to be applied pursuant to GCC Sw@iause 10.2 shall be &
follows:

(1) Contracts with foreign Supplier:

GCC10.2 (a) - All disputes arising in connection with the
present Contract shall be finally settled under the Rules ¢
Conciliation and Arbitration of the International Chamber of
Commerce by one or more arbitrators appointed in accordanc
with said rules.

(i)  Contracts with Supplier national ofthe/ UUE T Eauhtiy:z |

In the case of a dispute between the Purchaser and a Supplier who i
national T £ OEA O0OOOAEAOAOBO Al @fef®e0 tbH

adjudication or arbitration in accordancewith the laws ofthe 0 OO A E A
country.

GCds3.1

For goods supplied from abroad under Incoterms DDP,KEMSA

Upon shipment, the Supplier shall notify the Purchaser and the insurang
company in writing the full details of the shipment including Contract
number, description of the Goods, quantity, date and place of shipme
mode of transportation, and estimateddate of arrival at place of destination.
In the event of Goods sent by airfreight, the Supplier shall notify the
Purchaser a minimum of fortyeight (48) hours ahead of dispatch, the nam
of the carrier, the flight number,the expectedtime of arrival, and the wayhbill

number. Under all transport modes, the Supplier

shall send the following documents to the Purchaser,with a copy to the
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insurancecompany:

(i)

(i)

At arrival of the goods at port of clearance,the Supplier or its Shipping
agentshall provide the Purchaserwith:

Three originals and two copies of the 3 OD b1 iBvAIceH
showing Purchaser as Consigneeghe Contract rumber, grant
no., goods description, quantity, unit price, and total amoun
Invoices must be signed in original and stamped or sealed wit
the companystamp/seal;

one original and two copies of the negotiable, clean, dmard
OEOI OCE -4 3$1 AOAKICE OIf PORDA B
Purchaser as Consigneeand Notify Party as stated in the
Contract, with delivery through to final destination as per the
Scheduleof Requirementsandtwo copiesof non-negotiablebill of
lading, or three copies of railway consignment note, road
consignment note, truck or air waybill, or multi-modal
OOAT OPT OO AT AOi AT Oh 1 AOEAA

delivery through to final destination as per the Schedule g
Requirements;

copy of the packinglist identifying contents of each package;

copy of the Insurance Certificate, showing the Purchaser as tl
Beneficiary;

one original of the I AT O ZAA A &rG3DABCEHI AlZakrandy (
Certificate covering all items supplied;

one original of the 3 O b b | Gerkificae©f Origin covering all
items supplied;

each batch to be accompanied by Certificate of Analysis (Cqg
stating quantitative assayschemicalanalysis,sterility, pyrogen
content, uniformity, microbial limit, and other tests as
appropriate to the Goodsorigin;

any other procurement-specific documents required for
delivery/payment purposes;

one original of the Certificate of PharmaceuticalProduct asper
the 7 ( / &ré@ommended template for each of the items
supplied;

one original and one copy of a protocol (certificate of analysig
of aproduct test per batch conducted by the laboratory of thg
manufacturer .

1) Arrival notice
and

2) Delivery note.
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The above documents 1) and Pshall be received by the Purchase
immediately after arrival of the Goods at port of clearance and, if ng
received, the Supplier will be responsible for any consequent expenss
Note: In the event that the documents
presented by the Supplier are not iraccordance with the Contract, payment wilbe
madeagainstissueof the AcceptanceCertificate,to beissuedin accordancawith
SCQ (GCQ9) above.

For goods supplied from within the 0 OOA E A Golirdyp Qinder
Incoterms EXW,delivered to named place of destination:

The Supplier shall notify the Purchaser at least fortgight (48) hours
ahead of delivery of the goods in writing and deliver the following
documentsto the Purchaser:

()  two originals andtwo copiesofthe 3 O b b 1inkdic@ éhawing
Purchaser, the Contract number, grant number, goods
description, quantity, unit price, and total amount. Invoices
must be signed in original and stamped or sealed with th
company stamp/seal,;

(i)  two copies of delivery note, railway consignment note, road
consignment note, truck or air waybill, or multimodal
transport document showing Purchaser as consignee and
delivery through to final destination asstatedin the Contract;

