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Introduction
Global-Grade, IPEC GMP Compliant, Ready for every market.

Excipients are more than just ingredients; they are the silent backbone of safe,

effective, and stable medicines. At PureSynth, we understand that every excipient
carries a responsibility — to patients, to regulators, and to your brand. 
With this in mind, we manufacture and supply pharmaceutical excipients that
are globally accepted, aligned with IPEC GMP guidelines, and supported with

complete technical and regulatory documentation.
Our philosophy is simple: uncompromising quality, reliable supply, and customer

 centric service that goes beyond expectations.

With years of expertise and commitment to excellence, our flagship brand ExciPur
has become a trusted partner for pharmaceutical, nutraceutical, and biotechnology
companies worldwide. Developed under stringent compliance frameworks such as
ICH Q7A and ISO 9001, our products consistently meet the most rigorous
international standards. This makes ExciPur not just a product line, but a symbol
of consistency, safety, and innovation — strengthening the foundation of modern
medicine across the globe.

IPEC-GMP Compliant

ISO 9001 Certified

Quality Matters – QMS Built on Global Standards

At PureSynth, quality is not an afterthought –
it is the foundation of every
excipient we deliver. Our QMS is
meticulously designed in line with ICH Q7A

guidelines and certified to ISO 9001 standards,
ensuring every stage meets
internationally recognized benchmarks.
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QMS Framework

Quality-critical parameters are carefully monitored,
with deviations thoroughly investigated and resolved.
Final product release is conducted only after QA review,
ensuring compliance with established standards.

Documentation & Records SOPs and records are maintained in validated document control
systems; QA stores executed records in controlled environments.

Contract Manufacturers/
Supplier Qualification

Rigorous vendor evaluation, audits, and continuous monitoring;
bound by formal agreements and subject to full change notification.

Deviation & CAPA
Management

Structured process for identifying, investigating,
and correcting deviations.

Buildings & Facilities

Personnel

Change Control

Continuous Improvement

Regulatory Compliance Alignment with ICH Q7A, ISO 9001, and IPEC GMP guidelines.

Regular training, audits, and feedback systems driving ongoing
quality enhancements.

Formal quality agreements in place; all changes controlled

and notified per Q7A/IPEC requirements.

QMS Element Implementation at PureSynth

Qualified staff undergo structured training curricula. Continuous
competency development and awareness programs.

All critical equipment calibrated and maintained to ensure
compliance.

Quality Management 

Supplier & Material Integrity

State-of-the-art analytical testing Assurance, Release & Continuous Improvement

Robust Manufacturing & In-Process Controls

Multi-tier quality review
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ExciPur Certificates & Applicability

Technical Documentation & Certifications

Transparency and trust are integral to our operations. Every consignment
is backed with a robust set of documents and certificates, empowering our
clients with complete traceability and assurance.

 

The specific certificates provided depend on the
 

A) Grade of excipient (pharmaceutical, food, cosmetic, or nutraceutical) 
B) Requirements of our customers and regulators.

Below is an overview of the certificates we provide and their typical applicability:

Certificate / Statement

BSE-TSE Certificate

When Provided / Applicable Use

Pharma & food excipients – assures absence of
animal-derived spongiform encephalopathy risks
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Mycotoxins / Aflatoxins Certificates Pharma & food excipients – ensures safety from
toxic metabolites

Certificate of Origin For all grades – confirms country of origin of the
material.

CMR Certificate
Pharma & cosmetic excipients – confirms absence
of carcinogenic, mutagenic, and reprotoxic

substances.

Cosmetic Allergens Certificate Cosmetic-grade excipients – meets EU Cosmetics
Regulation requirements.

Doping Certificate Nutraceuticals & sports-related formulations –
ensures absence of prohibited doping substances.

Ethylene Oxide Statement Pharma/food excipients – provided where
sterilization/processing requires confirmation.

Food Allergens Certificate Food-grade excipients – confirms absence of
common allergens.

Redefining Excellence in Excipients

www.pure-synth.comsales@pure-synth.com



Gluten-Free Certificate

GMO (Genetically Modified
Organism) Certificate

Ionizing Radiation Certificate

Latex Certificate

Melamine / Mesilates Certificates

Nanoparticles Certificate

Nitrosamines Declaration

Non-Animal Origin Statement /
Not Tested in Animals

Non-Dioxins Certificate

Nutritional Information

Palm Oil Free Certificate

Phthalates Certificate

SVHC Certificate

Food & nutraceutical excipients where gluten-free 
labelling is required.

For food, nutraceutical, and cosmetic applications
requiring GMO-free status.

Confirms material has not been treated with ionizing
radiation (for pharma/food markets requiring it).

Pharma excipients – ensures product is free from
natural rubber latex.

Provided when specifically requested by customers/
regulators.

Cosmetics & food – confirms presence/absence of
engineered nanoparticles.

Pharma excipients – aligns with EMA/FDA
nitrosamine impurity controls.

For vegan, vegetarian, and cruelty-free
requirements in pharma, food & cosmetics.

Required for certain pharma/nutraceutical
excipients to ensure purity.

Food & nutraceutical excipients – calories, protein,
fat, carbohydrate content, etc.

Food & cosmetic industries where palm oil is
restricted.

Pharma & cosmetic excipients where phthalates
are restricted.

EU REACH compliance – declaration of Substances
of Very High Concern.
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Forbidden Substances
Certificates (GSO / Cosmetics)

For Middle East (GSO) & EU cosmetic regulations –
ensures compliance with prohibited substance lists.

Pesticides Certificate Food & nutraceutical excipients to confirm
absence of pesticide residues.

Residual Solvent Certificate Pharma excipients – confirms compliance with
compendial /ICH Q3C solvent limits.

Certificate / Statement When Provided / Applicable Use
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What Sets Us Apart:

Special Packaging Solutions

Global Compliance Regulatory Reliability

Client-Centric Approach

Unmatched Traceability

Customized Solutions

Product Portfolio:

Our extensive range of excipients is designed to serve a wide spectrum of applications
across pharmaceuticals, nutraceuticals, and specialty formulations. 
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Pack size available from kg to tons on requirement
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PureSynth Research Chemicals GmbH
64683 Marie-Curie-Str. 3, Einhausen, Germany

     +49 (0)6251/7056790 
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To learn more about Puresynth’s Research Chemicals GmbH Portfolio,
visit www.pure-synth.com

All statements and information provided herein are believed to be accurate and reliable; however, they are presented
without guarantee, warranty, or responsibility of any kind, express or implied. Statements or suggestions regarding
possible uses of our products are made without representation or warranty that such use is free from patent infringement,
and nothing herein should be construed as a recommendation to infringe any patent. The user is responsible for determining
the suitability of the information and products for their intended application and assumes all risks and liabilities arising from
such use. The user should not assume that all safety measures are identified herein, and additional precautions may be
required depending on conditions of use. PureSynth shall not be held liable for any damages, losses, or claims arising out of
reliance on the information provided. All content is subject to change without notice. ™ All Rights Reserved.

Get in touch with
our team today to learn more

To Order, please contact:

sales@pure-synth.com

1800-8908-260


