ARE YOU COMPLIANT

WITH LATEST

<USP 857>
GUIDELINES?

Review on new compliance

With revision to General Chapter <USP 857>, which emphasized on
performance specifications for UV-Vis Spectrometers (e.g. Lambda 365),
on December 15t 2019 USP officially announced the amended chapter
with new regulations on testing parameters. There are some major
modifications made related to calibration parameters which will supersede
the earlier method protocols that were practiced in the regulated
environment of QA/QC lab. This PerkinElmer note gives a quick look at the
parameter changes and additions to the test limits and wavelengths to be
tested.

Our Lambda 365 UV-Vis Spectrometers with UV Winlab ES software has
proved to be complying to these new regulations.

This latest <USP 857> Chapter has revised several parameters that were
required in previous USP publications (May 1, 2015). The parameters are
as below:

1. Wavelength accuracy and reproducibility
2. Photometric accuracy and precision

3. Stray light

4. Resolution

*Revised on December 2019
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Additions to calibration Parameters as per Dec 2019 <USP 857>

[Method | UV(200-400 nm) Vis (400-780 nm) Vis/NIR (400-900 nm)

Control of wavelength Earlier test method recommended only the usage of Holmium oxide in perchloric acid and emission lines from the source
within 240 — 650 nm. The amendment extended the test range till 900 nm by adding above methods

Cerium oxide solutions Accuracy =1 nm Precision <0.5nm ~ — -

Didymium solutions or glasses = Accuracy £2 nm Precision <0.5 nm

Control of absorbance Earlier tests have the Abs range to be tested between 0-1 A. Present tests extends the Abs range to 0-3 A.
Absorbance Range Standard UV (200-400 nm) Vis (400-780 nm)
0-1A Certified metal-on-fused- silica Evaluate at 250, 280, 340, 360, and Evaluate at 465, 500, 546.1, 590,and
filters 400 nm. Accuracy £0.010 AA Precision 635 nm. Accuracy +0.008 A Precision
<0.005 AN <0.005 A\
1-3A Certified potassium dichromate 80—200 mg/L Evaluate at 235, -
(K2Cr,07) solution 257,313, and 350 nm. Accuracy
+1%,Precision <0.5%
1-3A Certified neutral density glass filters — — Evaluate at 440, 465, 546.1, 590, and
635 nm. Accuracy +0.8%, Precision
<0.5%
Stray Light Earlier test method recommended the spectral range only to be tested. Present test specified the wavelength to be tested
with a slight relaxation in the spectral range.
Recommended Wavelength (nm)  Spectral Range (nm) Liquid or Solution
198 190-210 Aqueous potassium chloride (12 g/L)
220 210-270 Aqueous sodium iodide or potassium
iodide (10 g/L)
300 250-330 Acetone
340 300-400 Aqueous sodium nitrite (50 g/L)

Lambda series UV-Vis Spectrometers are conceptualized to be

in accordance with USP guidelines. Known for its high versatility
and stability, low stray light and extremely high signal to noise
ratio, Lambda 365 is a tailor-made solution to give you a seamless
performance as per the new modified Dec 2019 <USP 857>
guidelines.

PerkinElmer UOQ for UV can be delivered on any standard UV-Vis
Spectrophotometer made by PerkinElmer or other manufacturers.
All the test procedures and formula descriptions are embedded in
the Protocol, making reviews easy and eliminating redundancies,
while the Report provides automated calculations and pass/

fail determinations. This results in an ultra-secure, smart PDF,
guaranteed to have a unique ID job number and digital certificate.
U0Q for UV will become available as smart PDF documents that can PerkinEImer OneSource UOQ_UV
switch between several global languages. for <USP 857> compliance
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