(i) copy of the Insurance Certificate, showing the Purchaser as tf
Beneficiary;

(v) four copies of the paking list identifying contents of each
package;

s o~ oA A~

certificate covering all items supplied;

v) TTA T OECETAI T &£ OEA 30bbI EA
items supplied;

(vil  each batch to be accompanéby Certificate of Analysis (CoA

stating quantitative assays, chemicanalysis, sterility, pyrogen

content, uniformity, microbial limit, and other tests as
appropriate to the Goods

(vii) other procurement-specific documents required for
delivery/payment purposes

()

GCCL5.1 | The prices charged for the goods supplied and the related services
performed shallnot be adjustable

GCCl6.1 | Paymentshallbemadein O O B b Ic&ErAmoyd O

GCCl6.5 | Not Applicable

GCd8.1 | A performance Security shall be required for awards above Kenya
Shillings Five Million.
Performance Security shall not exceed10% of the contract value.

GCCl8.3 | ThePerformanceSecurityshall bein the form of aBank Guarantee
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The Performance Security shall be denominated in a freely convertible
currency.

GCds.4

Dischargeof Performance Security shall be done twenty- Eight (28) days
following the date of Completionof the Supplier's performance
obligations under the Contract.

GCcds.1

The registration and other certification necessaryto prove registration in
Kenyashall be:

Productregistration andretention with Pharmacyand PoisonsBoard of
Kenya(PPB).

GCdo.2

Not Applicable

GCdA9.3

Not used

GCQ3.2

Additional requirements for packingand transportare indicated in
TechnicalSpecificdions

GC4.1

The insurance coverageshall be as specified in the incoterms

GC@5.1

Responsibility for transportation shall be as specified in the incoterms

GC@5.2

Incidental servicesto be provided:

The Supplier shall provide all necessarylicensesand permissionsfor use
I £/ OEA "1 TAO ET OEA O0OOAEAOAOG(
Goods.The costshall be deemedincluded in the Contract Price.

GCC6.1

The Supplier shall demonstrate conformity to Kenya Standards or
approved equivalents byevidence of Test report or Certificate from
ISO/IEC 17025 accredited laboratory, recognized by the Internationd
Laboratory Accreditation Cceoperation (ILAC) or preferable from any
conformity body recognized by the International Federation of Inspectior
Agencies(IFIA) prior to shipment. Costshall be borne by the supplier.

GC26.2

The tests and inspection can be conducted at an ISO/IEC 17025 accredi
laboratory, recognizedby the International Laboratory Accreditation Co-
operation (ILAC) or preferable from any conformity body recognizedby
the International Federation ofinspection Agencies(IFIA)

GCQ7.1

Theapplicablerate is one-half (0.5) percent per week,the maximum rate
is ten (10) percent of the Contract Price and this shall be deducted fro
the payment due to the supplier.

GCC8.1

All Goods supplied under the Contract will have a remaining minimury
of seventyfive percent (75%) of the shelf life but for commaodities that
have a shelf life of less than one year, a remaining shelf life of 50%a#
be acceptable.

GC28.4

The Supplier shall remove, at his own risk and cost, the defective Goo
Within fourteen (14) Daysof the advice by the Procuring Entity.

GCQ333.4

Not Applicable
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SECTIONX - CONTRACTFORMS

This Sectioncontainsforms which, oncecompleted,will form part of the Contract. The forms for
Performance Security and Advance Payment Security, when required, shall only be completed
by the successfulTenderer after Contractaward.

Table of Forms

T OB AMBAQE. ... oeicmieee e
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AdVANCEPAYMENTSECUNEY .....uuiiiiii i ceeeeeeens e e et teeeeeeees s e e e e e e e e e e e emeemennnsseeeeeeeeeeeeeemmenneens 12O
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CONTRACTAGREEMENT

[Thesuccessfulendereshallr Il in this formin accordancwiith theinstructionsindicated]

THISAGREEMENTadethe [insert: number] day of [insert:month], [insert:

year]. BETWEEN

1)

2)

[insert completenameof Procuring Entity] , a[insert descriptionoftype oflegalentity, for examplean
agencyofthe Ministry of. of the Govenment of Kenya,or corporationin Kenyaand having its
principal place of businessat [insert addressfProcuring Entity] (hereinafter called O O E A

Procuring %1 O E @ tHedofepart, and

[insert nameof Supplier] acorporation incorporated under the laws of [insert: country of Supplier]
and having its principal place of business dinsert: address of Supplief] EAOAET A AZOAO
30DDI & theothér Ipart:

WHEREAS the Procuring Entity invited Tenders for certain Goods and ancillary seesg viz.,
[insert brief description of Goods and Serviaed]has accepted a Tender by the Supplier for the
supply of those Goodsand Services.

