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BANKING CHARACTERIZ
PRACTICES ATION
FOR RECOMBI
NANT
BIOLOGICS

RESIDUAL 1. INTRODUCT USPNF Online Online
HOST CELL  ION AND

PROTEIN MEA SCOPE

SUREMENT IN

BIOPHARMAC

EUTICALS BY

LIQUID CHRO

MATOGRAPHY

—-MASS SPECT

ROMETRY

RESIDUAL 4. SAMPLE PR USPNF Online Online
HOST CELL  EPARATION, C

PROTEIN MEA HROMATOGR

SUREMENT IN APHIC

BIOPHARMAC SEPARATION,

EUTICALS BY AND MASS SP

LIQUID CHRO ECTROMETRY

MATOGRAPHY ANALYSIS

—-MASS SPECT

ROMETRY

RESIDUAL 5. QUANTITATI USPNF Online Online
HOST CELL  ON OF HCPS

PROTEIN MEA

SUREMENT IN

BIOPHARMAC

Print PublicationFix Publication

31-Jan-2025  1-May-2025

31-Jan-2025

1-May-2025

31-Jan-2025  1-May-2025

Description

Change

In vitro assay®

+ 4+

to:

In vitro assay®
+ 20+

In paragraph 3:
Change
Residual HCP
ELISA

to:

HCP ELISA

e

e

In paragraph 4
in 4.1 Sample
Preparation:
Change
product (or
polysorbate)

to:

product protein
(or polysorbate)

In three
instances in 5.1
Methods for
HCP
Quantitation:
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EUTICALS BY Change
LIQUID CHRO product
MATOGRAPHY to:
—MASS SPECT product protein
ROMETRY
RESIDUAL 7. BEST USPNF Online Online 31-Jan-2025  1-May-2025 NA NA In paragraph 1
HOST CELL  PRACTICES in7.3
PROTEIN MEA FOR Comparison of
SUREMENT IN REPORTING ELISA and LC-
BIOPHARMAC DATA FROM MS/MS HCP
EUTICALS BY ELISA VERSUS Results:
LIQUID CHRO LC-MS/MS Change
MATOGRAPHY the comparing
—MASS SPECT to:
ROMETRY comparing
DRY HEAT DE INTRODUCTIO USPNF Online Online 23-Feb-2024  1-Mar-2024 NA NA Change
PYROGENATI N parental
ON manufacturing
to:
parenteral
manufacturing
LEAD PROCEDURES USPNF Online Online 27-Jan-2023  1-Jun-2023 NA NA In Analysis:
/Procedure 1: Change
Chemical Add to the acid
Method solution 5.0 mL
of Standard
dithizone

solution and 4
mL of Ammonia
cyanide
solution,
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to:
Add to the acid
solution 5.0 mL
of Standard
dithizone
solution and 4
mL of
Ammonium
cyanide
solution,
LEAD REQUIREMEN USPNF Online Online 27-Jan-2023  1-Jun-2023 NA NA Change
TS FOR * Precision
PROCEDURE Repeatability
VALIDATION to:
* Precision
TOPICAL AND SPECIFIC USPNF Online Online 28-Jul-2023 1-Dec-2023 NA NA In Release
TRANSDERMA TESTS FOR Liner Peel Test:
L DRUG PROD TDS Change
UCTS—PRODU The product
CT QUALITY fails the test if
TESTS the mean peel
force is outside
the acceptable
range
determined
during product
development.
to:
The product
fails the test if
the overall
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Errata Post

Errata Official

Target Errata

Target Online

Monograph TitleSection Source Page Number
Sort Publication
descending

PARTICLE GLOSSARY USPNF Online Online
SIZE

ANALYSIS BY

DYNAMIC

LIGHT

SCATTERING

COLOR AND METHOD II: IN  USPNF Online Online
ACHROMICITY STRUMENTAL

(QUANTITATIV

E)

ASSESSMENT

OF COLOR

Date

27-Oct-2023

17-Nov-2023

Date

1-May-2024

1-Dec-2023

Print PublicationFix Publication

NA

NA

NA

NA

Description

mean peel force
Is outside the
acceptable
range
determined
during product
development.
In Average
particle
diameter:
Change
expressed in
nanometers.
to:

expressed in
meters.

