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Prednisolone 1g/100mL eye drops, suspension

1. %8 Prednisolone 1¢/100mL eye drops, suspension
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1. Identification m’mﬁhumuﬁixﬂu Finished product specification

2. USanudiendAgy 90.0 - 110.0 %LA

3. pH asyaRIumLfseylu Finished product specification

4. Sterility asrarunuiseylu Finished product specification
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Loteprednol 5mg/mL eye drops, suspension

1. %8 Loteprednol 5mg/mL eye drops, suspension
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d Y o o

2.1 Jlumsazarsuriunzneu Usannitie msunganm

2.2 1 faddn3 Ysenoumeme Loteprednol 5 mg
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3. aauauUAnunaia

1. Identification mmshummﬁssﬂu Finished product specification

2. YSunudiendAgy ns1asumLfiszylu Finished product specification

3. pH mmmummﬁszﬂu Finished product specification

a. Sterility m’aﬁ]mumuﬁixﬂu Finished product specification
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Nepafenac 100mg/100mL eye drops, suspension

1. 3o Nepafenac 100mg/100mL eye drops, suspension
2. qruaNTRTY

2.1 Huansaranouriuazneu Unaninide dmsungeann

2.2 1 faddns Ysznaumesien Nepafenac 1 mg
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3. auauURManada

1. Identification m’m&humuﬁ%ﬂu Finished product specification

2. USunusaendndny myrasum syl Finished product specification

3. pH aT1anuaLfissylu Finished product specification

4. Sterility maﬁ]mumuﬁis‘tﬂ,u Finished product specification
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Practice (GDP)
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Temdnnest MIUsziua1Ussdnsamaasia (Price Performance)
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- aunmuaspuantAnilulsrlevddomesynis dmidn 70%
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1. aanusIfine 20

d

vumvzussyidudas deszyfenansdivisdiuUssnauiiedify , A, | 20

bl

Tuvuny waslaviadn

- doyalinTuiou 0

2. Long term stability #14 ASEAN guideline V‘\”]mﬁﬂ‘mﬁ 30°C + 2°C/75% RH | 20
+ 5% RH %30 5°C + 3°C

YIBYMIANENT 30°C + 2°C/35% RH + 5% RH dw5U Aqueous-Based Products

- 13 ASEAN guideline LazAIUAINBILN 2819UDY 3 batch 20
~Taidulumumna ASEAN guideline wiasunisie1ye ateties 3 batch 5
- @13 ASEAN guideline wililasunienye agnsies 3 batch 5

~aifulmnunns ASEAN quideline waglsiasumuenyen wienaaouliasu 3 batch | 0

3. AuAWHAR DI 20

_Fugndunuy v3eldsunisfusatein US FDA Orange book w3al@sunisiusesann | 20

European Medicine Agency (EMA)

- fiwfioaglugiudaya Green book veaminunsuIneImERSNIUIME 10
- lsdfinan1sSusostnenunians 0

4. fayan1sAneIeInIng 30
- fionansnisideluguuuy Systemic review %38 Randomized controlled trial 30

(RCT) vosandusiaus wazldsumsitiuilunsansmeniswwnd

 fiionansns3duluguiuu Cohort studies vasnansfusinues uaglasumsiiailu | 10

113@15NNTUUNE

yifenansnsidemuieuluisiuniuans 0
5. Uszaunnsainisidenuasanudasnieuasen 10
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FU8LLPLAAMANYZIANY

Diclofenac sodium 100mg/100mL eye drops, solution

1. #9 Diclofenac sodium 100me/100mL eye drops, solution
2. AnuanATTa

2.1 Wuansavala Usmainide dufuvesnn

2.2 Tu 1 308803 Uszneumgiien Diclofenac sodium 1 mg

23 visglunuswanainuiiaainide Jaatn Joatuuas dmiunsons Feussvlunanavideiiuve

2.6 vundosusTafueissyost dauUseneuied iy aauuse Jundn Judueny avfindn uay
aamzidouidusliagnadaieuy vunivuzusseiiduiasegisiossesssylesviediulsznaudionddy

ALY Tuduey wazlauiingn

3. ansuUAnanaila

1. Identification mwrﬁhumuﬁizﬂu Finished product specification

2. Ydunausnndney araRuauAszylu Finished product specification

3. pH ayrarunuiseylu Finished product specification

4. Sterility mwmummﬁszﬁlu Finished product specification
Woulvdug

1. wnansnsldsueyyedunsfouiiueniiesmigludssmelnauasduns (declare) unasman
1.1 Tuddnynistunsdouiiueiléun ve.2 ve.3 vie.a vie 8.2 udusdnsdl

