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PAMOATE Procedure
CAPSULES

CARBOMER H IMPURITIES
OMOPOLYME
R

Source Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication

USPNF 2021 Online
ISSUE 1

Date Sort

Date

ascending

28-May-2021

1-Jun-2021

Print PublicationFix Publication

NA

NA

Description

bility/Suitability r
equirements/Re
solution:
Change
4-chlorobenoph
enone,

to:
4-chlorobenzop
henone,

In Limit of Ethyl
Acetate and Cy
clohexane/Anal
ysis: Change
Samples:
Standard stock
solution,
Standard
solution A,
Standard
solution B,
Standard
solution C, and
Sample solution
to:

Samples:
Standard
solution A,
Standard
solution B,
Standard
solution C, and
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CLOZAPINE  CHEMICAL

Source Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication

USPNF 2021 Online

INFORMATION ISSUE 1

OIL- AND WAT STRENGTH
ER-SOLUBLE
VITAMINS

USPNF 2021 Online
ISSUE 1

Date Sort Date
ascending

28-May-2021  1-Jun-2021
30-Apr-2021 1-May-2021

Print PublicationFix Publication

NA

NA

NA

NA

Description

Sample solution
AND

In Limit of Benz
ene/Analysis:
Change
Samples:
Standard stock
solution,
Standard
solution A,
Standard
solution B,
Standard
solution C, and
Sample solution
to:

Samples:
Standard
solution A,
Standard
solution B,
Standard
solution C, and
Sample solution
Change

326.82

to:

326.83

In Vitamins B3
(as
Niacinamide),
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WITH B6, and Folic

MINERALS Acid, Method

CHEWABLE 1/System

GELS suitability:
Change
[Note—The
relative

retention times
for niacinamide,
pyridoxine, and
folic acid are
about 1.0, 1.6,
2.0, and 3.0
respectively.]
to:

[Note—The
relative
retention times
for niacinamide,
pyridoxine, and
folic acid are
about 1.0, 2.0,
and 3.0,
respectively.]
AND

In Vitamins B1
(as Thiamine
lon) and B2 (as
Riboflavin),
Method 1,
Vitamin C (as
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Target Errata Target Online
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Date

ascending

Print PublicationFix Publication

Description

Ascorbic Acid),
Vitamins B3 (as
Niacinamide),
B6 (as
Pyridoxine), and
Folic Acid,
Method
2/Analysis:
Change
Calculate the
percentage of
the labeled
amount of
vitamin B1 as
thiamine ion
(C12H17N4OS+)1
vitamin B2 as
riboflavin
(C17H20N4Og),
vitamin B3 as
niacinamide
(CeHgNL0),
vitamin B6 as
pyridoxine
(CgH11NO3),
and folic acid
(C19H19N7Og), in
the portion of
Chewable Gels
taken:

to:
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Publication
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Errata Post
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Target Errata Target Online

Date Sort

Date

ascending

Print PublicationFix Publication

Description

Calculate the
percentage of
the labeled
amount of
vitamin C as
ascorbic acid
(CeHgO%),
vitamin B1 as
thiamine ion
(C12H17N4OS+)1
vitamin B2 as
riboflavin
(C17H20N4Og),
vitamin B3 as
niacinamide
(CeHgNL0),
vitamin B6 as
pyridoxine
(CgH11NO3),
and folic acid
(C19H19N7Og), in
the portion of
Chewable Gels
taken:

AND

In Vitamins B1
(as Thiamine
lon) and B2 (as
Riboflavin),
Method 1,
Vitamin C (as
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Source

Publication

Page Number

Errata Post

Errata Official

Target Errata Target Online

Date Sort

Date

ascending

Print PublicationFix Publication

Description

Ascorbic Acid),
Vitamins B3 (as
Niacinamide),
B6 (as
Pyridoxine), and
Folic Acid,
Method
2/Acceptance
criteria: Change
90.0%-150.0%
of the labeled
amounts of
vitamin B3 as
niacinamide,
vitamin B6 as
pyridoxine,
riboflavin, and
thiamine as
thiamine ion
(C12H17N,0S™);
and NLT 90.0%
and NMT
245.0% of the
labeled amount
of folic acid

to:
90.0%—-250.0%
of the labeled
amount of
vitamin C as
ascorbic acid;
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ascending

