Accelera

Service Overview

Formulation Development & Analysis

OVERVIEW

Accelera offers comprehensive Formulation Development & Analysis services designed to ensure optimal drug
exposure in preclinical studies. With a flexible, science-driven approach, we develop simple, well tolerated, and
clinically relevant formulations tailored to the specific physicochemical characteristics of each compound —
enabling confident progression through toxicology, pharmacology, and IND-enabling stages.

CORE CAPABILITIES

I Tailored formulation design (solutions & suspensions)

IV and oral administration routes

I Vehicle identification for in vitro studies

> Solubility & stability limitation management
I Customised strategies per compound profile

GLP ICH

Guideline Compliant

Regulated Studies

D HPLC-UV & UV-Vis method development

D Analytical method validation (GLP)

P Thermodynamic solubility assessment

P Dose formulation stability studies

1> GLP concentration checks for tox programmes

IV +PO

Administration Routes

24h-14d

Stability Timepoints

FORMI ION DESIGN

We develop solutions and suspensions for IV and
oral routes, identify appropriate vehicles for in vivo
and in vitro use, and overcome solubility or stability
challenges early in development.

Every formulation is aligned with the compound's
physicochemical profile and clinical relevance.

—» Optimize Your Formulation with Us

WHY ACCELERA

Integrated expertise
Formulation design and analytical validation under one roof
— no outsourcing, full traceability.

Science-driven flexibility

Tailored strategies for every compound, from first-in-class
NCES to complex biologics.

ANALYTICAL SUPPORT

In-house analytical expertise underpins every study.
We develop and validate HPLC-UV and UV-Vis
methods, assess thermodynamic solubility, and
perform stability studies at multiple timepoints (24h,
48h, 7d, 14d). GLP-compliant concentration and
homogeneity checks ensure data integrity for
toxicology programs.

—» Schedule GLP Stability & Concentration Check

GLP compliance
Validated methods and stability data accepted by regulatory
authorities for IND-enabling packages.

Global partnership
Proven track record supporting international pharma and
biotech clients from discovery to clinic.

info@acceleraorg | www.acceleraorg
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ANALYTICAL CONTROL METHOD VALIDATION

All formulation studies are supported by a fully validated analytical control method, conducted under
GLP regulation in compliance with ICH guidelines.

The following is a representative example of the study design parameters included in Accelera’s client proposals for in
vivo formulation analytical control, illustrating our standard approach to GLP method validation.

PARAMETER DETAILS

PURPOSE Analytical method validation for in vivo formulation
REGULATORY STATUS GLP-regulated and ICH Guidelines
ANALYTICAL TECHNIQUE HPLC-UV

SYSTEM SUITABILITY TEST Peak symmetry, retention time, Capacity Factor

atleast 5 drug substance standard solutions in specified range of the assay target

LINEARITY concentration; n=3 for each level.

PRECISION 6 injections of drug substance standard solution at the assay target concentration

SPECIFICITY Placebo specificity sample inspection

ROBUSTNESS Triplicate injection of the reference and sample solutions stored for 24 and 48
hours under appropriate storage conditions.

ACCURACY/RECOVERY Formulation prepared and analysed at > 3 concentration levels (n = 3 per level)

Evaluated at lower and higher concentration levels Timepoints: 24h - 48h - 7 days -

STABILITY OF DOSE FORMULATIONS 14 days Under appropriate storage conditions

VALIDATION REPORT Full validation parameters, analy[tlca! procedure, method details, and

Ready to advance your formulation?

i , i . —» info@accelera.org
Contact our team to discuss your compound’s specific requirement
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	All formulation studies are supported by a fully validated analytical control method, conducted under GLP regulation in compliance with ICH guidelines.

	PARAMETER
	DETAILS
	PURPOSE
	Analytical method validation for in vivo formulation

	REGULATORY STATUS
	GLP-regulated and ICH Guidelines

	ANALYTICAL TECHNIQUE
	HPLC-UV

	SYSTEM SUITABILITY TEST
	Peak symmetry, retention time, Capacity Factor

	LINEARITY
	at least 5 drug substance standard solutions in specified range of the assay target concentration;  n=3 for each level.

	PRECISION
	6 injections of drug substance standard solution at the assay target concentration

	SPECIFICITY
	Placebo specificity sample inspection

	ROBUSTNESS
	Triplicate injection of the reference and sample solutions stored for 24 and 48 hours under appropriate storage conditions.

	ACCURACY/RECOVERY
	Formulation prepared and analysed at > 3 concentration levels (n = 3 per level)

	STABILITY OF DOSE FORMULATIONS
	Evaluated at lower and higher concentration levels Timepoints: 24h · 48h · 7 days · 14 days Under appropriate storage conditions

	VALIDATION REPORT
	Full validation parameters, analytical procedure, method details, and representative chromatograms (appended)



