
:luautAuanru#nuruYtaltrv

urn{uaoornr:ontduttavelltl,o a1u?u b :1ufl'l:
cit

or. Fl?1il1U111.1'l

riraneirrruLn#rn::rl T:rrurrrarlrrrrrrl:utrYnri tintifil) toi:-lol4rYfi t#rirrfiunr:
9

-X , X o -X
oJoilournaraootnltonta! ttav?l'ltllo Qlu?u b :lu nl: 01.1u

I

o. Prednisolone og/oooml eye drops, suspension qifUfU bd,ooo "tll0

lo. Loteprednol amg/mL eye drops, suspension airUfU b,ooo ll?Fl

en. Nepafenac ooomg/oroomL eye drops, suspension sifUfU b,ooo'll?0

d. Diclofenac sodjum ooomg'/ooomL eye drops, solution si'lu']u ob'ooo ?,]0

d. Levofloxacin doomg/ooomL eye drops, solution druru oio,ooo'iJ?91

b. Moxifloxacin doomg/oooml eye drops, solut]on S;fUfU ob,ooo'lll0

to. iorqrJ:valri
aquw io qv -^ tnt:iuavtfrorj:vfrltBnrl'lalanlunl:b.o tfro Ly Loru'tvrilqrunt1,! Lfll]lai6tun1l]uafl']1j1fl1:LLavtnFlu:ualvlD- ,- 

e

Yn rgr r.irl r uluI: r vr u r u r a $.1 Ft n 1 | : v ?J'r fn d (inli f, .: )

ro.ro ifiol#fiurrfiru.fiur6{r:ort{rfiurvrorauLfr}rfrnunril"Lun'r:lrilinr:{rJru
YAe

en. FltUfi l.JU FllJ 0.1 tJ UUll 0 tAU 0
qU

d

en. o }J O?'l}Jfi '11.1'l:tl rlril nfl v}J'l U

*.u h.i r{Jul n rta A'ila va r u

*.* triod:vvrir.rtF n fr onr:
y,d, i ' a v 4 o v ' ilrulrutosyot{en.a Llrtluqnna{{ou:u14't1{0fl:v{1rfl1:uu1]0Lauou:011ratururn!u.---, d

.[rn:r.: rfiorqrnit]urydtilr.irurnru?inr:l:urfru,.]an1:rJflrifrlrut0{{l5unoufl1:a'l}l:vrflulfi

igruniirnrin:y?r:'l{nt:nd{riruuprml}rfiilivnlfitzuuttui1u:vr.llrnio"iirua''l5autilfl?o{
Ud

nslJlJ[utna1{
t ,ct, .i 4-I:51-.-.^.^.,^a^^i^^,-^ v 4 i < o^

en.a Lrr{Juqanafi{0n:yqflolflu:vr:!roiodlual:autilfllro{n:}rilrufrn41{ {{:?}.1fl{urr

rnnafifr'frrrru rtlu#urirurii'onr: ni:ilnrr#6'flnr: r.irBur: frfidrurqlun'l:ri1tfiul'rulufrqnr:%olq ! i''- ! ! ! u

{,,
un!nfiauu9t?u

d ua q rdu Y v ; - ,T-,^,^.,^^-^-^& - Y

or.b tlFtiufil.lUnttayt:.tl.lanuruyuo{14't}.tqnililnfuun::}.1n1:uTu!lunr:a-flf,00'qdrl tLavnl:
q

rBrar:l&'a qnr nigrirrauolu:r% fr q q ru tu nur

sn. e'rr u{l ufr fr u n a a ui o ! n n a D : 5 lr a 1 rii o r fi vl rL r u rfla q 6'l n d m-'-- -q - I u q

*.a hiu{Juei'kiYuionfrvrdr,r6onrtr{rriu firoror-Jfriaotriaoldufllatuu riuurriYolratolri4!

i v \v4o;)61 Y ^ X v v '. '--Z-
u ut o ta u o Ln :t rl r a I Lv a a v t0 n a vl 0 Fl'l'l il n il nu Lt1l? 1 uu

d. :1 u a u t6 u n q tua-nuruv LQv!1 u

fir''11r LOnal:!tu!fr1u

d. nruuot?41...