90.0%-150.0%
of the labeled
amounts of
vitamin B3 as
niacinamide,
vitamin B6 as
pyridoxine,
riboflavin, and
thiamine as
thiamine ion
(C12H17N,OSY);
and NLT 90.0%
and NMT
245.0% of the
labeled amount

of folic acid
CARBOMER IN CHEMICAL USPNF 2021 Online 30-Apr-2021 1-May-2021 NA NA Please see the
TERPOLYMER INFORMATION ISSUE 1 updated

chemical

structure at onli
ne.uspnf.com

DOXEPIN HYD PERFORMANC Revision Online 30-Apr-2021  1-May-2021 NA NA In Test
ROCHLORIDE E Bulletin (Official 1/Analysis:
CAPSULES TESTS/ May 01, 2021) Change
Dissolution L = label claim
<711> of doxepin
hydrochloride
(mg/Capsule)
to:

L = label claim
(mg/Capsule)
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Source

Publication

Page Number

Errata Post

Errata Official

Target Errata

Target Online

AZITHROMYCI PERFORMANC USPNF 2021 Online

N FOR ORAL E

SUSPENSION TESTS/
Dissolution
<711>

ISSUE 1

Date Sort

Date

ascending
30-Apr-2021

1-May-2021

Print PublicationFix Publication

NA

NA

Description

In Medium:
Change
Sodium
phosphate
buffer, pH of 6.0
(14.2 g/L of
disodium
hydrogen
orthophosphate
anhydrous in
water, adjusted
with dilute
hydrochloric
acid to a pH of
6.0)

to:

Sodium
phosphate
buffer, pH 6.0
(14.2 g/L of
sodium
phosphate,
dibasic,
anhydrous in
water, adjusted
with dilute
hydrochloric
acid to pH 6.0)
AND

In Solution A:
Change
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ascending

orthophosphori
c acid
to:
phosphoric acid
MALTITOL IM USPNF 2021 Online 30-Apr-2021  1-May-2021 NA NA Change
SOLUTION PURITIES/Limit ISSUE 1 Solution A:
of Nickel [Note—Prepare
this solution
fresh weekly.]
to:
Standard nickel
solution A:
[Note—Prepare
this solution
fresh weekly.]
CARBOMER IN IM USPNF 2021 Online 30-Apr-2021  1-May-2021 NA NA In Analysis:
TERPOLYMER PURITIES/Limit ISSUE 1 Change
of Acrylic Acid Cu=
concentration of
Carbomer
Interpolymer in
the Sample
solution (g)
to:
Cy=
concentration of
Carbomer
Interpolymer in
the Sample
solution (mg/qg)
AZITHROMYCI ASSAY/ USPNF 2021 Online 30-Apr-2021  1-May-2021 NA NA In Solution A:
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N FOR ORAL Procedure ISSUE 1 Change

SUSPENSION orthophosphori
c acid
to:
phosphoric acid

CARBOPROST CHEMICAL USP43-NF38 771 30-Apr-2021  1-May-2021 NA NA Change

TROMETHAMI INFORMATION 489.64

NE to:
489.65
AND
Change
(2)-7-[(1R,2R
,3R,5S
)-3,5-Dihydroxy-
2-[(E)-(3S
)-3-hydroxy-3-m
ethyl-1-octenyl]
cyclopentyl]-5-h
eptenoic acid
compound with
2-amino-2-(hydr
oxymethyl)-1,3-
propanediol
(1:1);
to:
(2)-7-[(1R,2R
,3R,5S
)-3,5-Dihydroxy-
2-[(E)-(3S
)-3-hydroxy-3-m
ethyloct-1-enyl]
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Monograph TitleSection Source Page Number Errata Post Errata Official Target Errata Target Online Description
Publication Date Sort Date Print PublicationFix Publication

ascending

cyclopentyl]-5-h
eptenoic acid
compound with
2-amino-2-(hydr
oxymethyl)-1,3-
propanediol
(1:1);
SERTRALINE ADDITIONAL R USPNF 2021 Online 26-Mar-2021  1-May-2021 NA NA In USP
HYDROCHLOR EQUIREMENT ISSUE 1 Sertraline
IDE S/USP Hydrochloride
Reference Racemic
Standards <11> Mixture RS:
Change
C,7H17Cl, - HCI
to:
C17H17CIN -
HCI
RILUZOLE ADDITIONAL R USP43-NF38 3883 26-Mar-2021  1-Apr-2021 NA NA In USP Riluzole
TABLETS EQUIREMENT Related
S/USP Compound A
Reference RS: Change
Standards <11> 4-Trifluorometh
oxyaniline.
C,HgFsNO
177.12
to:
4-(Trifluorometh
oxy)aniline.
C,HgF3NO
177.13
MIRTAZAPINE ADDITIONAL R USP43-NF38 Online 26-Mar-2021  1-Apr-2021 NA NA In USP
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TABLETS

