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Abstract

Extemporaneous dexamethazone eye drop, preservative-free formula is necessary for patients
with contraindications to use preservatives. The objective of this study is to determine the physical,
biological and chemical stability of products when stored at different temperatures. Conducting a Quasi-
experimental Research, by dividing thirty ophthalmic solutions keep in refrigerator (2-8°C) and normal
room temperature. Then observed for physical characteristics, acidity and sterility on day 0,7,14,21,30.
Study quantity of Dexamethazone by HPLC method on day 0,14,21,30The result found that the products
stored in the refrigerator (2-800) and normal room temperature (f31.5i2.1°C) remained as clear
solution, free of sediment, colorless, odorless for 30 days, the average pH on days 0, 7, 14, 21 and 30 of
the products stored in the refrigerator (2-8°C) and normal room temperature (E31.5i2.1°C) are
7.18%£0.05,7.1810.80,7.27£0.08,7.3210.08,7.21£0.05 and 7.28%0.02,7.4310.49,7.28%0.11,7.3710.09,
7.3810.10 respectively with a statistically significant differences on day 30 (p-value = 0.007).From
sampling inspection method the randomized culture samples was found no growth on 0, 7, 14, 21 and 30
days in both groups. Quantitative analysis of Dexamethazone by HPLC showed that the products kept in
refrigerator (2-8°C) passed the standard at 90.0 - 115.0% Labeled amount during the study period. An
average % Label amount in Days 0, 14, 21 and 30 are 104.00%3.61, 101.67+1.15, 102%1.73, 103%7.00
respectively. When the products kept in normal room temperature (531 51t2.1 OC) meet the standards on
0, 14 and 21.The average % Label amount on days 0, 14, 21 are104.14.73,105.001%5.57,99.33%0.58
respectively. But on the day 30" they have 1 ophthalmic bottle containing Dexamethazone under the
standard of % Labeled amount. It can be concluded that Extemporaneous dexamethazone eye drop,
preservative-free formula has physical, biological and chemical stability in 30 days when stored in the
refrigerator (2—800) and has physical, biological stability in 30 days, but chemical stability is only 21 days
when stored at normal room temperature (f 31.512.1 °C). That mean the Product has Beyond-Use Date,
BUD for 30 days when stored in the refrigerator (2—8°C) and 21 days when stored at normal room
temperature (f 31 .5i2.1°C). Study for the biological stability of products in the real environment when

the patient bring to use at home is be interesting.

Correspondence : Rachanee Watanaruangrong E-mail : suanwatana@gmail.com
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A a

2. Oxidation ﬂf]ﬁ?‘mﬁLﬁmmnm@ﬁa‘zuu@mLﬁﬂ%lﬁﬂm@u (electrons) TR EULALIDEABNUDY
Talnsiau T,mwyﬁ'\hﬂ‘ﬁfum@ﬁmm%‘"ﬁqmqLﬂﬁ‘ﬁwummﬁmﬂg’jﬁ?mmﬂ%wﬁuﬁﬁ@ﬂ Teiun
hydroxyl bonded aromatic ring 111 catecholamines (dopamine), morphine
conjugated dienes 11 vitamin A, unsaturated free fatty acid
Heterocyclic aromatic rings 81141 pyrantel, pyrimidine
nitroso and nitrite derivatives
aldehydes #naginglTu flavoring agents
3. mn?&rammaé’qmm (photochemical decomposition, photolysis) mmmﬁmmﬂ?ﬁl@m
gangsanuasld TaeGaassunasivnlvanifnnisaatasaannuinlldes 1dun
ultraviolet, visible WA infrared ANANAL TeRansanldanndanuiinsausiaziinlantdas
aanundall me1ed 9 Taeugsiitlaalansndaueanunuinazanunsainlfedeusanald

N Fegseinanndanganasa laRaeLae 1w nifedipine, Nitroprusside, riboflavin

WaE phenothiazines s
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A5 9 LAY ANENIAAY LATWALINUNLUARARtIaaNNN

FUAUDILRY ANENIARY (nm) AU (eV)
ultraviolet 10 - 400 3-124
visible 390 - 750 1.7-3.3
infrared 750 -10,000 1.24 -1.7

TTadaNANAAAFATINIFRANAAENINAN AN UHANTENUNIN AT
1. ANuUNIA-Ae (pH)

ANNLIUNTA-ANY (PH) 18941982818 RIN1TOLNERIINITAANER9FA8 8N Aty beT

o

v
o o ¥ =

TnavinlsnendrAgazassanaipauiiunia-nneegsendne 4 — 8 AluRsfesiniglsu
AMHIIUNTA-AN9E89817az A NN aNAUELAaTAL  WatTaenunie danefaedsiagn

[ 1

gAY LW 8N aspirin mmmmﬁqiﬁﬁ%mﬁm pH 2.4 u1nA1 pHuAAA91 10 Full
aspirin asfldnsnisganaffindvetamaiy  FuiuAsesstaus i lfiduaisazans
a7 FnAaadlunsa-sneTimanyas
2. 9neaNssznauiTeda (complexation)

mﬂﬁqmzﬁﬂﬁmLﬁmﬂum@ﬂixﬂﬂuL%qsi’j’@uﬁuﬁqm%'w?@mim’fm”l,uﬁﬁu ATAINITD
andnINIANALGATEN Hydrolysis Az Oxidation 11 @anstlszneuietanyes caffeine i &1
‘ﬁﬁL'ﬂW’]x‘ﬁ (local anesthetics) 1114 benzocaine, procaine LAY tetracaine ANNIINAABFTING
@mﬂﬁqmmﬁqmzﬁﬁﬁmﬁLﬁmqﬂma‘ﬁuﬁ@ﬁuﬁﬂﬁ’
3. #N9AALINANEN (surfactants)

wininsldansanusssaiolaidnazidugtn sy svquan viatseqau wnasly
ansavangraseauiaiu micelle enazgniniudnliagnalu micelle vinlWsaedAnylal
zﬁ”m”m"um?ﬁ@uém”mmLﬁmﬂﬁﬁ?m Hydrolysis
4. Taviemin

TaNzuun Wi neswas (copper) Wwan (iron) tAaueas (cobalt) waz dAniAa (nickel)
ANNNTDLNENIINNTNADULADATE  (free  radical) ﬁﬂﬁlﬂlmﬁmqmmmaﬁqmnﬂﬁﬁ?m
Oxidation @1snsatesruldlaeldansiian (chelating agent) Teanunsafnflugnsilsyney
detaunulaneniinlusnsy ﬁﬂﬁ’ﬂmﬁuimmwwﬁﬂiﬂmm@f&@m&mmmﬂﬁﬁ?m
Oxidation ¢ Fiasinsaasansman laun ethylenediamine tetracetic acid (EDTA), citric acid

