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1. ﬂam Brimonidine tartrate 0.15% eye drop, 5 mL
2. gmamﬁﬁ’ﬂﬂ

2.1 3uluuy Wuensazanstmmnnidels WiE smsulenanaen {ophthalmic solution)
2.2 saudsznau Wu 1'mL Usenaudasdae Brimonidine tartrate 1.5 mg Usuas 5 ML/NBUEUTIY
2.3 MrnsuIT msalumw,.wmamnﬂ'ﬂﬂmnma fmsUnzaae uazLTIY] oo ariuse
2.4 237N - s,.mmm fulsEnausmsnfeyuezauuss Sunaa 'mfmma Wwuiige tewnzion
d3uen meqﬁn'mnmnmm'hamamwuuummnmm
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3. AINUBMIINATEA
Atk

3.1 Finish product specification'™

1. By ) mwﬁmmuﬁnqiu Finished product specification
2. |dentification . mnw’mmuﬁ'szy‘m Finished product specification
3. pH mw&huﬂ‘mﬁﬁqlu Finished product specification
4. Sterility ATIVHIU
5. Preservative effectiveness (nﬂﬁtﬁu) @l‘i'ﬁw}'mﬂ‘mﬁi:qiu Finished product specification
6. Deliverable volume {Volume in container) ma%&hum’mﬁ'mﬂu Finished product specification
7. Particulate matter ATV

- 9%19 = 10 pm Wilfin 50 per mL

- 1@ 2 25 pm Lifu 5 permL

- WA 2 50 pm Wi 2 per mL
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2. Drug substance specification AasatanluSinmzvinasiuin drug substance w3oluSinmew drug substance 189
grinnndniag aduleavuwils 4 Follmnrelinrsiasunniadofiimen
3. wanyyaTa’d mﬂmﬂmwm 1Jultleny Finished product specification Lar Drug substance specification
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1. Lanmsm':"lmuaummww*Luﬂummmmaammuluﬂama‘lm uazduae (declare) WhAaInA®
1.1 lwédynriunsdoudnium (M8.2 N3 784 LRIUANTH)
1.4.1 lwnsdfidusrfindaludsanding waneds ne2
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1.1.3 luns@duswindrandudssng susis ne.a
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mmmwmu 4u (finished product specification) Lmﬂuammﬂﬂmmwman@mmu (drug substance specification)
nsmmurmwmnﬁaﬂuuﬂmu.ﬂ“lmwm@u wdaluLEnTERIMnansaudly (2.5) s wieu
finished product specification Waz/M3a Drug substance specification lagwautlunawiulsznsads=niasian
Bidnnsaling uaslaithin 2 D o Mudsemevszmenamaidnnseling
2. lanasTUsIR@sIRMIHARLN
21 nsdftmadaludsznalng grianaslianmsiLTameTrumsHanmenananinaiuas S B sie
MIHENLT PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswainesm PICIS participating authorities
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3.1 Namsmﬂﬁmﬂ:ﬁq TTIWNR AL TN mﬁwﬁagﬂwaa;ﬁ' HR® (Certification of analysis of Finished product)
Tuenjufsaiudating
3.2 wamiasndlassigumwingfutasiaunddn (Certification of analysis of Drug substance) AlFlu
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1. igﬂ Brimonidine tartrate 0.2% eye drop, 5 mL
2. amasnievialy
2.1 Jlupy Whussazaelnannidels WiE dwiuldnuasm (ophthalmic solution)
2.2 dwdsznau Tu 1 mL dsznaudrodann Brimonidine tartrate 2 mg YSu1a3 5 mUNIBUTLTSY
2.3 NMIuEUTI m‘:aﬂummwmaﬂnﬂmﬁmnma fFTLmsaam ua-u-mnwnﬂmnuuaa
2.4 aan - suuﬁam UL IENaUFINFIRYLATANILTE Funaa 'zuaumﬂ e wwunefon
@rium Lm~1ﬁn”mnmnmm‘hamomwuuwﬁmmm
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3. AuaNlENvInaka

3.1 Finish product sg&iﬂcaﬂit‘mm

1. PRnueamdngy m'smmumuﬁiﬁ:q’lu Finished product specification
2. identification ﬂﬂmhumuﬁﬁ:qlu Finished product specification
3. pH mi’mmumuﬁmﬂu Finished product specification
4., Sterility ATIVEU
5. Preservative effectiveness (n7tiL@ u) aTN mumuﬁ'-::glu Finished product specification
6. Deliverable volume (Volume in container} mslad1um1uﬁszq1u Finished product specification
7. Particulate matter ATIU