EQUIREMENT
S/USP
Reference
Standards <11>

Errata Official Target Errata Target Online

Print PublicationFix Publication

Source Page Number Errata Post
Publication Date Sort
ascending

Description

Mirtazapine
Resolution
Mixture RS:
Change
Impurity D: 1,2,
3,4,10,14b-Hex
ahydropyrazino[
2,1-a

Ipyri

do[2,3-c
l[2]benzazepine

to:

Impurity D:
[Note—This
impurity may be
available either
as the free base
form or as the
hydrochloride
salt form.] 1,2,3,
4,10,14b-Hexah
ydropyrazino[2,
l-a

Ipyri

do[2,3-c
l[2]benzazepine
or1,2,3,4,10,14
b-Hexahydropyr
azino[

2,1-a
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PACKAGING GENERAL
AND
STORAGE RE
QUIREMENTS
Packaging
Definitions

GENERAL 2. OFFICIAL
NOTICES AND STATUS AND
REQUIREMEN LEGAL

Source Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication

Second Online
Supplement to
USP43—-NF38

USPNF 2021 Online
ISSUE 1

Date Sort Date
ascending

26-Mar-2021  1-Dec-2025
26-Mar-2021  1-May-2021

Print PublicationFix Publication

NA

NA

NA

NA

Description

Ipyri

do[2,3-c
l[2]benzazepine
hydrochloride.
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
Components
and Systems.
In 2.10. Official
Text: Change
http://www.uspn
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TS

CARBOMER
COPOLYMER

GLYBURIDE
AND

RECOGNITION

CHEMICAL
INFORMATION

ADDITIONAL R
EQUIREMENT

METFORMIN H S/USP
YDROCHLORI Reference

DE TABLETS

AMPICILLIN

Standards <11>

ADDITIONAL R
EQUIREMENT
S/USP
Reference
Standards <11>

Source Page Number

Errata Post

Errata Official Target Errata Target Online

Publication

USPNF 2021 Online
ISSUE 1

USP43-NF38 2128

USP43-NF38 316

Date Sort Date Print PublicationFix Publication
ascending

26-Mar-2021  1-May-2021 NA NA
26-Mar-2021  1-Apr-2021 NA NA
26-Mar-2021  1-Apr-2021 NA NA

Description

f.com.
to:
https://online.us
pnf.com.
See online.uspn
f.com for
correction
In USP
Glyburide
Related
Compound A
RS: Change
368.84
to:

368.83
In USP
Amoxicillin
Related
Compound A
RS: Change
(2S,5R,6R
)-6-Amino-3,3-di
methyl-7-o0xo-4-
thia-1-azabicycl
0[3.2.0]heptane
-2-carboxylic
acid.
C16H14N0;
266.29
to:
(2S,5R,6R
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Monograph TitleSection Source Page Number Errata Post Errata Official Target Errata Target Online Description
Publication Date Sort Date Print PublicationFix Publication

ascending

)-6-Amino-3,3-di
methyl-7-oxo-4-
thia-1-azabicycl
0[3.2.0]heptane
-2-carboxylic
acid.
CgH12N,035S
216.26
TRIHEXYPHEN IM USP43-NF38 4519 26-Mar-2021  1-Apr-2021 NA NA In Sample
IDYL HYDROC PUR solution:
HLORIDE ITIES/Organic Change
TABLETS Impurities Nominally 1
mg/mL of
trinexyphenidyl
hydrochloride in
Diluent
prepared as
follows.
to:
Nominally 1
mg/mL of
trinexyphenidyl
hydrochloride
prepared as
follows.
RILUZOLE ADDITIONAL R USP43-NF38 3882 26-Mar-2021  1-Apr-2021 NA NA In USP Riluzole
EQUIREMENT Related
S/USP Compound A
Reference RS: Change
Standards <11> 4-Trifluorometh
oxyphenylamine
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; 4-trifluorometh
oxyanaline.
C,HgF3NO
177.12
to:
4-(Trifluorometh
oxy)aniline.
C,HgFsNO
177.13
MIRTAZAPINE ADDITIONAL R USP43-NF38 Online 26-Mar-2021  1-Apr-2021 NA NA In USP
EQUIREMENT Mirtazapine
S/USP Resolution
Reference Mixture RS:
Standards <11> Change
Impurity D: 1,2,
3,4,10,14b-Hex
ahydropyrazino[
2,1-a
Ipyri
do[2,3-c
l[2]benzazepine

to:

Impurity D:
[Note—This
impurity may be
available either
as the free base
form or as the
hydrochloride
salt form.] 1,2,3,
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Monograph TitleSection Source Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication
PACKAGING GENERAL Second Online
AND Supplement to
STORAGE RE USP43-NF38
QUIREMENTS
Packaging
Definitions

NADOLOL ANDIMPURITIES USPNF 2021 Online
BENDROFLUM ISSUE 1
ETHIAZIDE

Date Sort Date
ascending

26-Mar-2021  1-Apr-2021
26-Mar-2021  1-May-2021

Print PublicationFix Publication

NA

NA

NA

NA

Description

4,10,14b-Hexah
ydropyrazino[2,
l-a

Ipyri

do[2,3-c
l[2]benzazepine
or1,2,3,4,10,14
b-Hexahydropyr
azino[

2,1-a

Ipyri

do[2,3-Cc
l[2]benzazepine
hydrochloride.
In Light-
resistant
container:
Change

?6717?, Spectral
Transmission
to:

?6717?, Spectral
Transmission
for Light-
Resistant
Packaging
Components or
Systems

In Organic
Impurities,
Procedure 2: Be
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TABLETS

ZILEUTON

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata

Target Online

USP Reference USP43-NF38 4679

standards <11>

Date Sort

Date

ascending

26-Mar-2021

1-Apr-2021

Print PublicationFix Publication

NA

NA

Description

ndroflumethiazi
de Related Imp
urities/Acceptan
ce criteria:
Change

The reporting
threshold is
NMT 0.05%.
to:

The reporting
threshold is
0.05%.

In USP Zileuton
Related
Compound A
RS: Change

N

-(1-B

enzo-[b
Jthien-2-ylethyl)
urea.
C11H1,N,0S
220.30

to:

N

-(1-B

enzo-[b
Jthien-2-ylethyl)
urea;

Also known as
11
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Source

Publication

Page Number

Errata Post

Errata Official

Target Errata Target Online

Date Sort

Date

ascending

Print PublicationFix Publication

Description

-(Benz

o[b
Jthiophen-2-yl)et
hyl]urea.
C11H12N,OS
220.29

AND

In USP Zileuton
Related
Compound B
RS: Change
2-(Be

nzo[b
Jthien-2-oyl)ben
zo[b]thiopene.
C17H100S;
294.40

to:

2-(Be

nzo[b
Jthien-2-oyl)ben
zo[b]thiophene;
Also known as
Bis(b

enzo[b
Jthiophen-2-yl)m
ethanone.
C17H100S;
294.39

AND

In USP Zileuton
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?page=9&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection

Source Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication

AMLODIPINE ADDITIONAL R USP43-NF38 Online

AND

EQUIREMENT

OLMESARTAN S/USP

MEDOXOMIL
TABLETS

STRONTIUM
CHLORIDE Sr

Reference
Standards <11>

CHEMICAL
INFORMATION

USP43-NF38 4126

Date Sort Date
ascending

26-Feb-2021 1-Mar-2021
26-Feb-2021 1-Mar-2021

Print PublicationFix Publication

NA

NA

NA

NA

Description

Related
Compound C
RS: Change
1-Ben

zo-[b
Jthien-2-ylethan
one.

