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~ USPCatalog No.: 1500502
USP Lot No.:  ROSOAD

The excerpt below is from USP-NF General Chapter < 1788 = Mcthods for the Determination of
Particulate Matter/General Information

Particle Counting Accuracy-—System Suitability

Determine the particle counting accuracy of the instrument, using Method 1 (for sensors requiring the
meving window halt-count { MWHC) method for calibration), Method 2 (for multichanne! sensors), or
Metheod 3 for any instrument (manual comparison to membrane microscope method).

Method 1—MWHO Instrumenis

Procedure—Prepare the suspension and blank using the UISP Particle Count RS, With the instrument
set to count in the curnulative (total) mode, collect counts at settings of =10 pm and =15 um. Prepare
the blank and suspension sample in the same manner. Degas the mixture by one of three means: by
sonication (at 80- 120 watts) for about 30 s, by allowing to stand, or by vacuum. Gently stir the
contents by hand-swirling or by mechanical means, taking care not Lo introduce air bubbles or
contamination. Str continuously throughout the analysis. Withdraw three consecutive volumes directly
from the container. Historically, these have been volumes of NLT 5 ml. each, due to instrument
limitations and the desire to maximize sample volume. However, where desired, volumes may be
utilized that meet the standardization criteria and address the sensitivities of the formulation. Obtain
the particle counts, and discard the data from the first portion. [No11—Complete the procedure within
5 min.| Repeat the procedure, using the suspension in place of the blank. From the averages of the
counts resulting from the analysis of the two portions of the suspension at =10 um and from the
analysis of the two portions of the blank at =10 pm. calculate the number of particles in each ml. by
the formula:

(Ps— P}V
in which P is the average particle count obtained from the suspension: Py is the average particle count
obtained from the blank: and V is the average volume, in ml., of the 4 portions tested. Repeat the
calculations, using the results obtained at the setting of NLT 15 um.

Interpretation—The MWLHIC instrument meets the requirements for Particle Counting Accuracy if the
count obtained at =10 pum and the ratio of the counts obtained at =10 um to those obtained at =15 um
conform to the values that accompany the USP Particle Count RS. If the instrument does not meet the
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e iiTEements for Particle Counting Accuracy. and adequate test volumes remain, repeat the procedure
with them; if insufficient volumes remain, prepare new suspension and blank, and then repeat the
procedure. If the results of the second test are within the limits given above, the instrument meets the
requirements of the test for Particle Counting Accuracy. If on the second attempt the svstem does not
meet the requirements of the test, determine and correet the source of the failures, and retest the
imstrument.
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LABEL TEXT

PARTICLE COUN T-BLANK 25 mL
Comtaing the agienus phase without added particles
[y newd open unbd raady [ bagin est Stone in @ refrgaratorn

PROTECT FROM FREEZING

USP, 12801 Twanbrook Prwy Rockwlle MDD +1-301-881-0658
a5 Ca1 Ne 1500502 LOT ROSDAD
o - materlal mid n United Stmes

1 nd
R RS L S B A

PARTICLE COUNT-SUSPENSION 25mL

Contains 15 um polystyrena spneres in AfUECUS SLUSPENSIon
Partoles must be resuspendad before Use

Do nat open until ready to bepin test. Store in a refrgerator
PROTECT FROM FREETING

Acceptance value Counts at 10 gm belwesn 3350 and 2040 counlsiml
Ratio of courts af 10 wm o the counts &t 15 pm. between 142 and 5 15
USF, 12801 Twinbrook Py, Rocknlle MDD =1.301-881 0665

Cat Mo 1500602 LOT ROSOAQ Platerial refed in Linited States
o £ Joth
.
Quality Assurance
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Calculation Value

If a value is not provided on the label or accompanying documentation and the Reference Standard has a quantitative USP compendial
application, a value of 100L0% is used. The purity value is not applicable for qualitative uses. Please refer to the specific Refarence
standard label for further information.

Expiration

Current lots are identified in the current LSP Catalog. In some cases, the previous lot may still be consider ed valid for use. If 5o, itis
identified in the column marked “Previous Lot/Valid Use Date”

It is the responsibility of each user to determine that this ot is current or valid whan used. Far the most up-to-date information, please
refer to the USP Store at www. usp.org.

Instructions for Use

Follow the instructions on the label of the USP Reference Standard and in the appropriate USP documentary standard{s).
MNon-Monograph Use

The suitability of this Reference Standard for use in non-compendial applications is soleby the responsibility of the user,

LEGAL NOTICE

LISP WARRANTS GOOD TITLE TO USP REFEREMNCE STANDARDS ON DISPATCH FROM USP. THE FOREGOING WARRANTY IS IN LIEL OF
ANY OTHER WARRANTIES, EXPRESS OR IMPLIED, INCLUDING WITHOUT LIMITATION ANY WARRANTY OF MERCHANTABILITY OR FITMESS
FOR A PARTICULAR PURPOSE, OR ANY WARRANTY THAT THE PRODUCTS, INCLUDING THIS CERTIFICATE, ARE OF MERCHANTABLE
QUALITY. USP'S LIABILITY ARISING OUT OF OR RELATING TO THE SUPPLY OF USP REFERENCE STANDARDS AND THIS CERTIFICATE SHALL
IN MOy EVENT INCLUDE LOSS OF PROFITS, COST OF PROCURING SUBSTITUTE GOODS OR SERVICES, OR ANY INCIDENTAL, INDIRECT, OR
COMNSEQUENTIAL DAMAGES OF ANY KIND, EVEN IF USP |15 AWARE OF THE POSSIBILITY OF SUCH DAMAGES. WITHOUT LIMITING THE
GENERALITY OF THE FOREGOING, USP DOES NOT WARRANT THAT THE USE (OR RESALE OOF USP REFERENCE STANDARDS, INCLUDING
THEIR USE TO PERFORM TESTS AND ASSAYS FUBLISHED BY USP, WILL NOT INFRINGE UNITED STATES OR ANY OTHER PATENTS.

USP Reference Standards are not intended for use as drugs, dietary supplements, or as medical devices.

This certificate may not be reproduced without the express written permission of USP.

Copyright 2016 The United States Pharmacopeial Comvention. All rights reserved

USP Certificate Certificate Date: 0ENov2016

Page 4 of 4 USP Template No. CERT1_4-04
Effective 21Jan2016