1.2 ludwotunzidowiniuen ve.1 wie 6.1 wiauswazduahdonisnivaunmuninvominfusand

v
=1 P

Funzifiou (finished product specification) wazdaivuanunmuesingiu (drug substance specification) N6l
fogseviemsiwasuwlandlududiu wfouuuienasmsveurily (8.5) umwdon finished product specification

waz/vse drug substance specification

o a

2. BNATIUTRINNRIFIUNTINGALN

v a

fudndoilionarsiusesuinsgrunisadneimiundninueiuagisnisiflunisudagn PIC/S

(Pharmaceutical Inspection Co-operation Scherne) Ingwiigau PIC/S participating authorities atuaranniu
seUNInTI9Eeu Tnefinanisfuseddaiudszmeadssninsiandidnnseling (e-bidding)
3. tenanIANANYNE YNNIl IAY

3.1 nan1seTIlATEERunmEAnTusiend ez (Certificate of analysis of finished product)
Tugnjuiidadusiegn

@ a Y o w

3.2 wan1sATIITA TR IR Ausasiaend ey (Certificate of analysis of drug substance) ilglu

5 b
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3.3 nan1sAne long term stability paentsenyvaseiiunzibeulifudninnuamgnssunisemniuay
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5.6 fuieazsoandluiuToRnIgIUANMANINLY Good Storage Practice (GSP) uag Good Distribution
Practice (GDP)
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Tavdnunne nMsuseliuAUseansnndasia (Price Performance)
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1. aanuTseNue 20

P

- yunwrusIYRdLED feessylevnantsdmiediuuseneumendndy , Aause, | 20

Ll
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UVLAY WATIATRNER

- Jeyaliasuiou 0

2. Long term stability #13 ASEAN guideline YimsAnendt 30°C + 2°C/75% RH | 20
+ 5% RH v138 5°C + 3°C

WeavnnsAnwAT 30°C + 2°C/35% RH + 5% RH d1w5U Aqueous-Based Products

- mn3l ASEAN guideline wazAsuaIN@1gen ag1ete 3 batch 20
siulunnuniu ASEAN guideline usinsunTieNgen aeg1atiae 3 batch 5
- a3l ASEAN guideline wsiliiasuniuengen ag19iies 3 batch 5

~aiiildmumna ASEAN guideline wazlsiasumuenye vionaaauliasu 3 batch | 0

3. AuATWRAAS 20

- Hundunuy wielesun1siusesann US FDA Orange book vielasunisiusasann | 20

European Medicine Agency (EMA)

- fiswiooglugiudeya Green book voavthiBNUNIIIMBIMARSNTIUNWE 10
- Wiflnanssusesdnenunans 0

4. Yoyansfnumnedninis 30
- ﬁLaﬂmﬁmﬁ%’&IugULLUU Systemic review #38 Randomized controlled trial 30
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- flionansns3deluguuuu Cohort studies YRRAnSeAued uarlesunmsinunwly | 10
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5. Uszaunisainnsidenuasanuuaondeuae 10
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YALIBUAAMANBUSIANIZ

Levofloxacin 500mg/100mL eye drops, solution

1. 3 Levofloxacin 500mg/100mL eye drops, solution
2. arusnEnaly

2.1 Huansavansla Unaainide dmiuneenm

2.2 %0 1 §ad8n35 Uszneumiaae Levofloxacin 5 mg

23 Uasaﬁum*uuzwawaaﬂmmmmfga Unatin oafuuas dwdungenn Feussylundeavoiiuvie

2.4 vunaauITiueisryTesn drudsznauiiendidny Anuuse Junda Sudueny waviinde uay
L ousifugnliedredaiau vunvurussed fuifagnoyeiosdoeszytosmiediudsznaudinddy

ALY TuBUDY walauings

3. AAuUAMIIVALA

1. Identification G\i’;ﬂ]ﬁi’lumuﬁszﬂu Finished product specification

2. Usunausendndey 95.0 — 107.0 %LA

3, pH 6.2 68

4. Sterility mmmummﬁsxﬂu Finished product specification
Joulvdug

v
=1 o~

1 wonasnslesusuanesunsdeusisuoiesvinglulssmelveuazdiuns (declare) Wyasuan

LR
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1Y = <

1.1 Tuddunstunsidousifusilaun ve.2 8.3 ne.4 150 9.2 Lauansel

<
[

1.2 lusaniunsousiiuen ve.1 wie .1 wieusisanduavhdonisruaunmuniwvominfusiaud

Y

Junzideu (finished product specification) wazdoivunfuNMYBEINGAU (drug substance specification) N3t
fogsevinamaasunuaauiloiisdts azdpauuuLEnaIsnsveuwily (8.5) iwseou finished product specification

waz/use drug substance specification

Qs a

2. LNFNTIUIDIWIATFIUNTTNAAYT

¥ a

mmamﬁaaﬁLaﬂms%’maqm@1sgmmiwf?ma1mwwé’ﬂLﬂm%LLaﬁ%msﬁmumsmﬁmm PIC/S

o
(Pharmaceutical Inspection Co-operation Scheme) TaguuLe1u PIC/S participating authorities aduagan
seunInTany lasiinanisfusosdieiulsenadszninsiandidnnseilind (e-bidding)
3. lenasANAN YT TIlELETIAN

3.1 nan1sATIT AT EEAun maARSusied15a3UrenEn (Certificate of analysis of finished product)
Tugnuidaduseg