C1oHgOS
176.24

to:

1-Ben

zo-[b
Jthien-2-ylethan
one;

Also known as
1-(Be

nzo[b
Jthiophen-2-yl)et
han-1-one.
C1oHgOS
176.23

In USP
Amlodipine
Related
Compound A
RS: Change
522.93

to:

522.94
Change


?page=9&field_monograph_title_value=&order=field_monograph_title&sort=asc
?page=9&field_monograph_title_value=&order=field_section&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_integer_page_number&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=9&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=9&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=9&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection Source Page Number Errata Post Errata Official Target Errata Target Online Description
Publication Date Sort Date Print PublicationFix Publication

ascending
89 INJECTION f(g)_Srm2

89srcl,
FENTANYL CHEMICAL USPNF 2021 Online 26-Feb-2021  1-May-2021 NA NA Change
CITRATE INFORMATION ISSUE 1 528.59

to:

528.60
PACLITAXEL TITLE USPNF 2021 Online 26-Feb-2021  1-May-2021 NA NA Change
INJECTION ISSUE 1 Paclit 1axel

Injection

to:

Paclitaxel

Injection
TOTAL PROCEDURES USPNF 2021 Online 26-Feb-2021  1-May-2021 NA NA In Column 2 in
ORGANIC /2. Sterile WaterISSUE 1 Table 2:
CARBON Change

1,4-Benzoquino

ne (mL/L)

to:

1,4-Benzoquino

ne (mg/L)

AND

In Column 2

and 4 in Table

3: Change

Sucrose

Concentration

(mg/mL)

to:

Sucrose

Concentration



?page=9&field_monograph_title_value=&order=field_monograph_title&sort=asc
?page=9&field_monograph_title_value=&order=field_section&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_integer_page_number&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=9&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=9&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=9&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection

COPOVIDONE IM

PURITIES/Limit
of Monomers (1
-Vinyl-2-Pyrrolid
one and Vinyl
Acetate)

AMITRIPTYLIN ASSAY/
E HYDROCHL Procedure

ORIDE

Source Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication

Harmonization Online
(Official May 01,
2021)

USP43-NF38 261

Date Sort Date
ascending

26-Feb-2021  1-May-2021
26-Feb-2021 1-Mar-2021

Print PublicationFix Publication

NA

NA

NA

NA

Description

(mg/L)

In Standard
solution:
Change

0.25 ?g/mL of 1-
vinyl-2-pyrrolido
ne and 5 ?g/mL
of vinyl acetate,
respectively,
diluted from the
Standard stock
solution in
Mobile phase
to:

0.25 ?g/mL of 1-
vinyl-2-pyrrolido
ne and 0.25
?g/mL of vinyl
acetate,
respectively,
diluted from the
Standard stock
solution in
Mobile phase
In System
suitability
solution:
Change

0.5 pg/mL of
USP
Amitriptyline


?page=9&field_monograph_title_value=&order=field_monograph_title&sort=asc
?page=9&field_monograph_title_value=&order=field_section&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_integer_page_number&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=9&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=9&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=9&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata Target Online

Date Sort

Date

ascending

Print PublicationFix Publication

Description

Related
Compound A
RS, 1 pg/mL of
USP
Amitriptyline
Hydrochloride
RS, and 1.5
ug/mL each of
USP
Amitriptyline
Related
Compound B
RS, USP Cyclo
benzaprine
Hydrochloride
RS, and USP
Nortriptyline
Hydrochloride
RS from
Suitable
volumes of
Standard
solution,
System
suitability stock
solution A, and
System
suitability stock
solution B in
Mobile phase
to:


?page=9&field_monograph_title_value=&order=field_monograph_title&sort=asc
?page=9&field_monograph_title_value=&order=field_section&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_integer_page_number&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=9&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=9&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=9&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata Target Online

Date Sort

Date

ascending

Print PublicationFix Publication

Description

0.5 pg/mL of
USP
Amitriptyline
Related
Compound A
RS, 1 pg/mL of
USP
Amitriptyline
Hydrochloride
RS, and 1.5
pug/mL each of
USP
Amitriptyline
Related
Compound B
RS, USP Cyclo
benzaprine
Hydrochloride
RS, and USP
Nortriptyline
Hydrochloride
RS from
suitable
volumes of
System
suitability stock
solution A and
System
suitability stock
solution B in
Mobile phase


?page=9&field_monograph_title_value=&order=field_monograph_title&sort=asc
?page=9&field_monograph_title_value=&order=field_section&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_integer_page_number&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=9&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=9&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=9&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection Source Page Number Errata Post Errata Official Target Errata Target Online Description
Publication Date Sort Date Print PublicationFix Publication
ascending
VENLAFAXINE PERFORMANC USP43-NF38 4598 26-Feb-2021  1-Mar-2021 NA NA In Test
HYDROCHLORE 2/Analysis:
IDE EXTENDE TESTS/ Change
D-RELEASE  Dissolution Result; = (ry/rs)
CAPSULES <711> x Cg X (M;1/M,,)
to:
Result; =
(AulAg) x Cg %
(MrlerZ)
AND
Change
ry = peak
response from
the Sample
solution
rs = peak
response from
the Standard
solution
to:
Ay =
absorbance
from the
Sample solution
Ag =
absorbance
from the
Standard
solution
FENTANYL IM USPNF 2021 Online 26-Feb-2021  1-May-2021 NA NA In both variable
CITRATE PUR ISSUE 1 definition lists in