The Procuring Entity and the Supplier agreeasfollows:

1

In this Agreement words and expressions shall have theame meanings as are respectively
assignedto them in the Contractdocumentsreferred to.

Thefollowing documentsshall be deemedto form and be read and construed aspart of this
Agreement. ThisAgreementshall prevail overall other contract documents.

a) The Form of Tender

b) the AddendaNos.(if any)

c)  SpecialConditionsof Contract
d)  GeneralConditions of Contract

e) The3 b A A E AildudirtgiSéheduleof Requirementsand Technical3 PAAE £AAA QE |

f) the completed Schedules(including Price Schedules)

g0 The0o OO A E ANatificétidrtof Award

h)  Acceptanceby the tenderer

i) Performance Bond (where applicable)

) " E A Adunee6tdCR12(should have beenissuedwithin the last 12 months)

yi AT 1T OEAAOAOQEIT T &£ OEA DPAUI AT OO O1 AA 1T AAA
in this Agreement,the Supplier hereby covenantswith the Procuring Entity to provide the Goods

and Services ad to remedy defects therein conformity in all respects with the provisions of the
Contract.

The Procuring Entity here by covenantsto paythe Supplierin consideration of the provision

of the Goods and Services and the remedying of defects therein, thenCact Price or such
other sum as may become payable under the provisions of the Contract at the times and in
the manner prescribed by the Contract.

IN WITNESSwhere of the parties here to have causedthis Agreementto be executedin accordance
with the laws of

Kenya on the day, month and year
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indicated above.For and on behalfof the

Procuring Entity

Signed;: [insert signature]in the capacity of [insert title or otherappropriatedesignationjin
the presenceof [insert E 1 O U bof CE Er GEEBEEX)For and on behalf of the Supplier

Signed|insert signature of authorized representative(s) of the Supptie¢hle capacityof [insert title

or otherappropriatedesignationjn the presenceof[insertD E1 O U bof (HE UEEBEO wb DU O1 U Uy
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PERFORMANCESECURITY

Bank Guarantee [Thebank,asrequestethy thesuccessfulenderershallr Il in thisformin accordance

Date.............ccceeeevvvieeeennnnn . [INSert dateofissue)

PERFORMANCE GUARANTEE NoO.........ccceeennien. [Insert guaranteereferencenumber]
Guarantor....................... [Insert nameand addres®f placeofissue unlessindicatedin theletterhead]

We have been informed that................... [insert nameof Supplier,whichin the caseof ajoint venture
shallbethenameofthejoint venture](hereinafter called"the Applicant”) hasenteredinto ContractNo.
[insert referencenumber of the contract] dated [insert date] with the" A1 A AAfdE Ah€supply of.
................................. [insert nameof contractandbriefdescriptionof HealthGoodsandrelatedServices]
(hereinafter called "the Contract").

Furthermore, we understand that, according to the conditions of the Contract, a performance
guaranteeis required.

At the request of the Applicant, we as Guarantor, hereby irrevocably undertake to pay the

-~ - - X ~

" AT A AAry dum b sumsnot exceedingin total amount of.............., [insert amountin r gures]

P ).[insert amount inwords]lsuch sum being payable in the types and proportions of
currencies in which the Contract Price is payable, upon receipt by us of the " AT A/ EAEAO

-~ Z < b ~

show grounds for your demandor the sum O D A A EheEinA

This guaranteeshall expire, no later than the.................. Daty............. 2 ,andanydemand
for payment under it must be received by us at this | /EAAdiBated above on or before that date.

