AMANYNLIANIEYB987 Dorzolamide 2 ¢/100 ml and Timolol 500 mg/100 ml eye drop, 5 mU'"*
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1. imlil Dorzolamide 2 ¢/100 ml and Timolol 500 mg/100 ml eye drop, 5 ml
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1. Wuasavanela Usmn e dmiulivieanm
2. Usenaudagn Dorzolamide HCL Fsausariu Dorzolamide 2% w/v and Timolol maleate Ssauyariu

Timolol 0.5% w/v
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3.1 Finished product specification: USP
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49 Test Items Specifications
1 | Identification test Mi’mmumuﬁ‘smﬂu Finished product spectification
2 | udendrdyy 90.0 - 110.0% of dorzolamide and timolol
3 | pH 54-59
4 | Organic impurities :Dorzolamide HCL
-Dorzolamide related compound D Not more than 0.5%
-Dorzolamide related compound B Not more than 2.0%
-Any individual unspecified impurity Not mare than 0.5%
-Total impurities Not more than 3.0%
5 | Oreanic impurities :Timolol maleate
-Timolol impurity G Not mare than 0.5%
-timolol impurity B Not more than 1%
-Timolol impurity D Not mare than 0.5%
-Any individual unspecified impurity Not more than 0.6%
-Total impurity Not more than 2.0%
6 | Sterility test mwmumuﬁsfzﬂu Finished product spectification

3.2 Finished product specification: BP

ib! Test Items Specifications

1 | Identification test A3290 R MRSyl Finished product spectification
2 | YSuwudendiAny 95.0 - 105.0% of Dorzolamide and Timolol

3 | pH 50-6.0
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99 Test Items

Specifications

Related substance : for Dorzolamide
- Impurity B

-Impurity D

-Any other individual impurity
-Total impuruties

Not more than 1.1%
Not rmore than 0.2%
Not more than 0.2%
Not more than 1.3%

5 | Relate substance : for Timolol
-Impuritiy B,D,G
-Any other individual irmpurity
-Total impurity

Not more than 0.4% (each impurity)
Not more than 0.2%
Not more than 0.5%

3.3 Drug substance specification :
(1) Dorzolamide HCL USP

19 Test Items Specifications

1 | Identification test msnmumu'ﬁﬁsq'lu Finished product spectification
2 | YSunshendidy 99.0 - 101,0% of Dorzolamide HCL

3 | Residue on ignition Not more than 0.1%

4

Chromatographic impurity
-Any individual impurity
-Total impurities

Not more than 0.1%
Not more than 0.5%

Limit of Dorzolamide HCL related compound A

Not meore than 0.5%

6 | Water determination

0.5%

(2) Dorzolamide HCL BP

49 Test Items Specifications

1 | Identification test m31aR A EiisEyly Finished product spectification
2 | YSuneusiendadty 99.0 - 101.0% of Dorzolamide HCL

3 | Impurity A Maximurm 0.5 %

4 | Related substances

- Impurity C
- Unspecified impurities
- Total impurities

Not more than 0.15%
Not more than 0.1%
Not more than 0.3%

5 | Loss on drying

Not more than 0.5%

6 Sulfated ash

Not 'more than 0.1%

(3) Timolol maleate USP

{0 Test ltems Specifications
1 | Identification test A7796unuRATEY Y Finished product spectification
2 | Vunwdendrfey 98.0 - 101.0% of Timolol maleate
3 | Residue on ignition Not more than 0.1%
4 | Optical rotation 117 to - 125°
5 | pH 38-43
6 | Loss on drying Not more than 0.5%
7 | Chromatographic purity

-Any impurity
-Total impurities

Not more than 0.4%
Not more than 1.0%
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(4) Timolol maleate BP

b} Test Items Specifications
1 | Identification test miiilmumuﬁ‘isulu Finished product spectification
2 | Ysunwdedey 98.5 - 101.0% of Timolol maleate
3 | Optical rotation 57 to-62°
4 | pH 38-43
5 | Enantiomeric purity
-Impurity A Not more than 1.0%

6 | Related substances
-Impurity B,C,D,E,F Not more than 0.2% (for each impurity)
-Unspecified impurity Not more than 0.1%
-Total impurities Not more than 0.4%

7 | Sulfated ash Maximum 0.1%
Loss on drying Maximum 0.5%

WU

- nstifvaneiouudnisiiu (waive) Msnsisasudiesisinenisls Wuwansenarindngudnanilasueyi@de
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grddaguatiulaatunis Sfimsansinseiasuynidediimus
a. Houlyduq
4.1 dwnnmaneienananisidsusunelunsdoumius it minglulsumalng uazduns (declare) unaanan
a.1.1 luddynstunsdoud3uen (ne.2 ve.3 vu.4 ududnsd)
4.1.1.1 Tuns@usiindrluussnalng (mneds vie.2)
4.1.1.2 lunsdiugndndniienisudaussy (mnefis ne.3)
4.1.1.3 Tunsailugmindnainmasema (wued vie.d)

4.1.2 ludwatunsdouew iiaussen wioureasdusdonsauauamun mvswantusiiituniou (Finished
product specification) nﬁﬁiﬁﬂgsw’han’u‘smﬁwuﬂmmﬂmﬁmﬁu avdpuuonaTInTveuily (8.5) umdeude Tnvveudly
faufuusemasian v warlilifu 2 ¥ duanfulsznmadszniaadidnnseting