a. rirvtun tr a r eiurolvia er

rirvuoriu ou o\o t6ou rj! fio q r niufi a luu"Lufr'ry ryr

u66)d'
u. vta'n tnruql Lunr:l'lqr:rulnnta 0 nt0 tauo

"t{unrucrinr:rJ:yifrurirrJ:vfrlrBnrvlrio:rnr (Price Performance) fior:rurrio:runr:

rl:vnorfira to oirrrl: fitfirirvrinnvrruu rilfi

oirurl:vd'nfi o :1n1fitauo (Price) irurin sno%

n-rrur.J:r,ld'nfi b nrurrlv!uavqrualrififir{Jurl:vlutrjriourt:rtnr: urvrin etoo/o

^ Au v- -
c'r. ? itiLll LO:UAOff::

tur r ui u b, b be.J, e.rrb o ! r vr (y n fr r uy n rta u u n u fi u 16 or vl'u 16 o io u v n 3 u u r vr fir u ) dr u ui u

rir:r1:rnurrla

d. {1o{'ruLLavnr:dra ttu

I:wroruramnmr!:vtrYnri tr-olif,r) ovcjruFirfrltolfill6':rlnrG4arirrdr naootunrG

ornr:6u1 uayrirl{sjrutfrrJrrufrrl#uriry6udouauofilfrYrnr:fio16onl#u{Ju{tvtrunrrlilrrufi

r ri o vil r er m r I : v q rfi o {t r utriri I il o r.l fr I t o st6'n : r.l rir u n r I
-Xdvaru[UrflolJ.]uy:o"uonna{r{Juyrirfio rtavl:rvrurLratrim:rqY!lor:Sltolt{riuliouru#r

.t. o'n:rnirlYu

ri r r-l Yu n u urr u fr'ry ry r fi o rL r a uu u vir u io n a r : l : v n r n : r n r d uS n vr : o f, n dd ui o do or n a l do

rrurtlur,1firf;o lri6n"tudn:riouay o.r.oo (loraorourj) roi:rrrrBrcrolfiflih"ileiYlrolrioiurilfioorn

{uo:r rirvrrroreirrouorruh d'r6'ooufiriufi{ovrrulfrrird.:rLourreiruou"L#urririqvfioounnrloln:lfiru
oud

Frur Lla{cJo

o o. fl I : ritv u o : v u u l'l a'l Yr.l r.J : v riu n r urir : o I nl i o r
t,

siruynr:rJ:ynro:rnrdrfinu:oflnei firkidr#rgrurfiotrutut,tl:rnrnlfihis;rrinliilrru
U

ovd'oryr1l:yriunrurirlounuiorrLo.:SnrorfifiorLrufiufrodunra"Lu:vuvu'lartririounir " t.J riln-ororn

- ds qea -i s v d e''l -oPY 
qYdv a

?u111:{1tu1lJla Ln:!}lo1Ja{to.i Lourros:16'nnr:do}.Jtt{rlunLrl"Lfi'1"fnr:'LodoltolnluLu eno ?u uljfla

- Au v- v o

or niuy Lo :u tta {Ft?'l}.1lJ'l: Flll fl v\: 0'i



ea
LOnd''15ltuuvllu:1un15vl

:1 ua v t6 u o qsuf,'nrsruY tav{rs

Predniso[one 1gl100mL eye drops, suspension

1. fio Prednisolone 1gl100m1 eye drops, suspension

-o- u .

2. nfudlruFlvlx[U

z. t tfl uar:avalu LLlJ?ugtu not,l il:1rla'l n t6o r{rvilvaoonr

2.21u t fiafif,rr: rJ:vno!6'run'rar Prednisolone 10 mg

2.3 u::o"lunrruyflara6fl!:1ao',n,{, flnaf,u florriuual d'rviluuoonr fiw::aJunrioluiofiuvio
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3. qruaur-ifivrxtYnfin

1. ldentification

z. rJBlrru6':arr{rfrrg

3.pH

4. SterititY

n:':qhitufl rllfr :vu'iu Finished product

90.0 - 110.0 o/oLA

o:rqtirunrrlfi :vu'lu Finished product

n:rqt jrunrrtfi :v1lu Finished product

specification

specification

specification
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1. ronar:nr:'lfrilorlryrnflulrvriausiriuurifiositvilru"LurJ:vtunlvaurasriltuprl 
(decl.are) uvdlzu6n
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ry'r.r69rd'orfirona1:flJio{rtrnTIrunr:zufinornrlvfrnrnil"fittaviEnr:fi61unr:zufrnur 
PICls

(pharmaceuticaI lnspection Co-operation Scheme)Touvrirutru PICIS participating authorities ar'iuriraonrl
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LoteprednoL 5mg/mL eye drops, suspension

t. flo Loteprednol 5mg/mL eye drops, suspension

--o) r .