- W9 = 10 pm Mivfiu 50 per mL

- 7w 2 25 pm Taiiu & per mL

- WA 2 50 pm lifin 2 per mL
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TWN1NM 3 Dorzolamide 20 mg/ml and Timolol 5§ mg/mL eye drop

aulssmadminguasesiit 2 3 90 753

1, ﬂam Dorzolamide 20 mg/mL and Timolol 5 mg/mL eye drop

2. ansansianaly
2.1 yuuuy ussazanednenndals l# Saruniiadnton swiunoaan
2.2 dilsznay  Usnaudsden Dorzotamide HCI fisaisysiits Dorzolamide 20 mgimL tae Timolol maleate
ﬁ'mgaﬁ'u Timoiol 5 mg/mL UTanas 5 mL da 1 199
2.3 MEuzusI U?‘iﬂql%&l?ﬂﬂﬂ'}ﬂﬁﬂﬁﬂﬂ%ﬂm%ﬁl #wiuneanet uardaaiuus
2.4 asn - 'szqafmm FIULTZNAUIINENYURITAIULTI TUHER i’ugumq tafiuda wanzidon
e u,aﬁ'ﬁnmﬁu%’nmm'li’azhaﬁ'm%uuuumﬁ'wﬁ
- UUWMTUELTTIEN etnadaus aaﬁzq%am WiaHeImTih FINLT N B UL TLIRAT TS
wase Laufinde 1”%5%61131’3%;%

3. AnaNIANIAKe

3.1 Finish product specification™

1. Pnmaeddy 95.0 - 105.0 % L.A. of dorzolamide 90.0 - 1140 % L.A. of dorzolamide
95.0 - 105.0 % L.A. of timolai 90.0 - 110.0 % L.A. of timolol

2. tdantification ATIHI ATIHIU

3. pH 50-6.0 54-59

4. Preservative content mwmuﬂmﬁs:qlu Finished product ﬁﬂ%ﬂﬂ%ﬂﬁmﬁ‘i:u‘l% Finished product
specification specification

5. Viscosity #7733 mummﬁ"::qiu Finished product mwmumuﬁ's:ylu Finished product
specification specification

8. Sterility ATIVHU AT

7. Particutate matter ATIE ATITHTY

8. Related substances For Dorzolamide For Dorzolamide HCI
- the area of any peak corresponding to | _ Dorzolamide refated compound D : NMT 0.5%
impurity B : NMT 1.1% - Dorzolamide related compound B : NMT 2.0%
- the area of any peak corresponding to | _ Any individual unspecified impurity : NMT 0.5%
impurity D : NMT 0.2% - Total impurities : NMT 3.0%

-
L3 OOt AU UszmuamenssunNg
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3.1 Finish product specification™ (sin)

For Dorzolamide (¢ia)

7. Refated substances (§0) For Timolol maleate

- the area of any other secondary peak - Timolol impurity G : NMT 0.5%

D NMT 0.2% - Timolol impurity B : NMT 1.0%

- the sum of the areas of ail the secondary | - Timolol impurity D : NMT 0.5%

peaks : NMT 1.3% - Any individual unspecified impurity : NMT 0.6%
For Timolol - Totat impurities : NMT 2.0%
- the area of any peak comesponding to
impurity B,D or G : NMT 0.4% of each

- the area of any other secondary peak
:NMT 0.2%

- the sum of the areas of al! the secondary
peaks : NMT 0.5%

3.2 Drug substance specification
3.2.1 Dorzolamide HCI™®

99.0 - 101.0% of dorzolamide HCI

1. FBnmendnaty 99.0 - 101.0% of dorzolamide HC!

{dried substance)

{anhydrous basis)

2. |dentification

ATIIHU

ATIVHIU

3. Limit of Dorzolamida HCI

related compound A

NMT G.5 %

NMT 0.5 %

4, Chromatographic purity

- Impurity G : NMT 0.15 %
- Unspecified impurities : NMT 0.10%

- Any individual impurity : NMT 0.1%
- Total impurities : NMT 0.5%

- Total : NMT 0.3%

5. Loss on drying NMT 0.5% -
B, Water determination - NMT 0.5%
7. Sulfated ash NMT 0.1% -
8. Residue on ignition - NMT 0.1%
9. Heavy metals - 10 ppm

