AH MTEC 2025 | African Healthcare Manufacturing Trade Exhibition and Conference

Dr Skhumbuzo Willie Siduna Sylvia Vito Abebe Genetu Bayih Solomon Abdellah

NLEYATELE Pharmaceutical Sector Africa Head Local Manufacturing Muktar
: Development Eva Pharma Coordinator Pharmaceuticals SM
FIEEEIEAL & G20 Coordinator International Africa CDC Senior staff
Kiara Health COMESA MoH - Ethiopia

ahmtec.org




—thiopia's

Pharmaceutical .

Manufacturing \M "
= “'!43. L

1,_&3-

Collaborative efforts,
Achievements, and Vision Ahead

October 03, 2025



G Introduction

Government Strategic Reform for
Pharmaceuticals Manufacturing

Achievements and Focus Areas for
Sector Growth




PHARMACEUTICALS MARKET LANDSCAPE

Sector
Background

« Ethiopia Pharmaceuticals Market is projected to grow from to

over
» Currently, about 80% of pharmaceutical demand is met through imports
» Public sector purchases account for 70% of the total pharmaceutical market,
 Pharmaceutical manufacturing is a top priority for the government, which

envisions becoming a major pharmaceutical manufacturing hub for Africa.
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PHARMACEUTICALS MARKET LANDSCAPE
Pharmaceuticals

= The total number of : : : = Antibiotics Lead Local Production:
= Top five production lines
High scale local o = 50% Market Share
= Tablet, Capsule, oral Liquids, . Blood sUbsti 2 perfusi
manufacturers are 15. 00d substitutes & perfusion

Product Portfolio Market Share

Dry powder for oral solluiie s ~TE9

= Joint ventur - i '
JOIE VETIEUTES suspension, and Small and * Drugs for acid-suppressing

arrangements (8); large volume parenteral agents 4%.

= Foreign Direct = Pain relief medications, and

= Majority of LPMs (9) have a

: ant-hypertensives were
Investment (4); and tablet production line, LPMs (7)

among the top ten products.
" fully owned by local have capsule and 5 of the LPMs . LPMs were able to supply <1% of

have capsule and oral liquid the health program medicine

lines. fund.

iInvestors ( 3).




Current Government Strategic Reform and
opportunities for Pharmaceuticals Manufacturing
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1. MAJOR GOVERNMENT REFORM

Banking sector
opening for foreign
investors

Four modalities identified and
implemented

» Subsidiary

» Joint Venture

» Branch

» Representative office

On 17th Dec 2024 foreign banks were
allowed to operate within Ethiopia
via Proclamation No.1360/2017
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A A
Floating of currency

Market-based exchange rate
Removal of current account
restrictions

Allocation priority for imports
» Retention

Foreign currency holdings

» Non-bank forex bureaus
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The trading
sector opening

4

New investment and SEZ
regimes ratified



INVESTMENT INCENTIVES & SUPPORT SCHEMES

Fiscal Other

» Corporate Income Tax exemptions ( ®

)

« Custom tax exemptions

« Legally guaranteed repatriation of

funds

« Facilitated, expedited, and long-

 Loss-carry forward term

* Full export duty exemption « Streamlined investor services by the

« Performance based Expatriates’ income Ethiopian Investment Commission

tax exemption

through OSS centers

Nonfiscal  Legal guarantee against expropriation
« The right to own immovable

* Unreserved government support and project facilitation and .
properties
aftercare services
= » Eased issuances of work permit & certificate of residency and * Reduced price and easy supply of
j others for foreign workers utilities

« Facilitation of market linkages




INFRASTRUCTURE DEVELOPMENT

10 minutes drive from Addis Ababa
International Airport.

S T pa

35 minutes drive to Modjo dry
port through the expressway.




MOH-Current efforts - to unlock
pharma investment in Ethiopia
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MoH established a multi-sectoral engagement platforms (LoPIDs)

to promote coordination and collective decision-making

Lopid Forum

Chair: H.E. State Minister Frehiwot
Secretary: EPMSMISA

Members Observers
E@ ©i Ith
reign mmonvealt|
MmT “LLOEC - ATTR P & Development Office
MINISTRY OF HEALTH - ETHIOPIA
@ International BILLe MELINDA
r == Finance Corporation S P e siond
Ah © l P0G G WG AT AL AN IFC ‘ empmeneer A
".:"_:.*_"_;'-..ﬂ!“i' / 3
!5:,; ¢ ’(!’\\\3 World Health ;E- e
EFDA h ‘-ix_'\_‘__‘l’i,ib’ Organization
CP A3ESNTE TLOEC
Ethiopian MINISTRY OF INDUSTRY
E‘B‘E\';-' utical wud to

