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lin and Clavulanate Potassium Tablets

avulanate Potassium Tablets contain the equivalent of NLT 90.0% and NMT 120.0% of the labeled amounts of amoxicillin
nd clavulanic acid (C;H,NO,).

s of the major peaks of the Sample solution correspond to those of the Standard solution, as obtained in the Assay.

nonobasic sodium phosphate in 900 mL of water. Adjust with phosphoric acid or 10 N sodium hydroxide to a pH of 4.4+ 0.1,
water to 1000 mL.

ethanol and Buffer (1:19). Pass through a suitable filter.

n: 0.5 mg/mL of USP Amoxicillin RS and 0.2 mg/mL of USP Clavulanate Lithium RS in water

lution: Dissolve NLT 10 Tablets in water with the aid of mechanical stirring. Transfer to a suitable volumetric flask, and dilute
olume.

: Dilute a suitable volume of the Sample stock solution with water to obtain a solution containing 0.5 mg/mL of amoxicillin.
Sample solution within 1 h.]

> system

aphy (621), System Suitability.)

20 nm

x 30-cm; 3- to 10-uym packing L1

_/min

20 pL

y

ard solution

tive retention times for clavulanic acid and amoxicillin are 0.5 and 1.0, respectively.]
lirements

ILT 3.5 between the amoxicillin and clavulanic acid peaks
* NMT 1.5 for each analyte peak

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of C, H, N.O_S in each Tablet taken:

Result = (r /r)) x (C//C ) x P x F x 100
2ak response of amoxicillin from the Sample solution
2ak response of amoxicillin from the Standard solution
>ncentration of USP Amoxicillin RS in the Standard solution (mg/mL)
ominal concentration of amoxicillin in the Sample solution (mg/mL)

stency of USP Amoxicillin RS (ug/mg)
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2ak response of clavulanic acid from the Sample solution
2ak response of clavulanic acid from the Standard solution

oncentration of USP Clavulanate Lithium RS in the Standard solution (mg/mL)

ominal concentration of clavulanic acid in the Sample solution (mg/mL)

stency of clavulanic acid in USP Clavulanate Lithium RS (mg/mg)

ria: 90.0%-120.0%

ESTS
1): Tablets labeled for veterinary use only; 30 min, simulated gastric fluid TS being substituted for water in the test

:led for veterinary use only are exempt from this requirement.]

r; 900 mL
5rpm
or 45 min where the Tablets are labeled as chewable

rmine the amount of C, H, /N,O_S and C,H,NO, dissolved, using the Analysis set forth in the Assay, making any necessary

djustments.

T 85% (Q) of the labeled amount of C, H, N,0_S and NLT 80% (Q) of the labeled amount of C,H ,NO, are dissolved.

ibeled as chewable: NLT 80% (Q) of the labeled amounts of C, H, N,0.S and C,H,NO, is dissolved in 45 min.

duct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.
ratus 2, and Analysis: Proceed as directed for Test 7.
for amoxicillin, and 30 min for clavulanic acid

T 85% (Q) of the labeled amount of C, H. N.0_S and NLT 80% (Q) of the labeled amount of C;H,NO, are dissolved.

6t Units (905): Meet the requirements

on, Method 1{921):

Acceptance
Tablet Label Claim Criteria,
Amoxicillin (mg/Tablet) NMT (%)
<250 7.5
>250 and <500 10.0
>500 11.0
eled as chewable Tablets:
Acceptance
Tablet Label Claim Criteria,
Amoxicillin (mg/Tablet) NMT (%)
<125 6.0
>125 8.0

ed for veterinary use only: NMT 10.0%

1ion Tests (61)andTesTs For SeeciFiep Microoreanisms (62): The total aerobic microbial count does not exceed 103 cfu/g, and

I molds and yeasts count does not exceed 102 cfu/g.

UIREMENTS

Full document details: Amoxicillin and Clavulanate Potassium Tablets

Documents

Document Sharing Hub


https://store.usp.org/product/1134426
https://store.usp.org/product/1134426
https://online.uspnf.com/uspnf/current-document/1_GUID-6B930D76-6026-4693-844B-FB9C90728D4F_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6B930D76-6026-4693-844B-FB9C90728D4F_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6B930D76-6026-4693-844B-FB9C90728D4F_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6B930D76-6026-4693-844B-FB9C90728D4F_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
https://online.uspnf.com/uspnf/current-document/1_GUID-FBA763E7-E62C-4F19-A3E0-2141FD4EFFE4_2_en-US#C921S1
https://online.uspnf.com/uspnf/current-document/1_GUID-0392F79D-1F8A-4B8D-BEC8-C6FD7B39966F_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-0392F79D-1F8A-4B8D-BEC8-C6FD7B39966F_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-0392F79D-1F8A-4B8D-BEC8-C6FD7B39966F_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-0392F79D-1F8A-4B8D-BEC8-C6FD7B39966F_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A68DE4C6-A898-490B-8198-C9FE1ADF1B60_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A68DE4C6-A898-490B-8198-C9FE1ADF1B60_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A68DE4C6-A898-490B-8198-C9FE1ADF1B60_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A68DE4C6-A898-490B-8198-C9FE1ADF1B60_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://store.usp.org/product/1031503
https://store.usp.org/product/1134426
http://www.avadocuments.com/doc/amoxicillin-and-clavulanate-potassium-tablets
http://www.avadocuments.com/doc/amoxicillin-and-clavulanate-potassium-tablets