LAY tartaric acid 111G
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5. FANAZANE
o o - a M vo o V5 , = o o a e A v o
Favinazaneivaneaiia il lAainuAuiesesnufen Avinaratadurisdau idn du
Ul WY enuea nalesas Lusu nNslddaniarasndnaznn A1 A laaanman

v o

S o . o o
(dielectric constant) ANgadesiuAuaIniTnlunIsazateresfvinazateilasuulasly
21AANNAFEAINAIAITRIANTAANE YiTasae A AtyanainU Ase U iaAusanazane |
N3ReNAYINAANEIUNITANAzAINIT0aRERIINITRALTEN Hydrolysis 16 Taamnnsiaen
o o dl Yy o o a <6 v A dl o O a 3’/
drfnyidenanslifmeimviazatetiiala Aliuaniaesiarnazatesiingi
6. LA

A o 1 ! ]

=~ PRy v o o o o ve 2 o = . o g v
LA 3\1@[;5]’1\1”]'1/]3\]@"JHL?\‘]GLVWQH’]@’W’]EU@@WEmrJVLﬂLﬁ‘Qsﬂu IﬂﬂLﬂquﬁ‘\‘}@ ultraviolet ‘VW]']SLV]

AUfA3EY  Photolysis  lananndnfa@atinan  Tadundenansznusanisaanafazedsn

=)

\Hesanuas IAun auiawaziuinzedeynine auarinseainaaesnanyn  ANINLILeY

1
o o o

atauavdaulsznanaw] luindu  FendidAnyveansdonlumniuniacnloseuasaasiiv

1
= aa

Snenluniausussadrnianunuieanasdenislaaiunas  vsaanaldnisveiusioe ey

q

aluminium foil INAAANIANHALA

a

7. geunnN

u

WdrAusmnlszinnanfuine luan e Rnmunzan  INOUANIALNNITLN

o dl o [ aa dl le o [ o
ARNTINITLAANANEUBIANIEIN mﬂﬂgmﬂ@muﬂumﬂaﬂuuﬂmiﬂ Tmﬂ@qquummzmmmu

u

& '

NSRS A R T SR 3 ANz LN AIA U LARZINA Ten

1. goMnHes (20-25 avrnmaLTea)

) B}

2. sl (8-15 AL TALTEIA)

3. Mfudn (ldinu 8 asAnmaLded)

FaaEnTy enandugaud AN lugiiiy (2-8 asaaa@aa) axienylane 2 1 wsdn

a

a

& Ay = ¥ & | = < a o o S
Wunguugivesaslanglaue 1 hew  wsiluunenstiniafivenfgnmadagu nstainly
[~3 v @ a =& o v ¥ ‘d‘ o ¥
wulugifiuazifianisanuanaasevinlisunuenaadaasadain g
8. ANNTIU
2 v 4
paNTUTaN TN IiAANIa1s9LlEan Oxidation waz Hydrolysis 16 santiadiainlviiae

= a

qaimasRLTAleR  Aspasidendanueussyinsvimnzamiedesiulilaosiuduniiu
dnludaiunansosilding Tnedanussinmufaasiunnsduldininanadin
9. NMaeandiauluainie

fngeendiauluainiaviniiindjisen Oxidation AusaendAtyueatinld e

Tnald3Bn1sussqansazansenliiuaenunsyudwansazanaiuehalilasnge ieanifsunn
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|
= o

analiidesiga  visaldniamnfinmaes WiaRNasFueandiadu (antioxidant) alillu

o o v ﬂl ¥ a o ndl Yo o o = t;/
p3L uAl  m19199 10 azuansanssnuaandadun uas lusasuen LW?HNV]Q1ﬂ

AN59N 10 g9 uaandiatun ldias luansusmaeuyinly

AN9PuaandLATY
adnazaneluiin afinazanelutinaiu
sodium metabisulfite ascorbyl palmitate
sodium thiosulfate butylated hydroxyl toluene
ascorbic acid butylated hydroxyl anisole

3. ﬂ’)’]ﬁJﬂ\iZ\iﬂ’]WVﬂ\ﬁ’Jﬂ’]W

4
A =

= =X o o ¥ a d?j ¥
AIMNANANTINNINTINTIN UNI-DS WW?UF;I’]EIQQLLNNUH@"!@‘HWLﬂWHM LL@ZW@\‘]Lﬂu"Lﬂ[ﬂWN

= 1= > 1 o4 9 & . = & R
mmgmmmuumiﬁim n1ruieaunranaslsnAainias LWAAINHILASTUATDILTAATNNWL

Ansthitlaulumsusnugassnasneli a9 7N 11

a 1 all a dgj = dl dy o o
A1FN 11 LLVI@\‘WIN’]LL@?.Z‘IJLL@?.I‘NL‘ﬁ‘ﬂ"ﬂﬂ‘ﬁ‘WVIﬂuLﬂ@usLuL‘n?Uﬂ’]

WURITINN ELEREAT
e gram-negative groups : Pseudomonas, Xanthamonas, Flavobacterium
ANIA Mould spores : Penicillium, Aspergillus

bacterial spores : bacillus spp. Yeasts

AL Micrococci
wilg Coliforms

@ a
LNAA Salmonella
GUM Actinomyces

NARAUTIANNERT | Salmonella, Coliforms

3\1‘1‘.}‘]'_‘#&r Coliforms, Staphylococci, Sterptococci

o dgj -dy = 1 [~ o
nistlaariunistuilewmeqatinluseudansiusne
1. fafaﬂLmummu:m?ﬂﬁﬁm’mmmmu
2 % Y » o
2. wenldn1rurussquuuldaiaumen
3. AALALSNHNANA U IUAN 1 ZTNNNZEN

4. \RNANIUYA (preservative) A4 lWpNTU
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TnesatertiauaziFinmesatsiuyaildluegUuuusine uandly as1ei 12

dl o 1 o dl [ = !
A19NN 12 m@ﬂ’mmmuyjmﬂﬁummmmegmmumaj

suuuuen A19NULRA ATNLTNUTY (%wW/V)
£120 phenol 0.5
cresol 0.3
chlorocresol 0.1
312kl chlorhexidine acetate 0.01
benzalkonium chloride 0.01
&1 Mixture benzoic acid 0.1
methyl paraben 0.1
alcohol 12-20
QTP parabens 0.1-0.2
chlorocresol 0.1
TRIE) methyl paraben 0.1
mfi’] parabens 0.1-0.2

