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Catalog reference: bac—-water-3
Search code:  ALC-PROOF-BAC-WATER-3-G66
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Analyzed: 2026-89-29
Reported:  2026-89-3@

Lot:  SYN-@8@8&6

Sample Summary

Product: Bacteriostatic water — 3 mL Principal peak purity: MNot reported

Identity evidence: Mot established by this report Net volume: 2.911 mL

Molecular formula: Solution: component formulas MNeutral mass: Mo single molecular mass for a
in references solution

Appearance: Clear solution Chemical reference: Component references in

supporting notes

Analytical Results

Within configured specifications Profle profle-bac-wabar.3 wi.
Determination / method Result Specification Decision

MNet volume 2.911 mL 2.7 to 3.3 mL Pass

OMT-01 - volume basis U=8.845 mL, k = 2 guard-band

Specification applies to the deciared label claim.

Methods: Gravimetric volume determination. Conditions, Bmits and calculated checks are inciuded in the supportng pages.
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Results apply anly to the submitied sample and the methods listed in this report. Orly the lsted methods are covered. This report does not establish sterdity, endotoxin content, biclogical adlivity or
suitabdity for clinical use
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Calculated checks and system suitability

Analysis check Value Configured criterion Assessment

Assay ralative to label claim 87.033 % 80 o 110 pass
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Methods and decision rules

QMNT-01 - Gravimetric volume determination 1
Instrument: analytical balance
Calibration and replicate measurement. Expanded uncertainty uses k= 2.

Expanded measurament uncertainty uses a coverage factor of 2.

Simple acceptance compares the resuwlt with the stated limits. Guard band acceptance requires the full expanded uncertainty interval to fall within the limits; averlap is indeterminate.
A failed specdication remains a reportable result.

Scope and observations

Volume alone does not establish sterlity, endotoxin content or preservative concentration.

‘Water and benzyl alcohol are formulation references anly, not measured sampée components. Presenvative identity, presence and concantration require the sample formulation. Mo
preservative sirangth or sterility Is infarred. DallyMed formadation reference.

Component chemical reference properties

Reference component Melecular formula Neutral mass (Da) Source
Watar {vehicle referance) H20 18.81856 PubChem CID 262
Benzyl alcohal (preservative reference) C7THEO 188.85751 PubChem CID 244

Masses are calculated using the monolsotopic convention; they are not obaenved MS results.

Water (vehicle reference): Mautral water molecule. Vehicle referenca only; doas not establish sample composition, water quality or sterility.

Benzyl alcohol (preservative reference): Meutral benzyl alcohol molecule. Presarvative reference only; identity, presence and concentration in the sample are not established.
Only the listed methods are covered. This report does not establish sterlity, endotoxin content, biological activity or suitability for clinical use.
Sampla reference: Catalog identty and nominal content supplied by the client.

Chemécal form: Chemécal form and sequence require a laboratory refarance.
Chemical reference: Comgponent references m supporting notes

Prepared by: alchemiabs

alchemlabs + ALC-PRODF-BAC-WATER-3-6E ' Rew 1 Methods and sCope



