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HYDROCHLOR INFORMATION https://www.usp
IDE nf.com/sites/def
ault/files/usp_pd
f/EN/september

-2019-errata-
with-image.pdf
for correction.
MORPHINE IM USP42-NF37 Online 30-Aug-2019 1-Sep-2019 NA NA Change
SULFATE EXT PUR Diluent,
ENDED- ITIES/Organic Solution A,
RELEASE Impurities System
CAPSULES suitability
solution,
Chromatographi
c system, and
Sample
solution:
Proceed as
directed in the
Assay.
to:
Diluent, Buffer
solution,
Solution A,
Solution B,
Mobile phase,
System
suitability
solution,
Chromatographi
c system, and
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Sample
solution:
Proceed as
directed in the
Assay.
OLMESARTAN IM Revision Online 30-Aug-2019  1-Sep-2019 NA NA In the Analysis:
MEDOXOMIL PUR Bulletin (Official Change
TABLETS ITIES/Organic March 19, Cs=
Impurities 2019) concentration of
in the Standard
solution
(mg/mL)
to:
Cs=
concentration of
USP
Olmesartan
Medoxomil RS
in the Standard
solution
(mg/mL)
PHARMACEU 19. MEAN USP42-NF37 7831 30-Aug-2019  1-Sep-2019 NA NA In 19.4 Example
TICAL CALCUL KINETIC TEMP Calculations of
ATIONS IN ERATURE MKT for CRT
PHARMACY Storage
PRACTICE Evalu
ation/Example
3—Calculation of
Annual
MKTStep 3:
Change
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Monograph TitleSection

SILDENAFIL

CITRATE

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata

Target Online

ADDITIONAL R USP42-NF37 4002

EQUIREMENT

S/USP
Reference

Standards <11>

Date Sort Date
ascending
30-Aug-2019 1-Sep-2019

Print PublicationFix Publication

NA

NA

Description

3.354

to:

3.340

AND

In Step 4:
Change

2.795

to:

2.783

AND

In Step 5:
Change
?33.511

to:

?33.515

AND

In Step 6:
Change
298.410

to:

298.372

In USP
Sildenafil
Related
Compound A
RS: Change
5-[2-Ethoxy-5-[(
4-methylpiperaz
in-1-yl)sulfonyl]
phenyl]-1-methy
I-3-(2-methylpro
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Monograph TitleSection

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata Target Online

Date Sort

Date

ascending

Print PublicationFix Publication

Description

pyl)-1,6-dihydro
-7H

P

yraz

olo[4,3-d
Jpyrimidin-7-one

C23H3oN60,4S
488.60

to:
5-[2-Ethoxy-5-[(
4-methylpiperaz
in-1-yl)sulfonyl]
phenyl]-1-methy
I-3-(2-methylpro
pyl)-1,6-dihydro
-7H

P

yraz

olo[4,3-d
Jpyrimidin-7-one

Also known as
1-{[3-(6,7-Dihyd
ro-1-methyl-7-o
X

O_

3-is

obutyl-1H

-p

yraz
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Monograph TitleSection Source Page Number Errata Post

Errata Official Target Errata Target Online

Publication Date Sort Date Print PublicationFix Publication
ascending
LEVOFLOXACI CHEMICAL USP42-NF37 2552 30-Aug-2019 1-Sep-2019 NA NA
N INFORMATION
MECLOFENAM CHEMICAL USP42-NF37 2706 30-Aug-2019 1-Sep-2019 NA NA
ATE SODIUM INFORMATION
FEXOFENADIN ADDITIONAL R Revision Online 30-Aug-2019 1-Sep-2019 NA NA

E HYDROCHL EQUIREMENT Bulletin (Official

Description

olo[4,3-d
Jpyrimidin-5-yl)-
4-ethoxyphenyl]
sulfonyl}-4-meth
ylpiperazine.
C23H3oN60,4S
488.61

Change
Anhydrous
[100986-85-41].
to:
Anhydrous
[100986-85-4].
Change

336.15
to:

336.14
AND

Change
[6385-02-0];
to:
[67254-91-5];
AND

Change

UNII:
IMMQOYERA4E.
to:

UNII:
94NJ818U2W.
In USP
Fexofenadine
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Monograph TitleSection Source Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication

ORIDE AND PSS/USP August 01,
EUDOEPHEDR Reference 2018)
INE HYDROCH Standards <11>

LORIDE EXTE

NDED-

RELEASE

TABLETS

FEXOFENADIN ADDITIONAL R Revision Online
E HYDROCHL EQUIREMENT Bulletin (Official
ORIDE S/USP November 01,
TABLETS Reference 2018)