TUATBINITULUIILATAINAIAN NN AT U]
1. Wi

vy A 1 Z// = dl =K [ 3 dld ¥
WAANAMENUNIUARTIATAR LAzl AguLd A enien I adudannunagld

q

o A

atreunsaennlunsuanduussqinet adslaimuuiadeiidadauilsznng ol

- fomiusnareduin 01AfitANANNLTLNIA-As TN AT T SagaNaRIANLALs
YDILARSUA LA LLﬁimmmLLﬁﬁtymemmﬂmﬁ‘ﬁ@ﬂﬁuﬁwﬁmmﬁﬁamm (borosilicate
glass) WNULAIEIINAN

- Uszquinpine anannazneuiundni llazaneriheeninanideudald anansaeatu

Tymiilaamzanan liiduansazaainines
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v
v o o o

- wasdnunRnutani e saiuatani lifuaadnllisedmnanisaanasnvacsnls lu
A o e \ = - Y o oo A o = P \ \
naRAua lasauasaspasiaenlduiodnoenliuasiauenAaugIndd 470 wnluumnsuig
Tawingdu ununisldudala

2. WANRRN

4

-AINTU BENTAW  waTeIRpne Tueinia ainnsarauidnldnneluniaue
WAARN L6
- ansdluesAlsznavaasnaiaAnenagnazaadiluiuen sy
- waaAnanagadustendAnyvsaanste lusnfula
Tunsuanarunsoudyuimaiidlanqanisiaenldatinaasnarannldivunsaniy
doutlsznaunilugaasniy
3. lan
Tanzdszinndaneaduazegiilantiinsie  armnsnidunldiduniausussqdindy
a0 o = & - | Y B a A SNo &
2n8dadu e BT wazewayl  wilansiideidane eruaiinignsinnseuiiielans
wazmlfifansanazneudwdanlumsuenls  Sn1sudilyuilanisldlavsindausae
polymer {1¥NUa8AAUELILIIqE AR BN UTANE 5991 AN
4. 8
eneni I ldiduanenstlananenan uazdenstlanone usideideaedename
1% o o o A 1 dl o o ¥ A £
anunsngadusaandAyviteastesdu Tudduld  anwnsoudlaldlaedenldenanas
22MINENNEUAINZY TR neoprene ¥iTa butyl TLENNEITNTR FINALNITARRLIEIAYE epoxy
, Teflon, varnish ieann1svnUfAsensendnesoendAryiuniaurussg  wietinqnena wisen
. 4 o nsnad o d . Y
g ldutluansazanavesansnawainisngadulalignss eanniagedualsazaieiy
d91 dl 6 % ¥ dgl o s 4 o v
wananiansiuesdlszneavrasesenagnazdnadnludlaudusaeddgyla nns
o o o ¥ %’ 9; dl o Aa dl ¥
Tasiwinlalaenisdiuanmenssaatiuazlenn eadnioansmduge uazannisgnazana
x
29311081

e

1 v
ANTHANANINUTAAINNATNITDURILA AN UTNAZSNHIRNINIAANITRANI9NENIN

q

= = ¥ ol o © o o A
NWNLAN LLAENINTININ ELW@%IMLﬂmaVW]ﬂ’]Vu@m@ﬂ@ﬁ\zﬂZLQ@qﬂq?LﬂU?ﬂ‘]ﬂ'qLL@zﬂqﬂfﬂ\iqu bR

1
=

<3 dl 2/:’/ ¥ dl o o a o [ =
Lﬂ‘].llu@.ﬂ’]WLL@ZﬂW%u;‘ﬁ[ﬁl’]NW‘iﬁ’,qifJuu L‘flu‘ﬁmﬂ@ﬂ@'} EUABNNARNTUNENATENLRAWICTTE Tney

o

L ] a AQI ¥ b 1 tﬂl a LS
ANMANUANINNIEATIN LTU @ NAU AZNAY Wusiu uuimmsﬂ@auuﬂmiﬂ@mL@m ANANLIR
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¥ 1

a ] 1 ] dl 1o % 1 ° [
Al 1w AuLungs —mng [5]@\1@%1%?]')\1‘1/]1%‘1/]’]@’]%5]’3&'1LL@&LMN’]ZM@ﬂ’]iH’]VLﬂImNﬂ@

o v 1

ANTEANELReY Bunuaend1Any fesed luinneiiinsgnundsniu nnsgoyidennuus

o u
| 1
= a

103sa81§1 Ay lUFNM 10% 2eeffuineniiszy Dadndunisasuulasiniganaensy

16 Tugaeangnisfiuineaesenii wazAuaNtAn TN Nt fusaasfasat]luaniag

1
o o

UsAanimanaanagnis iy taangungiilulasudAninaseadiuasanin'

o
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5. M5AATIERLFNN R8T High-Performance liquid Chromatography HPLC

1
al o

13ed HPLC Wuesasdian Idduiuuenanslsznaunaulannanag lusaeeng - Tag

b4
= 1

ATLIUNNTIENANTUsznaLNdulaasiAnTusTINang 2 Wa Aa

1o

1. waagiu9 (stationary phase)

kTl

| 1
A =

2. W#LAaauUn (mobile phase)
AaATefdiuuAae High-Performance liquid Chromatography (HPLC) tdwnadia
TunsuanansuanlngldiAsesguusaAugs (high pressure pump) 4LUABIMAVTAFIVINAZAE

= ¥

£ o 9 o o " . o 4 a P
mmummﬂmgmmm@um (mobile phase) N14196A3LNNNBALATININTANRART

k1l

'
=2 H o &

. 4 4 4 . 4 '
(injector) LﬂmummuﬂwmﬂmLﬂmgmﬂmm (stationary phase) mmmmﬂumauu
dl all [l o c v Qi ! L
(column) @nTuANIARIUNHIBARANUILAYAEYNUENBBNNT LWIANANaTY
nsnasuanlusetanisgnuaneanainiuliii. Iuegiuauainisalunis
Y o vl 2’/ o . = . o dl 3
niulamueadnsiuiy mobile phase 1178 stationary phase an9usznausaluunaiusadi
o A vl o . 2’/ [3 1 ] dl v o 1
fuvTeazaa el mobile phase A17UUNATgNUENaaNNINAU gauasndiulalum
iU mobile phase s WlARAY stationary phase flazgnuanaanuINua

1
o =

Wagnsuanwsazalagnuaniiudngiasesnsaadn (detector) Arynyrasmsadnlias
aglugtlrasdryinlianin a0 waziliniu aesansusazianinmadnld  Tnadoyniuil
azgnashlduarastiunndynynuansnananuiiu chromatogram isznausag peaks 199

o r
ansnitluesALlsznaueqanINa

F53ALuneae HPLC {uWasnaAuazaqn wludl gnaasuaziiunaauiu®
WuwmaianisdiaseiieldanunIndiAe e (Qualitative) wazdTuadiasney

