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## 4476581333: MAJOR PHARMACY

KEY WORD: FORMULATION / BIOEQUIVALENCE /SALMON CALCITONIN /

NASAL SPRAY
BORDEESUDA SUIWONGSA: FORMULATION, STABILITY AND
BIOEQUIVALENCE OF SALMON CALCITONIN NASAL SPRA YS.
THESIS ADVISOR: ASSOC. PROF. PARKPOOM TENGAMNUAYY, Ph. D.
169 pp. ISBN 974-53-2263-6 \

Salmon calcitonin (CT) is a peptlde ué/;( e treatment of osteoporosis and other
bone-related disorders. It is curf'emly available nélﬂ;__pd as an injection and a nasal spray
solution, both of which are mportedfresultnﬁ in a high cost of medication and limited usage.
The main objective of this evelop salmon CT'nasal spray preparations that could
ulability af a more economical cost. Two strengths (100

sprays were prepared (two batches each). The

provide acceptable stabili
and 200 IU per actuation)
formulation was an isotonic ffs."{ntb_eéic salmon €T with appropriate preservative,
buffer and tonicity adjust cclalspray pump was used that could provide an accurate and
tfi.)n The stability studies consisted of real-
torage o) for 12 months and at 30 °C (accelerated
condition) for 4 months. Sa cre :taken p§i‘1 dically to determine for salmon CT content
as well as its degradation produg (caléit‘omn C):atﬁ-_relatqd peptide (N-acetyl-cys'-calcitonin)
by HPLC. The percent labeled amou_‘ui_bf all foutiafiches was within 90.0 — 115.0 % ranges.
The prepared nasal sprays also comphed with thg.w,for calcitonin C and related peptide as
well as the clarity, pH Qsmolanty, umfonmty of mass and steﬂl)ty tests under both storage
conditions. The reprodlg y ormance
the results from the leak t Sj droplet size dlstnbutlon and Spra}"" pattem evaluatlon The in vivo
bioavailability of the te

further evaluated i in 12 healthy:male volunteers. @Bach subJect received a total single dose of
400 IU salmon CT inja two~wa)1 cro#s(wer st{;ldy The plasmia cohcentratlons of salmon CT
were determined by 1rad101mmunoassay There were no statlstlcally sngmﬁcant differences in

reproducible spray volume
time testing at 4 °C (reco

roduct (200 IU strength) relative*to the innovator product was

the correspondmg pharmacokinetic parameters QAUC and'C,, between me two products (p >
0.05, ANQYA,) TT\e"QO%. obnﬁd,encewl mtei’vals for the, }atm of the ftwo \parameters (test to
innovator) based on the log—transformed data were within the 80.0 —125.0% bioequivalence
range. Thus, it can be concluded that the prepared salmon CT nasal spray solutions were both
pharmaceutically equivalent and bioequivalent to the innovator product.
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t1/2 = half life

tmax = time to peak plasma concentration
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viv
w/v
w/w

WHO

United States Pharmacopoeia
Ultraviolet

volume by volume

weight by volume

weight by weight

World Health Organization
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