{1):02)

3.2.2 Timoloi maleate

98.5 - 101.0% of Timolol maleate,

1. Ranusiaedeay 98.0 - 102,0% of Timolol maleate,
(calculated with reference to the dried {catculated on the dried basis)
substance)
2. Identification FIITHI AT
3. Appearance of solution aIVHIU -
4, pH 38-43 38-43
5. Loss on drying NMT 0.5 % NMT 0.5 % lf
(m%‘a) ....9.%{...........................ﬂs:muﬂmmwms
' (wdurdd guaw)
(898a).. J/(/ ...... nITUAT (D). LA nISUMS

(Wi Useindoun) wrsusiung udlus)
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3.2.2 Timolol maleate™ ? {fia)

6. Retated substance / " -Timolol retated campound B : NMT 0.4%

- Impurities B,C,D,E.F : for each impurity,

Organic impurities NMT 0.2% -Timoelol related compound D : NMT 0.4%
- Unspecified impurities : for each impurity, ~Timolol related compound E : NMT 0.4%
NMT 0.10% -Timolol related compound C : NMT 0.4%
- Total ; NMT 0.4% ~Timolol related compound F : NMT £.4%

-Any unspecified impurity : NMT £.10%
- Total degradation products : NMT 1.0%

7. Sulfated ash NMT 0.1% -
8. Enantiomeric purity Impurity A | NMT 1.0% - NMT 1.0%

9. Residue on ignition - NMT 0.1%

10. Heavy metals - NMT 20 ppm

waame 1. mienedsudonaii waive) mireserAnrsiremile lﬁ"ﬁmmaLanmmé'ngmﬁimsi’raﬁ'lﬁi’um;ﬁﬁﬁw
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LN 4 Hydroxypropyl methylcellulose (Hypromellose) 0.3% eye drop, 10 mL
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1. flaen Hydroxypropyl methyicellulose (Hypromellose) 0.3% eye drop, 10 mL

2. amamianaly
2.1 yluuy Wuasazmelrasnidsls Wilts s wsimaeam
22 dmdienay  Usznaudhe Hydroxypropyl methylcellulose {Hypromeliose) 3 mg / mL
uazliensnuidydszunn Disappearing preservative wiugusznsy
2.4 MTULUT nmlumﬂwmmnﬂﬂﬂmnmaﬁnmwnamm Uy :Emm 10 mL 69 1 MusyTy
2598 - s,wam AU NauALIE A YUREANAILTY TUNER 'mﬁv.aw \BUnEe uszial
nadondiun Waddanuuuusmadusd
- umwmnmmazi'laﬁ.fanﬁamq%amﬁaﬁaﬂwmsﬁﬁ MU TENALURTTUINA TS
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3. andNUAMINARA
ATE

3.1 Finish product specification'”

1. YTty 85.0 ~ 116.0% of the L.A. of Hydroxypropyl methyleeflulose (Hypromellose)
2. |dentification ATINHIY

3. Sterility FTIVHIN

4, pH 6.0-78

5. USinnu Preservative mﬂmhummﬁ':zq‘lu Finished product specification

B. Minimum §il ATIANIN

3.2 Drug substance specification : Hydroxypropyl methylcellulose {Hypromellosa}m

1. Identification A3
2. nmeendraty

- %Methoxy unz %Hydroxypropoxy ATTIH N
3. pH 50-80 .
4, Heavy metals NMT 20 ppm
5. Loss on drying NMT 5.0%
6. Residue on ignition NMT 1.5%
7. Viscosity 75% - 140%
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o
UM 5 Prednisolone acetate 1% eye drop, 5 mL
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1. Bagn Prednisolone acetate 1% aye drop, 5 mL

2. AnENLANA Y

2.1 3luay Lﬂumsa:msﬂ‘nﬁﬁnnL%agﬂuummum:nau {suspension) Wili & wiunuaae

2.2 dutisenay 1% 1 mL Wsznausdied@ann Prednisolone acetate 10 mg Y3815 5 ML/MTULLITTY