. . = o a I o
(Quantitative) Tnan1sitFeuinauiuansnimnsgiu  arnisaasadnssiliualusedu

o = aI/ A = =2 v a s 0% o
Tulpsnsu (mg)lummmqiﬂ WIRAZLAUANITEAUNLANTH (pg) WATLIATNITOUN

wAtA HPLC Hunldluntsuanansusgns laansae

NM5YINIUARILATAY HPLC ( High Performance Liquid Chromatography )
A1srnNaUNANTIBITELLLATES HPLC (NMWHA 2) UAat
1. Mobile phase / Solvent : ¥irasvinazanead L lunnsasvirauansiegg iWwma

o

wasundansziiluaesnas vinuinlunisihansdaetneuazdavnazanadng stationary
1Y 1
phase (luniiAa Column) Waliiianszuaunisuannialu Column
2. Pump : iudnasavinazane (mobile phase ) [ngsyiiy HPLC

3. Injector / Autosampler : Ut lun1sananssaeenednszuy HPLC
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4. Column : ¥g9Azi3EN1 stationary phase Aanwauziiusasudiama  uman
TR AN UL NTasa iUl TAENNILAUNNTLENIRATLIEMINe mobile
phase M stationary phase

5. Detector : Aa ARTATARTYINUL ﬁfmﬁhﬁium@mmi@ﬁmmﬁmmmms%u‘hﬁ

1ARINNTZUIBNTUEN

/

Solvent
{Mobile Phase)
Resarvoir

Computer Data Station

P
Solvent Manager
Solvent Delivery System

ANA 2 LaANd91 2 NaLNAaNI89E LU HPLC

A mFusaend1Aty Dexamethazone mnTuangasiazead1sly awi 3 Ansdnmn

NN AEHNUAREAT HPLC Tuaniosiiinnsas saunansly ms19n 13

(|3H20PO(ONa)2
CO
HO C”s/KOH
-~ ;- CHy
H~ H
CHy | _H
:
H
~
O/
ngHngNﬂzOgP
Mol. wt. 516.41

MW 3 wansgnslasaaingaendn Aty Dexamethazone
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A15199 13 ANV UNzaNYa9 HPLC Tun1smsaannsunas Dexamethazone

mddefiiiandas LABDY M3 ALTN ANz
LN NN L ARANY Mobile Phase

1. NNTWAUNID Hypersil BDS | acetonitrile LAY

AAgzilTuLANTN RP-8

L Al L

Taulugnunuiusnlag

walialasunnns

FAVAIUNAI

Usz@nanings

2. naAnELiNI ® 111200 | ® oAz C18 Hypersil o azlnlulnsduas

aaaefend Series AINRTATUA BDS (110 4.6 | 111 40 - 60

daanduluenanulng™ | nansost | photodiode array | X 300 HAAAT, | @ gnsnnislug 1.2
984 Agilent | detector finnn 1.D., 5 JARARNTFHAUNT
Technologi mfmﬁu 240wty | Wimsims ° ﬂ?mmﬁam 10
es, USA. WNAT ulAsamg

3. nnsATeflalyls o ThelFiag reverse phase | €0.05 M

NADNTITULAZ AN DTN

LN N FaN AW bueN

AadAse UV 9

ANTHNEINIARL 240

column C18

(250 x 4.6 mm)

phosphoric acid pH
5.5 with

MRIDARNANEAS laina s wnTumg (ACE) Wlud) | triethylamine 0.2% :
Wasuutarinlag nARsT acetonitrile
wnlnns il * RINEIU 65:35
® §m31n17Mua 1.0
NafRanssaud
4. NIATIAMNT AL o Thalriag C18 o azalnlulnsaias

TAULAZLANTLNNNN

TaupaenAtiA HPLC

ATAdAmaE UV 7
ANHNLNIARL 240

TRARSTENE)

141140 : 60
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5. NMSENINA28ENI (Sampling Inspection)™”"

FBNN9FIAABLAMUNINLLILENAIBENS  (Sampling Inspection) AINNIATIIU ISO
2859 -1 ludsnflenldiulunimsaageunmunInaeInaniusiniIsgRaIunIsuLiieasann

o ] o o '

saniuazdszudnenldany  avuuNiesenadeiunsgudnsaetie A
WAENARA AT (unit of product) MNNENY MARSTTWIMUGE UilsanaazLTuTuuil fuils
a4
198 NENUT
] = 1 1 a o e a = o o dl dl Y o o
FU (Iof)  UNIADY NNTRINUNENARA T THALAEaAUA U NN TIa s Tdd 11y
il RERN
TUIAFU (lot size) MUNEDY ANUIUIUREILARITTWI LTI
a0t (sample)  MNNEDN NGNIBINUILNARAUITIGNoBNNT AINTULNaATIAaDL
TnerlsimiananunIn
o 1 . =® o 1 a (% a‘dl o ¥ o 1
PUNAFIRLNY (sample size) NN AuRTURe AR TN NN 1 us e

nsdnsnenelngdTgu (random sampling) WxNaDY N19EN UaeNARAsTaINTUN

¥ ! ' a o a‘dld 1 ' 3’/ 1 ' = o
mmmﬁ‘mq@muimﬂmﬂmmLm‘wmalmmnmmwu@gﬁluguuunﬂjumw NENEINNL

o em

¥ 1 =S o ] a I rdl o
daunnsag (defect) uunaie aneuzrasilauanA s kiduldmuinaemnivus
a o " ' . =2 1 a o o‘d‘d?/ ' 1 3 dI ¥

NARALTILNNTEY (defective) MUNEDN MinaNARAMTIMAdauNNTaaEiNTaaiele

N19M39948L (inspection) UNEDY N199A N1TATIAUTENARDLLNBLLTE LR UNLAE
ARSI T AIUAN WU MUA

mamwmunﬂumg (one hundred percent inspection) NN NNTATIRRDLINULE
ARy Nde Tugu

N19ATIRABLLLLTNAYRENS (sampling  inspection)  UN1ED4 N1FATIAADLNUIE
HARATTANUIUNTN TaTlumnatinaaegu