AND

In Viscosity:
Change

in millipascal-
seconds
(mPa?s).

to:

in pascal-
seconds (Pa?s).
In Table 5:
Change

Sum 98.809
100.000
107.307
White point
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Monograph TitleSection
Sort
descending

AND COLOR
MATCHES

PACKAGING GENERAL
AND
STORAGE RE
QUIREMENTS
Packaging
Definitions

Source
Publication

Second
Supplement to
USP43-NF38

Page Number

Errata Post

Errata Official

Target Errata

Target Online

Online

Date

26-Mar-2021

Date

1-Dec-2025

Print PublicationFix Publication

NA

NA

Description

98.811 100.000
107.304

to:

Sum 94.809
100.000
107.307
White point
94.811 100.000
107.304

In Light-
resistant
container:
Change
?661.27?,
Functionality,
Spectral
Transmission
Requirements
for Light-
Resistant
Components
and Systems.
to:

?661.27?,
Functionality
Test Method,
Spectral
Transmission
Requirements
for Light-
Resistant
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Errata Post

Errata Official

Target Errata

Target Online

Sort Publication
descending

ANTIBIOTICS—APPENDICES USPNF Online Online
MICROBIAL
ASSAYS

MEASUREME APPARATUS
NT OF
STRUCTURAL
STRENGTH OF
SEMISOLIDS
BY PENETRO
METRY
ACARBOSE

USPNF Online Online

IMPURITIES USPNF Online Online

ACARBOSE IDENTIFICATIO USPNF Online Online
TABLETS N/B.

Date

29-Dec-2023

17-Nov-2023

29-Dec-2023

28-Apr-2023

Date

1-Jan-2024

1-Dec-2023

1-Jan-2024

1-May-2023

Print PublicationFix Publication

NA

NA

NA

NA

NA

NA

NA

NA

Description

Components
and Systems.
In two instances
in Appendix 1
equations:
Change
14.020

to:

14.022

In Figure 2:
Change
66+0.25 @
to:

65+£0.25 @

In
Chromatographi
c
Purity/Analysis:
Change

Result = (ry/ra)
x (1/F) x 100
to:

Result = (ry/rp)
x (1/F)
Change

The spectrum
obtained from
the Sample
solution shows
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Sort
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ACESULFAME SPECIFIC
POTASSIUM  TESTS

Source Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication

USPNF Online Online

Date

27-Dec-2024

Date

1-Jan-2025

Print PublicationFix Publication

NA

NA

Description

IR maxima in
the regions of
3500-3200,
2950-2890,
1653-1633, and
1070-1000
cm™.

to:

The spectrum
obtained from
the sample
preparation
shows IR
maxima in the
regions of
3500-3200,
2950-2890,
1653-1633, and
1070-1000
cm™.

In Acidity or
Alkalini
ty/Analysis:
Change

If the solution is
blue, titrate with
0.01N
hydrochloride
acid

to:

If the solution is
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blue, titrate with

0.01 N

hydrochloric

acid
ACYCLOVIR  ASSAY/ USPNF Online Online 29-Apr-2022  1-May-2023 NA NA In the Sample

Procedure solution:

Change

0.1 N sodium
hydroxide

to:

0.01 N sodium

hydroxide
ADENOSINE ASSAY USPNF Online Online 27-Sep-2024  1-Oct-2024 NA NA In

Proce

dure/Buffer:

Change

tetrabutyl

ammonium

to:

tetrabutylammo

nium
ALUMINUM CHEMICAL USPNF Online Online 25-Oct-2024  1-Nov-2024 NA NA Change
SULFATE INFORMATION Aly(SO,);3 - XH,

O (anhydrous)

342.15

to:

Alx(SO,)3 - xH,

O

AND

Change

Anhydrous
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342.16
to:
Anhydrous
342.13
AMANTADINE IDENTIFICATIO USPNF Online Online 25-Aug-2023  1-Sep-2023 NA NA In A.: Change
HYDROCHLORN Spectroscopic
IDE Identification
Tests ?1977?,
Infrared
Spectroscopy:
197A, 197K,
and 197S
to:
Spectroscopic
Identification
Tests ?1977?,
Infrared
Spectroscopy:
197A, 197K, or
197S
Procedure for
197S
AMIKACIN ASSAY USPNF Online Online 17-Nov-2023  1-Dec-2023 NA NA In
SULFATE Proce
dure/Analysis:
Change
Cy=
concentration of
amikacin in the
Sample solution
(mg/mL)
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AMLODIPINE ASSAY USPNF Online Online 27-Sep-2024  1-Oct-2024 NA NA
AND

