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9197 1 @h@mnﬁuumwm methylprednisolone sodium succinate NAMNIANLY 9-30 pg/mL (N=3)

ANMNINTY (pg/mL) absorbance (ﬁ 248 nm) ﬁinaéﬂ SD
N1 N2 N3

9 0.2315 0.2342 0.2398 0.2352 0.0042
12 0.3076 0.3093 0.3161 0.3110 0.0037
15 0.3866 0.3858 0.3948 0.3891 0.0041
18 0.4662 0.4652 0.4593 0.4636 0.0030
21 0.5299 0.5391 0.5418 0.5369 0.0062
24 0.6134 0.6157 0.6338 0.6210 0.0091
27 0.6939 0.7021 0.6964 0.6975 0.0034
30 0.7681 0.7069 0.7821 0.7690 0.0103

13197 2 WHLEaTEIUSHIUYRINITILATIEHED methylprednisolone sodium succinate

mNAeas NAANE
mmﬂnﬂ?iugjqqﬂ (nm) 248
Beer’s law limits (ug/mL) 8-31
20NNANMI092I0 (LOD) (pg/mL) 0.32
FannamIadeUsana (LOQ) (pg/mL) 0.82
dwmﬁmigﬂﬂﬁuum (molar absorptivity) (L/mole.cm) 1.22 x 108

FNMTLBUFY
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NAAUNUAN

o a L,
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0.0257
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MINd 3 Anspanauuaiinlaluaududy 9-30 pg/mL (N=3)

Repeatability Concentration (pug/mL)
9 12 15 18 21 24 27 30
absorption 0.2552 0.3091 0.3883 0.4694 0.5599 0.6385 0.7228 0.7826
0.2590 0.3116 0.4033 0.4774 0.5508 0.6338 0.7161 0.7955
0.2574 0.3197 0.3951 0.4764 0.5583 0.6319 0.6997 0.7976
CV 0.007 0.018 0.019 0.009 0.009 0.005 0.017 0.010
% RSD 0.74 1.77 1.90 0.92 0.87 0.54 1.67 1.03

uan@Nnuaan lUnivue 3 U (interday) wul @
<~ ld' 1 k4 k4
Msganduuaeilaluudazanudniy lasnagay
ANNTNTUSE 3 M1 lEHIMINABIRINTIN
4 waasaniudesa: drudssuuinasgrudunng
Tagnnaadnimaglunamineansula Aetieand
Sowaz 2.0
1.4 MINATUANNLNENNTY (accuracy test)
NAFDUANNYNADWIMTUANWNIa laa InaLdes
AU LagMIMAaNUINTUYBNTTNIANITFIY
PRy s Yy v oA A v °
nasisudanudnduniiaen U $11u 5 % anu
windulown Sa8az 80.0, 90.0, 100.0, 110.0 waz
120.0 Toglpsdudanudniuas 3 @8 (N=3)
wuh  Segazmislandudvyaiudazanudnduag

Tunasiiganiuldde aglureiasaz 90.0-110.0
Fauansluenaad 5

2. MINATOUANINANGIVBNEINHBANUANIE
A977 methylprednisolone sodium succinate

NNNTNATDUANINAIAIYDILINEDAN methyl-
prednisolone sodium succinate ANUTNTY 1% Lo
ihwiindauinasdmiugthammezas Fassylu
nedniiiamuaudadaduuaaie Taafusnmly
2 anmzia iulugifiuiinamad 2-8 asriaded
worilguvgiivies 30:2 psAailed dAzas 3
19819 (N=3) Tdwamsnaaaueil

2.1 msdunadnunemll Téun anwdu ndu
Usziiudnuamlasemgaam methylpredniso-

MINi 4 ansganduudsiiialananudady 12, 18 uaz 24 pg/mL Tududedn (intraday) wazluiui

wWenNENNY (interday) (N=3)

Precision Concentration (pug/mL) Absorbance (N=3) CcvV % RSD
intraday 12 0.3110+0.0045 0.015 1.45
18 0.4636+0.0037 0.008 0.80
24 0.6210+0.0112 0.018 1.80
Interday
12 0.3130+0.0037 0.012 1.19
18 0.4700+0.0059 0.013 1.26
24 0.6270+0.0071 0.011 1.13
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MMM 5 NTNAFIUANNNENATIVBIIDIATIER

(accuracy test)

Conc. taken % conc. added Mean %recovery
(ng/mL) (N=3)
80 100.69+0.006
90 100.86+0.009
9 100 100.44+0.002
110 100.81+0.007
120 101.20+0.010
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Abstract: Development and Validation of a Stability Indicating UV-Visible Spectrophotometer Method for Determi-

nation of Methylprednisolone Opthalmic Soltuion

Terachart Chevadisaikul, M.Pharm.*; Danuch Panchapornpon, Ph.D.**

* Department of Pharmacy, Mettapracharak (Wat Raikhing) Hospital, Nakhon Pathom Province; ** Faculty
of Pharmacy, Siam University, Bangkok, Thailand

Journal of Health Science 2019,28:743-54.

The aims of this study were to develop and validate a stability-indicating UV spectrophotometric
method for methylprednisolone in extemporaneous ophthalmic preparations; and study the stability of
1% w/v methylprednisolone extemporaneous ophthalmic preparations under 2 storage conditions under
ICH guideline. The amount of drug was carried out by using of UV-VIS spectrophotometer at 248 nm.
Calibration curve between absorbance and drug concentration was linear with R* 0.999 with the precision
(% RSD) of 0.80-1.80, and the accuracy (% recovery) of 100.44-101.20%. Stability of 1% w/v
methylprednisolone extemporaneous ophthalmic preparations was studied. Ophthalmic solutions were
prepared by dissolving methylprednisolone injection in 0.45% saline solution. The ophthalmic solutions
were stored in sterile amber glass bottles at refrigerated temperature (2-8 °C) and room temperature
(3042 °C) within 2 months. Physical characteristic changes were observed in ophthalmic solution stored
in refrigerator within 67 days. While physical changes of ophthalmic solution after kept at room tem-
perature were detected within 10 days. The pH value of solutions was lower than that required by United
States Pharmacopeia within 6 and 52 days when stored at room temperature and in refrigerator, respec-
tively. However there were still a drug label amount over 90 percent. Conclusion that stability of 19
w/v methylprednisolone extemporaneous ophthalmic preparations was sustained up to 51 days in 2-8 °C.

However, once the bottle was opened the eye drop should be used within 4 weeks.

Keywords: stability, methylprednisolone, extemporaneous ophthalmic solution, UV-VIS spectrophotometer, validation
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