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1. ¥a8

AMANEAIANIZUDY

Ciclosporin 100 mg/100 mL eye drops, emulsion, 0.3 mL

Ciclosporin 100 mg/100 mL eye drops, emulsion, 0.3 mL

2. aruautanaly

21 guwuu Wuansusimnnide Unmanlwlseu asazansuviuazess dvnadiedu
dmiunganm

22 @wuisenau  Ciclosporin 0.1% (1mg/ml) TuuSunns 0.3ml

23 awuzussy  ussyluvasneweuld (Prefilled ) waameussqluume blister Saussglundas
annsadeatuuas uaz autuls

24 aa1n - svyie dudsznoudiAyuasaiunse undn i’u??umq WaiinEn ua

wunzilgwinsuenlTegnataauuuussyiusi
- UUNTUrUTITY egntefApsyyTediulsznaudrdgnietenianisen
AIUUTENOULALIUIAANMNUIIVENEN W@uTindn Tuduengylidaau

3. auduUAnIumAia

3.1 Finished product specification:

i Test Items Specifications
1 Identification Complied with finished product specification
2 | Assay by HPLC 95.0-105.0% the labeled amount of Ciclosporin
3 | pH 5.0-7.2
4 | Osmolarity 200-300 mOsmol/kg
5 | Degradation product

- Isociclosporin A < 1.7

- Each unspecified <10

- Total <30
6 | Sterility test Complied with finished product specification

N340
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3.2 Drug substance specification:

h) Test Items Specifications
Identification Complied with drug substance specification
2 | Assay 97.0% - 102.0% of the labeled amount of
Ciclosporin on dried basis
3 | Loss on drying Not more than 2.0%
4 | Heavy metals Not more than 20 ppm.
5 | Specific optical rotation -193° to -185°
6 | Impurities
- Individual impurities Not more than 0.2%
- Total unknown impurities Not more than 1.5%
7 | Total aerobic microorganism Not more than 10 CFU/g

4. Wouludy 9
4.1 enansnisléfueugnatuneifousisusiitedmiglulsemelneuazduns (declare) uvds
H&

411 luddgmstunsdewsiiuen (ne.2 ne.3 ve.4 vie 62 udusnsdl)

412 lufwetunsou ne.1/e.1 veseflauenan wieuneasidunidonisniuny
ﬂmmwmaawémﬁm%muﬁsﬁumLﬁ‘au (finished product specification) g
FormuanunmuasingAu (Drug Substance specification) nsdifiegseninams
WasuwUawdluiudy asdosuuuienarsnmsveudly (8.5) umsay finished
product specification Waz/%39 Drug Substance specification

4.2 LNANTTUTRININTFIUNSWAREN

421 nsdfewdalulsaelne guandeslidunamaenidesuseunnsgiumsadn
gmUMdnINaIsnsAnlunsuanen PIC/S (Pharmaceutical Inspection Co -
operation Scheme) Ingwinea1u PIC/S participating authorities v3eilienans
SUsBUNATTIUNHARE MU NINsTag IS s TIRluNsKEREvesd Ty
ANENTIUNSEMTHAZEN NeeMsNANsIaAY Satmuniulasdnuaenadouay
Viauenundninasiuazisnsirlunisudne PIC/S uninenfiausuie aty
anannuseunsnsvaeulneiinansiusesiiiuiiussmauseninsimdidninsiing

422 nsdidugnindranmeussme fuandosdionanssusewnasprumsadneiniy
wannaeIEn1sARluNsHAREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Ineuiaea1u PIC/S Participating authorities alUa1gANNTBUNTS
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4.3 Laﬂa’]iﬂ‘mﬂWW%JSQEﬂﬁLﬁ“LJE]'SWﬂ’]

4.3.1

4.3.2

433

434

4.4 fneeN9eN

4.4.1

4.5 NMsUsy

4.5.1
4.5.2
453

454

4.5.5

HAN1SATINIATILURNN NN U VBIENER (Certification of analysis of
finished product) Tugn{ufidsiaetna

HANSIAATIEIAUNININgAUYBIFIENd Aty (Certification of analysis drug
substance) f#lumsudnenguiidaiumogaiivesiuansuas o ingiu
LoNaNIUIENANgIWBUTUANMUAUNUSIENINTUNSHENTDIIng UYL e d Ry
(Drug substance) 99 4.3.2 Augun1sudnvowdnsiaeidnsagy (finished product)
U9 4.3.1

NAN13AN®YI Long term stability @3l ASEAN guideline on stability study of drug
product aapategeswfildiumandsulifudinnuauenssumssmsuazen
NITNTNATITUAY

