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To all Bidders,

ADDENDUM NO. 1

Dcar Sir/Madam,

RE: TENDER NO. KEMSA,/GOK CPF MAVOIT 07/2026-2027 - SUPPLY OF
ANTIMALARIAL MEDICINES

We refer to thc abovc tcnder and advise that the spccifications for Artesunate
Injcction 60mg havc bcen amended as attached.

Yours faithf ully,

&
Moses Sucl i

Procure mcrrt Dircctor
For: Chief Executive Officer
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Technical Specifications for Artesunate Injection

Gmeml specifications

Prequalilication antl qmlity stantlard

r 'lhe product must be prequalified by the WHO Prequalification Programme and /or authorizcd by a WIIO
Listed Authorities (WI-A) as per the Global Fund QA Policy for Pharmaceutical products. 'l'hose prequalified

for use by the WIIO Prequalilication Team should be listed in the cunent WHO I-ist oi prequalified malaria

medicines.

o 'l'hc product must be accompanied by the following in the technical tender: the WllO Prequalification

Relerence number and/ or proof of registration by an WLA and/or the United States Food and Drug

Administration (tJSFDA) approval/ tentative approval reference number

o Should meet the requirements ol the pharmaceutical legislation and regulation ol thc country ol origin ior
manulacturing and distribution of medicines. "Country oi origin" here means the country where the finished

product is manulactured.

. The manufaclurer should adhere to Good Manufacturing Practices (GMP) standards set out by the WIIO and

PPII in all respects for manulacturing, packaging, and labelling of products. Manulacturer to show proof of
adherence to GMP standards and provide GMP license from PPB.

o Should also be compliant with monographs set by WHO Intemational Pharmacopeia (lnt. Ph.) or the United

States Pharmacopoeia (USP) or British Pharmacopeia (BP) or European Pharmacopeia or validated in-house

specifications.

o The supplier or manufacturer must provide stability data supporting the International Council for
Ilarmonisation of'lechnical Requirements lor Pharmaceuticals for Human Use (lCH) zonc lVb climatic
conditions to ensure the lbrmulation maintains quality, safety, and efiicacy throughout its shelf life in
Kenya's climatc.

. The supplier or manulaclurer must provide a certificate of analysis for each batcl/lot of the product being

supplied.

r The bidder is cxpcctcd to submit the required number olsamples, each equivalent to one (l ) pack per product,

as described, for tender evaluation.

PRE-PROCUREMENT TESTING
Supplier shall submit a certificate of analysis from an independent quality conhol laboratory for the brand to
be prequalified

POST PROCURE&'ENT IESTING
The MoH/NMCP/Procuring Agencies will take samples of the procured medicines so as to undcrtakc post-
shipment batch teshng, through the relcvant WHO certified laboratories.

Local and regisfiatio rcqtiru e ts
The medicine product must bc rcgistercd ancl retained with the loca1 pharmaceutical regulatory authority
of Kenya, i.e., Pharmacy and Poisons Board (PPB). Bidders should provide registralion, re-registration, and/or
retention certificates from PPB.
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Packhtg nmrking and labelliry specilicatiots

. The product's primary, secondary and tertiary Packages shall have the same batch number

PRIMARY PACKAGING:

Primary package should be clearly labelled with indelible ink indicating the following, as a minimum:

o Intemational Nonproprictary Name (lNN) / generic name ofthe medicine

r Strcngth olthe activc pharmaceutical ingredient(s) (i.e., quantity ofactive ingredient) pcr unit dosagc form

r List ofcxcipicnts that arc known to be a patient safcty concem

. Dosagc form / formulation (c.g., injection)

. lotal contcnts (numbcr ofdosagc units) olcontainer / pack size

r [)atc ol manufacturc

r Expiry datc

o Batch numbcr

o Sbragc and handling instructions, including any specific storage conditions such as nol to storc above

tempcraturc ol'30oC; to protcct lrom light; not to rcfrigerate or freeze.

o Namc and location of manufacturcr (physical address, with country of origin. The "counlry of origin" is

dclincd as the country whcrc the linished product is manufactured.)

o All labclling iund packagc inserts must be legiblc and comprehensible, in indelible ink and in linglish and/or

Kiswahili
r Lahcls should not contain material or graphics that target to dircctly promote the product's usc by infants and

children; howcvcr. pictograms that clarifu usagc iniormation may be included in the product packagc

. Special markings: for products procured through GoK and GFATM support, thcrc should be spccial markings

on packaging as follows: "GoK - Not for sale", and "To be used for trcatment ofseverc malaria"

o All primary packaging must bc scaled, tamper-proofand air-tight

r Light scnsitivc medication must bc packaged in USP approved packaging

. Notc: as per the PPB guidelines to submission lor drug registralion. date of manufacturc.

manufacturcr addrcss, storagc conditions may be omitted on primary package il it is a blistcr or strip

pack of vial/ampoule of I'olume less than l0mL. Manulacturer name may be substitutcd with a

tradcmark or othcr symbol. Primary packaging of blisters and strips should have thc follorving

minimum labclling: Name, strength, and pharmaceutical fonn of the finished pharmaceutical products;

nranulacturcr namci batch number; and datcs of manufacture and expiry in uncoded lomr.