2.3 MIUTR U'ssa"lmrmﬂﬂﬁmm%a #msLnganen

2.4 amn - #u%a01 dmUmneud Az Tunda fuﬁvumuq Lnufina uaziat
nziaudriiun Todwsaauuuursysiued

- UNMne U9t 1aneod amq%amﬁa%amamiﬁn fmlenauuszTian UL

B23L \§UANER 'i'uﬁvumq'li"ﬁ'mw

3. amsaiaNIInake

3.1 Finish product specification'

_ __Testitem . S usPer

1. SSnmdendary 90.0 - 115.0% of the L.A. of Prednisolone acetate
2. jdentification ATITHIU

3. Sterility AT

4. pH 5.0-6.0

5. US3" Preservative 7717 mumuﬁ‘squu Finished product specification
6. Minimum fill ATIVEIN

3.2 Drug substance specification : Prednisolone acetate'

Test ltem USP 41
1. Identification 97.0 « 102.0% of the L.A. of Prednisolone acetate
2. sanaudamdndgy AT
3. Specific rotation +112° to +119°
4. Loss on drying NMT 1.0%
5. Chromatographic purity « Any individual impurity : NMT 1.0%

- Total impuritles : NMT 2,0%
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'a“lzlm‘iﬁ 6 Sodium hyaluronate 0.18% eye drop, 0.3 mL
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1. Fo8n

2. AnbENLIAYA 1l
2.1 gﬂu:uu

Sodium hyaluronate 0.18% eye drop, 0.3 mL

A’ 1eled ot o & Rr W
Lﬂ%ﬁﬂ?&:ﬂ"lﬂﬁ'ﬁ’lﬁ‘ﬂ']ﬂt‘ﬁﬂflﬁ \hl&iﬁ HEAIUNUR m*nmhiwamm

2.2 dudsznay 1w 1 monodose (US37a7 0.3 mL) drznausna3pn Sodium hyaluronate 0.18%

waslugasdrivenliflamiudy (Preservatives) ifuduznay
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25 a81n
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3. AnANLANvIMAka

3.1 Finish product specification'”

1. ianmerednry

w199 phummﬁ::q‘mu Finished product specification

2. ldentification

1 ‘i ) . ]
mﬂﬂmumum:ﬂ’ﬂu Finished product specification

3. pH mﬁ:{l’mmuﬁ‘mq‘lﬂu Finished product specification
4, Sterility ATIVEIU
5. Deliverable volume (Volume in container) ATIRHN

| = . . .
B. Viscasity m’:ﬁmwmum:q‘lﬂu Finished product specification
7. Osmolarity arsasiumufizzylilu Finished product specification
3.2 @

Drug substance specification :

Sodium hyaturonate

T

1. o wﬂ“ry 95.0 - 105.0% of Sodium hyaluronate (dried substance)
2. identification ATIDEIU
3. Appearance of solution ATIVHY
4, pH 50-85
5. Infrinsic viscosity 90 - 120% of the value stated an the (abet
6. Sulfated glycosaminoglycans NMT 1%
7. Nucleic acids NMT 0.5%
8. Protein NMT 0.3%
@. Chigrides NMT 0.5%
10. Iron NMT 80 ppm
P
(m%a)......................M .................................... dermuanenIsuns
(wortuaild gwawn)
(av%a)....... /// ....... . nTTUMT (0958 bAe L meunng

WRrT desindmun)

wanugTuns 19dlus)
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3.2 Drug substance specification : Sodium hyaiuronate® (¢ig)

11, Heavy metals NMT 20 ppm

12. Loss on drying NMT 20%
13. Microbial contamination 10° CFU/gm
14. Bacterial endotoxins Less than 0.5 IU/mg

Wi 1. miifiaenadoudsmtiu waive) naTRReLIWmTERTIIN e W ﬂuuﬁmtanmmanmumnm*m'lmuaummn

2, Drug substance specification wmm'mn‘lmmﬂ*muaan W9 drug substance wieluSiATsw drug substance T8
FuiaenduTagl adulaarimils 4 Follnemnshinrzdasunmisdediimue