@I UIUNEBNTL (acceptance number) MNBTN ANGIAA UBIRNUINNART U

1 Adl val o 1 a [ a o &1 :I/

unnsas Neanlii e ludaaenglunisfiansun sensunansueTuiu

LA 1uIUN I8aNFy (rejection  number)  NNABT ANENGA TDIATUIBHARS UG

1 o/ 1 d’ ¥ o 2 1 [ a o 61 ://

unngas luatinadslanimualidnasldaeniu nansmueiiuiu

FLAUAMINNINTIANTY (acceptable quality limit: AQL) MH1ED9 ANGIAATBIAIUIY

a o [ 1 dl v a [ % [ o o ]

panfrunnsasnean il A lunansuainsaaeuuLLgnFaegng

uHUNTENAa8ENg (sampling plan) M1aDe LEWTILsEnaLAaIRIAFRRENLAZLAY

o dl o v A 1 [ dl = o o ] o dl [
@WHQMWEQN3U1®M?@1NHQN?H GINS\IﬁQWNﬁNWMﬁﬂU‘ﬂuWﬂg‘uLL@xﬁ‘ﬁﬁ‘UQMJW’]WVIF;I@N?U
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uHunNstnAaet1adunen (single sampling plan)  #NN8Dd LaUA13ENFAaE9

nus N et N LFaT e ilanss

uHUNTENA28N939A (double sampling plan) “NERN LaWNNTENFAReEN9TIALA

U

o

Tidnsatnglaanuilenis gaudqusinan ldainnisnsmasausatnendnasausn
wHUNNENAYE19raNeLEe (multiple sampling plan) U89 BEKNNTENAYRE 19T
o v o o 1 i// ! 4 v I dl v o o 1 ?/ dl v
nuun lddnaned1niesellls  gaudausnanldannnisdnetienisniudann
AUNILANNNI0AARUINAtaNFLVTe Il NFUNRRTW T uiu e

NI UNTAUNNTDILAZNARNNUSNUNNI D

o

Uszinnaesdaunnses utseaniduy 3 Ussinn Al

A ¥ '

1. deunndesdngf (criical  defects) A daunwiesnetannliiindunsaite
ldaenduseynns el weedildld wiedeunndesnaviduaningvin

TiingUassAfedI U1 ATYI0INIEUIULAR

[ o

2. daunwsasgAty (major defects) An daunnsasneani1liudniniaila
ammnldauld viveandsz@vininlunisldeuesn@nineiiuag

3. deunwsastias (minor defects) Taunwsasn ludiuluaums lilsz@nsninnisld
ureNdAndusTanas uradaunniasnialdanninusiniuuaiieaianies wazd

= 1 ¥ a [ r?/ v
VG LI EN S LR AT R Ta S Pl

U lnNURINANAUTUNNIRY uiisaanidy 3 Uszinn sadl

a

1. NARAUITTUNNTBITNG A (critical defective) Aa NUIL AR -

o raidsj ' a a 1 ¥ dl ¥ IS4 ' o o
ﬂmsVl‘V]N?Jﬂllﬂwﬁ‘@\i')ﬂi]ﬁ]@ﬁl’]ﬂl&'ﬂﬂﬁu\‘iﬂ@LLZ\]Z@’]@QJ?J@UT]W'E‘@QZQ'WﬂELI

o

A Ay
N7 ‘ﬂ‘].lﬂWﬁ‘@\‘iEl‘ﬂElWJElﬂllﬂ

1
o A 1 a [ o= !

2. NARATUTUNNIRIANATY (major  defective) AR wUlaNARAWTNNdaLNNT A
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501 D4 1200 C C E F G J K
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buniln| Sminfingunindieeusy (AQL) Sonazvo st hidulumudofnmauazarnlidhldmadeimen 100 3 (menssewanind)
L] et 0.010 | 0.015 | 0,025 | 0040 | 00065 | 0.10 | 015 0.25 0.40 | 0.65 L0 1.5 25 40 6.5 10 15 ] 40 65 100 150 250 400 650 | 1000
Aaod14 Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re | Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re | Ac Re | Ac Re| Ac Re| Ac Re| Ac Re | Ac Re| Ac Re| Ac Re
A 2 nln I Jln. D2z o] ofs o7 s nfus|az|ua
B 3 o ﬂ 1 4 56 10 B1{14 1521 22(30 31|44 45
[~ 5 E)Iﬂﬂlll?‘»-‘ 5 6|7 B0 11|14 15|21 22|30 31 |44 45 fl
D E E]]ﬂ -lll 2 3|3 4|5 6 "ii\(JHHI‘DIZZ:(J!l«‘—)ﬁA
E 13 01 ﬂ ﬂ 1 2 I3 45 6] 7 B Q10 K114 15)21 22)30 31 |44 45 A
F 20 E)]ﬂ-ﬂll' 34 6|7 0 1141 l_'AAA
G 3 ‘7[)|1:r & 1 2 3|3 4|5 6|7 |0 1f141s I]EA
H 0 S| T Lo 2fz a3 as 6|7 2w nfuasfa =] o
1 80 01 ﬂ .u 1 2 3|3 45 6|7 8|10 1f1415])21 2] A
M 35 AV AN ﬁ n 1 2|2 3|3 4|5 6 (10 11|14 15|21 22 A
N 500 ‘] o1 ﬂ ﬂ 122 3|2 4|5 6|7 8|10 11|14 15|21 22
P 200 v 01 ﬂ .ﬂ P22 33 4|5 6|7 |10 114 15|21 22
Q 125010 1 1’} u’ 22 3|3 4|5 6|7 8|10 1j14 05|21 22 %
R 2000 ﬂ 1 22 3|3 45 67 8|10 11)14 15)21 22 T L L) U U U U u u

= Mmsfndedarnun e dunaded b fndelngnimosfulfinnsas s meuymnise
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= wvinouiinossy

FSST-1 Ui S9% vor

RS

= wvinui ooy

LNUNNTTNAYFNRENITUR IR UTUN1TATIARaLLNG

v
1%

gusunnsAnmiAauAsan IwAIuTanw  nnsiaaluafelianiiunislaagudn

FoatinananAninguanatinaniulugiiu (2-8° C) uaziiulugungiiesnd nqguay 3 190
ANuEUNNTInFaadne iR 0,7, 14, 21 uaz 30
AndUIINSAUAeg e e a1 luaNn1siaealTe Tryptic  soy  broth  Lae
. ! dy a ai o/ = d” d” o
Thioglycolate broth #4lW1zi@a  uazAamNaNa 3 Funindnistuldeusemaazianismig

FIRLNNLANIND IS TUATDILTD
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LHUATNLAAITBADUNITIAE

LFITRINENANANIZINE Dexamethazone

anItlsAAINATIUYA 113U 30 290

v ' v
ﬂq'sﬁ’i 1 ﬂ@;mﬁ 2
Fonfivlugifiu gl 2-8 °C AU lugiu grunnRviesng
AU 15 190 AU 15 2197
v \