BENAZEPRIL H

YDROCHLORI

DE CAPSULES

AMOXICILLIN IDENTIFICATIO USPNF Online Online 17-Nov-2023  1-Dec-2023 NA NA
BOLUSES N

Description

to:

Cy=
concentration of
Amikacin
Sulfate in the
Sample solution
(mg/mL)

In

Proce
dure/Buffer 1:
Change
tetrabutyl
ammonium

to:
tetrabutylammo
nium

Change
Application
volume,
Developing
solvent system,
Proce
dure—Proceed
as directed for
the
Identification
test under
Amoxicillin
Tablets.

to:

Application
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Publication
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Errata Post
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Target Errata

Target Online

Date

Date

Print PublicationFix Publication

Description

volume—>5 L.
Developing
solvent
system—a
mixture of
methanol,
chloroform,
water, and
pyridine
(90:80:30:10).
Proce
dure—Proceed
as directed in
Thin-Layer Chro
matographic
Identification
Test <201>. Dry
the plate with
the aid of a
current of warm
air for 10
minutes. Locate
the spots on the
plate by
spraying lightly
with a solution
of ninhydrin in
alcohol
containing 3 mg
per mL, and dry
at 110° for 15
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Sort
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AMOXICILLIN Identification
FOR
INJECTABLE

SUSPENSION

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata

Target Online

USPNF Online Online

Date

27-Oct-2023

Date

1-Nov-2023

Print PublicationFix Publication

NA

NA

Description

minutes.
Change
Prepare a test
solution
containing the
equivalent of 4
mg of
amoxicillin per
mL by adding
0.1N
hydrochloric
acid to
Amoxicillin for
Injectable
Suspension.
Allow the
solution to
stand for 5
minutes before
use: the
solution
responds to the
Identification
test under
Amoxicillin
Capsules.

to:

Prepare a test
solution
containing the
equivalent of 4
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Publication
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Target Errata Target Online
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Print PublicationFix Publication

Description

mg of
amoxicillin per
mL by adding
0.1N
hydrochloric
acid to
Amoxicillin for
Injectable
Suspension.
Allow the
solution to
stand for 5
minutes before
use. Prepare a
Standard
solution of USP
Amoxicillin RS
in0.1N
hydrochloric
acid containing
4 mg per mL.
Use within 10
minutes after
preparation.
Apply
separately 5 pL
of each solution
on a thin-layer c
hromatographic
plate coated
with a 0.25-mm
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Publication
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Errata Post
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Target Errata Target Online

Date

Date

Print PublicationFix Publication

Description

layer of chromat
ographic silica
gel mixture (see
Chromatograph
y <621>). Place
the plate in a
suitable chroma
tographic
chamber, and
develop the
chromatogram
in a solvent
system
consisting of a
mixture of
methanol,
chloroform,
water, and
pyridine
(90:80:30:10).
When the
solvent front
has moved
about three-
fourths of the
length of the
plate, remove
the plate from
the chamber,
and dry with
warm air for 10
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Monograph TitleSection Source Page Number

Errata Post
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Target Errata

Target Online

Sort Publication
descending

AMOXICILLIN I IDENTIFICATIO USPNF Online Online
NTRAMAMMA N
RY INFUSION

Date

17-Nov-2023

Date

1-Dec-2023

Print PublicationFix Publication

NA

NA

Description

minutes. Locate
the spots on the
plate by
spraying lightly
with a solution
of ninhydrin in
alcohol
containing 3 mg
per mL, and dry
at 110° for 15
minutes: the Rg
value of the
principal spot
obtained from
the test solution
corresponds to
that obtained
from the
Standard
solution.
Change

The solution
obtained
responds to the
Identification
test under
Amoxicillin
Capsules.

to:

Prepare a
Standard
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Publication
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Target Errata Target Online

