
1 Full Material Traceability
Each unit is uniquely identified and linked to its 
originating bulk material and manufacturing 
record, ensuring complete traceability from 
production through final release.

1

2

Certified Value with Measurement 
Uncertainty
The assigned value is established using 
validated methods and reported with expanded 
uncertainty (k=2), providing approximately 95% 
confidence in accordance with ISO GUM 
principles.
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3 Metrological Traceability to SI Units
Measurements are traceable through calibrated 
instrumentation and NIST-traceable standards, 
ensuring accuracy, comparability, and 
compliance with ISO/IEC 17025 requirements.



4 4 Validated Characterization Approach
Certified values are established using 
scientifically recognized methods (e.g., qNMR) 
with traceable reference standards and 
controlled experimental conditions.



5 5 Primary Value Assignment via qNMR
The certified purity value is established using 
quantitative NMR (qNMR), a primary ratio 
method that enables direct measurement of 
analyte content relative to a traceable 
reference standard. This approach minimizes 
method-dependent bias and provides a 
metrologically sound basis for value 
assignment in accordance with ISO 17034 
principles.



6 6 Demonstrated Material Consistency
Homogeneity and stability are statistically 
evaluated in accordance with ISO 33405 to 
confirm that material properties remain 
consistent across units and over time.

7 7 Comprehensive Analytical Confirmation
Orthogonal techniques confirm identity, purity, 
and absence of impurities, supporting the 
assigned certified value.



8 Method Details
All methods used are clearly identified and the 
corresponding parameters are included. 
Representative chromatograms are provided 
for the Aurum lot alongside the appropriate 
pharmacopeia reference lots, enabling a direct, 
like-for-like comparison of retention time and 
peak profile.
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9 9 Impurity Analysis
A dedicated impurity assessment screens the 
material for related substances by 
chromatographic separation. The outcome is 
reported to confirm the orthogonal analyses 
being performed.



10 Qualitative Identification
Confirms the identity of the material and offers 
further traceability to the appropriate 
pharmacopeial standards. Infrared 
spectrophotometry (FTIR) compares the 
material's characteristic absorption fingerprint 
directly against both USP and EP reference 
standards. The strong spectral correlation 
across all diagnostic bands provides 
independent verification of chemical identity, 
while cross-referencing to compendial lots 
reinforces traceability and supports confident 
acceptance for regulated use.
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Independent Review and Release
Each CofA is reviewed and approved by 
qualified personnel to ensure compliance with 
Aurum’s quality management system.
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11 Mass and Structural Confirmation
High-resolution ESI Orbitrap analysis confirms 
the molecular mass and elemental 
composition, supporting unambiguous 
identification of the material. The 600 MHz 1H 
spectrum in DMSO-d6 verifies the molecular 
structure and assesses purity through 
characteristic signal assignment and 
integration.
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