1. AAAINALNAANHUTNINNILNNIBINAAS UTENEBAR AN LILTIABINGN

paemndan Nneam W3R 0, 7, 14, 21 WAz 30 WLANTUNAR

v v

2. ARRINANI9TANNTIUNTA-AN TBINARTUTENNLBAAIANIZINLTNABINGNALE

NN39AAN pH MNU9A FaaLeaed pH meter iU 0, 7, 14, 21 waz 30 UUANTUNAR

\ v

3. guinsneeng nanfusieeennanIzINe NANAT 3 19M A9NIATALITNIN
Dexamethazone #9838 High Performance Liquid Chromatography (HPLC)

115U 0, 14, 21 uaz 30 tUANTUNAR

v v

4. guidnsetn NARAITENUHEARANIZINY NGNAT 3 29 AUNITTBUATAAAN

v 1 1
NAWNZIEaN 3 91 Tudun 0, 7, 14, 21 waz 30 TuANTUNAR

l

5. AATTidRIA
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FaRENNARAITTRANIZI1E Dexamethazone gRslsnAainansiuyanuAndews,

o <

My 1 ai ¥ A a dg/ ' <
Tafl,mLﬂmgslumqummuummmm:ﬂmmmimm@w wratnan1sduiteulussuinaiuas

Tlgnindayannldlunisdunian

aay

a [ ° < ¥ 4 dl ! dl
wnnvideyalaeldldsunsndniagd  warldanmfesay  Awdy  douldesiuy

NIMTFIU ANGIAR — ANGA - test

PINALENITHNTAILFITNNTIRE dn1TusTUseaanndy  AnAdn1sadaiidunig

|
[ %

e NNy AumisAenas. 0416.2/284 a3 14 AWNAN 2562 (NMANUWIN 2.
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uny 4

NANISANE

ANNITRARTNENUEAARLFATUNIANIZINE Dexamethazone Eye Drop @Jmﬂﬁ‘ﬂﬂ@’m
aNsnuyA  INARAINNIEUIUNNT TuRau wazinalialsnAannime 2e9utoenundanss

o o o dl a o d” ¥ o 1 1 o =3
aniusglszanaungaaiuaun 30 190 V]ﬂ’]ﬁ‘fJWEIuLLﬂVIWﬂ’]?LL‘LI\‘IMEI@@[51’1L‘ﬂu2 ﬂQN@@LﬂUiu

A

Aa naui 1 Apivlugidu guuginnsgiun 2 - 8 °C ngui 2 1Aug

frunnHRetng W wudiguuniiafenasntaanaiinisAnen 30 Ju he 31.512.1°C

=)
iﬂ

RANE

Tnadianmniigeqa 33.7°C uazsngn 28.2°C
4

% o a

HAZINARNHIUTN NN NUBIHARA DTN ARLFTENIANIZI18IABINgN 11

U 0,7, 14, 21 uaz 30 1a9N1TNAR  wuddepsanniduansazata’la ldlnznen U838 waz
A P S & '
TainAK wiNeuAUNARS mTaNLE5a lud

wazlilannisianINan19zANNEUNIA-A19 (A1 pH)  weendnsst  Twiuh o, 7,

14, 21 uay 30 WUAINAUHAR  AennsdnAn pH NN196  AoaLAsas pH meter WUALRAE pH

dl < Y & dl < a v o 1 1 dl 1 o o
1esemgann v lugifiuwasniivlugungivesiallfiase ludaemmnnzausagnasi i

21A1A8 5.5 - 7.6 AuARS LAUANSINT 1.

NN 1. wansan pH VDINAYDANLAGHULATNZINY Dexamethazone Eye Drop
PH gasUnANINENSIUYA
7.5 743
7.28 7.28 - 738
& + 7.32 721 | —¢—28C
7.18 7.18 T

7 —=fl=—[00m temp.
6.5

&

Dav0 Dav 7 Dav 14 Dav 21 Dav 30

WalfsaunauAeas pH aeskansusisanenizay - afiulugifiu (2 - 8 °C)

waziiuluguuniiestnd (X 31.5 £ 2.1°C ) wudnlwiun 0, 7, 14, 21 1iu TdfAauuansg
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aeNINNEE1ATUNI9ADH (p-value > 0.05) WANARAUT IR 30 RAeae pH 189HAR U

o

v
o { o o

TRAINGNUANFATURENINTRIE AT aTiA (p-value = 0.007) Aeuanslu A1519% 16

o

a ~ ! P a o & =
f1919N 16 Lﬂ?‘HULWHUﬂqL@@ﬂ pH 1ANNARNUNELATENLRNIETIE Dexamethazone

Eye Drop gpstlsAainansfiuys Naniiulugmuniuansneiu

[ %

Q

" A ALaas pH (2SD) URINARN UNELATLNLRANIZFE p- Value
UNduAINIUNEn  —— S — — 5
ALelu (2-8 ~C) qmuguumﬂnm (x 31.5%+2.1°C)
Day 0 7.18 (x0.05) 7.28 (x0.02) 1.934
Day 7 7.18 (x0.08) 7.43 (x0.49) 0.067
Day 14 7.27 (x0.08) 7.28 (x0.11) 0.357
Day 21 7.32+(0.08) 7.37+(0.09) 0.106
Day 30 7.21+(0.05) 7.38+(0.10) 0.007

‘\]’]ﬂﬂ’]iﬁmﬂqﬂ'}ﬁmﬂ\i@ﬂ’]Wﬁ’]u%'}ﬂWW lngRARIN mwﬂmmmnﬁn@ AMNNANITINTS

[ %

\TauuANEeR 3 31 Twiun 0, 3, 7, 14, 21 UAY 30 IBINITNAR  WUIINARATITIIIARINgN Tu

1918191420819 NNN2LTeIU (acceptance number = 0) duABNARSI9dRInaN e b

Q a

'
=

NI ANFUINRANNNLIIAR AT AARATZUZIAAY 30 FU UUANNTUNAR NTzAUAUNINA

q

b

gansL (AQL) = 2.5 AaLdAd ks M99 17

AN9I99 17 HANITNN TR N NARA DT TEN LAFENLAN1ZI e Dexamethazone Eye Drop

gn3LlaANNANIULYA

AUNULANNIUNAR

aaunR(°C) Aqmfiu
' "‘ Day 0 Day7 Day14 Day?21 Day 30

2_8%° N N N N N

anuunRnaslnA(x31.51£2.1°c) N N N N N

Qq au

2 [l [l 2 [l
*uananziEan 3 duanadnsaildssenenae gele, Syringe, Nuily Laminar Airflow
Hood T8N individual sterile swab A uauaz 5 Faetne lwunisludewaasemwding
NITUAUNIFLBITUNEN