Date

Date

Print PublicationFix Publication

Description

solution of USP
Amoxicillin RS
in 0.1 N
hydrochloric
acid containing
4 mg per mL.
Use within 10
minutes after
preparation.
Apply
separately 5 pL
of each solution
on a thin-layer c
hromatographic
plate coated
with a 0.25-mm
layer of chromat
ographic silica
gel mixture (see
Chromatograph
y <621>). Place
the plate in a
suitable chroma
tographic
chamber, and
develop the
chromatogram
in a solvent
system
consisting of a
mixture of
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Target Online
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Description

methanol,
chloroform,
water, and
pyridine
(90:80:30:10).
When the
solvent front
has moved
about three-
fourths of the
length of the
plate, remove
the plate from
the chamber,
and dry with
warm air for 10
minutes. Locate
the spots on the
plate by
spraying lightly
with a solution
of ninhydrin in
alcohol
containing 3 mg
per mL, and dry
at 110° for 15
minutes: the Rg
value of the
principal spot
obtained from
the test solution
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Sort
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AMOXICILLIN
ORAL
SUSPENSION

Errata Post

Errata Official

Target Errata

Target Online

Publication

IDENTIFICATIO USPNF Online Online
N

Date

26-Jan-2024

Date

1-Feb-2024

Print PublicationFix Publication

NA

NA

Description

corresponds to
that obtained
from the
Standard
solution.
Change
Shake a portion
of Oral
Suspension
with a mixture
of acetone and
0.1N
hydrochloric
acid (4:1) to
obtain a
solution
containing
about 1 mg of
amoxicillin per
mL. The
solution
responds to the
Identification
test under
Amoxicillin
Capsules.

to:

Prepare a test
solution by
shaking a
portion of Oral
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Publication

Page Number
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Target Errata Target Online

Date

Date

Print PublicationFix Publication

Description

Suspension
with a mixture
of acetone and
0.1N
hydrochloric
acid (4:1) to
obtain a
solution
containing
about 1 mg of
amoxicillin per
mL. Prepare a
Standard
solution of USP
Amoxicillin RS
in0.1N
hydrochloric
acid containing
1 mg per mL.
Use within 10
minutes after
preparation.
Apply
separately 5 pL
of each solution
on a thin-layer c
hromatographic
plate coated
with a 0.25-mm
layer of chromat
ographic silica
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Description

gel mixture (see
Chromatograph
y ?6217?). Place
the plate in a
suitable chroma
tographic
chamber, and
develop the
chromatogram
in a solvent
system
consisting of a
mixture of
methanol,
chloroform,
water, and
pyridine
(90:80:30:10).
When the
solvent front
has moved
about three-
fourths of the
length of the
plate, remove
the plate from
the chamber,
and dry with
warm air for 10
minutes. Locate
the spots on the
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?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection

Sort
descending

APIGENIN

CHEMICAL
INFORMATION

Source Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication

USPNF Online Online

ARIPIPRAZOL PERFORMANC USPNF Online Online

E TABLETS

E TESTS

Date

28-Feb-2025

25-Aug-2023

Date

1-Aug-2025

1-Sep-2023

Print PublicationFix Publication

NA

NA

NA

NA

Description

plate by
spraying lightly
with a solution
of ninhydrin in
alcohol
containing 3 mg
per mL, and dry
at 110° for 15
minutes: the Rg
value of the
principal spot
obtained from
the test solution
corresponds to
that obtained
from the
Standard
solution.
Change
C15H12,05
272.26

to:

C15H1005
270.24

In Dissolution
<711>/Test

1/

Proce

dure/
Chromatographi
C


?page=%20&field_monograph_title_value=&order=field_monograph_title&sort=desc
?page=%20&field_monograph_title_value=&order=field_monograph_title&sort=desc
?page=%20&field_monograph_title_value=&order=field_monograph_title&sort=desc
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?page=%20&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=%20&field_monograph_title_value=&order=field_integer_page_number&sort=asc
?page=%20&field_monograph_title_value=&order=field_errata_post_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_post_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection

Sort
descending

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata

Target Online

ATORVASTATI ADDITIONAL R USPNF Online Online

N CALCIUM

EQUIREMENT
S/USP
Reference
Standards ?11?