Jlauesna fesdeiieteenagaen 1 wieussydel Jadusunuuans
swazdealansudiumuiimvusiuiteauaudinalutieruniglu 3 Jundein
L@UDIIAN
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a

AU NETIdwBY

griidauousiaiionglildlitosndt 1 ¥ 6 ieutfuaniudeu

pmnaniidwey wdosdidiunmeeluusemansansiiansieniuiduey
nsdifimhesmsvhnsduiedueiidweuiiedinmaiinseinunin wie
sz wilidefesvesesns Tnefuneasfesdiniiudnmusiuaudiving
swmsdnsnTiaszisandu gSuinveumlidieiifutodumsnsininsey
A nsaifmuhenlidulumunudnvasiamy MTIUNTVOANUANS ISy
HATUNNITAUDITIAYININAIVDS pﬁmauazm%éwﬁm’luﬂ%Gial'd
funpardessuildsueiioslndmneny wieideiiamsidenanmiedsznslag
roufmuslagliffeuly

svuumsifiuuazdndaniiléunasgrumumdninest GSP (Good Storage Practice)
uaz GDP (Good Distribution Practice) Tnsuanaenansusznay (Wiuanaionansi
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4.6 fiauesia (§ue) Buseslisnidndygneunsufimunsill

4.6.1

4.6.2

N3UNT
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063 nsdEmutlymaunmnaansusiienvdiarieUstavinauazauUaendiusie
Fuheiilesuen
4.7 wheswnmsveanudvsbisuRnsamdndusioiivsyiignionifuAulagdinau
AznssIMIESWazeTlusreva 1 Tewiufiuenansiauenamsiadondsi
5. MsUszdiuAUsEaAnSnmaasan (Price Performance)
MeaniBeauanenansmunusiUssdulsEAvEnmie AU

ﬂmzﬂ'ﬁ&lﬂ'ﬁﬁ"lWlJﬂﬂﬂJﬁﬂENSLQW'IS‘UEN
Ciclosporin 100 mg/100 mL eye drops, emulsion, 0.3 mL
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5. inauaiuseiiudseanSnmeasnan (Price Performance)

Clctosponn 100 mg/100 mL eye drops, emulsion, 0.3 mL

Fudsudnuasiminazuuy , -

é'f'auﬂswé'n dmiinazuuy
1.57A7ldue 40
2 1PSFIUVDIAUAMIBUINS 55
3.N15U3NSUAINTUY 5

7R 100
fauUsmand 2: anmsgruvesdudwiouins (Asuuulfiy 100)

AuU5509 dminasuuy
1.u0sg1undngoue 60
2. 1955 1unRIUURNS 20
3 aruautnLaoUsEloviRon U iR 20

374 100
1.62uU59099 1: u UINTFIUNAR am (ﬂ.,uuumu 200)
‘ wmaaaﬂ Azuuy | wawdn

(ovaz) | Azuuu**

1.1 mssusesqunmvaadnine @ 1 Tu 5 avuuudu 100)

100 60

(n) Lﬂuaws‘gaaq’luﬁm%ﬁamsmﬂmmwmm WHO List of Prequalified Medicinal Products

9) Wueieglulydsevendndusieinunmuazinin (Green Book)
Tnensuiveeansmsuwnng wau 1 - Jagdu

a) Wugduuuuniondiegluliyisnedendndusienunmuasguin (US Orange
Book/EMA)

(1) \JuenBeegludndseendniusieilésunisiuses (Approved Medicinal List) Ing
wdevnelsmeunanguan iuwnmdmaniwisUsemalng

(3) Wuedafinansivdenzienswaulivosnii 3 junsudadsidomsesanieseidoslsl
tfouninirferiseylu Green Book aﬁ’uéwamﬁﬂswngswmsm’i‘iamﬁwlﬁmﬁ'w?amuﬁ’a'ﬁ’aﬁ
svu’luﬂmauumﬁ‘[sawmmaﬂs”mﬂLLauNamsatmwmwhmu 5 YuanTudldsums
Fusomanmsiesuiiciulsenasmanmddanseiing anvlinsesilaeiecUfinisds
Ll sfiRnrsvesndneuasiosfuiRins muunsgiu ISO/IEC 17025 :nmiieanu
accreditation body fivensuluseiuana wielasdinauansguiesuinnsg
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1.2 Yoyaatiuayy Anv1iTeAmnnNEnsuel 100
(Fentoladeniis mindiunnnih 1 vhdeliidenterifiasuuumniian)

1.2.1 nsdivdnsusionduiuy fssnunsdnwnenainiiuandeuszansamees 100
ildlumsine asiiuilunsasmemsunmeiindede

1.2.2 nsalaildendunuy fsrsanumsinvmediiniivsueniaseansamveseniuen 100
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