SECONI)AI(Y I'ACKACING:

Labelling on outer packaging (or where there is no outer packaging - on the immediate packaging), should
irrclutlc

. Narlc ofthc finished pharmaceutical product (FPP)

r List ofactivc pharmaceutical ingredients (using lnlemational Nonproprietary Namc ([NN) or generic name, if
applicablc)

r Pharmaccutical dosage form / formulation (c.g., injection)

. Strcngth ofthe activc pharmaccutical ingredient(s) per unit dosage form

. lbtal contcnts (number ofdosage units) ofcontainer / pack size



. List ofexcipients that are known to be a patient safety concem

o Indication(s) and recommended dosage, where practicable

r Batch number

o Date ofmanufacture and expiry in uncoded form

. Storage and handling instructions, including any specific storage condilions
r Directions for use. and any necessary wamings or precautions

r Manufacturer name and address

r Name and address ofthe company / organization responsible for placing the product on the Kenyan market (if
di fferent lrom manu facturer)

. Kenya marketing authorii,ation numbcr

. Legal category, i.e., ifprescription only medicine (POM) or over the counter medicine (OTC)

TERTIARY PACKACINC:

Individual unit containtrs shall be packed in carton boxes made of strong corrugated cardboard that are:

. Strong enough to withstand rough handling & exposure to extreme hopical temperatures & moisture

The label for the tertiary or outer carton shall be in indeliblc ink and shall include:

. Shipping marks

o lntemational Nonproprietary Name (lNN) or generic name - prominently displayed

r Pharmaceutical dosage form / formulation
. Strengtl/concentrationoltheproduct
. Date ofmanulacture and date ofexpiry (in clear language, no code)

o Batch number

. Quantity per carton

. Special instructions lor storage and handling

r Manufacturer name and address

r Carton numbering specifying lhe number ofthe carton out ofthe total number in the shipment, e.9., carton

1140

. Special marking "GOK - Not for Sale" on 3 adjacent sides ofthe tertiary packaging

. Any additional cautionary statements

sttclftift
Artesunate is manufactured with a shelf life of between 24 and 35 months. The guaranteed minimum remaining shelf

life upon delivery is negotiated as part of the bidding process, but shall be at least 75% at time of delivery to the

procuring agent.

Spcifcally, drclf lile nnrst be the lollorLing nininmnr

24 months - products must have a minimum of l8 months ofusable shelf life remaining at time ofdelivery to

the procuring entity

36 months - products must have a minimum ol27 months olusable shelf lile remaining at time ofdelivery to

the procurement entity
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# Product (Active
ingredient) name/
International
Non-Proprietary
name
(INN)

liormulation Strength Pack sizc Additional
requirements

I Artcsunate Injcchon
Inhavenous (lV)

/ Intramuscular
(IM)]

60mg 1 Vial
(made of USP
Type I glass)

Co-packed with both
solvent and diluent for
solution for injection or
singlc sodium bicarbonate

and arginine-based
formulation Diluent
*See section
Complementary items
that are packed with the

product below

P r o duc t- s p e c if i c sp e c ilica t i o n s

Tahle 7: Syrctfc rotts lor lnj Artnmatt

Complcnrcntary iten:rc thst are packed with the prodrtct

Each vial of Inj Artcsunatc is co-packed with two dilucnts, one ampoule of sodium bicarbonate 5%w/v
(50mg/ml) and onc ampoulc of sodiunr chloridc 0.9% (9mg/ml), or single sodium bicarbonate (8.4 mg/ml) and

arginine (20nrg/ ml) bascd formulation Diluent as follows:

Tnhk 2: Specilications for co-pack

Other requirements
The MoH/NMCP will take samples of the procured medicines so as to undertake post-shipment batch testing,

through the relevant WHO ccrtified laboratories.

Strength of
Artesunate

Sodium
bicarbonate co-

pack

Sodium bicarbonate
and Arginine (Single
Diluent)

30mg 0.5m1 2.5m1 1.5 rnl
60mg Iml 5rnl 3ml
120mg 2ml 1Oml 6rnl

180 mg 9ml

Sodium chloride
co-pack