3. Nﬁm‘:ﬂﬂsramﬂmﬂmqﬂ 1 \Iwluen Finished product specification W82 Drug substance specification
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1. Lanmsmﬂmnaummuﬂﬂuﬂus‘hmmmamm’m'[.uﬂmm“lma Uazduad (declare) WWaINE®
1.1 luddynsdunsfioudsum (ne.2 M3 o4 uiusinTo
1.1.1 lunsdiidwenfindaludsznalng waneds noo
1.1.2 ‘lun'smnLﬁumﬂ'nwwan-mtmum wEie v18.3
113 iun':m‘nLﬂuaﬂmm‘mnmaﬂnmﬁ winpia ne.4
1.2 luﬁ'mamummnum N, 1/8.1 BINPAUTIA w-sa:mﬂmaawmamsmuaummwwmmna@nmm
mmwﬂ s {finished product specification) ua“manﬂﬁu@ﬂmn'lwmad'mnﬂu {drug substance
specification) nsmﬂam-'wmn'mﬁauuuﬂamm“lmwumu wHBUULLEANTSELINMWENEMTDa U lY (2.5)
UWTay finished product specification Laz/%3a Drug substance specification Iﬂmauﬁhnamuﬂizmﬁ
Yezmenmdidnnsafing usslaitiu 2 § o Sudszmedseniamasidnniaing
2. 19NAIIUTDINIATTIRATIRAALN
21 naiifienuhaludsenalng Hrdedasdhonmsivsasnaspumsuiamensmsninasiusz S Emsialy
M3KSALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) lauwianau PICIS participating authorities
%39 uLanm-ﬁmmmmsmumwammmwsmmmmuaxmnnmﬁ'lumsmmmmaaﬁmmmﬂm.n?'mmi
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- = w o, - i & e
nIKEae PIC/S lunaieefiiauaaa avvErgamusaunIsasdaulasfinanissusesiiatulzna
dnmanmdidnnsefing

(BT ) et UssmunmiensTany
(wadused guaw)
4 ﬁ ' 07(/- 4
(83%)...... /(/ .......................... NTTUMIT GER:13) W ot NIIUMS
(WRF9S dezindun) wrsnugiung 2edlam)

wifizismneite qnﬁ BH1/2563



2.2 nsdiitfusvhngrerndrodseana o HranaBlilenmsTUsaaanasg W TN EaneamanIN I uas
FBmelumwdam GMP PIC/S (Phamaceutical Inspection Co-operation Science) lapwiiatu PIC/S
participating authorities ®3a2 GMP clearance auua"rqﬂmmaum‘mﬂ%ﬂaﬂ Iﬂﬂuuam?‘smamnuﬂﬁmﬁ
Yzmenadidnniaing wWiangnasadw ududnTdl
3. anaIRaMIRYasE A IEwaTIAN

3.1 HAMTATIN AT WS ﬂmmwwaﬂ.n [l mmmsﬂmaqn NA® (Certification of analysis of Finished product)
‘1ummﬂamﬂumama

3.2 Nam'im‘i'ﬁnLﬂ‘S'LMﬂIumwmn@mwadmmmﬂfy {Certification of analysis of Drug substance) m"ﬂu
mmamamvmamﬁumamamﬂuaquamm{,mwwwammn@u

3.3 Lammwsamngmmmummauwuﬁzmngumsuamaoi’mqﬁmmﬁ’qmﬁwﬁ’mﬁ (Drug substance)
18 3.2 ﬁ'u?umw§mmaom§mﬁm~ﬁmﬁm§a3ﬂ (Finished product) 18 3.1

3.4 wamsdnw Long term stability @1aawﬁnmqmaemﬁw‘tumrﬁr.lu'li'n"uﬁﬂﬁfnaﬁuﬂmn'smmsmmi
UZE NIENTHRIT TG
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5. m‘sﬂs:nuqmmwmmimau (udaaanaImMIsuIlsEan)
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1 = General requirement ﬂaamé"ﬁﬁ’!‘?uﬁ'mfutl'lgﬂuuu Eye preparations

2 = British Pharmacopoeia 2013
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NI 7 Tafluprost 0.0015% eye drop, 2.5 mL

analszmasamiaguasiasiil 2338 2563,

1.B5am1  Tafluprost 0.0015% eye drop, 2.5 mL
2. govsanianaly

! i g o K
21 ﬂjLLU‘U Lﬁum‘m“mﬂﬂmﬁmnma‘ia \111313 mv.m'lmﬂaﬁm

22 wudsznay 1w 1 mL Ysznaudesien Tafluprost 0.015 mg U53ina7 2.5 ML/ Tusussy

2.3 MAULYIY Uﬁ%'lumw.,wmmnﬁﬁﬁmnma #nsunuaae LLa.umnmmﬁmnuum

2.4 a§m s*u‘ﬁam FsEnaUdINF R YRATAMALT TnEa auaumsj \Wefede wansiou
#riuen Lm‘"'gﬁmsmmnmm‘hammmauuwssanmm

