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rdrous)

0[3.2.0]heptane-2 carboxylic acid, [6-(aminophenylacetyl)amino]-3,3-dimethyl-7-oxo-, [2S-[20,50,6 8(S*)]]-;
-Amino-2-phenylacetamido]-3,3-dimethyl-7-oxo-4-thia-1-azabicyclo[3.2.0]heptane-2-carboxylic acid CAS RN®: 69-53-4;

).

403.46 CAS RN®: 7177-48-2; UNII: HXQ6ATN7R.

Irous or contains three molecules of water of hydration. It contains NLT 900 pg/mg and NMT 1050 pg/mg of ampicillin

:alculated on the anhydrous basis.

nirication Tests (197), Infrared Spectroscopy: 197K: Except that where the specimen under test is the trihydrate, both it and

Trihydrate RS are undried.

g/L of monobasic potassium phosphate and 0.34 g/L of dibasic potassium phosphate, adjusted with 1 N sodium hydroxide

yric acid to a pH of 5.5 before final dilution
Jnitrile and Solution A (2:23)
dnitrile and Solution A (3:7)

2e Table 1.
Table 1
Time Solution B Solution C
(min) (%) (%)
0 100 0
6 100 0
15 0 100
16 0 100
18 100 0
20 100 0

g/L of monobasic potassium phosphate and 27.8 g/L of dibasic potassium phosphate, adjusted with 1 N sodium hydroxide
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: 0.5 mg/mL of Ampicillin in acetonitrile, water, and Solution D (4:91:5) prepared as follows. Dissolve first in a mixture of
iter, and Solution D (4:30:5), sonicating if necessary, and dilute with water to volume. Analyze immediately after preparation.
> system

aphy (621), System Suitability.)

30 nm

m x 15-cm; 5-pm packing L1

nL/min

1e: 20 L

y

am suitability solution and Standard solution

lirements

ILT 10 between ampicillin and amoxicillin, System suitability solution
'* NMT 1.4 for ampicillin, System suitability solution

dard deviation: NMT 2.0%, Standard solution

dard solution and Sample solution
» quantity, in pg, of ampicillin (C. H N304S) in each mg of Ampicillin taken:

16 19
Result = (r,/r) x (C/C) x P
2ak response from the Sample solution

aak response from the Standard solution

»ncentration of USP Ampicillin RS in the Standard solution (mg/mL)

»ncentration of Ampicillin in the Sample solution (mg/mL)

stency of USP Ampicillin RS (ug/mg)

'ria: 900-1050 pg/mg on the anhydrous basis

. PROCEDURE 1

Procedure 1 is recommended when the impurity profile includes ampicillin thiazepine.

ion B, Solution C, Mobile phase, Solution D, System suitability solution, Sample solution, and Chromatographic

re as directed in the Assay.

olution: Prepare as directed for the Standard solution in the Assay.

n: 0.005 mg/mL of ampicillin in Solution D and water (1:19) from Standard stock solution. Transfer an aliquot of the Standard
:0 a suitable volumetric flask, add Solution D, using about 5% of the final volume, and dilute with water to volume. Analyze
ter preparation.

on: 0.5 pg/mL of ampicillin in Solution D and water (1:19) from the Standard solution. Transfer an aliquot of the Standard
litable volumetric flask, add Solution D, using about 5% of the final volume, and dilute with water to volume.

y

itivity solution, System suitability solution, and Standard solution

lirements

ise ratio: NLT 3, Sensitivity solution

LT 10 between ampicillin and amoxicillin, System suitability solution

'* NMT 1.4 for ampicillin, System suitability solution

dard deviation: NMT 10.0%, Standard solution

dard solution and Sample solution
: percentage of each impurity in the portion of Ampicillin taken:

Result = (r,/r)) x (C/C,) x P x F x 100
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stency of USP Ampicillin RS (ug/mg)

»nversion factor, 0.001 mg/pg

wia: See Table 2.