?page=9&field_monograph_title_value=&order=field_monograph_title&sort=asc
?page=9&field_monograph_title_value=&order=field_section&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_integer_page_number&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=9&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=9&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=9&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection Source Page Number Errata Post Errata Official Target Errata Target Online Description
Publication Date Sort Date Print PublicationFix Publication
ascending
ITIES/Organic Analysis:
Impurities Change
M,; = molecular
weight of
fentanyl citrate,
528.59
M,, = molecular
weight of
fentanyl, 336.47
to:
M,; = molecular
weight of
fentanyl citrate,
528.60
M,, = molecular
weight of
fentanyl, 336.48
AMLODIPINE IM USP43-NF38 Online 26-Feb-2021  1-Mar-2021 NA NA In the first
AND PUR variable
OLMESARTAN ITIES/Organic definition list in
MEDOXOMIL Impurities Analysis:
TABLETS Change
522.93
to:
522.94
CLONIDINE  ADDITIONAL R USP43-NF38 1100 26-Feb-2021  1-Mar-2021 NA NA In USP
EQUIREMENT Clonidine
S/USP Related
Reference Compound A
Standards <11> RS: Change
1-Acetyl-2-(2,6-



?page=9&field_monograph_title_value=&order=field_monograph_title&sort=asc
?page=9&field_monograph_title_value=&order=field_section&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_integer_page_number&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=9&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=9&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=9&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection

CLOZAPINE

CLEANING
GLASS
APPARATUS

IM

PUR
ITIES/Organic
Impurities

CLEANING
VALIDATION
BEST
PRACTICES

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata

Target Online

USPNF 2021 Online

ISSUE 1

USPNF 2021 Online

ISSUE 1

Date Sort Date
ascending

26-Feb-2021  1-May-2021
26-Feb-2021  1-May-2021

Print PublicationFix Publication

NA

NA

NA

NA

Description

dichlorophenyla
mino)-2-(4,5-dih
ydroimidazol).
to:
1-Acetyl-2-(2,6-
dichlorophenyli
mino)imidazolidi
ne.

In System suita
bility/Suitability r
equirements/Re
solution:
Change

NLT 2.5
between
demethyl
clozapine and
clozapine

to:

NLT 2.5
between
demethyl
clozapine and
clozapine,
System
suitability
solution
Change
Quantitative
Assessment of
Cleaning


?page=9&field_monograph_title_value=&order=field_monograph_title&sort=asc
?page=9&field_monograph_title_value=&order=field_section&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_integer_page_number&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=9&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=9&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=9&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Target Errata

Target Online

Monograph TitleSection Source Page Number Errata Post Errata Official

Publication Date Sort Date
ascending

ANALYTICAL 4. FACTORS Second Online 26-Feb-2021  1-May-2021

METHODOLOGTHAT AFFECT Supplement to

IES BASED ON THE TESTING USP43-NF38

SCATTERING

PHENOMENA—

PARTICLE

COUNTING VIA

LIGHT

SCATTERING

FEXOFENADIN ADDITIONAL R USP43-NF38 1869 29-Jan-2021  1-Feb-2021

E HYDROCHL EQUIREMENT

ORIDE S/USP

Reference
Standards <11>

Print PublicationFix Publication

NA

NA

NA

NA

Description

Procedure

to:
Quantitative
Assessment of
Cleaning
Process

In paragraph 1:
Change

an airborne
liquid counter.
to:

an airborne
counter.