**(N =no Growth), G = Growth)

Tunisdsziiuarnnasanindiual Aaanisinnndiunndaaneaengns

Dexamethazone 1824A92¢1931nn194udn  InediAs1zvit/su1nae9 Dexamethazone Tu

nandusieeeNanzmemivlugidu 2 - 8 °C) waziifivluguuniiesing
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v ¥
o

(X 31.5%2.1°C) maeRs HPLC lunniaemiail  lennnisnageuanudindunss (Linearity)

Ingldansunsguainenandiaeniaensn Dexamethazone NAdnududuy 10, 50, 100,150

uaz 200 ppm. Walidla Calibration Curve  wazAuanldAdNlsz@nsanduiug (Correlation

coefficient, r) TuN19398AIURANWINGL 0.9994  Auansluunuging 1wy 2

Area (mAU)

600

500

400

300

200

100

nsIWN 2 Calibration Curve 189 Dexamethazone Standard Solution

I I I T T T T T T T

y = 2.4703x
R?=0.9994

50 100 150 200 250

Concentration (ppm)

N1 : WAN1§3LASIzINLAAIN INS Laboratory Integrated Solutions Thai-French Innovation

Institute (8fl.), King Mongkut's University of Technology North Bangkok, Bangkok. 2019

v
flauNIIMIINTIAIZIiAae HPLClAMAaaLIMN retention time NASY AILAAIADEINY

o rdl a

T AN 4 retention time 1AATNIATFIU(STD) | faatanans e Maund 2 — 8°C (A1)

q u

a =

waranuweeng (X 31.5°E2.1°C ) (B1) {A1 5.12 WI¥, 5.14 WI¥ WA 5.15 U

ANHATAL
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ATNA 4 Elution chromatograms of standard solution 200 ppm (a) sample A1 (b) and

sample B1 (c)

STD 200 ppm

Sample A1 bl Sample B1

Time (min) Time (min)

ﬁm ; Nﬂﬂﬂe‘alﬂeﬂ:ﬁﬁ‘lﬁmﬂ INS Laboratory Integrated Solutions Thai-French Innovation
Institute (81l.), King Mengkut's University of Technology North Bangkok, Bangkok. 2019

HANITILATITYLITN I8N 28NE N Dexamethazone pa833  High-Performance
liquid Chromatography (HPLC) 1ud# 0, 14, 21 uay 30  gninuiAuanuilue % Label
amount 1936EN&NATY Dexamethazone TUANBENILARAD 2 NN AeLiLgmUR 2 -

o f—

8°C  uariugmuuniestng (X 31.5°£2.1°C) uaziRuauansly a15199 18
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M1599 18 HANTIATIATALTNUFAIL1RENENE Dexamethazone® A4eds HPLCYBSNARITTUAN

mummmm?ﬂuquzm Dexamethazone Eye Drop @;mﬂmﬁmnmﬁuym

HARAuRASARLUlugLEY (2 - 8 °C)
Fuihiy 20 1 101 2 200 3 NARSIA mean + SD
IINIUUAR mg/ml % label amount  mg/ml % label amount mg/ml % label amount mg/ml % label amount
0 0.108 108.00 0.101 101.00 0.103 103.00 fl 0.104 + 0.004 104.00 + 3.61
14 0.101 101.00 0.101 101.00 0.103 103.00 WW 0102 £0.001 10167 + 1.15
21 0.103 103.00 0.100 100.00 0.103 103.00 0102 +0.002  102.00 + 1.73
30 0.103 103.00 0.096 96.00 0.110 110.00 WW 0.103 £0.007  103.00 + 7.00
A huluanmnfiviaaing (315+21°C)
Fuitidy 209 1 WA 2 200 3 HAATIA mean + SD
AINIUUAR mg/ml % label amount  mg/ml % label amount mg/ml % label amount mg/ml % label amount
0 0.103 103.00 0.110 110.00 0.101 101.00 W 0.105 £0.005 10467 + 4.73
14 0.104 104.00 0.111 111.00 0.100 100.00 AW 0.105 £ 0.006  105.00 + 557
21 0.100 100.00 0.099 99.00 0.099 99.00 H 0.099 + 0.001 99.33 + 0.58
30 0.103 103.00 0.094 94.00 0.049 49.00 T 0.082 £ 0.029 82.00 + 28.93
"AINIASFIU % Label amount UBNHIEN Dexamethazone BES=WIN 90.0 % — 115.0 %

andayaluni9nen 5 aziiudr waasienulugiiu (2 - 8°C) unmuaingadn

] o o

Aredngudnsaetne TnadUiuinen Dexamethazone a¢jludaenInsgIuAas %  Label

o

amount 8&j3519194 90.0 % - 115.0 % %N19A (acceptance number = 0) ﬁﬁme@mmWﬁ

gaNTl (AQL) = 2.5

a v

azinand AU luguugdvesnd (X 31.512.1°C ) HU3u1nuen

a

Dexamethazone 8¢ ld34N1RgIUABINAY % Label amount 88531919 90.0 — 115.0 YN19A

o

(acceptance number = 0) NszAUAMNINAEANTU (AQL) = 2.5 lawizlwiui 0, 14, 21 usilu

o o

Ui 30 wurAaiusi N usinadnFuneAadtqudnAaeing esandsaatng

NARSTTUTIAN1IY 1 290 NRAN % Label amount 2946381 Dexamethazone ANNGIN1AsFIUASH

AT 49.00 (rejection number = 1)
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uny 5

anUseuazagilua

a o " a

HARNTUNELATENLRNIET1E Dexamethazone Eye Drop Qmﬂmmmnmaﬁuum Tu
v 24 v ~

nsAnuAfall  ldananfefuainananniauaanlaana1faan DexamethazoneSodium
Phosphate aqHlAsaianiaiaidvyWeriduiiu esters lugnndinalnnisaanasoniaaiing
N3TLIUNIT hydrolysis  Aaluianatesinvindjiseiueyniazessiann” n1snsaaaudu
= o y = a o eda ' =
UNABIEURIENRA Dexamethazone NN dwrasnaniusmiidudaulsznauaaidunis

