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®. T887 Dorzolamide 2 /100 mL + Timolol 500 mg/100 mL WU 12000 270

eye drops, solution, 5 mL

b. Fo81 Fluticasone furoate 27.5 mcg/1 dose nasal spray U %),OO UIN

suspension, 120 dose
o. Woen Latanoprost 5 mg/100 mL eye drops, solution, 2.5 mL U 10,000 70
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me/100 mL eye drops, o YauUszana lWUsIAINaNs Ao
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120 dose Ay
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) VIR U/ U/ U/ Vial
g/100 ml + Timolol
500 mg/100 ml eye
drops, solution, 5 ml
79U 12,000 970
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st rices dose NADY UIN/nNand UIMN/NaD3 UN/NaDd
nasal spray
suspension, ebo dose
T b,000 NADI
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AMANYAULLANIZVIE
Dorzolamide HCl 2% + Timolol maleate 0.5% Eye drop

o. @981 Dorzolamide HCL 2% + Timolol maleate 0.5% Eye drop
. AauFuTATlY
ve Juaisavarslsiannde la uid dwsuldveannn

blo U e ml Usznausie Dorzolamide HCL 20 mg + Timolol maleate 5 mg
oo UTIglumMsusnaaRnusimndetesiuneas dmsuneonn vuiaussy 5 ml

b.e tenasiAve AdevsdddmivanaudulugnairesfUlslsnnuduyegnaigs
(IOP- intraocularhypertension), $nw1lsadafiusiiayuiln (Open-angle glaucoma),
Pseudoexfoliative glaucoma warlsadeiuvdayudadiiAnidosainavndu (other
secondary open-angle glaucomas) lan1s3nwitlssausutumungan
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m.® |dentification ATIVETU
m.lo Assay : Dorzolamide 95.0 - 105.0 % L.A. (As free base)
: Timolol Maleate 95.0 — 105.0 % L.A. (As free base)
en.en pH 5.0-6.0
en.& Sterility test AIIY
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on.& Related substance for dorzolamiide

- Unspecified dorzolamide HCl degradates NMT 0.2%
- Total dorzolamide HCl degradates NMT 0.6%

e.o Related substance for timolol
- Unspecified timolol maleate degradates NMT 0.3%
- Total timolol maleate degradates NMT 0.5%
e. Rouladu
<o Fuuienasnslddueya atunsdousiueniiosmheluvsemelng uavdunumas
NEs
- TudymstunsSeusiiue nele .o ne.e v3e o udusnsd
- Tudwetunadoue ve.e v3e 8.0 wdusnsd
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Fluticasone furoate 27.5 mcg/dose Nasal spray

®. %81 Fluticasone furoate 27.5 mcg/dose Nasal spray
. AuANUANILY
v.o LHugwrunznaudmiuriuayn

bl lu e vInUszROUMEY Fluticasone furoate 27.5 mcg/dose UssqluvInE ML
JULUY Nasal spray au19 120 dose

b UsTluvInTdalivuaynlnewsazrinussglundesusazmie
@ VUALEUSIYTEYTOE dhuUsEnau tuInnT L lanslousi$uen auiingn
Fuindn uagiumuaeny 1dnau
b.& ofideudedianglitesni o U duniufidawey
. AMFNUANIWATiA
nan13n5393tesguamilulunu finished product specification g8 10L&
sudldannzfoudedidniuauenssumsemisuazen NIENTNABITAUGY THaBnFUsSUAle
Sdefeaduatuiifisunivdelviniunsgussulamiunis MNUTENANTENTNAITITNGY
158355 YA5187 .M. bbe aTUT b SuIAL WA bibe (asUsznAlus1faeIyiuney

Uil oo AUANTUS o) Lagszysinse (AUUT b) N.Abeblo a1Tufl e NINIAL bEble

on.e Identification ATIVY

m.lo Assay 95.0-105.0 % labeled amount of fluticasone
propionate

an.en pH 5.0-7.0

o.€ Mean dose delivered from 23.4-31.6 mcg/spray

beginning of bottle (ug/spray)
an.& Uniformity of delivered dose - 85% coverage with target of 80-120%
lable claim (L <20)
- 99% coverage with targets of 75-125%
lebel claim (L<25)
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o.'o Droplet size distribution

- 10 pm 20-40
- 50 um 40-110
Mean % droplet less than 10 um  Not less than the label claim
a.e Total viable aerobic count Houni1 100 cfu/ml
on. Total yeast and mould count o1 10 cfu/ml
a.e¢ Number of spray Not less than the label claim
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AMANYAULLANIZVBIE

Latanoprost 5 mg/100 ml eye drops ,solution 2.5 ml

. TaEn Latanoprost 5 mg/100 ml eye drops ,solution 2.5 ml
. AuENUANIW
v.o WWuasasarsusmanges la LWild dwiuldvesasn

blo Usgnaume Latanoprost 5 mg/100 ml Usuasussy 2.5 ml

b UssgluMausuTmngedmiuveenm Jeatuueas vietestuuadagussglundes

USRS 2.5 ml sian vz usey

o.c s¥yTeen duussnaumendidyuazauuse Tundn Fuvuaeny LavfinGn wazian
vzilousiiu enliedaauuuussyiue
b.¢ vuUsTRAasiidudae e aaedatsryian vieton1si dauuszneuasatiamy
W39YB987 Lavedn wungileumiuen Tunueanglithiou
oo efidweudadianglidesnii o U dunniuiidwey
o. AuFNUANIunala
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m‘mmlﬂfuwvLu&’Jumaﬁmﬂmuﬂmmﬁumimwmmvsm NSENTIABITRUAY VB FusIuile
mﬁmmmmuauwmaumwiﬂwummmsmumiﬂﬂmiwm ANUTENIANTENTINEAISITUED
Lﬁsa&iyumﬁaw WA beoe a3TuRl b SUINAL WA bebe (amiumﬁ‘luﬁmﬂﬂmmmm
Uil el NUATUS b&olb) WaZTTYFITIEN (Ul ) W.Aloesl a93uil « ANNIAN bdblo

on.e Identification ATIHIU

mlo Assay 90.0 - 110.0 % Labeled amount of
Latanoprost

e.en Assay of benzalkonium chloride 0.18-0.22 mg/ml

n.@ pH 6.4-7.0

on.€ Sterility ATIVEUY

an.o Osmolality 250-300 mOsmol/kg

o.e Particulater matter ATIVUY
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<l @NUNBNANITTUTDWNTFIUNTHAREN ﬂ‘igﬁmﬁwﬁﬂuﬂizmﬂlwaé’mﬁmﬁaqﬁmﬂaﬁ%’mm
1ATPIUNIHER AN IEN 5T lunsHBRE YN TENTES Y (GMP-PIC/S) Tumin
g1fiiauee nsdidugnindrnnsnyssmadasdianansiusesunasgiunsaudneauvdnins;
FasiirlunsuEne Tumswanevesusemmgnas
<o nsaiifuniidouiuinnfigungil b-c ssmvaides desdienarsuaniuaziusesing
syuumsdnifiuuazdndsendu cold chain system AlduasgLAILNNT (Good Storage Practice:
GSP) uaz Good Distribution Practice : GDP)
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