2. nildiluailxtu' 
r rt{Juar:aratEJLtfl'lurtuflou t]:loornrdo rirv:-tlvaoonr

z2lu t fiafrfrrr: rJ:vnoldru6'rur Loteprednol 5 mg

2.3 u::r"lunrruyl,,Ja1afinilr',.r',n,d. iloaflvr florriurral eirltYuvuoomr fitu::tlundosuiofiulio
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g. aruautifivrttvnfin

1. ldentification

2. il31 r rum-r ur ;ir n'i-l

3. pH

4. Steril.itY

o:ro ajrunrlfr :vu"tu Fi n ished prod uct specification
,!o-.

n::c r.jrunrlfi :vu, [u Fi n ished prod uct specification

sr::o rirunrlfi :vu'tu Fi n ished prod uct specification

qr:rq hirumr!fi :vu'[u Fi nished prod uct specification

[{0u tu0udl

1. rona.r:nr:16'iuorlrytnf,uvrvrfiuusr"riuErrrfiodruilrulurJ:vuvrrttlruuasdruo'l (dectare) utudufin
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4'2Fnfr'olfironar:fu:o.ulrFl:irunl:zufinurnrlv#nlnru"fitraviEnr:fi61un1:t'Jfinur 
PIC/S
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:1 u a v t6 u o n 6u#nuruY tavirY

Nepafenac 100mg/100mL eye drops, suspension

1. flo Nepafenac 100mg/100m1 eye drops, suspension

-^ir.
2. Fl[U6]JU9rVl? LU" 

r.ri{Juar:avaruutturtvflourJ:rocrntdoa'ruiuuuonnr

z.zlu t finfrfim: r.J:vnol6'rl6'ru1 Nepafenac 1 mg

2.3 u::r"tunrfluylrarafinilr',..',n,{, iJnafivr rlorriuruat druiurauoonr 6ll::oJundotviofiuvio

2.4 uundoru::1firuvi:rq6oar eirul:ynou6'tur;irdry Fr2ltrtt:.1 iuzufisr iuduoru tatfizu6n ttav

ratvryrflausr"rfuurliodryforou lrurrlluuLJ::1fid'urTaurodTrriou6'ot:vrlfiouruio;ilut-J:v'noln-:arr{'rn-rg
-X i^

o?'t1lLL:{'luauo'lu [Lnu [atllr.Jaa

3. nrudilfiAflrttunfin

1. ldentification

2. r]irL r rum-r Elr;{rrint

3pH

4. Steritity

rr:ro r'iruortlfi :sl"lu Finished product specification

, -i q -.n:rtrirunufr :v!'lu Finished product specification

n:ro rirunrlfr :vu"tu Fi nished prod uct specification

,!o-.
fl :rq hi'tuetr!fr :vu-lu Fi n ished prod uct specification

t.10u Lu0u dl

1. Lona.r:n1:16':norlrgrn6uyrsuf,uusiriuurrfiolilvilruturl:vtnfllvruuavrir*ol (decl.are) ur'reitnf,n

1.t hr{rn'rgnr:duvryrfiuusr"riuarl6'ud ,r4il.2\Aa.3vrrr.4 uEo u.2 rfrrttFin:fi

t.zlun"rroduuvufluusirYuu.r v1rr.t yto u.1 uior:ruavuduofirdonr:n'r!Fr!nilnr?\to{ilfnn-ru*inufi

fiuurrfiuu (finished product specification) uravdorirvuoFrrunlfllo{inqGr.L (drug substance speciflcation) n:ri
:,,-l
11ou:u14?.r.ifl1:uuaauruila,:uuri'ttrfrlufrl ov6'aturuuronal:nr:tottfit'l (u.5) lrlliol finished product specification

ura)vto drug substance specification

2. ronal:Yu:oixttn:51ufl 't5zuanu1

{zuFnfrorfirona1:Yu:orl'rFr:61unr:ru6nurnrrtta-ntnru"firraviEnr:fi61unr:zu6srEir 
PIC/S

(pharmaceuticat lnspection Co-operation Scheme)Iouvilrulru PICIS participating authorities arildr4oorrrL

:OLnt:n:?afiou lprafizuanr:il:olfiliurj:vnrnil:vnln:'rnrBtFnv:ofinri (e-Oiaaing)