Date

26-May-2023

Date

1-Jun-2023

Print PublicationFix Publication

NA

NA

Description

proce
dure/Analysis:
Change
Result =
(Ru/Rg) x Cg %
V x (1/L) x 100
to:
Result =
(Ry/Rs) x Cg x
V x D x (1/L) x
100
AND
Add
D = dilution
factor of the
Sample
solution, 2
Change
USP
Atorvastatin
Related
Compound H
RS (lactone
impurity)
to:
USP
Atorvastatin
Related
Compound H
RS
Also known as
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?page=%20&field_monograph_title_value=&order=field_section&sort=asc
?page=%20&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=%20&field_monograph_title_value=&order=field_source_publication&sort=asc
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?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection

Sort
descending

ATORVASTATI ASSAY/

N CALCIUM
TABLETS

Procedure

Source Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication

USPNF Online Online

Date

30-Jun-2023

Date

1-Jul-2023

Print PublicationFix Publication

NA

NA

Description

Lactone
impurity;

AND

Change

USP
Atorvastatin
Related
Compound | RS
(acetonide
impurity)

to:

USP
Atorvastatin
Related
Compound | RS
Also known as
Acetonide
impurity;

In Analysis:
Change

M,; = molecular
weight of
atorvastatin,
558.64

M,, = molecular
weight of
atorvastatin
calcium,
1155.34

to:

M
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?page=%20&field_monograph_title_value=&order=field_section&sort=asc
?page=%20&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=%20&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=%20&field_monograph_title_value=&order=field_integer_page_number&sort=asc
?page=%20&field_monograph_title_value=&order=field_errata_post_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_post_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection

Sort
descending

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata

Target Online

ATORVASTATI PERFORMANC USPNF Online Online

N CALCIUM
TABLETS

E

TESTS/
Dissolution
?7117?

Date

30-Jun-2023

Date

1-Jul-2023

Print PublicationFix Publication

NA

NA

Description

ri= molecular
weight of
atorvastatin,
558.65
M,, = molecular
weight of
atorvastatin
calcium,
1155.36
In Test 1, Test
3, Test 4, Test
5, and Test
6/Analysis:
Change
M,; = molecular
weight of
atorvastatin,
558.64
M,, = molecular
weight of
atorvastatin
calcium,
1155.34
to:
M,; = molecular
weight of
atorvastatin,
558.65
M,, = molecular
weight of
atorvastatin
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?page=%20&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=%20&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=%20&field_monograph_title_value=&order=field_integer_page_number&sort=asc
?page=%20&field_monograph_title_value=&order=field_errata_post_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_post_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Errata Post

Errata Official

Target Errata

Target Online

Monograph TitleSection Source Page Number
Sort Publication
descending

ATORVASTATI ADDITIONAL R USPNF Online Online

N CALCIUM EQUIREMENT
TABLETS S/USP
Reference

Standards ?117?

ATORVASTATI IM USPNF Online Online

N CALCIUM PUR
TABLETS ITIES/Organic
Impurities

Date

30-Jun-2023

30-Jun-2023

Date

1-Jul-2023

1-Jul-2023

Print PublicationFix Publication

NA

NA

NA

NA

Description

calcium,

1155.36

In USP

Atorvastatin

Related

Compound B

RS: Change
1155.34

to:

1155.36

In Analysis:

Change

M,; = molecular

weight of

atorvastatin,

558.64

M,, = molecular

weight of

atorvastatin

calcium,

1155.34

to:

M,; = molecular

weight of

atorvastatin,

558.65

M,, = molecular

weight of

atorvastatin

calcium,

1155.36
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?page=%20&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection
Sort
descending
ATOVAQUONE IMPURITIES

Source Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication

USPNF Online Online

Date

26-May-2023

Date

1-Jun-2023

Print PublicationFix Publication

NA

NA

Description

Change
Related
Compounds
System
suitability
solution and
Sample
solution:
Prepare as
directed in the
Assay.
Analysis
Samples:
System
suitability
solution and
Sample solution
Using the
chromatograms
of the Sample
solution and the
System
suitability
solution,
calculate the
percentage of
atovaquone
related
compounds in
the portion of
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?page=%20&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection

Sort
descending

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata Target Online

Date

Date

Print PublicationFix Publication

Description

Atovaquone
taken:

to:

Organic
Impurities
Mobile phase,
Diluent,
System
suitability
solution,
Standard
solution,
Sample
solution,
Chromatograp
hic system and
System
suitability:
Proceed as
directed in the
Assay.
Analysis
Sample:
Sample solution
Calculate the
percentage of
atovaquone
related
compounds in
the portion of
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?page=%20&field_monograph_title_value=&order=field_integer_page_number&sort=asc
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?page=%20&field_monograph_title_value=&order=field_errata_post_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection
Sort
descending

AZITHROMYCI IMPURITIES
N

Source Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication

USPNF Online Online

Date

17-Nov-2023

Date

1-Dec-2023

Print PublicationFix Publication

NA

NA

Description

Atovaquone
taken:

In Organic
Impurities/Table
2: Change

3-N

-D

emet

hyl-3'-N
-[(4-methylphen
yl)sulfonyl]azithr
omycin™

to:

3?-N
-{[4-(Acetylamin
o)phenyl]sulfon
yl}-3?-demethyl
azithromycin™
AND

In Table
2/footnote m:
Change
(2R,3S,4R,5R
,8R,10R,11R
,12S5,13S,14R
)-13-[(2,6-Dideo
xy-3-C

-meth
yl-3-O-methyl-?-
L-ribo
-hexopyranosyl)
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?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
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Monograph TitleSection

Sort
descending

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata Target Online

Date

Date

Print PublicationFix Publication

Description

oxy]-2-ethyl-3,4,
10-trihydroxy-3,
5,6,8,10,12,14-
heptamethyl-11-
[[3-[N
-(4-methylpheny
Isulfon

yl)-N
-methylamino]-3
,4,6-trideoxy-3-
D-xylo
-hexopyranosyl]
oxy]-1-oxa-6-az
acyclopentadec
an-15-one.

to:
(2R,3S,4R,5R
,8R,10R,11R
,12S5,13S,14R
)-13-[(2,6-Dideo
xy-3-C

-meth
yl-3-O-methyl-?-
L-ribo
-hexopyranosyl)
oxy]-2-ethyl-3,4,
10-trihydroxy-3,
5,6,8,10,12,14-
heptamethyl-11-
[[3-[N
-(4-acetamidop
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?page=%20&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=%20&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=%20&field_monograph_title_value=&order=field_integer_page_number&sort=asc
?page=%20&field_monograph_title_value=&order=field_errata_post_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_post_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection

Sort
descending

AZITHROMYCI CHEMICAL

N

INFORMATION

AZITHROMYCI IMPURITIES

N

Source Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication

USPNF Online Online

USPNF Online Online

Date

25-Aug-2023

25-Aug-2023

Date

1-Sep-2023

1-Sep-2023

Print PublicationFix Publication

NA

NA

NA

NA

Description

h

en

ylsulf

onyl)-N
-methylamino]-3
,4,6-trideoxy-?-
D-xylo
-hexopyranosyl]
oxy]-1-oxa-6-az
acyclopentadec
an-15-one.
Change

748.98

to:

749.00

AND

Change

767.00

to:

767.01

AND

Change

785.02

to:

785.03

In Organic
Impurities/Table
2: Change:
3?-N
-{[4-(Acetylamin
o)phenyl]sulfon
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?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
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Monograph TitleSection

Sort
descending

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata Target Online

Date

Date

Print PublicationFix Publication

Description

yl}-3?-demethyl
azithromycin™
to:

3’-N

-D

emet

hyl-3’-N
-[(4-methylphen
yl)sulfonyl]azithr
omycin™

AND

In Organic
Impurities/Table
2/footnote m:
Change
(2R,3S,4R,5R
,8R,10R,11R
,125,13S,14R
)-13-[(2,6-Dideo
xy-3-C

-meth
yl-3-O-methyl-?-
L-ribo
-hexopyranosyl)
oxy]-2-ethyl-3,4,
10-trihydroxy-3,
5,6,8,10,12,14-
heptamethyl-11-
[[3-[N
-(4-acetamidop
h
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Monograph TitleSection

Sort
descending

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata Target Online

Date

Date

Print PublicationFix Publication

Description

en
ylsulf

onyl)-N
-methylamino]-3
,4,6-trideoxy-?-
D-xylo
-hexopyranosyl]
oxy]-1-oxa-6-az
acyclopentadec
an-15-one.