Table 2
Relative Acceptance
Retention Criteria,
Name Time NMT (%)

ned 0.27 0.5
slated
cillanic acid)® 0.31 0.5
cid< 0.45 1.0
azepine analogg 0.65 0.3

1.0 -
irrangement product (isomer

1.8 0.4
arrangement product (isomer

2.0 0.3
gomer of 2.2 0.6
rlampicillin® 2.5 0.8
gomer 1 (dimer)2 2.6 1.0
gomer 1 (trimer)i 2.9 0.4
Il unspecified impurity - 0.25
es - 3.0

-2-phenylacetic acid.

~-Amino-3,3-dimethyl-7-oxo-4-thia-1-azabicyclo[3.2.0]

yoxylic acid.

2-Amino-2-phenylacetamido](carboxy)methyl}-5,5-dimethylthiazolidine-4-carboxylic acid.
Amino-2-phenylacetamido]-2,2-dimethyl-7-oxo0-2,3,4,7-tetrahydro-1,4-thiazepine-3-carboxylic acid.
)ioxo-5-phenylpiperazin-2-yl)-5,5-dimethylthiazolidine-4-carboxylic acid.
)-2-Amino-2-phenylacetamido]-2-[(1R)-2-{carboxy[(4S)-4-carboxy-5,5-dimethylthiazolidin-2-yllmethylamino}-2-oxo-1-
ino]-2-oxoethyl}-5,5-dimethylthiazolidine-4-carboxylic acid.
~{(R)-2-[(R)-2-Amino-2-phenylacetamido]-2-phenylacetamido}-3,3-dimethyl-7-oxo-4-thia-1-azabicyclo[3.2.0]heptane-2-
l.

~[(2R)-2-{2-[(R)-2-Amino-2-phenylacetamido]-2-[(4S)-4-carboxy-5,5-dimethylthiazolidin-2-ylJacetamido}-2-
do]-3,3-dimethyl-7-oxo0-4-thia-1-azabicyclo[3.2.0]heptane-2-carboxylic acid.

Documents

Document Sharing Hub

Full document details: Ampicillin


https://store.usp.org/product/1033000
https://online.uspnf.com/uspnf/current-document/1_GUID-1D864DCC-6080-4423-85B0-C97ADB3AF2FF_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1D864DCC-6080-4423-85B0-C97ADB3AF2FF_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1D864DCC-6080-4423-85B0-C97ADB3AF2FF_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1D864DCC-6080-4423-85B0-C97ADB3AF2FF_1_en-US
http://www.avadocuments.com/doc/ampicillin
http://www.avadocuments.com/doc/ampicillin

. of monobasic sodium phosphate dihydrate adjusted with 1 N sodium hydroxide to a pH of 5.0

Jnitrile
2e Table 3.
Table 3
Time Solution A Solution B
(min) (%) (%)
0 98 2
20 90 10
40 85 15
50 80 20
55 75 25
60 75 25
62 98 2
70 98 2

rile and Solution A (2:98)

y solution: 1.5 mg/mL of USP Ampicillin System Suitability Mixture RS in Diluent

n: 15 pg/mL of USP Ampicillin RS in Diluent

: 1.5 mg/mL of Ampicillin in Diluent. Store the sample in the refrigerator, and discard after 60 min.
> system

20 nm

m x 15-cm; 5-um packing L7

rature: 40°

nL/min

1e: 20 L

amperature: 4°

y

>m suitability solution and Standard solution
lirements

LT 1.5 between the pivaloyl phenylglycine and diphenyldiketopiperazine peaks, System suitability solution
'* NMT 2.0, Standard solution

dard deviation: NMT 5.0%, Standard solution

dard solution and Sample solution
: percentage of each impurity in the portion of Ampicillin taken:

Result = (r,/r)) x (C/C,) x P x F x 100
2ak response of each impurity from the Sample solution
2ak response of ampicillin from the Standard solution

»ncentration of USP Ampicillin RS in the Standard solution (mg/mL)

»ncentration of Ampicillin in the Sample solution (mg/mL)
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