PYIES $MEE FOAC ST FIUNAIDS | s @f ;II-VH()ER LD
Whimistry O Tracke fu Regicnal Indegration BANK

U
@Iﬁ?ﬂiﬂm E%
11
Core team Experts

Taskforce

1 team lead + 3 full time members Supporting from govt institutions and donors

The LoPID? Forum is a multi-
stakeholder platform to:

* Connect and coordinate local pharma
manufacturers and stakeholders to
strengthen the local industry

* Make collective decisions about prioritizing
and actioning initiatives

¢ Commit to mobilize resources and
collaborate between parties

The Taskforce supports the LoPID:

* Resolves bottlenecks through escalation of
pending decisions

e Coordinates across interventions
e Supports additional resource mobilization

* Consolidates progress and creates updated
documents for the LoPID Forum

EPMSMSA, as the LoPID secretary...

¢ Co-develops the agenda of the LoPID
forums, together with the Taskforce

* Represents the private sector
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Unlocking Evidence on Ethiopia’s pharmaceutical manufacturing sector.

Localization of Ethiopia
pharmaceutical manufacturiyg

/

@mﬁ AL KPR
NNSTRY OF EALTH-ETHOPA

Consoidaledsudy ropo o A8, @
December 22 ¥ 'r'(‘ ioueg % Strenthel‘[in Local Pha_r mmmmm tical : '
" \ ¥ .,"IL 7 Meanufacturing and Ensuring Access to Local Pharmaceutical Manufacturers in
) L’ L3 . - ' LR .
Wy Ethiopia: Landscape Assessment ImS MACE WPRE Prioritizing Pharmaceutical Products
f’ nlf 12 " Pharmaceutical and Medical Devices Lead Executive Office for Local ManUfacturing in Ethiopia
i ..v..:....,..u.....‘ h”mﬁf 4 @ Ministry of Health- Ethiopia
i H 7
s o/ 5B @ asmunc v Lo " May 2025
k . A ‘ “ MINISTRY OF HEALTH - ETHIOPIA -~ .
o e N Assessment of the Local Pharmaceutical Manufacturing
Octoter 024 Market Share in Ethiopia
. Local pharmaceutical
.. Strengthening Local ioritizi
Localization of g g Assessment of local  Frioritizing

Ethiopia
Pharmaceutical
Manufacturing —

MoH/Manufacturing
Africa, December 2023

Pharmaceutical

Manufacturing and Ensuring
Access to Medicines Under
the Macroeconomic Reform

— MoH, August 2024

manufacturers in
Ethiopia: Landscape
Assessment -
MoH/CHAI/AHRI,
October 2024

pharmaceuticals
manufacturing
market share in
Ethiopia

MoH, 2025

Pharmaceutical
Products for
Local
Manufacturing in
Ethiopia

June 2025
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Current efforts and opportunities

N Local Health Products manufacturing innovation and Exhibition

Opening: Head of
State

. . LA M NPCH
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attendance
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Regional States




Revising Directive/Guidelines

EPSS procurement directive
Custom clearance

@ EPSS can sign 7 years contract with suppliers

* The Customs API Import under a framework agreement

Commission has
revised the authorized
economic operator's
directive that

Unlimited for local products (NCB), 25% price
preference,

« EFDA issued a
directive @
authorizing the

would streamline the import of APIs by Advance payment of up to 30% for winning

clearing process and qualified importers. bidders

customs Verific§ti0n at @ EPSS can partner with public institutions and
manufacturers/import - Economy of scale in private companies for pooled procurement

ers premises for . i
certri)fied bulk importing.
MR EEEILIEE] Price adjustment can be used in long-term

manufacturers and procurement arrangements, using external

importers. reference price principle




WHO Maturity Level lll GBT Audit

@mﬂﬂ.ﬁﬁﬁﬁ Health Topics v Countries v Newsroom v Emergencies v Datav About WHO v

Public Health & Governance
Benefits

Market, Investment & Economic
Gains

Political, Diplomatic & Reliance
Advantage

.. ) . . Connection to Global & Regional
Ethiopia achieves major Initiatives

milestone in medicines
regulation reaching WHO
Maturity Level 3

ML3: Trust that moves markets, protects patients, and positions countries as a regional leader



Achievements so far

(3 Jorid el Health Topics v Countries v Newsroom v Emergencies v Datav About WHO v

Org;

»Market Share Increased from
8% in 2020/21 to 41% in
2024/25, and 52% plan for
2025

>»ML3 Achieved

»BE Implementation roadmap Ethiopia achigvas major

developed and in good milestone in medicines
regulation reaching WHO
Maturity Level 3

progress
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What are the Major Enablers that position Ethiopia as ideal Pharmaceutical Hub in East

Africa

Strong Government
Commitment and Policy
Framework

Large and growing
domestic demand, Import
substitution and raising

Supportive Investment
Environment
FDI and emerging PP Dialogue
forums

Strategic Geographic Location
Gateway to Africa and
centrally well connected

regional market demand.

