Oggu Inc Oggu

PHARMACEUTICALS - WHAT WE MANUFACTURE 02 / 07

Sterile
manufacturing Is
the system trigger.

The entry vertical. What the platform makes, the standard it is
made to, the full-stack biotech capability behind it, and how
manufacturing feeds care at the bedside.
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FIG. P1 — BLOW-FILL-SEAL IN FOUR STATIONS: EXTRUDE THE PARISON, MOLD THE
CONTAINER, FILL INSIDE THE STERILE ZONE, SEAL. THE CONTAINER IS NEVER OPEN TO THE
ROOM.
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ENTRY VERTICAL - LO2

Why manufacturing comes first.

Oggu Pharmaceuticals is the vertical through which
institutional capital enters the system and the structural
reason every other vertical exists.

A platform that built only manufacturing — without cultivation upstream, without
distribution downstream, without clinical validation, without sovereign-grade
governance — would be a contract operator, not sovereign infrastructure.
Manufacturing is the trigger. The other stages are the conditions under which the
trigger is executable. The entry product is deliberately chosen: the highest-volume,

most fundamental, most import-exposed category in the essential-medicines list.

VERTICAL DOCTRINE - OGGU PHARMACEUTICALS

Medicine's greatest enemy is preventable death.

The entry vertical exists not to produce medicines, but to eliminate the structural absence of the
medicines that already exist.



PRODUCT CATEGORIES

Four categories. One sequence.

The platform enters at the base of the essential-medicines



pyramid and climbs by discipline, not by opportunity.

6 CATEGORY 01 - ENTRY

Sterile essentials — large-volume parenterals.

Intravenous fluids are the first product line: Normal Saline, Ringer's Lactate, and Dextrose formulations,
manufactured on Blow-Fill-Seal (BFS) aseptic lines. BFS forms, fills, and seals the container in a single
automated sterile operation, removing the open-container exposure that conventional filling carries. IV
fluids are the highest-volume consumable in any hospital system and among the most import-dependent; a
plant that secures them secures the operating room, the emergency department, and the maternity ward at
once.

NORMAL SALINE RINGER'S LACTATE DEXTROSE BLOW-FILL-SEAL

% CATEGORY 02 - ADJACENT ESSENTIALS

Oral rehydration, small-volume injectables, oral solid-dose essentials.

Adjacent lines share the same quality system, the same regulatory dossier architecture, and the same
distribution channel as the entry line. Oral rehydration salts and zinc are the pediatric counterpart to 1V
fluids in diarrheal-disease mortality. Small-volume sterile injectables and oral solid-dose essentials extend
the plant's coverage of the national essential-medicines list without requiring a second regulatory pathway.

ORS - ZINC SMALL-VOLUME INJECTABLES ORAL SOLID-DOSE

CATEGORY 03 - VIA FULL-STACK BIOTECH
)

Biologics — insulin first.

Biologics enter through Oggu Biotech, the full-stack vertical, under the same operating standard. Insulin is
the first biologic target: a century-old molecule whose absence still produces preventable death wherever
supply is imported, priced in foreign currency, or interrupted at a border. A distributed local insulin
manufacturing network is the platform's proof-of-concept for biologics sovereignty. Monoclonal antibodies
and other therapeutic proteins follow the same cell-line, fermentation, and fill-finish architecture.

INSULIN THERAPEUTIC PROTEINS CELL-LINE - FILL-FINISH

g CATEGORY 04 - VIA FULL-STACK BIOTECH

Vaccines and specialty therapeutics.

Vaccine fill-finish and, on a longer horizon, antigen production, operated under WHO Prequalification
protocols. Specialty therapeutics — including essential oncology and anti-infective lines that appear on
national shortage registers — are sequenced behind the volume products, because volume products fund
the quality system, the workforce, and the regulatory relationships that specialty products require.

VACCINE FILL-FINISH ONCOLOGY ESSENTIALS ANTI-INFECTIVES



MANUFACTURING STANDARD

Built to WHO Prequalification
from the first batch.

Quality is not a certification the plant earns dafter
commissioning. It is the specification the plant is

commissioned against.

Every Oggu manufacturing site is designed, validated, and operated to current
Good Manufacturing Practice and to the World Health Organization Prequalification
standard — the quality threshold required for procurement by United Nations
agencies, the Global Fund, Gavi, and aligned multilateral procurement bodies.
Host-country regulatory registration is pursued in parallel, so that a single quality

system satisfies both the national regulator and the international one.

The operating consequence is replication. Because the quality system is codified in
the Beyond Operating System rather than held in the memory of a first-plant team,
Plant 02 inherits Plant 01's validated protocols, and every subsequent plant inherits
both. Validation master plans, installation and operational qualification, aseptic
process simulation, environmental monitoring, deviation management, and batch

release are the same documents at every site, executed to the same cadence.

— Aseptic manufacturing on Blow-Fill-Seal lines; open-container exposure eliminated by
design.

— Continuous sterile power supplied by Oggu Energy — the plant does not depend on
grid stability for sterility.

— Water-for-injection, HVAC, and cleanroom classification specified to the international
standard, inspected by the national one.

— Batch release, pharmacovigilance, and recall procedures shared across all sites
through one system of record.



FULL-STACK BIOTECH - LOG6

Engineering the medicine of
survival.