3. ro nar:o tun'nurustol arfi uauo:'lFl'l

3.1 r.iant:6:.tcirer:'rvdorunl.lnfinfiruqiardrrio:rJtos(2frn (Certificate of analysis of finished product)

a , ir a,
Luu t:uva { tUustlo u'l{

3.2e.Janr:rt:?oirn:ryvinrunrvliorq6lrorfr'rar;irficp (Certificate of anatysis of drug substance) filfflu

nr: zu nn Err:uvla{ tuurl? 0tJ 1{lJo{Ll,'Ja n Er'l,''--iot

3.3 han.t:flnur [ong term stability naoadl{olqflorarfi6uvrvuCauliriuilfin{']unruvfl:51'ln1:01141:tlas

u'r fl : v 11:?{ a1 5',] 5 fuq t
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2. Long term stability ellxl ASEAN guidel.ine lirnr:finurfr 3O"C t 2'C/75o/o Rl'

t 5olo RH via 5'C t 3"C

yiorirnr:finrgrfi gO'C t2'C/35o/o RH t 5olo RH;ilr,liu Aqueous-Based Products

20

- nl}r ASEAN guidel.ine LLavFt:uFl'll.loruar odxriou 3 batch 20

- 1:-iu{Juh.Jrrrre}rxr ASEAN guidel.ine utrin:urrrlorqul od1{fiou 3 batch 5

- nrxr ASEAN guidel.ine rrri'lrin:wruoruur odrlfioa 3 batch 5

- lriu{JutrJnuflr! ASEAN guidel.ine utnytrln:lsrrroruur viouoaor:hin:l 3 batch 0
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European Medicine Agency (EMA)
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Dictofenac sodium 100mg/100mL eye drops, sotution

t. fio Oictofenac sodium 1OOmg/1OOmL eye drops, solution

-^"! r .

2. nildiluFlil'tLU' 
,.rriluar:avarula rJ:roorntfio r{rvYrvuonsrr

2.21u 1, fi4fr6m: rJ:vnou6'ru6"lur Dlclofenac sodium 1 mg

2.3 u::aJunrruul\arafinilrlor',n,d, tloafivr flotrYuuat druiuuuoostr 6lu::qluneiolviofir:vio

2.4 uundocu::Qfiruq{:yufiour ei':urJ:vnoun-rarrirdrg Fr'r![t:.t iunfrn iuduoru uatfizufin ttas

raruy uriuusr"',;,,0',u. u.H;;";;rorr*rra,ru zu-a arodrrfiooolor:;qflourr,,6oei'rurJ:v'noun-rlriirriry

-: i^
a'l'u]tt:.i 2uau01tJ LLav[4fl!1hnn

3. nruailffivrttvnfin

1. ldentification

2. lilrrun-rur;{ro'ru

3.pH

4. Sterility

q:ro hirunrl.lfr :vu'[u Fi nished

' i q -.n:rorirunr:lfr:vu tu Finished

rr:rorirunufr :vrlu Fi nished
,;o--

0 :':qr r.irurlrrLfr :vr"[u Finished

product specification

product specification

product specification

product specification

[.10u tt0u 6l

1. ronar:n1:triiuoqrprn:fluvrvrfluuer"rfLJartfiorit,lilralurJ:vrvrotlratraveiruprq (decl.are) utradlzu6sl

t. I hdr frrgnr:duvrr,fl Eiusir iuu ri6'rii Ytu -2'ila.3 vru. q vio u.z rufrr uurj n:fi
g e -, -c.-_-.^4

l.Zlun"rtofluvrvrflausi'tiuu't ylu.l yto u.t uiol:ranvu6tiovl?tlonr:nx!ql.lqtualflto{rlannruflFll}lvl

dulryufluu (finished product specification) rtavdorirrauoqrunrutolr-on6l (drug substance specification) n:ii

fiod:sr,rirlnr:urJduur[ila.irrffhlrfirLrfrr rysloruruuuonar:nr:toufflt (u.5) urvliou flnished product specification

uo)ri, drug substance specification

2. tonar:i1r:o.il.llfi :ilunt:r.tfi n u r

rjzufrnoiorfiLonar:fu:orurn:5run1:zufioEirnrrvd'nrnruq{uuaviBnr:fi6tunr:zufrnar PIC/S

(pharmaceutical. Inspection Co-operation Scheme)loruuilrarru PICIS participating authorities afuei'rqonrl

:oUn1:n:?afiou lorafizunnr:i!:otfisiu!:vnrflil:vntn:rnrduFnlt:ofin;i (e-Oiaaing)

3. ronar:qrufinr*rrrtoou',d uauo:'t Frr

3.1 ruant:nitoiun:rylinrunrr,rzufrnniru.ilala'rt5o:r]tot(2frn (Certiflcate of anatysis of finished product)
!!

