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n Salmon

SQELHKLQ TYPRTNTGSG TP
3432 daltons CAS RN®: 47931-85-1; UNII: 7SFC6U2VI5.

is a polypeptide that has the same sequence as that of the hormone that regulates calcium metabolism and is secreted by

vial gland of salmon. It is produced from either synthetic processes or microbial processes using recombinant DNA (rDNA)
host cell-derived protein content and the host cell- or vector-derived DNA content of Calcitonin Salmon produced from an
‘e determined by validated methods. It contains NLT 90.0% and NMT 105.0% of calcitonin salmon, calculated on an acetic
hydrous basis. [Note—1 mg of acetic acid-free, anhydrous Calcitonin Salmon is equivalent to 6000 USP Calcitonin Salmon

citonin Salmon Unit = 1 Calcitonin 1U.]

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

slve 3.26 g of tetramethylammonium hydroxide pentahydrate in 900 mL of water, and adjust with phosphoric acid to a pH of

1L of acetonitrile, and mix.

slve 1.45 g of tetramethylammonium hydroxide pentahydrate in 400 mL of water, and adjust with phosphoric acid to a pH of

L of acetonitrile, and mix.

2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 72 28
30 48 52
32 72 28
55 72 28

n: 1.0 mg/mL of USP Calcitonin Salmon RS in Solution A
'y solution: Prepare a solution in Solution A containing about 0.2 mg/mL of USP Calcitonin Salmon Related Compound A RS

- of USP Calcitonin Salmon RS.

: 1.0 mg/mL of Calcitonin Salmon in Solution A

> system

aphy (621), System Suitability.)

20 nm

m x 25-cm; packing L1

rature: 65°
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* NMT 2.5 for calcitonin salmon
dard deviation: NMT 3%

dJard solution and Sample solution

» percentage of calcitonin salmon (C145H240N4404882) in the portion of Calcitonin Salmon taken:

Result = (r,/rg) x (C/C ) x 100
2ak response of calcitonin salmon from the Sample solution

aak response of calcitonin salmon from the Standard solution

sncentration of USP Calcitonin Salmon RS in the Standard solution (corrected for water and acetic acid content) (mg/mL)

»ncentration of the Sample solution (corrected for water and acetic acid content) (mg/mL)

ria: 90.0%-105.0% on an acetic acid-free and anhydrous basis

NTS

T (503)

: 1 mg/mL of Calcitonin Salmon in Diluent, prepared as directed in the chapter
ria: 4%-15%

> PEPTIDES AND OTHER RELATED SUBSTANCES

s performed on material produced by both chemical synthesis processes and rDNA processes.]
ution B, Mobile phase, System suitability solution, Sample solution, Chromatographic system, and System
'roceed as directed in the Assay.

ple solution
he percentage of each impurity in the portion of Calcitonin Salmon taken:

Result = (r,/r,) x 100
peak area response of each impurity from the Sample solution

sum of the area responses of all the peaks from the Sample solution

iteria

purities: NMT 3.0% of the total area of all peaks

ies: NMT 5.0% of the sum of the areas of all the peaks including the principal peak

ard any peaks due to the solvent and any peaks whose area is less than 0.1% of the principal peak.]

ieeds to be performed only on material produced using rDNA technology.]

’lve 2.72 g of monobasic potassium phosphate in 1000 mL of water.

)lve 2.72 g of monobasic potassium phosphate and 29.2 g of sodium chloride in 1000 mL of water.

3.0 citrate buffer): Dissolve 4.8 g of citric acid in 80 mL of water. Adjust with 1 M sodium hydroxide to a pH of 3.0, and
ater to 100.0 mL.

stonitrile and Buffer A (15:85). Adjust with 45% (w/w) potassium hydroxide to a pH of 5.0.

stonitrile and Buffer B (15:85). Adjust with 45% (w/w) potassium hydroxide to a pH of 4.6.

See Table 2.
Table 2
Time Solution A Solution B
(min) (%) (%)
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Time Solution A Solution B
(min) (%) (%)
15.1 100 0

22.1 100 0

bility solution: , (ERR 1-0ct-2024) Prepare a solution in water containing about 0.5 mg/mL each of USP Calcitonin Salmon RS

citonin Salmon Related Compound B RS. To 1 mL of this solution add 100 pL of pH 3.0 citrate buffer.

mn: To 1 mL of a 0.5-mg/mL solution of Calcitonin Salmon add 4100 pL, (ERR 1-0ct-2024) Of Buffer C.

hic system
tography (621), System Suitability.)

220 nm

mm x 20-cm; packing L9

2 mL/min

mme: 50 pL

lity

em suitability solution

lative retention times for [1,7-bis(3-sulfo-L-alanine)] calcitonin salmon-glycine, [1,7-bis(3-sulfo-L-alanine)] calcitonin salmon,
1 salmon related compound B (calcitonin salmon-glycine) are 0.4, 0.6, and 0.9, respectively; and the retention time for
mon is about 9 min.]

fuirements

12 NLT 3.0 between calcitonin salmon and calcitonin salmon related compound B

ple solution
he percentage of each impurity in the portion of Calcitonin Salmon taken:

Result = (r,/r,) x 100
peak response for each impurity
sum of the responses of all the peaks

iteria
purities: See Table 3.

Table 3
Relative Acceptance
Retention Criteria
Name Time NMT (%)
-sulfo-L-alanine)] calcitonin
lycine 0.4 0.2
-sulfo-L-alanine)] calcitonin
0.6 0.2
1 salmon related compound B 0.9 0.6

r-Derived Articles—Amino Acid Analysis (1052).)
eds to be performed only on material of synthetic origin. The concentration of amino acids in the Internal standard

A mtanls anliitine acd Odacdacd anliidicnea cmdilha maniiad Af cmnndtavial iianad da mcamaea Alhn OCcancnda anliidicne mamm bha adiviasad
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