In USP
Fexofenadine
Related
Compound B
RS: Change
3-[1-Hydroxy-4-[
4-(hydroxydiphe
nylmethyl)-1-pip
eridinyl]butyl]-?,
?-dimethyl
benzeneacetic
acid
hydrochloride.
C32H39NOy, -
HCI 538.12

to:


?page=9&field_monograph_title_value=&order=field_monograph_title&sort=asc
?page=9&field_monograph_title_value=&order=field_section&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_integer_page_number&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=9&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
?page=9&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc
?page=9&field_monograph_title_value=&order=field_target_online_fix_publicat&sort=asc

Monograph TitleSection

HYDROMORP IM

HONE HYDRO PUR
CHLORIDE ITIES/Organic
ORAL Impurities
SOLUTION

Source Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication

USP43-NF38 2252

Date Sort

Date

ascending

29-Jan-2021

1-Feb-2021

Print PublicationFix Publication

NA

NA

Description

3-[1-Hydroxy-4-[
4-(hydroxydiphe
nylmethyl)-1-pip
eridinyl]butyl]-?,
?-dimethyl
benzeneacetic
acid
hydrochloride
monohydrate;
Also known as
2-(3-{1-Hydroxy
-4-[4-(hydroxydi
phenylmethyl)pi
peridin-1-yl]buty
l}phenyl)-2-met
hylpropanoic
acid
hydrochloride
monohydrate.
C3H3gNOy, -
HCI - H,O
556.14

In footnote g of
Table 3:
Change
2,2?-Bihydromo
rphone.

to:
(5?)-3-Hydroxy-
2-[(57)-3-hydrox
y-17-methyl-6-0


?page=9&field_monograph_title_value=&order=field_monograph_title&sort=asc
?page=9&field_monograph_title_value=&order=field_section&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_source_publication&sort=asc
?page=9&field_monograph_title_value=&order=field_integer_page_number&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_post_date&sort=asc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_errata_official_date&sort=desc
?page=9&field_monograph_title_value=&order=field_target_errata_print_public&sort=asc
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Errata Post

Errata Official

Target Errata

Target Online

Monograph TitleSection Source Page Number
Publication
RISKS AND 4. RISK Second Online

MITIGATION MITIGATION  Supplementto
STRATEGIES CATEGORIES USP43-NF38
FOR THE AS QMS

STORAGE ELEMENTS

AND TRANSPO

RTATION OF

FINISHED

DRUG

PRODUCTS

DOPAMINE HY Limit of 5-hydro USP43-NF38 1495

Date Sort Date
ascending

29-Jan-2021 1-Feb-2021
18-Dec-2020 1-Jan-2021

Print PublicationFix Publication

NA

NA

NA

NA

Description

X0-4,5-epoxymo
rphinan-2-yl]-17
-methyl-4,5-epo
xymorphinan-6-
one
dihydrochloride.
In4.1
Documentation
and

Proc
edures/4.1.3
Labels: Change
The use of
symbols that
are recognized
by international
organizations is
strongly
recommended.
to:

The use of
symbols that
are recognized
by international
organizations is
strongly
recommended.
See General
Notices, 10.20.
Labeling.

In Cation-
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Errata Post
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Target Errata

Target Online

Publication

DROCHLORID xymethylfurfural

E AND and related

DEXTROSE substances

INJECTION

CARVEDILOL IM USP43-NF38 Online
PUR
ITIES/Organic
Impurities,

Procedure 2

Date Sort

Date

ascending

18-Dec-2020

1-Jan-2021

Print PublicationFix Publication

NA

NA

Description

exchange
column:
Change
Proceed as
directed under
Column
Partition Chrom
atography (see
Chromatograph
y ?6217),

to:

Proceed as
directed under
Chromatograph
y 76217,
General
Procedures,
Column Chrom
atography,

In Table
3/footnote b:
Change
1-(2-(2-Methoxy
phenoxy)ethyla
mino)-3-(6,7,8,9
-tet

rahydr

0-5H
-carbazol-4-ylox
y)propan-2-ol.
to:
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Errata Post

Errata Official
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Publication

NOREPINEPH IDENTIFICATIO USP43—-NF38 Online
RINE N/C. Procedure
BITARTRATE

ELASTOMERI 5. NEEDLE Second Online

C AND SPIKE Supplement to

COMPONENT ACCESS USP43-NF38

FUNCTIONAL FUNCTIONAL

SUITABILITY  SUITABILITY

IN TESTS

PARENTERAL

PRODUCT PA

CKAGING/DELI

VERY

SYSTEMS

PINDOLOL ASSAY/ Second Online

TABLETS Procedure Supplement to
USP43-NF38

Date Sort Date
ascending

18-Dec-2020 1-Jan-2021
18-Dec-2020 1-Jan-2021
18-Dec-2020 1-Jan-2021

Print PublicationFix Publication

NA

NA

NA

NA

NA

NA

Description

1-(2-(2-Methoxy
phenoxy)ethyla
mino)-3-(2,3,4,9
-tet

rahydr

o-1H
-carbazol-5-ylox
y)propan-2-ol.
In Sample
solution:
Change

0.01 pg/mL

to:

0.1 mg/mL

In paragraph 4
of 5.1

F

ra

gme

ntation/
Cartridge
system
s/Procedure A:
Change
graticlule

to:

graticule

In
Chromatographi
¢ system/Run
time: Change
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Monograph TitleSection Source Page Number Errata Post Errata Official Target Errata Target Online Description
Publication Date Sort Date Print PublicationFix Publication

ascending

NLT 2 times the
retention time of
the nortriptytine

peak

to:

NLT 2 times the
retention time of
the nortriptyline

peak
FENTANYL CHEMICAL USP43-NF38 Online 18-Dec-2020 1-Jan-2021 NA NA Change
INFORMATION 336.47
to:
336.48
DOBUTAMINE ASSAY/ USP43-NF38 1470 18-Dec-2020 1-Jan-2021 NA NA In Analysis:
IN DEXTROSE Procedure 1: Change
INJECTION Dextrose Result = [(100 x
a) x (I1?)] x
(2/Cy) %
(M;1/M;,) x 100
to:
Result = [(100 x
a)/(l x ?)] x
(2/Cy) %
(M;1/M,,) x 100
CARVEDILOL ADDITIONAL R USP43-NF38 Online 18-Dec-2020 1-Jan-2021 NA NA In USP
EQUIREMENT Carvedilol
S/USP Related
Reference Compound A
Standards RS: Change
629.74

to:
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Source

Publication

Page Number

Errata Post

Errata Official

Target Errata Target Online

Date Sort

Date

ascending

Print PublicationFix Publication

Description

629.75

AND

In USP
Carvedilol
Related
Compound B
RS: Change
645.74

to:

645.76

AND

In USP
Carvedilol
Related
Compound C
RS: Change
496.60

to:

496.61

AND

In USP
Carvedilol
Related
Compound E
RS: Change
2-(2-Methoxyph
enoxy)ethyl
amine.
CgH13NO,
167.21

to:
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Source

Publication

Page Number

Errata Post

Errata Official

Target Errata Target Online

Date Sort

Date

ascending

Print PublicationFix Publication

Description

[Note—This
material may be
available in the
free base or salt
form.]
2-(2-Methoxyph
enoxy)ethyl
amine.
CgH13NO,
167.21
2-(2-Methoxyph
enoxy)ethyl
amine
hydrochloride
monohydrate.
CgoH13NO, ? HCI
? H,O 221.68
AND

In USP
Carvedilol
System
Suitability
Mixture RS:
Change
Mixture of
approximately
0.1% carvedilol
related
compound F (1-
(2-(2-Methoxyp
henoxy)ethylam
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Source

Publication

Page Number

Errata Post
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Target Errata Target Online

Date Sort

Date

ascending

Print PublicationFix Publication

Description

ino)-3-(2,3,4,9-t
etra

hydro-1H
-carbazol-5-ylox
y)propan-2-ol)
in a matrix of
carvedilol drug
substance.

to:

Contains a
mixture of
carvedilol
related
compound F in
a matrix of
carvedilol drug
substance:
Carvedilol.
Carvedilol
related
compound F.
[Note—This
material may be
available in the
free base or salt
form.]
1-(2-(2-Methoxy
phenoxy)ethyla
mino)-3-(2,3,4,9
-tet

rahydr
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Pagination

First page « First

Source

Publication

Previous page < Previous

Page 6
Page 7
Page 8
Page 9
Page 10
__Page 11
Page 12
Page 13
Page 14

Page Number

Errata Post
Date Sort

ascendin

Errata Official

Date

Target Errata  Target Online
Print PublicationFix Publication

Description

o-1H
-carbazol-5-ylox
y)propan-2-ol.
C24H3oN>04
410.51
1-(2-(2-Methoxy
phenoxy)ethyla
mino)-3-(2,3,4,9
-tet

rahydr

o-1H
-carbazol-5-ylox
y)propan-2-ol
acetate.
C24H30N20,4 ?
C,H,0, 470.57
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