. , -i, a.
Luu'r:u144{ Llun'l o u1 i

3.2zuanr:m:roiro:rylinruarllinnGutoq6":ar;irriry (Certificate of anatysis of drug substance) fi"lfflu

- , i, a,
n1: zu a n u 1:u11fi ': tuurr'la u1{fl 0'1 9i ha n u 1

33 zuanr:6nur iong term stability e]aood'l.ioruflorurfiduvtrufluuliriu;ilfin{luFltuvfl::11fl'l501uritlav

ut n:v11:?{4101:il41

4. nloul{u1..
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s. t iuduor q t or ar fi ri w or slo t ur,lf; ohhio uni: tz t6 ou ri! a r niueiu or-l

5.2 ur4nsrnfieiwor oy6'oreirdrrurnrflrirut!YLJ:o.ir.ianr:er:')qiun:rvdElriufiduoutot(nfin
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tluau [6uonrufinuruvtanrY

Levof[oxacin 500m9/100m1 eye drops, solution

1. fia Levoftoxacin 500mg/100m1 eye drops, sotution
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2. nilailuail?[U' 
,.rrtluar:avarala rj:roorntdo ;irvYuraoonr

z.zlu t fiaf;firr: r-l:vnou6":16":u't Levofloxacin 5 mq
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3. nilAilu9rvl1.:tvnun' 
,. ldentification m:rqhirunr!fi:vu,1u Finished product specification

z. rJ3rLrrufi'rur;irfrrg 95.0 - 107.0 %LA

3. pH 6.2 - 6.8

4. Steritity fl:rqhjruelr!fi:vu.tu rlnished product specification

t{0u Lu0u dl

l tonar:nr:16'Ylolrglnf,ulrsueausiriuurrfioq:rvilrulurJ:vrvrotvruuavrirtuo's (decl'are) ur,ldlnfrn
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nurrria drug substance specification

2. tonar:iu:o{ltn:6'tufl 't:zufr fl EJr

{nFn6'orfironar:fr:o{il1a:irunr:zufinarnrrufrnunruq{rravi6nr:fi61unr:r.rf;srur 
PICls

(pharmaceuticaI lnspection Co-operation Scheme)loutrrjrurru PICIS participating authorlties auudlaonll

:o!nI:n:'taao! lprufizuan1:iu:olfiriurj:vntflil:vnlo:rnr6tFnvr:ofin;i (e-Oiaaing)

3. uo nar:qrun'nrrrurtolt',dt"auo:1n'l

3.1 zuanr:n:2oirn:rvriorunruzu6rlfiruq,{urriruSo:rJtolrizufrn (Certificate of anatysis of finished product)
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:1 u a s t6 u q n rua'nuruv tavlrs

Moxiftoxacin 500m9/100m1 eye drops, sotution

t. fio ti,'toxifloxacin 500mg/1OOmL eye drops, solution
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2. nruailugrvn LU

2. i rtluar:avnlulfi il:laarnrfl o rirviul4uoanl

z.z}u t fra66sr: rJ:vnou6":unhur Moxiftoxacin 5 mg
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2.q rundor!::0firu,I4:y!flour eiruil:vnor6'r€ira'rn-ru F'r?'rilt[:{ iuzu6m iuduora uatfizufrn ttav
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:. nruaurifivrr.:rvnfin

1. ldentification n:':qtiruerrx.rfr:c!1u Finished product specification

z. rlirrrufr'rrrrirdrp 95.0 - 105.0 o/oLA

3. pH 6.5 - 7.0

4. Steril.ity n:rq,.iruflrufi:ruJu Finished product specification

[.:0u Ltau dl

1. ronar:nr:'16'iuoururnfluuvufluusiriuurrfiod'rvilrulul:vuilfl'LvrEiutavr{ruto.: (decl.are)ur,rdlzuf;st

t.t trrirfrrynr:duilrtfluusr'riuurl6'LLri Yu.2'I4t).3 vru.4 vio u.z rt6'ruurjn:fi
33v{,-<
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3. ro na1:q tua-nuruvt ot u'1fi tauo:1 Frr

3.1 rian't:a:'toiun:rylincunrrryzufrmfrru"I4ur;i1uiq:iltosrizufrsr(Certificate of analysis of finished product)
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