This guarantee is subject to the Uniform Rules for Demand Guarang2s@JRDG) 2010 Revision, ICC
Publication No.758,exceptthat the supporting statementunder Article 15(a) is here by excluded.

[Signature]

Note: All italicized text (including foot notes) is for use in preparing this form and shall be deleted

from the Anal product.
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ITheGuarantarshallinsertan amountrepresentinﬂ?epercentageftheAcceptecContractAmountU x| EDr
in the Form of Acceptance,and denominated eifher in the currency(ies) of the Contract or a freely conve
currencyacceptableotthe! I Ol r EDPEUa o

2Insert the dateweny-eight days after the expected completion date as described in GC Clause 18.4. Th
Procuring Entity should note that in the event of an extension of this date for completion of the Contract,
the ProcuringEntitywoulcheedtorequestanextensionofthisguaranteefromtheGuarantor.Suchrequest must
be in writing and must be made prior to the expiration date established in the guarantee. In preparing thi
guarantee, the Procuring Entity might consider adding the following texthéoform, at the end of the

x] OUOUDPOEUI wxEUET UExT 0 ?Bne bxtedsidrEod tRiSdusddntessdr & petiod not) O
toexceedsix months][oneyear],inresponséothe! 1 O1 r BsBtEerJlavitation to suchextension
,suchrequesto bepresentedo the Guarantorbeforeghe expiryofthel UEUE QUI | 6 2
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ADVANCEPAYMENTSECURITY

[Guarantorletterheador SWIFTD E 1 O¢baet 1 U

ADVANCE PAYMENGUARANTEBNO.:........ccceevneennees [lnsert guaranteereferencenumber]
Guarantor...........c......... [Insert nameand addres®f placeofissue unlessindicatedin theletter head]

We have been informed that .[insertnameof Supplier, whichin the caseof a joint venture

shall be the name of the joint ventuyfeE AOA ET AZAZOAO AAI 1T AA OOEA | PD]
NO. [insert reference number of the contract]
dated........ccoovveeeeeeeee e, [insert.... date] with OEA "A1T AEAEAOUN

(0] F [insertnameofcontractandbriefdescriptiorof HealthGoodsandrelatedServices[herein

after called"the Contract").

Furthermore, we understand that, according to the conditions of the Contract, an advance payment
ET OEA OOi ¢ ET OA O({Qinséktiamnddnit 0 wdtds]s EBen@deiyaingt &h advance
payment guarantee.

At the request of the Applcant, we as Guarantor, here by irrevocably undertake to pay the
"AT AEAEAOU AT U OO1I 10O O0i 6 1106 Agdsdthafméuhtgn EI1

=~ - Y ~

a separate signhed document accompanying or identifying the demand, stating either that the
Applicant:

a) Hasusedthe advance paymentor purposesother thantoward delivery of Goods;or

b) has failed to repay the advance paymentn accordancewith the Contract conditions,
specifying theamount which the Applicant hasfailed to repay.

A demand under this guarantee may be presented as from the presentation teetiGuarantor of a
credited to the Applicant on its account NUMbDEr........ccccccoiiiiiiiiiccccceeneenne [insert
numberpt.........ccccceeeeennn. [insert nameandaddres®f Applicant's bank]

The maximum amount of this guarantee shall be progressively reduced by the amount of the
AAOAT AA PAUI AT O OAPAEA AU OEA ! bPIi EAAT O AO ODA
AAROOEAAAOAO xEEAE OEAI T AA bOAOA hOI&est updn od O 8
receipt of a copy of the interim paymentA A OOE £A A O hataiielx EAAOET C

(90) percent of the Accepted Contract Amount, has been A A O O ForEBakment, or on
the.......ccceeeeis [insert day] day Of........ccccceeeeeenns [insert month] 2 [insert year] whichever is

earlier. Consequently, any demand for payment under this guarantee must be received by us at
this | /E/ABA & before that date.
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[Signature]

Note: All italicizedtext (including footnotes)is for usein preparingthis form and shall bedeletedrom the
r nal product.

IThe Guarantorshallinsert an amountrepresentinghe amountof the advancepaymentand denominated

eitherin the currency(ies)of theadvance payment as
U x | EithelCantract,orin afreelyconvertiblecurrencyacceptable the Procuring Entity
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