- ummumﬂ Ei’lJHﬂEI"I LR GITT Sx?‘i‘lﬂiﬂﬂ’l ﬂ?ﬂ‘ﬁﬂ‘l’l"h‘iﬂ"ﬁﬂ'l #usEnay usrwe
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3. ausaiamnaia

3.1 Finish product specification'”

1. Uiy m'swmumuﬁs:qiﬂu Finished product specification
2. identification _ﬂﬂamumuﬁnﬂﬂu Finished product specification
3. pH ﬂﬁmh%muﬁ“s:y'lﬂ% Finished product specification
4. Sterility AT
5. Preservative effectiveness (mrﬁtﬁu) m’ai]ﬁhumuﬁ‘s:q‘l’ﬂu Finished product specification
6. Minimum filt ATITHTH

HANBHY 1. n‘:mﬂﬂﬂﬂ.mﬂmﬁmr‘r‘mﬁu {waive) myerrmorinmsiromsla W EJwm’mtanm‘mangﬂumnmaﬁlﬂmauummﬂ
2. Drug substance specification wm‘smﬁmnlmmﬂmmmwmﬂ drug substance w3aluTaTizH drug substance 184
sq-‘mmmﬁm'mgd atilaadunis 4 mum’wmmmﬂmamﬂnm‘uaﬂn’muﬂ
3. HammTd Lﬂﬂwﬁﬂnm1Wﬂﬁ wWwllenw Finished product specification LRz Drug substance specification
m'iﬂaw“mmmamummﬂmnﬁumimmnm“m n':mﬂamm'mmj mmﬂmmjwmamﬂuﬂmmm
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1.1 luddynsdunadlondrsum (N8.2 N3 Nu.4 w38 8.2 wdIuanTil)
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2. 190 TIUTDINGIFTIUMITHARDN
21 ns@fenudaTwlsanalng AuAadsfiianmsiussanaspuntsiianeamaninasivas i S il
msueen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiamnu PIC/S participating authorities
wia dlanasiuTesnasgmnsuiagiaundninmeiuas 3 falunsiaswesdwineun menssung
8MTIUSTEN NRNTHIITIIUFY Frrmuatulagfanureandosnasiaifisumumanin ueiuasin el
nniaun PIC/S lunaieufileuoni adusrgeausaunseeasulasdnsnsiusastisiulszme
dzmeanadidnnyafing
22 nsdifidiverningroneosana HNAedasdilonanTiusannasaun s ameusannmmiLa:
AnshalumInEng) GMP PIC/S (Pharmaceutical Inspection Co-operation Science) lapmieau PIC/S
participating authorities W39 GMP clearance atuigamusaumyaasay lagfinamsiusesfieiulszne
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3.1 Namsmﬂﬁmﬂ:ﬁq TAMANE A7 U enduTagLy B9KHA® (Certification of analysis of Finished product)
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3.2 Namwnﬁmﬁ:ﬁfjmmwi’mqﬁwaa@ﬁmﬂ"wﬁ'ww (Certification of analysis of Drug substance) 141
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5. malsziwamamefidenay (wF@ABNAV TN IS sEW)
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s

6. dlanasm (sme) Euuau‘lﬁ'ﬂm%né’tymﬁaumuﬁmuﬂ AN
6.1 nsmmammmﬂmm-ﬁwﬁmu '[ﬂzzmmnmmwmnmmmfmwaaﬂgumm‘mlﬂmmmu ISONEC
17025 'laJLﬂu'lﬂmummgﬂwammﬂ‘luﬂs'"n'mﬂswn'mﬂm
6.2 NTINT AR i mwmugmﬁunmuﬂumnﬂ insemalandrinemacinisamsesuszen lug s es
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518n157 8  Timolol maleate 0.5% eye drop, 5 mL