to:
(2R,3S,4R,5R
,8R,10R,11R
,125,13S,14R
)-13-[(2,6-Dideo
xy-3-C

-meth
yl-3-O-methyl-?-
L-ribo
-hexopyranosyl)
oxy]-2-ethyl-3,4,
10-trihydroxy-3,
5,6,8,10,12,14-
heptamethyl-11-
[[3-[N
-(4-methylpheny
Isulfon

yl)-N
-methylamino]-3
,4,6-trideoxy-3-
D-xylo
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?page=%20&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=%20&field_monograph_title_value=&order=field_integer_page_number&sort=asc
?page=%20&field_monograph_title_value=&order=field_errata_post_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_post_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection

Sort
descending

Source Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication

AZITHROMYCI ADDITIONAL R USPNF Online Online

N

EQUIREMENT
S

AZITHROMYCI IMPURITIES

N FOR

USPNF Online Online

Date

25-Aug-2023

28-Jul-2023

Date

1-Sep-2023

1-Aug-2023

Print PublicationFix Publication

NA

NA

NA

USPNF 2024
Issue 2

Description

-hexopyranosyl]
oxy]-1-oxa-6-az
acyclopentadec
an-15-one.

In USP
Reference
Standards
?11?/USP Azae
rythromycin A
RS: Change
734.96

to:

734.97

AND

In USP
Azithromycin
Related
Compound F
RS: Change
762.97

to:

762.98

AND

In USP Desosa
minylazithromyc
in RS: Change
590.79

to:

590.80

In footnote m in
Table 2:
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Monograph TitleSection

Sort
descending
INJECTION

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata Target Online

Date

Date

Print PublicationFix Publication

Description

Change
(2R,3S,4R,5R
,8R,10R,11R
,125,13S,14R
)-13-[(2,6-Dideo
xy-3-C

-meth
yl-3-O-methyl-?-
L-ribo
-hexopyranosyl)
oxy]-2-ethyl-3,4,
10-trihydroxy-3,
5,6,8,10,12,14-
heptamethyl-11-
[[3-[N
-(4-acetamidop
h

en

ylsulf

onyl)-N
-methylamino]-3
,4,6-trideoxy-?-
D-xylo
-hexopyranosyl]
oxy]-1-oxa-6-az
acyclopentadec
an-15-one.

to:
(2R,3S,4R,5R
,8R,10R,11R
,12S5,13S,14R
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Monograph TitleSection

Sort
descending

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata

Target Online

AZITHROMYCI ADDITIONAL R USPNF Online Online

N FOR
INJECTION

EQUIREMENT
S

Date

28-Jul-2023

Date

1-Aug-2023

Print PublicationFix Publication

NA

USPNF 2024
Issue 2

Description

)-13-[(2,6-Dideo
xy-3-C

-meth
yl-3-O-methyl-?-
L-ribo
-hexopyranosyl)
oxy]-2-ethyl-3,4,
10-trihydroxy-3,
5,6,8,10,12,14-
heptamethyl-11-
[[3-[N
-(4-methylpheny
Isulfon

yl)-N
-methylamino]-3
,4,6-trideoxy-3-
D-xylo
-hexopyranosyl]
oxy]-1-oxa-6-az
acyclopentadec
an-15-one.

In USP
Reference
Standards
?11?/USP Azae
rythromycin A
RS: Change
734.96

to:

734.97

AND
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?page=%20&field_monograph_title_value=&order=field_source_publication&sort=asc
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Monograph TitleSection
Sort
descending

AZITHROMYCI IMPURITIES
N TABLETS

Source Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication

USPNF Online Online

Date

28-Mar-2025

Date

1-Apr-2025

Print PublicationFix Publication

NA

NA

Description

In USP
Azithromycin
N-oxide RS:
Change
764.98

to:

765.00

AND

In USP N
-Demethylazithr
omycin RS:
Change
734.96

to:

734.97

AND

In USP Desosa
minylazithromyc
in RS: Change
590.79

to:

590.80

In Organic
Impuri

ties/

Analysi
s/Samples:
Change
Standard
solution,
Sample
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Monograph TitleSection