Standards <11>

Date Sort

Date

ascending

30-Aug-2019

1-Sep-2019

Print PublicationFix Publication

NA

NA

Description

Related
Compound A
RS: Change
Benzeneacetic
acid, 4-[1-oxy-4-
[4-(hydroxydiph
enylmethyl)-1-pi
peridinyl]butyl]-?
,?-dimethyl.

to:
2-(4-{4-[4-(Hydr
oxydiphenylmet
hyl)piperidin-1-y
[]butanoyl}phen
yl)-2-methylprop
anoic acid;

Also known as
Benzeneacetic
acid, 4-[1-oxy-4-
[4-(hydroxydiph
enylmethyl)-1-pi
peridinyl]butyl]-?
,?-dimethyl.

In USP
Fexofenadine
Related
Compound A
RS: Change
Benzeneacetic
acid, 4-[1-oxy-4-
[4-(hydroxydiph
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Monograph TitleSection

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata

Target Online

FEXOFENADIN ADDITIONAL R USP42-NF37 1830
E HYDROCHL EQUIREMENT

ORIDE
CAPSULES

S/USP
Reference
Standards <11>

Date Sort

Date

ascending

30-Aug-2019

1-Sep-2019

Print PublicationFix Publication

NA

NA

Description

enylmethyl)-1-pi
peridinyl]butyl]-?
,?-dimethyl.

to:
2-(4-{4-[4-(Hydr
oxydiphenylmet
hyl)piperidin-1-y
[lbutanoyl}phen
yl)-2-methylprop
anoic acid;

Also known as
Benzeneacetic
acid, 4-[1-oxy-4-
[4-(hydroxydiph
enylmethyl)-1-pi
peridinyl]butyl]-?
,?-dimethyl.

In USP
Fexofenadine
Related
Compound A
RS: Change
Benzeneacetic
acid, 4-[1-oxy-4-
[4-(hydroxydiph
enylmethyl)-1-pi
peridinyl]butyl]-?
,?-dimethyl.
C3H37NO,
538.12
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Monograph TitleSection

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata

Target Online

FEXOFENADIN ADDITIONAL R USP42-NF37 1828
E HYDROCHL EQUIREMENT

ORIDE

S/USP
Reference
Standards <11>

Date Sort

Date

ascending

30-Aug-2019

1-Sep-2019

Print PublicationFix Publication

NA

NA

Description

to:
2-(4-{4-[4-(Hydr
oxydiphenylmet
hyl)piperidin-1-y
[]butanoyl}phen
yl)-2-methylprop
anoic acid;

Also known as
Benzeneacetic
acid, 4-[1-oxy-4-
[4-(hydroxydiph
enylmethyl)-1-pi
peridinyl]butyl]-?
,?-dimethyl.
C32Hy7NO,
499.65

In USP
Fexofenadine
Related
Compound A
RS: Change
Benzeneacetic
acid, 4-[1-oxy-4-
[4-(hydroxydiph
enylmethyl)-1-pi
peridinyl]butyl]-?
,?-dimethyl.

to:
2-(4-{4-[4-(Hydr
oxydiphenylmet
hyl)piperidin-1-y
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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
[]butanoyl}phen
yl)-2-methylprop
anoic acid;
Also known as
Benzeneacetic

acid, 4-[1-oxy-4-
[4-(hydroxydiph

enylmethyl)-1-pi
peridinyl]butyl]-?

,?-dimethyl.
CIDOFOVIR IM USP42-NF37 981 30-Aug-2019  1-Sep-2019 NA NA In Table 1:
INJECTION PUR Change
ITIES/Organic 0.56
Impurities to:
0.59
CHLOROQUIN ADDITIONAL R USP42-NF37 939 30-Aug-2019  1-Sep-2019 NA NA In USP
E PHOSPHATE EQUIREMENT Chloroquine
S/USP Related
Reference Compound G
Standards <11> RS: Change
C1gH26CINO -
H,SO,
to:
C15H26CIN3O -
H,SO,
CALCIUM IM USP42-NF37 666 30-Aug-2019  1-Sep-2019 NA NA Change
CARBONATE PURITIES/Limit Sample
of Magnesium solution: 1.0 g
and Alkali Salts to:
Sample: 1.0 g

G49 CHROMATOG First 8127 28-Jul-2019 20-Apr-2019 USP42-NF37 First Add
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Page Number