3 @ LY

32 wamamaﬁmmwmzumwmqawam"umémm (Certificate of analysis of drug substance) Al

H o

msuanenguidsdusagavening

3.3 nanisdnw long term stability nasnterguessitunsdeulifudinauaaznssumsomsiay

BINTENTNATIUEY

4. FDYIee...




4. fneg1ann

fanefosdaienann 3 misussyiusidaduiunusanseandualdasudiy audidmusluide
AuantRvhlUiaduasiisunsnanieaiuivlude 3.1
5. msUsefunnuniwenfidaey
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ANENITUNITOIMITUALEN

5.6 fuieazsoandluiuseunIguANMARINLT Good Storage Practice (GSP) Uag Good Distribution
Practice (GDP)
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Tudnnos nnsusziuAUsEENSA msasAn (Price Performance)

fanUsuan
- 971 UIWUN 30%
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v v
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- aunmuasanautanidudslsvddemesiyns dwidn 70%

nsuseidiu Azuuy | Avuuudild
1. aanussy A 20
- VunITPUTIYALEeN dosszyTovnamsdivdodiuseneudanndidy , asuse, | 20
fununeny uazlariingn
- Yoyaldnsuiou 0
2. Long term stability @13 ASEAN guideline ﬁﬁmiﬁﬂmﬁ 30°C + 2°C/75% RH | 20
+ 5% RH %38 5°C + 3°C
WievinnsAnwIft 30°C = 2°C/35% RH = 5% RH & w5U Aqueous-Based Products
- "3l ASEAN guideline wazAsuaNo18en 8819dan 3 batch 20
- TahFulumumu ASEAN guideline uinsusIueIge aesdae 3 batch 5
~ U ASEAN guideline usilsiasunuongen og1iiay 3 batch 5
- TaTulususny ASEAN guideline wazlsinsunuoigen vienaaeulsiasu 3 batch | 0
3. AUNTWRARS U 20
- Wugndunuy w3eldsun1s5usesain US FDA Orange book w3alasunisiusesann | 20
European Medicine Agency (EMA)
- finedonglugiudeya Green book voahBNUNTLINGIEEAATNSUNNE 10
- lilfinansSusastnesunnuans 0
4. fayan1sAnweiIvIng 30
- flnansms3deluguuuu Systemic review w3 Randomized controlled trial 30
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TUadUANMANBSIANTE

Moxifloxacin 500mg/100mL eye drops, sotution

1. §8 Moxifloxacin 500mg/100mL eye drops, solution
2. aautiAnaly

2.1 Huamsevantla Unaainide dmiungenni

2.2 lu 1 §adans Useneumigsiel Moxifloxacin 5 mg

23 ussglunuswanaRnUIIEInde Jnatn Yeatuuas dufuneeam Ssussglundeneiiuvie

2.0 vunaIUTITUssyTenn druusznaufendidn ANuse Tunde Juueny waviindn uay
wanzidousisueFegretaay vunvusussyidudasiedateofosssyiosmiedrulsenauiendidiy

ANULSS FUdUDIY wazlavingn

3. auauUAnIanada

1. Identification m’aﬁ]mumuﬁ‘ssﬂu Finished product specification

2. Ynwsisndagy 95.0 - 105.0 %LA

3. pH 65-70

4. Sterility mi’mthummﬁizﬂu Finished product specification
Jouladug

1. tenansmsiasuouygadunzdousisusniedmhelulssmalnauazduns (declare) unaangn
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Y <

1.1 TudFunstunsidsusisusnlewn me.2 ve.3 ne.d ¥5e 8.2 uduansd

o

[
v

1.2 TuAveTunzdowdnfue ve.1 vie 8.1 nieuseaziduaiidonisauauamunmveniniusiniud

v
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Juneideu (finished product specification) wasdoimuanmniwwasingiiu (drug substance specification) N3
fagszminamswdeuudauiluiiundy azdewuuuionarsnisuaudly (8.5) a3 finished product specification

wag/n3e drug substance specification

[ a

2. INANTIUIDINNATTIUNITNEALN

[V

guandosdlionansfusesuinsgiuntsndngintundninunuasisnisialunisndaed PIC/S

3
(Pharmaceutical Inspection Co-operation Scheme) Tagniawau PIC/S participating authorities aﬁué?ﬁmmu
seUN1IATIvERU LasiinanisTusesdiviulsenausenansiaidianvseling (e-bidding)
3, Laﬂmmmﬁnwmwaqmﬁmuaiwm

3.1 HanInTITiAs AU RanSaTiedwia3Uveindn (Certificate of analysis of finished product)
Tugnguiidadusedg

o

3.2 nan1snTIv AT EiaumwIRgAuTeiiend iy (Certificate of analysis of drug substance) #ilélu

7]
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3.3 wan1sAnw long term stability pasntisengvesidunsloulifudninnuaugnssumsonmsuaz
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4. §7881981
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5. msUseununwefiduey
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5.6 §uwarspauandlusussanssgunamaninus Good Storage Practice (GSP) uaz Good Distribution
Practice (GDP)
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