UseiuAnNINEUALLINTBINITUIUNINARAT

CH,0PO(ONa),
|

C2HogFNayOgP
Mol. wt. 516.41

IP99%519N19LAT DexamethazoneSodium Phosphate

Dexamethasone iteviansieailusifusmeana asilrnauunse-ane side
Fn pH WL 7.4 uaziAn Tonicity IndiAgeiuninm ielfinameenmudaliidnszaaides
AR usin1ennmun pH Aananlugmasnfudulylaznn lushuen szl
Auwisan AN pH agszudne 55 7.6 ?5'\‘1L‘flmzﬁﬁ“uﬁmmmqﬂﬁwW\I@a?ﬁqaff’]m IV GRT R
\unan-Anseelu pH 7.4 18 7

daeannen pH 28941982878 Dexamethasone SodiumPhosphate ABWT19LTWAS
Fontjszuing 7.5 - 9.5 awinWiheddnszaneiieann 1dunld Sterile Water For Injection
Wunszanaen  ANFuEEETENIANIZINe Dexamethazone Eye Drop gsidsnsAaingnsfiuye
Tun"9adanatiacldansazans Isotonic A Balance Salt Solution (BSS) Gailsrnaudas
sodium chloride 0.64%, potassium chloride 0.075%, calcium chloride 0.048%, magnesium
chloride 0,03%, sodium acetate 0.39%, sodium citrate 0.17%, sodium hydroxideand/or
hydrochloric acid (to adjust pH), and water for injection \unszaaen ‘ﬁf;ﬂﬁlﬁ’g\i@im?ﬁﬁuﬁlﬁ

1A pH agseude 55 7.6 16 wazidunmhauladnazaiunsnilfugaasnsulaain NSS vize
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Lactate Ringer's Solution @ lafiiTeyvni3ag Incompatibility™ fufaen Dexamethazone 804
unszansanuni BSS azanunsnawsniuliasan s lusuunsnasiseld

ANUANTTANEILEAS IFTUIN AR TR ATENRN1Z318 Dexamethazone  Eye

v
' =3 ¥

Drop gmstlsAainansfiuys fsaesnguae Miulugumni 2 - 8°C  uasiivlugmmniies

0%

Unf (X 31.5°22.1°C) dalianuasanimmnianianmaaanseazioan 30 44 ulidlunng
a2 o = A a o eo '\ o= g v
RN TUANAIANIWI TN AR TTUITIvaeINgNIlA AR Nl AaNTa lAnaen
raIziann 30 AW iy deAeds pH lunguiiulugifiu (2 — 8°C) HAmndnnguniulu
ISY — (o] <3 ¥ 1 a a o o‘d‘ s ' [
grunied (X 31.522.1°C) idndet wrazidunaainguuniaeaudnsiusimaindluaniesin
n3inuazALede pH luiun 30 1e9ivaesnguuaniusmuAns it RTE&ATYNINaDs
(p-value = 0.007) e UNAaINNITFANANINN AN UDIAR81 Dexamethasone
\Hasannwudnansiriulug g e ( 31.532.1°C) Tddwinnsingagauilfannen
Qrs/ s ! o o 1 o dl
aannyBMmelanIsqudnset1vluiun 30
=2 :// dﬂl o v =K A
nsdne luafstianunsoilimaunsannuasaninly 31sznis ReAINAIENIN
NNNENN ARENNTAUNAR NAY AZNAUW ANLTUNTA -G, AINAIANINTINTININADE
AARINNITLATYIBILLATIFEAINNITNIZIED  UAZAINAIANINNINIAN ARENNS3LATIEW
Usunuaend1Any Dexamethazone saedaaviasn uiutn uazu@enangnne High-
Performance liquid Chromatography (HPLC) @sinidudaanninaesnisiseiiasainiladamniu
sudszann iATesile wazszazina i lunnsdimssinaeiesdfifinne  edelsiniuuinsa
o o Aw = o= Al a o 1=l = = y - cy ol
andAtyisiesnisdiaseiiinesaiioien laifiansaudety  enamenldnisdinseifonds

UV - Visible Spectrophotometer @4 ldeutlszanns uaziaanlunisainszvinigiesdiminsh

v
o 1 a a o o

v | =2 d a 39 P g v =
UBUNIT ANLTUNITANTIVDIDTTIR TAINAAUNGA LAZAUT ﬁﬂ&I@Wﬁ‘Nﬂ MatinalianunnAnz

i 4
Tunqusnattsniauaunnaule

a5

nsAnuluafatiagllddnaninefanwsseniannzeny Dexamethazone Eye Drop

gmstanaanansiuyn NdaAulugifiu  (2-8°C) HAMNAIANINNINNIEAN  NSTANN

o

warnaAd lusresingn 30 Su Aetepgailugnsaranala ldinznen  1uRA R

1
a

naw, n1zauiiungs - A1e ARy pH o lutanns g IuANTLEIAARIEIe 5.5 - 7.6,

HARAWIEIAIANLTIAAINTe  warTFuNnufaaNgnAty Dexamethazone AdpRLATZAAE

75 HPLC 1WiFn % Labeled Amount 28321974 90.0 % — 115.0 % ANNNIATFIU
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AUNRATTWTTN AR TN TN LaNZ98 Dexamethazone Eye Drop g#sianAann

o [~3

ansriuyn  Nanvluauugiiesnd (x 31.522.1°C) wlarfiAnuAanInn19nI8nIn
= o 1 A ¥ a A o dl

WATNNTININ luszezlaan 30 JU  WANUINHAINASANINANWANLNEN 21 41 LH89aIN
nanA sl uInusRIaadaulTuuAaa1d1ATy Dexamethazone N9AAIATIZHALEAT
HPLC 3R % Labeled Amount AN 1NaL9THIR9gIU 90.0 % — 115.0 % luiun 30 #4931
NTNAR

AetUNARS U RINETENIRN 2318 Dexamethazone Eye Drop g#sisAanansiuyn
dl a 1 a o o XK A %
nuaninaiandneInn an1tusTlszanandy  Aallszaziaainisldea1u (Beyond-Use
Date, BUD) 111 30 41 tiuanndunasmaia wafiulugifiv (2-8°C) uazuiu 21 41 siuanndu
nanaRaiulugmnReslng (X 31.522.1°C)  analdnszuaunisanasanisidaganayn
uduaz 4 a3 Ieadumihaulalunisdnmnsalifsanuasanindudion naeuansined

RFIEINLANIZ9N Dexamethazone Eye Drop gAstlsnaannansiuyatl  luan1azuindanas

Peftlehanaulldiasniu

LUZUINITANNDIRIUSLUNANNT

o

FET AmUTEN98  WATADLE. NITANHIAINAIANINTBIELFTLN LANITINE
Dexamethazone Eye Drop  gasisAainansiuyadaelalasasuiudaainlasuninngi,

eansanntiutlasiunuanlsamdes 2563 ;5 (1) : utin 28 -43

Suggested Citation for this Article
Watanaroungrong R. and et al. Stability Study of Non Preservative Dexamethazone
Eye Drop ExtemporaneousPreparation by High Performance Liquid Chromatography.

Institute for Urban Disease Control and Prevention Journal 2020 ; 5 (1) : page 28 -43
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