Errata Post

Errata Official

Target Errata

Target Online

Monograph TitleSection Source
Publication
RAPHIC Supplement to
CoO USP40-NF35
LUMN
S/Packings
OXALIPLATIN IM First 8781
INJECTION PURITIES/Limit Supplement to
of Oxalic USP42-NF37
Acid/
Chromatographi
C system
ALPROSTADIL ASSAY/ USP42-NF37 151
Procedure
ALUMINA, SPECIFIC USP42-NF37 170
MAGNESIA, TESTS/
AND Microbial
SIMETHICONE Enumeration
ORAL Tests <61> and
SUSPENSION Tests for
Specified

Microorganisms

Date Sort Date
ascending

26-Jul-2019 1-Aug-2019
26-Jul-2019 1-Aug-2019
26-Jul-2019 1-Aug-2019

Print PublicationFix Publication

NA

NA

NA

Description

Supplementto G49—Dimethylp
USP41-NF36 olysiloxane with

NA

NA

NA

chiral building
block containing
D- or L-valine
as chiral agent
(for amino
acids).

In Column:
Change

L31

to:

L81

In System
suitability stock
solution:
Change
Standard
solution

to:

Standard stock
solution
Change

cfu/g

to:

cfu/mL
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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
<62>
BUSPIRONE H IDENTIFICATIO USP42-NF37 618 26-Jul-2019 1-Aug-2019 NA NA Change
YDROCHLORI N/B. relative
DE retention time
to:
retention time
BUSPIRONE H IDENTIFICATIO USP42-NF37 621 26-Jul-2019 1-Aug-2019 NA NA Change
YDROCHLORI N/B. relative
DE TABLETS retention time
to:
retention time
CHLOROTHIAZ Selenium USP42-NF37 942 26-Jul-2019 1-Aug-2019 NA NA Change
IDE <291> 0.003%.
to:
NMT 0.003%.
IOVERSOL CHEMICAL USP42-NF37 2345 26-Jul-2019 1-Aug-2019 NA NA Change
INFORMATION N,N
?-Bis(2,3-dihydr
(0)'¢
ypro
pyl)-5-N

-(2-hydroxyethyl
)glycol amido]-2
,4,6-triiodoisoph
thalamide.

to:

N,N
"-Bis(2,3-dihydr
oX

ypro

pyl)-5-[N
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Monograph TitleSection Source

Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication

VALGANCICLO Related
VIR HYDROCH compounds
LORIDE

USP42-NF37 4528

POWDERED COMPOSITION USP42-NF37 5102
MILK THISTLE /Content of
EXTRACT Silymarin

BENAZEPRIL HPERFORMANC First 8644
YDROCHLORI E Supplement to
DE TABLETS TESTS/ USP42-NF37
Dissolution
<711>/Test 1
EPHEDRINE H CHEMICAL First 8682
YDROCHLORI INFORMATION Supplement to
DE USP42-NF37
LAMOTRIGINE PERFORMANC First 8720

Date Sort Date
ascending

26-Jul-2019 1-Aug-2019
26-Jul-2019 1-Aug-2019
26-Jul-2019 1-Aug-2019
26-Jul-2019 1-Aug-2019
26-Jul-2019 1-Aug-2019

Print PublicationFix Publication

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

Description

-(2-hydroxyethyl
)glycolamido]-2,
4,6-triiodoisopht
halamide.

In Column 2 of
Table 3:
Change
Bis-valine
easter of
ganciclovir

to:

Bis-valine ester
of ganciclovir

In Table 2:
Change
Tsosilybin B

to:

Isosilybin B

In the Standard
solution:
Change

pug/mL

to:

Mg/pL

Add

(1R,2S
)-2-(Methylamin
0)-1-phenylprop
an-1-ol
hydrochloride;
In Buffer:
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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
TABLETS FOR E Supplement to Change
ORAL TESTS/ USP42-NF37 glacial acetic
SUSPENSION Dissolution acid acid
<711>/ to:
Chromatographi glacial acetic
c procedure 1 acid
LOVASTATIN PERFORMANC First 8727 26-Jul-2019 1-Aug-2019 NA NA In Mobile
TABLETS E Supplement to phase: Change
TESTS/ USP42-NF37 Processed as
Dissolution directed in the
<711> Assay
to:
Proceed as
directed in the
Assay.
BALANCES REPEATABILIT First 9011 26-Jul-2019 1-Aug-2019 NA NA In all instances
Y Supplement to in paragraph 2:
USP42-NF37 Change
Sy
to:
S
AND
In paragraph 2:
Change
is found to be
0.0015, then

Mmin Mmust be ?
0.3000 g or 300
mg.

to:

is found to be
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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

0.00015, then
Mmin Must be ?
0.30000 g or
300.00 mg.

