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ANALYTE  /  IDENTITY

Bacteriostatic Water for

Injection

CAS  NUMBER

7732-18-5
LOT  NUMBER

BW-2607

FILL  VOLUME

10 mL

SAMPLE  MATRIX

Sterile aqueous solution

APPEARANCE

Conforms

MANUFACTURED

05/02/2026
RETEST  /  EXPIRY

05/2028
DATE  RECEIVED

06/28/2026

DATE  ANALYZED

07/02/2026
DISPOSITION

RELEASED

1 RELEASE  STATEMENT Authorized Disposition

The submitted Bacteriostatic Water for Injection sample was evaluated under the Water Quality Panel covering appearance, sterility, bacterial endotoxin, and elemental

impurities. Appearance conformed to a clear, colorless solution free of visible particulates. Sterility by membrane filtration returned No Growth. Bacterial endotoxin measured

below 0.1 EU/mL, well within the not more than 0.25 EU/mL limit applicable to water for injection. Arsenic, cadmium, chromium, mercury, and lead were each below 1 ppm by

ICP-MS. On the basis that all tested attributes meet their respective specifications, the laboratory supports a disposition of RELEASED for the material as received.

APPEARANCE

Conforms

✓  PASS

STERILITY

No Growth

✓  PASS

ENDOTOXIN

< 0.1 EU/mL

✓  PASS

HEAVY METALS

< 1 ppm

✓  PASS

DISPOSITION

RELEASED

✓  PASS

2 ANALYTICAL  RESULTS USP <71> · <85> · ICP-MS

TEST METHOD SPECIFICATION RESULT STATUS

Appearance Visual, USP <790> Clear, colorless, free of visible particulates Conforms ✓  PASS

Sterility USP <71> No Growth No Growth ✓  PASS

Bacterial Endotoxin LAL kinetic, USP <85> NMT 0.25 EU/mL < 0.1 EU/mL ✓  PASS

Elemental Impurities (As, Cd, Cr, Hg, Pb) ICP-MS NMT 1 ppm < 1 ppm ✓  PASS

Container / Closure Integrity Visual Intact seal Conforms ✓  PASS
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V ifi ti ID TLA 9477 BACW F1A7

STERIL ITY

No Growth
USP <71> membrane filtration

✓  PASS
BACTERIAL  ENDOTOXIN

< 0.1
EU/mL · limit NMT 0.25 EU/mL

✓  PASS
HEAVY  METALS

< 1
ppm · As Cd Cr Hg Pb

✓  PASS
DISPOSIT ION

RELEASED
Water Quality Panel complete

Sterile. Membrane-filtration sterility testing returned No Growth, so the sample

shows no detectable microbial contamination.

✓

Very low endotoxin. Bacterial endotoxin measured below 0.1 EU/mL, comfortably

under the 0.25 EU/mL limit for water for injection.

✓

Clean of heavy metals. Arsenic, cadmium, chromium, mercury, and lead were each

below 1 ppm.

✓

Clear and colorless. Appearance conforms to a clear, colorless solution with no

visible particulates and an intact container seal.

✓


