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AMANFALANIZYDIY)
Brinzolamide 1 g/100 mL + Timolol 500 mg/100 mL eye drops, suspension, 5 mL bottle

1. F281 Brinzolamide 1 ¢/100 mL + Timolol 500 mg/100 mL eye drops, suspension, 5 mL
bottle

2. pruandanaly

21 guuwwy Wugmhunemnnide uwiuseneudimidva dmiuneenn

22 dwuszneu  Usgnausiese Brinzolamide 1% uay Timolol maleate 0.5% #oU3unns 5
ML

23 mwurussy  usslumeurdaain Usimnnide Tuwn 5 mL
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3. auanUANIuvaia
wamﬁm'ﬁwﬁﬂmmwlﬂummu Finished product specification uWa¥ Drug substance
specification 1919899 nndwssvatuiiesiu Fsldaanzideusedinauanenssunisemsuazen
NIENTIasIsgy Msllindusihfuilisndisaduatuiifieuvimiolmindunasgrundssiiuladiiu
= = o v oo Y
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Finished product specification:

99 Test Items Specifications
1 | Identification Complied with finished product specification
2 | Assay (HPLQ)
- Brinzolamide 93 - 110% of the labeled amount
- Timolol maleate 90 - 110% of the labeled amount
- Benzalkonium chloride 90 - 110% of the labeled amount
- Di-Sodium Edetate 80 - 110% of the labeled amount
3 | Brinzolamide Impurities
- Des-Ethyl Brinzolamide Not more than 0.3% of Brinzolamide
- S-lsomer Not more than 2% of Brinzolamide

4 | Timolol Impurities

AFIUNTT

(unhyiand afiusenn) (NEY.LE1INN VDIADALAY) (ngy.2107F3 MuLd)
GPU 522801 [V2604]




- HMT (D) Not more than 0.2% of Timolol

- HMTO (D) Not more than 0.6% of Timolol

- Isotimolol (D) Not more than 0.4% of Timolol
5 | pH 6.7-1.7

6 | Particle size

- Particle < 10 mcg
- Particle < 25 mcg
- Particle < 50 mcg
- Particle < 90 mcg

NLT 95%
NLT 99.5%
NLT 99.95%
NLT 100%

7 | Resuspendability

NMT 15 Seconds

8 | Osmolality

260 — 330 mOsm/kg

9 | Viscosity at 60 RPM 20 - 150 mPa.s
10 | Impurities

- Any unspecified impurity NMT 0.5%

- Total impurities NMT 1.5%

11 | Sterility test Complied with finished product specification

o = = a £ v e
nuBg - NIANIANZItEULIINITIIN (waive) nsaTiadeviiATIzitenensialvgulansienans
véngusainanflFTueyiFce

a. Jeulvdy v
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WWEINER

011 luddymstunsdeusiuen e.2 ne3 ved vie 62 ududnsed)
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AR WYBIHAR STz Teu (finished product specification)
uardervunannmesingiu (drug substance specification) nsdiilagseming
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W39 finished product specification wag/#3e Drug Substance specification

4.2 BNATIUTBWINTFIUNTHANY

621  nsdifewanlulsamelny {rdadosiduunnmadnenideiuseunasgunssan
M NN ATTIB NS ARIUNIINENE PIC/S (Pharmaceutical Inspection Co -
operation Scheme) lagwiae91u PIC/S participating authorities #3eianans
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4.2.2
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Instind
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VNS NSARIUN1SKAREN PIC/S (Pharmaceutical Inspection Co -
operation Scheme) Tagwinganu PIC/S Participating authorities aUUaEAnY
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43.1

432

4.3.3

434

4.4 s981987
441

HANMIATIVUATILVAMNINKENST9IVBIHAR (Certification of analysis of
finished product) lugnjuiidsiaating
HaNTIATIEIRUNIWIngAUYDIsEdAey (Certification of analysis drug
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Brinzolamide 1 g¢/100 mL + Timolol 500 mg/100 mL eye drops, suspension, 5 mL bottle
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5. ineuaNUseiuUsEaNs A neas1An (Price Performance)

Brinzolamide 1 ¢/100 mL + Timolol 500 mg/100 mL eye drops, suspension, 5 mL bottle
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AMANUULIANIZYDIYT

Hyaluronate sodium 180 mg/100 mL eye drops, solution, 10 mL bottle

1. Foen Hyaluronate sodium 180 mg/100 mL eye drops, solution, 10 mL bottle

2. AruaNTAnlY

21
2.2
2.3
24
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dlsenau
NYULUTIY
28N

Huasunennide Usieaninlsiou ansavaslaladd

Sodium Hyaluronate 0.18%

Usslun U Unaiv Usrannide Tuwam 10 mL

- syyTeen dulszneusisndfiguazaaause Tundn Fuduoganiingn way

wangfaudueliogednuunuussyiue
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wansinseiaunmdulunia Finished product  specification U@z Drug  substance
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n‘; é’ o e i - o s l!l' =i 1 = i 1 o o ar
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3.1 Finished product specification: '

D) Test Items Specifications

1 | Identification Complied with finished product specification
2 | Assay 1.6 - 2.0 mg/ml

3 | pH 6.9 ~15

4 | Osmolality 140-170 mOsmol/L

5 | Dynamic Viscosity Not less than 5 mPa.s

6 | Sterility test Complied with finished product specification

3.2 Drug substance specification:

) Test Items Specifications
1 | Identification Complied with drug substance specification
2 | Assay 95.0% - 105.0% of the labeled amount on the dried basis
3 | pH 50-=85
4 | Intrinsic viscosity at 25 °C | 1.800-2.400 m /kg
NIINNTT |

B (0 ?N’“g)

(ney.1a1Inn NosEsaLal) (Y. 01N"AS MULE)




9o Test Items Specifications
5 | Nucleic acid < 0.200

6 | Proteins < 0.1%

7 | Chloride < 0.3%

8 |lron < 80 ppm

9 | Loss on drying <15.0%

10 | Calcium + Magnesium < 500 ppm

11 | Bacterial endotoxins <0.5 IU/mg
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5. inaueiUseliulszansnweasian (Price Performance)
Hyaluronate sodium 180 mg/100 mL eye drops, solution, 10 mL bottle
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Dextran 70 100 mg/100 mL + Hypromellose 300 mg/100 mL eye drops, solution,
0.8 mL unit dose
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3.1 Finished product specification:

& Test Items Specifications

Identification Complied with finished product specification
2 | Assay - Dextran 70: Complied with finished product specification

- Hypromellose: Complied with finished product specification

3 | pH Complied with finished product specification
4 | Osmolality Complied with finished product specification
5 | Viscosity Complied with finished product specification
6 | Sterility test Complied with finished product specification
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Dextran 70 100 mg/100 mL + Hypromellose 300 mg/100 mL eye drops, solution,
0.8 mL unit dose
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