TIAGABINE HY ASSAY/ First 8823 26-Jul-2019 1-Aug-2019 NA NA In Analysis:

DROCHLORID Procedure Supplement to Change

E USP42-NF37 Result =
(Ru/Rs) x
(Cs/Cy) x
(Mu/M,y) X2 (UsP
1-Aug-2019) 100
to:
Result =
(Ru/Rg) x
(Cs/Cy) x 100
AND
Delete
?Mrl =
molecular
weight of
tiagabine
hydrochloride,
412.00
M,, = molecular
weight of
tiagabine
hydrochloride
monohydrate,
430.02, ysp

1-Aug-2019)
TIAGABINE HY IM First 8823 26-Jul-2019 1-Aug-2019 NA NA Change
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Monograph TitleSection

Errata Post

Errata Official

Target Errata

Target Online

E

GLUCAGON
BIOIDENTITY

TESTS

Source Page Number
Publication
DROCHLORID PURITIES/Limit Supplement to
of (S)-(+) USP42—-NF37
Isomer/Mobile
phase
USP42-NF37 6478
B. In Vitro Cell-
Based
Bioidentity Test

POLYVINYL
ALCOHOL

IDENTIFICATIO USP42-NF37 3566
N

Date Sort Date
ascending

26-Jul-2019 1-Aug-2019
28-Jun-2019 1-Jul-2019

Print PublicationFix Publication

NA

NA

NA

NA

Description

Hexane,

to:

n-Hexane,
AND

Change
hexane

to:

n-hexane

In Standard
stock solution:
Change

0.4 pg/mL

to:

4 ng/mL

In B: Change

It meets the
requirements in
the test
Viscosity—Capill
ary Methods
<911>,
Viscosity—Ruotati
onal Methods
<912>, and
Viscosity—Rollin
g Ball Method
<913>.

to:

It meets the
requirements in
the test
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Monograph TitleSection

ETIDRONATE
DISODIUM

SODIUM

SPECIFIC
TESTS/Water
Determination
<921>

IM

BICARBONATEPUR

ITIES/
Carbonate

VORICONAZO IM

LE

PUR
ITIES/
Voriconazole

Source

Publication

Page Number

Errata Post

Errata Official

Target Errata

Target Online

USP42-NF37 1745

USP42-NF37 4019

USP42-NF37 4601

Date Sort Date
ascending

28-Jun-2019 1-Jul-2019
28-Jun-2019 1-Jul-2019
28-Jun-2019 1-Jul-2019

Print PublicationFix Publication

NA

NA

NA

NA

NA

NA

Description

Viscosity—Capill

ary Methods
<911>,

Viscosity—Ruotati

onal Methods
<912>, or

Viscosity—Rollin

g Ball Method
<913>.

In Sample
solution:
Change
acetic acid
to:

glacial acetic
acid

In Analysis:
Change

and promptly
add 10 g of
sodium
bicarbonate
to:

and promptly
add 10 g of
Sodium
Bicarbonate
In System
suitability
solution:
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

Related 0.25 pg/mL of

Compounds C USP

and D Voriconazole
RS
to:
0.25 pg/mL of
USP
Voriconazole
RS in Mobile
phase

ZONISAMIDE IM USP42-NF37 4675 28-Jun-2019  1-Jul-2019 NA NA In Analysis:

PUR Change

ITIES/Organic Cy=

Impurities concentration of
Zzonisamide
related
compound A in
the Sample
solution
(mg/mL)
to:
Cy=
concentration of
zonisamide in

the Sample
solution
(mg/mL)
CHOLINE IM USP42-NF37 4839 28-Jun-2019 1-Jul-2019 NA NA In Suitability
BITARTRATE PURITIES/Limit requirements:
of Total Change

Amines/System ?2g/L.
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Monograph TitleSection Source Page Number

Errata Post

Errata Official

Target Errata

Target Online

Publication
suitability
SAW COMPOSITION USP42-NF37 5196
PALMETTO /Content of
EXTRACT Long-Chain
Alcohols and
Sterols
SAW IDENTIFICATIO USP42-NF37 5198

PALMETTO N/B. Presence
CAPSULES of Sterols

Date Sort Date
ascending

28-Jun-2019 1-Jul-2019
28-Jun-2019 1-Jul-2019

Print PublicationFix Publication

NA

NA

NA

NA

Description

to:

?g/mL.