Sort
descending

BISOPROLOL CHEMICAL

FUMARATE

INFORMATION

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata

Target Online

USPNF Online Online

Date

28-Apr-2023

Date

1-May-2023

Print PublicationFix Publication

NA

NA

Description

solution, and
Blank

to:

Peak
identification
solution,
Standard
solution,
Sample
solution, and
Blank
Change
(x)-1-[[?-(2-1sop

p
-tolylJoxy]-3-(iso
propyl amino)-2
-propanol
fumarate (2:1)
(salt)

to:
(x)-1-[[?-(2-1sop

p
-tolylJoxy]-3-(iso
propylamino)-2-
propanol
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Monograph TitleSection
Sort
descending

BLACK CUMIN DEFINITION

SEED THYMO
QUINONE OIL

BLACK CUMIN SPECIFIC
SEED THYMO TESTS
QUINONE OIL

BROMPHENIR SPECIFIC
AMINE TESTS
MALEATE

BUPIVACAINE ASSAY/
HYDROCHLOR Procedure
IDE INJECTION

Source Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication

USPNF Online Online

USPNF Online Online

USPNF Online Online

USPNF Online Online

Date

25-Aug-2023

25-Aug-2023

26-Apr-2024

28-Apr-2023

Date

1-Sep-2023

1-Sep-2023

1-May-2024

1-May-2023

Print PublicationFix Publication

NA

NA

NA

NA

NA

NA

NA

NA

Description

fumarate (2:1)
(salt)

Change
carvacol

to:

carvacrol

In Fats and
Fixed QOils
?4017?,
Procedures,
Fatty Acid

Co
mposition/Table
2: Change
Linoleic

to:

Linoleic acid
Change
Optical
Rotation ?7817?
to:

Optical
Rotation,
Angular
Rotation
?781A7

In
Chromatographi
c
system/Column:
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Monograph TitleSection

Sort
descending

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata Target Online

Date

Date

Print PublicationFix Publication

Description

Change

4-mm x 30-cm;
packing L1

to:

3.9-mm x
30-cm; packing
L1

AND

In System
suitability:
Change
[Note—The
relative
retention times
for bupivacaine
hydrochloride
and dibutyl
phthalate are
about 1.0 and
1.2,
respectively.]
to:

[Note—The
relative
retention times
for bupivacaine
and dibutyl
phthalate are
about 1.0 and
1.2,
respectively.]
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?page=%20&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection

Sort
descending

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata Target Online

Date

Date

Print PublicationFix Publication

Description

AND

In System suita
bility/Suitability
requirements:
Change
Resolution:
NLT 2.0
between
bupivacaine
hydrochloride
and dibutyl
phthalate
Relative
standard
deviation: NMT
1.0% for the
ratio of
bupivacaine to
the internal
standard from
three replicate
injections

to:
Resolution:
NLT 2.0
between
bupivacaine
and dibutyl
phthalate
Relative
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?page=%20&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=%20&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=%20&field_monograph_title_value=&order=field_integer_page_number&sort=asc
?page=%20&field_monograph_title_value=&order=field_errata_post_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_post_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=%20&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection

Sort
descending

CALCITONIN
SALMON

IMPURITIES

Source Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication

USPNF Online Online

Date

27-Sep-2024

Date

1-Oct-2024

Print PublicationFix Publication

NA

NA

Description

standard
deviation: NMT
1.0% for the
peak response
ratio of
bupivacaine to
the internal
standard from
three replicate
injections

In Procedure:
Related
Peptides and
Other Related
Sub
stances/Test 2:
Change
Resolution
solution:

to:

System
suitability
solution:

AND

In Procedure:
Related
Peptides and
Other Related
Sub
stances/Test
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Print PublicationFix Publication
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2/Sample
solution:
Change

100 mL of
Buffer C.

to:

100 ?L of Buffer
C.

In

Bioid
entity/Medium
B: Change

2 mM RPMI
1640

to:

RPMI 1640
Change
Characteristic
emission lines
for calcium at
184.0, 315.9,
and 317.9 nm
from the
Sample solution
correspond to
those from the
Standard
solution, as
obtained in the
Assay.
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from the
Sample solution
correspond to
those from the
Standard
solution, as
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Content of
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