Without full-stack biotech, a sovereign manufacturing platform

plateaus at the molecules others invent. Oggu Biotech is the

vertical that refuses that ceiling.

FIG.

DISCOVERY PRECLINICAL CLINICAL MANUFACTURING REGULATORY LIFECYCLE

P3 — SIX STATIONS ON ONE RAIL. A MOLECULE TRAVELS FROM DISCOVERY TO

LIFECYCLE WITHOUT LEAVING THE PLATFORM.
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Discovery and design. Early-stage molecule and biologic design, vaccine platform
selection, and formulation — in partnership with research institutions under technology-
transfer terms that leave the operating IP inside the platform.

Preclinical development. Safety profiling, formulation stability, and analytical method
development, executed to the standard the eventual regulatory dossier will require.

Clinical development. Trials conducted to ICH-GCP standard through the Centers of
Excellence, which give the platform its own validated clinical sites and its own patient-
level outcome data.

Biologics manufacturing. Cell-line development, fermentation, purification, and sterile
fill-finish at WHO PQ standard, sharing the quality architecture of the sterile-essentials
plants.

Regulatory affairs. Multi-jurisdiction registration — host-country authority, WHO
Prequalification, and reference-agency pathways — managed as one dossier
architecture.

Lifecycle management. Pharmacovigilance, real-world evidence from the Care stage,
and indication expansion feed back into discovery. The loop closes at the patient.



A research-only or licensing-only biotech occupies one slice of this chain. A full-
stack vertical owns capability across all six, so that a molecule can move from
design to commercial supply without dependency on an external operator. That is
the strategic definition of the term as Oggu uses it.



PRIORITY DISEASE-BURDEN CATEGORIES

Where the platform aims first.

Sequencing follows three signals: national essential-medicines
shortage registers, sovereign import-dependency, and the
populations most exposed to preventable mortality.

01

Fluid and electrolyte replacement.

IV fluids and oral rehydration. The foundation of
surgical, obstetric, emergency, and pediatric care;
the first category the platform secures in every
jurisdiction.

03

Anti-infectives and antimalarials.

Essential antibiotics and antimalarial lines that recur
on shortage registers across the Tier 01 and Tier 02
geographies, sequenced behind the volume
products that fund their quality system.

05

Essential vaccines.

02

Insulin and metabolic disease.

A curable-by-management condition that becomes
fatal where supply is imported and interrupted. The
first biologic the platform localizes.

04

Essential oncology.

Generic chemotherapy essentials whose absence
converts treatable cancers into fatal ones. Specialty
sterile capability, sequenced once the aseptic
platform is validated.

Fill-finish first, antigen production on a longer horizon. Vaccine sovereignty is the category in which
dependence on another nation's permission has been most visibly demonstrated.



The evidence behind the sequence

FLUIDS - SURGERY AND EMERGENCY CARE

Five billion people lack access to safe, affordable surgical and anaesthesia
care; 143 million additional procedures are needed each year.

No operating room, emergency department or maternity ward runs without sterile intravenous fluids. The
Lancet Commission on Global Surgery (Meara et al., 2015) is the reason large-volume parenterals are the
entry product in every jurisdiction.

REHYDRATION - CHILD MORTALITY

Diarrhoea kills around 443,832 children under five each year; ORS costs a
few cents per treatment and zinc shortens an episode by 25%.

World Health Organization fact sheet, March 2024. Oral rehydration salts and zinc are the pediatric
counterpart to IV fluids and share the plant’s quality system and channel.

INSULIN - METABOLIC DISEASE

79 million adults with type 2 diabetes will need insulin by 2030; on current
trends about half will not have access. In Africa, need rises seven-fold.

Basu et al., The Lancet Diabetes & Endocrinology, 2018. A century-old molecule is the first biologic the
platform localizes because the access gap is a supply-architecture gap, not a science gap.

VACCINES - CONTINENTAL MANDATE

Africa CDC’s Partnerships for African Vaccine Manufacturing target 60% of
the continent’s routine immunization needs manufactured locally by 2040.

Fill-finish first, antigen on a longer horizon, inside a mandate the continent has already declared. In
September 2024 IFC, DFC, DEG and Proparco committed €500 million to insulin and pediatric-vaccine
manufacturing in Africa — the demand for this category is financed, not hypothetical.

The five categories describe sequencing intent. Product-level commitments in any
jurisdiction are set against signed sovereign instruments and the national essential-

medicines list of the host country, not against this page.



STAGE 04 - STAGE 06

How manufacturing feeds care.
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FIG. P4 — THE LOOP IS THE POINT. PRODUCT
MOVES OUT; OUTCOME DATA MOVES BACK.

Product leaving the plant is not the platform's outcome. Product reaching the patient
inside the clinical window is. Oggu Logistics carries manufactured product under
pharmaceutical-grade cold-chain and custody control from site to point-of-care
storage. Avionics of Healthcare covers the time-critical remainder. The Centers of
Excellence — Oggu Healthcare — generate anchored demand at defined quality
thresholds, consume the product, and return patient-level outcome data to the

plant. That data is the audit trail against which manufacturing capacity is judged.

The loop is the point. A plant that cannot see its patients is a factory. A plant whose
batch records and whose clinical outcomes sit in the same system of record is

infrastructure.
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CONTINUE READING

Global Reach -.

Sovereign Deployment Architecture — where the platform is engineered to meet sovereignty demand.
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