In System
suitability stock
solution B:
Change

2 mg/mL each
of campesterol,
stigmasterol,
and USP ?-
Sitosterol RS
and 0.37 mg/mL
of stigmastanol
to:

0.37 mg/mL of
stigmastanol
and 2 mg/mL
each of
campesterol,
stigmasterol,
and USP ?-
Sitosterol RS in
chloroform

In System
suitability stock
solution B:
Change

2 mg/mL each
of campesterol,
stigmasterol,
and USP ?-
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ascending

Sitosterol RS,
and 0.37 mg/mL
of stigmastanol
to:
0.37 mg/mL of
stigmastanol
and 2 mg/mL
each of
campesterol,
stigmasterol,
and USP ?-
Sitosterol RS in
chloroform
CHITOSAN ASSAY/Degree USP42-NF37 5663 28-Jun-2019  1-Jul-2019 NA NA In the Analysis:
of Deacetylation Change
Result={1?[(7
X AR)I(3 x Aq)] x
100
to:
Result={17?[(7
x A)I(3 x Aq)l}

x 100
ACETAMINOP ASSAY Second Online 28-Jun-2019 1-Jul-2019 NA NA In the first
HEN ORAL Supplement to Procedure:
SUSPENSION USP41-NF36 Change

?(Postponed on
1-Aug-2018)
to:
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MORPHINE PERFORMANC Revision Online 28-Jun-2019
SULFATE EXT E Bulletin (Official
ENDED- TESTS/ November 01,
RELEASE Dissolution 2018)

CAPSULES <711>

CHOLINE IM USP42-NF37 4841 28-Jun-2019
CHLORIDE PURITIES/Limit

of Total

Amines/System

suitability
DIPHENHYDR PERFORMANC USP42-NF37 1402 31-May-2019

AMINE HYDRO E
CHLORIDE TESTS/

AND Dissolution
IBUPROFEN  <711>/Analysis
CAPSULES

1-Jul-2019

1-Jul-2019

1-Jun-2019

Description

?(RB 1-Aug-2018)

In Test
1/Tolerances
and Test
3/Tolerances:
Change
[(C17H1gNO3); -
H,SO, - 5H,0)]
to:
[(C17H19gNO3); -
H,SO, - 5H,0]
In Suitability
requirements:
Change

?2g/L.

to:

?g/mL.

Change

Cs=
concentration of
USP Diphenhyd
ramine
Hydrochloride
RS and USP
Ibuprofen RS in
the Standard
solution
(mg/mL)
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to:
Cs=

concentration of
USP Diphenhyd
ramine
Hydrochloride
RS or USP
Ibuprofen RS in
the Standard

solution
(mg/mL)
GUANABENZ IM USP42-NF37 2129 31-May-2019 1-Jun-2019 NA NA In Column:
ACETATE PURITIES/Limit Change
of 2,6-Dichlorob 1.8-mm x
en 3-mm,;
zalde to:
hyde/ 1.8-m x 3-mm;
Chromatographi
C system
DOXORUBICIN ASSAY/ USP42-NF37 1481 31-May-2019 1-Jun-2019 NA NA In the Analysis:
HYDROCHLOR Procedure Change
IDE P = potency of
doxorubicin in
USP
Doxorubicin
Hydrochloride
RS (pg/mg)
to:
P = potency of
doxorubicin

hydrochloride in
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USP
Doxorubicin
Hydrochloride
RS (ug/mg)

DOXORUBICIN IM USP42-NF37 1481 31-May-2019  1-Jun-2019 NA NA In the fourth

HYDROCHLOR PUR equation in

IDE ITIES/Organic Analysis:

Impurities Change

P = potency of
doxorubicin in
USP
Doxorubicin
Hydrochloride
RS (ng/mg)
to:
P = potency of
doxorubicin
hydrochloride in
USP
Doxorubicin
Hydrochloride
RS (ng/mg)
DULOXETINE PERFORMANC USP42-NF37 1527 31-May-2019  1-Jun-2019 NA NA In Test
DELAYED- E 3/Procedure:
RELEASE TESTS/ Change
CAPSULES Dissolution 1 N sodium
<711> hydroxide VS.
to:
0.1N
hydrochloric
acid VS.
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Source ~ Page Number

Publication

USP42-NF37 1527

DELAYED- PUR

RELEASE ITIES/Organic

CAPSULES Impurities/Table
2

Pagination

First page « First
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Errata Post
Date Sort
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31-May-2019

Errata Official

Date

1-Jun-2019

Target Errata

Print PublicationFix Publication

Target Online

NA

NA

Description

In footnote a
Change
Thisis a
process
impurity that is
included in
Table 1 for
identification
purposes only.
to:

Thisis a
process
impurity that is
included for
identification
purposes only.
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