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n Acetate

HN NH;

NH;
o]
H:,C/U\DH
H,0, 1269.43 (as free base)

ne-releasing factor (pig), 6-[0-(1,1-Dimethylethyl)-o-serine]-10-deglycinamide-, 2-(aminocarbonyl)hydrazide, acetate (salt);
-histidyl-L-tryptophyl-L-seryl-L-tyrosyl-O-tert-butyl-o-seryl-L-leucyl-.-arginyl-.-prolyl)semicarbazide (goserelin free base);

IN®: 65807-02-5; UNII: OF65R8POON.

3RN®: 145781-92-6; UNII: 6YUU2PVOUS.

is a synthetic nonapeptide analog of the hypothalmic decapeptide, gonadorelin. It is obtained by chemical synthesis and is

acetate salt. It contains NLT 94.5% and NMT 103.0% of goserelin (059H84N18014), calculated on the anhydrous and acetic acid-

1 time of the goserelin peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

'repare a filtered and degassed mixture of water, acetonitrile, and trifluoroacetic acid (1600:400:1).

n: 1 mg/mL of USP Goserelin Acetate RS in water

I solution: Transfer 1 mL of the Standard solution to a 10-mL volumetric flask, and dilute with water to volume.

ity solution 1: Prepare a solution of 0.1 mg/mL USP Goserelin Related Compound A RS in water, and mix with an equal
ited standard solution.

ity solution 2: Prepare USP Goserelin System Suitability Mixture RS as indicated on the label.
12 T mg/mL of Goserelin Acetate in water

ic system

raphy (621), System Suitability.)

Documents

Document Sharing Hub

Full document details: Goserelin Acetate


https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US#GUID-84A53880-C4DF-4E4F-B940-5AC3C6521F8C
https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US#GUID-8D914465-92F9-41AD-8528-8CDF6079B971
https://online.uspnf.com/uspnf/current-document/1_GUID-C74F002F-0E36-448C-A553-CF9AC8799AEA_1_en-US#GUID-300BC9C4-724A-4C62-AC57-BA17702ABAE1
https://store.usp.org/product/1297205
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US#GUID-84A53880-C4DF-4E4F-B940-5AC3C6521F8C
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US#GUID-84A53880-C4DF-4E4F-B940-5AC3C6521F8C
https://store.usp.org/product/1297216
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US#GUID-84A53880-C4DF-4E4F-B940-5AC3C6521F8C
https://store.usp.org/product/1297250
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US#GUID-84A53880-C4DF-4E4F-B940-5AC3C6521F8C
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6EF9AE5D-609E-4754-95B4-F634B9753BB9_2_en-US#GUID-BCB852C9-2E4E-400A-B5E5-B039493A1E18
http://www.avadocuments.com/doc/goserelin-acetate
http://www.avadocuments.com/doc/goserelin-acetate

1dard solution, System suitability solution 1, and System suitability solution 2
tem suitability solution 1, the retention time for the goserelin peak is between 40 and 50 min; see Table 1 for the relative
s. Two minor peaks are visible prior to the elution of the principal peak, System suitability solution 2.]

uirements
NLT 7.0 between the goserelin and goserelin related compound A (4-p-Ser-goserelin) peaks, System suitability solution 1
1dard deviation: NMT 2.0% for the goserelin peak from replicate injections, Standard solution

1dard solution and Sample solution

e percentage of goserelin (C59H84N18014) in the portion of Goserelin Acetate taken:

Result = (r,/r;) x (C/C ) x 100
ieak response from the Sample solution
ieak response from the Standard solution
:oncentration of the Standard solution (mg/mL)

:oncentration of the Sample solution (mg/mL)

eria: 94.5%-103.0% on the anhydrous, acetic acid-free basis

ENTS
Tipes (503): 4.5%—-15.0%

i RELATED COMPOUNDS
tandard solution, Diluted standard solution, System suitability solution 1, System suitability solution 2, Sample solution,
sgraphic system: Proceed as directed in the Assay.
solution: Transfer 1 mL of the Sample solution into a 100-mL volumetric flask, and dilute with water to volume.
ity
‘em suitability solution 1 and System suitability solution 2
tem suitability solution 1, the retention time for the goserelin peak is between 40 and 50 min; see Table 1 for the relative
s. For System suitability solution 2, two peaks, corresponding to decarbamoylgoserelin and 2-p-His-goserelin and eluting prior
| peak, are visible.]
LT 7.0, System suitability solution 1
ancy: NLT 2000 theoretical plates, System suitability solution 1
NMT 2.0, System suitability solution 1
lard deviation: NMT 2.0%, System suitability solution 2

Table 1
Name Relative Retention Time
serelin 0.67
oylgoserelin 0.89
serelin 0.92
serelin 0.94
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