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pine Methylbromide

OH

370.28
.2.1]octane, 3-(hydroxyphenylacetyl)oxy-8,8-dimethyl-, bromide, endo-(+)-;
hyl-1aH,5aH-tropanium bromide mandelate;
5)-2-Hydroxy-2-phenylacetyloxyl-8,8-dimethyl-8-azoniabicyclo[3.2.1]octane bromide CAS RN®: 80-49-9; UNII: 68JRS2HC1C.

hylbromide contains NLT 98.0% and NMT 102.0% of C._H, ,BrNO,, calculated on the dried basis.

es are observed, dissolve the specimen and the Reference Standard separately in methanol, and recrystallize by adding
1 solution.]

‘EsTs—GEeNErAL, Bromide (191)

11 50 mg/mL in water

eria: Meets the requirements

J/L of monobasic potassium phosphate and 5 g/L of 1-pentanesulfonic acid sodium salt in water. Adjust with a 330-g/L
osphoric acid to a pH of 3.0.

‘onitrile and Solution A (3:2)

trile and Solution A (9:41)

«ee the gradient table below.

Time Solution A Solution B
(min) (%) (%)
0 70 30
2 70 30
15 30 70
Documents

Document Sharing Hub

Full document details: Homatropine Methylbromide


https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US#C191
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US#C191
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US#C191
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US#C191
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US#C191
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US#C191
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US#C191
https://store.usp.org/product/1311000
https://store.usp.org/product/1310008
https://store.usp.org/product/1311000
http://www.avadocuments.com/doc/homatropine-methylbromide
http://www.avadocuments.com/doc/homatropine-methylbromide

ic system
raphy (621), System Suitability.)

210 nm
am x 15-cm; 3-ym packing L1
mL/min
5L
ty
‘em suitability solution and Standard solution
itive retention times for homatropine methylbromide and homatropine hydrobromide are 1.0 and 1.14, respectively.]
uirements
NLT 2.5 between homatropine methylbromide and homatropine hydrobromide, System suitability solution
r: NMT 1.5 for homatropine methylbromide peak, System suitability solution
1dard deviation: NMT 1%, Standard solution

1dard solution and Sample solution
e percentage of C,,H,,BrNO, in the portion of Homatropine Methylbromide taken:

Result = (r /r) x (C/C,) x 100
reak response of Homatropine Methylbromide from the Sample solution
reak response of homatropine methylbromide from the Standard solution
:oncentration of the Standard solution (mg/mL)

:oncentration of the Sample solution (mg/mL)
eria: 98.0%—-102.0% on the dried basis

on (281): NMT 0.1%

lution B, Diluent, Mobile phase, System suitability solution, and Sample solution: Proceed as directed in the Assay.
tion: 0.01 mg/mL of USP Homatropine Methylbromide RS in Diluent

»hic system: Proceed as directed in the Assay, except for injection size.

e: 10 uL

ility

tem suitability solution

:quirements

n: NLT 2.5 between homatropine methylbromide and homatropine hydrobromide
stor: NMT 1.5 for the homatropine methylbromide peak

andard solution and Sample solution
the percentage of any individual impurity in the portion of Homatropine Methylbromide taken:

Result = (r /ry) x (C/C ) x100

peak response of each individual impurity from the Sample solution
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