Reliable and affordable
electricity and Water and
transport infrastructure
development.

Regional and Continental Integration

AfCFTA (African Continental Free Trade

Area) and leverage Africa CDC and other

platforms that aim to create market and
regulatory harmonization.

Dedicated Pharma Parks: and
Regulatory Strength for ML Ill and

Raising Research and
Development (R&D)

Regional Quality Laboratory Ecosystem

Partnerships and Collaboration on
Technology Transfer and Innovation
International partnership, development
partners engagement to support
countries efforts towards sustainable and
resilient health system.
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Community
Collaboration:
Turning MoUs into
Business Value

Willie Siduna
8 October 2025
AHMTEC Conference, Accra, Ghana




Strengthening Community Collaboration for
Pharmaceutical Manufacturing in Africa

O ©

AFRICA CDC'~, . AUDA-NEPAD
PHARMACEUTICAL
---------- MANUFACTURING ----------
ECOSYSTEM
AFCFTA RECs
MANUFACTURERS

ASSOCIATIONS




-
In

/

AfricaCDC AUDA-NEPAD
Guides health security Leads continental
priorities, demand pharmaceutical strategies
forecasting, pooled (e.g., PMPA), provides
procurement, and local technical support and
production policy guidance

D

RECs

Promote regulatory
harmonization, policy align-
ment among Member States,

joint infrastructure, and
capacity building

sl

AfCFTA Secretariat Manufacturers' Associations
Advances trade integration, tariff Advocate for investment incen-
reduction, and value chain tives, quality standards, and

development for pharmaceuticls

Key Institutional Roles in

industry-policy linkages

the Ecosystem




Advocacy and Enabling the
Ecosystem

ADVOCACY

Harmonized market
access policies,
manufacturing incentives,
R&D investment,
and skills development

ECOSYSTEM
ENABLERS

Shared data
platforms

POLICY
CHANGE

Public—private
dialogue

Monitoring
frameworks for
sustained impact

HEALTH
SECURITY

INVESTMENT

MANUFACTURING
GROWTH



Thank you wsiduna@comesa.int
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Development Services:

EVA Pharma’s R&D facility is a technology-driven CDMO offering
a wide integrated range of services in drug product development
and manufacturing.

The largest dedicated site for pharmaceutical development and
services in the MENA region.

Fully compliant with GMP and GLP guidelines and fully equipped
R&D laboratories and a pilot area with the highest-rated machinery.

Contract development.

Complete Life cycle management from development, process
optimization and scaling — up to commercial manufacturing.

API synthesis.

Drug produc formulation services.

‘@ Analytical processes development and services.




Manufacturing Capabilities: 2024

Quality & Accreditation:

EVA Pharma’'s state-of-the-art manufacturing facilities are equipped with cutting-edge
technology, are internationally recognized for innovation, and have been approved by
multiple regulatory agencies.

Santé Health
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Partnerships:

2024

Our globally accredited facilities, R&D, and global presence allow us to hold partnerships with
the best innovation-based global pharma companies, bringing the patients closer to the latest

innovations in medicine and healthcare solutions.

Time to market
Reduced Lead Times
Right First Time
Supportive Team

High Quality

Immediate Kick-off due to free

capacity
Decrease project duration and
costs

Flexible Business and Logistics
Modelsfrom ExW to DDP (EU
release included)

Agile project Team - quick
feedback
and action

Personalized and frequent support,
from all: Business to Quality

Brand-new EU sourced equipment
and facilities

iz



A record of successful collaborations: 2024

High-potency medications:

=~
In collaboration wnth Roche, EVA Pharma is lopahgmg L A Uit 4555 5 00805 AKRS o B et 281 52 (306 )
the manufacture of immunosuppressant medication
at our dedicated high-containment facility.
This collaboration encourages technology transfer
and the complicated know-how development of ot
immunosuppressant medication, significantly
reducing lead times in making these healthcare ""y’
solutions available for patients.

Metabolic health biologics:

As part of Lilly’s 30x30 initiative, Eli Lilly and EVA
Pharma are collaborating to deliver a sustainable
supply of human and analogue insulin to people
living with type 1 and type 2 diabetes in

low- to middle-income countries.

Eli Lilly 1s supplying API along with technical
assistance, enabling EVA Pharma to manufacture
and supply insulin to at least one million people
in Africa.
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