4.2 Tunsifiswdniuysemalne drdndeslduunnmanonidoiusennnsgumsidne suvannausiisnsirlumning
YDINTENTAAIINAY (GMP-PIC/S) Tuminsenfiauasativaganusaumansiaasy lnsfinansiusesisiufiauanauag
Fuiindng

Tuns@ifdugnhihanseseme graadasidunnmionideiuseminsgunswanmumdninausiismsainuns
wanE1 PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagvuaganu PIC/S participating authorities atuangani
seumsnsvasulnsiinanisiusestaiulsemausemasiadidnniaiing i unasndnudusnsed

4.3 AN MENBLBNANTANANBLEANE IR AT IAN

4.3.1 wamsmsvliesisiaunmeEnsisivesidn (Certificate of analysis) luanjuiiduushedns

4.3.2 HaNINSITIATIEAMAWIRGAY (Raw material) ﬂaaﬁjmﬁﬂé‘zg*ﬁlﬂumwﬁmaTiuﬁzim.ﬂuﬁ"msmwgwmsgwamm
wazHHanInau

4.3.3 nansAnwauasialusyze128987 (Lone term stability) maamtaseiguasniitunydeu muenatsiou
(Auin) Sunsdouslunsdnsdouenuiunnnii 2 7
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4.5 MyUseAununmeniidaoy
4.5.1 aguaseniidseusadlitaanit 1 ¥ dunniudaeu
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4.5.3 lunsdliimbesmmavhmsduiied e iidasoudiodmymiiessinunm witeswniseeimideiowaiotng
o1 Inefuieavsiosdseniiudnaudnnuiivinesunsdmssiiessiuandufuiaeudidlunsaneliensinunmuae
asumsgu (Reference standard) TunseifinudnlsiBulumunudnunsiane mipssnmmeanudvilifuinisainisaus
menanverisuas/ viednanluniaely
4.5.4 fuessiuAsunaunnnsdidiosindwuneny wumeny viadlafianisderanmreurmuslnglifideuly

5. MaUszidludUszinSnweiasian (Price Performance)
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i‘lﬂﬁztﬁUﬂﬁmﬁn"dmam‘mwaw’l Sodium hyaluronate 180 mg /100 ml eye drop, 0.3 ml unit dose™™
Tsangnurauasuien

1. 51'_&:1'_1 Sodium hyaluronate 180 mg /100 ml eye drop, 0.3 ml unit dose
2. pruulinaly
1. Wuasazangla 1aifid ldveoam
2. Usenaudie Sodium hyaluronate 0,18 w/v
3. ussglunvuzussyuleldndafioafiuunn 0.3 ml uazussguuy 60 unitdose
4. ganfUTINgUUMTLELITTFRITEYTaeT dusenauie @ Fyuaya L TunEn umuney @i
uam awvelouiiuen wavaainuuueien attosszyliaen AuMs 'i::;.«ﬁsi’uwummt; \avingn
5. Tumsmangrasfidweusodlitosnit 1 7 6 ou tuintuiidmey

3. anaNUANIuvATA
48 Test ltems Specifications
1 | Identification test mi'mmum'mﬁ'isﬁlu Finished product spectification
2 | Wunwdendrdty 95.0 - 105.0% of Sodium hyaluronate
3 | pH 12-74
4 | Osmolarity 140 - 160 mOsmol/L
5 | anunia 18 - 24 \WwBAN/NTY
6 | Sterility test M5
WUIAR :
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4. Gouluduy

4.1 ﬁ’wLu"imw:iwLaﬂmﬁﬂ"lilﬁ‘?uaqumﬁuwsLﬁauﬁﬁumLﬁaﬁwwuvﬂluﬂismﬂm uazdung (declare) unaandn
2.1.1 luddymstuvdousuer u.2 ve.3 u.d wdusinsd)
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4.1.1.2 luns@llusnthdnifiansutaussy s ve.3)
4.1.1.3 lunsdluenindannsrsssme (munsia vie.g)

4.1.2 luiwetuvsdeuesefiauena wiauseandeaidanismunsamnwaomdniasiitunsdou (Finished
product specification) nisﬁﬁa;js‘:m'wqmsmﬁﬂuuﬂamﬁlﬂhﬁmﬁu wfpmuunaIINIIvauily (8.5) wiousiy Tnwvsudly
nouulszmesian v uarliiu 2 ¥ duaniudssmadsenmiasiaddnnsetlind
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Tuns@ifidusmindinesume guaadosdidiunwaevideiusawnasgiunsnda
MuUMENNNSASMSTFIUNSHEARET PIC/S (Pharmacedtical Inspection Co-operation Scheme) Tapviagany
PIC/S participating authorities avuaiannisisoun1snsivasulasiinanissusesiriudsemaysemesiadidnnsaiind viony
Aapnlwwa ANl
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4.3.1 wanInTIv AT eiaun AR siuINaR (Certificate of analysis) lusjuiidadushats

432 HansnsIvieseinun T IRgfy (Raw material) voueddniflilunissdnouiidaduseeisvoaudnyn
wazgNan InnAy

4.3.3 namsAnwIauAIlusTEa19887 (Long term stability) waam-da-amwaqmﬁ%uwzuﬁﬂu Annenatsiioy
(ehain) Tunsdeuelunsdivedousunannnit 2 9
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4.4 feEee
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5. msUsziiudszininimeesian (Price Performance)
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