23 %0 256,

muﬂsznwﬁ'wi’aqum‘wﬁ’lﬁ

1. $am7  Timolol maleate 0.5% eye drop, 5 mL

2. amansianalal
J’ NI | ! o L5 a 7]

2.1 guuuy Wuamsasanulnesniely W m’nwumanuaa FMTURL A
2.2 swdsenay  dsznaudasdien Timolol maleate mmuamj Timolol 5 mg Y5u1a5 5 ML/MIUUTIY
2.3 MBUSUTIY uwﬂumﬂwmmnﬂsﬂﬁmnma FmSUrnaaa uaztsaruugs

Fy A o -
2.4 a8n - 's:wam FIUUTENAUMNEAYUAZAULTY TunEe maumq WATIHES taunziiow
SN Lmﬂﬁn-m.ﬂusnmm'l'.mma‘mmuuumﬁnmm
- Umwmum‘nmn wEN agkaLe| mruwam WinBamamaea FIULUTNOY UastwG

ALV BIEN LE}’IIYI AR ’?%ﬁ'uiﬂtﬂ’)“ﬁ@ﬁ]ﬂ

3. AndNIANWINANRA

3.1 Finish product specification"?

1. ety

80.0% - 110.0% of the L.A_ of timolol

90.0% - 110.0% of the L.A, of timolol

2. Identification

ATITHG

ATIIH

3.pH

65-75

65-75

4. Preservative content

B a
avernumufiazyly Finished product

f "] ..
araruenufisEylu Finished product

( nsdiifn ) specification specification
5. Sterility ATFIHN AT
6. Minimum fill ATIVHIN AIHU

3.2 Drug substance specification : Timolo! maleate™?

1 Ry 98.5 - 101.0% of Timolol maleate 98.0% - 102.0% of timoiof maleate,
{dried substance) calculated on the dried basis

2. identification AW AYIVEA
3. Appearance of sclution ATIDHTH -
4.pH 38-43 3.8-43
3. Loss on drying NMT 0.5 % NMT 0.5 %

E5T0) N d/ ................................ Uszsuaniznssums

(waduaild gunown)
e
ATTUANS (89%0)...ove A ASATNT
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3.2 Drug substance specification

6. Ralated substance ;‘

Timolol maleate!™® {an)

-Timolal related compound B : NMT 0.4%

- Impurities B,C.[,EF : for each

Organic impurities impurity, NMT 0.2% -Tirmolol refated compound D : NMT 0.4%
- Unspecified impurities ; for each -Timolof related compound E : NMT 0.4%
impurity, NMT 0.10% -Timolol related compound C : NMT 0.4%
- Total ; NMT 0.4% -Timolol related cornpound F : NMT 0.4%

-Any unspecified impurity : NMT 0.10%
- Total degradation products : NMT 1.0%

7. Sulfated ash NMT 0.1% -
8. Enantiomeric purity Impurity A : NMT 1.0% NMT 1.0%

9. Residue on ignition - NMT 0.1%

10. Hoavy metals - NMT 20 ppm

waug 1. natifivaredaudamad (waive} MIaTaagaiemsimamsle 58 uuumamnmmanmumnm‘m‘lﬂ'suauumma
2. Drug substance specification fasariannlys inTzviuaiuia dug substance valySinmed drug substance 104
ArAnendniug aiileaiunig 4 fdinmanalinnzdasunniitedimue

e

3. Hﬂn’lm‘iﬂ’lm‘h“ﬁﬂlm‘mm vWuliens Finished product specification UWax Drug substance specification ‘nmma
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1, Lanmsmi‘lmuaummmumL1.|ﬂumsual'u.waii'mu’mluﬂ‘r'mﬁ‘lm WATEILGY (declare) WAAINA®
1.1 ludAynistunsdioudnium (M8.2 1.3 Ne.4 Wia 0.2 uduAnTdl)
1.1.1 Wunsdlfiduendingelulszinelng nangis ny.2
1.1.2 lunﬁmmﬂumﬁmmLwammmmm wet ne.3
1.1.3 'lun:mﬂLﬂuﬂ'lml,mmnmmsﬂmﬂ wNNETe ned
12 'luﬁ'mamumuuum Y81 %38 6.1 Yeriilemanen wiasmeaed mwamﬂmmmnamm
msm‘nummtm (F inished product specifi ication) LLa.,‘uan’mu@lﬂruN'lW‘nad’mnﬂu (drug substance
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