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FINISHED PRODUCT
Product name : AURIZON GTT FL 10ML HU RO . Analytical code : 442996
facturing date :
Pharmaceutical form : Otic Solutions Maaufacturing dute 13032020
Batch sumber : 0C0856¢ Expiration date : 13/03/2022
| TESTS SPECIFICATIONS RESULTS
—_— et S
Characteristics of solution Homogeneous suspension Pass
Color of suspension Beige to yellow Pass
Resuspendability Pass Pass
Extractable volume >=10.0<=11.0ml 10.1 mi e
Relative density >=0.960 <= 0.980 0.972
Particles size
d50 <=10 pm 2um
@90 <=25 um 4 pm o B
i Marboflaxacin assay
. Marbofloxacin identity Pass Pass
Marbofloxacin content >=0.2850 <= 0.3150 %wiv 0.2969 % wiv
: Marbofioxacine impurities
Ro42-0253 <=0.5 %area 0.0 % area
Ro47-3012 <= 0.5 %area <0.1 % area
Each unknown impurity <=0.1 %area <0.1 % area
Total unknown impurities <= 0.5 %area <0.1 % area
Dexamethasone acetate assay
Dexamethasone acetate identity Pass . Pass
Dexamethasone acetate content ->=0.0950 <= 0.1050 %wiv ’ 0.1002 % whv
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Product name : AURIZON GTT FL 10ML HU RO Analytical code : 442996
) . Manufacturing date ; 13/03/2020
Pharmaceutical form : Otic Solutions
Batch number : 0C0856C Expiration date : 13/03/2022
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TESTS SPECIFICATIONS RESULTS
e — o b - — R
Dexamethasone acetate impurities
Dexamethasone alcohal <= 1.0 %area 0.1% area
Each unknown impurity <= 1.0 %area 0.2 % area
Total unknown impurities <= 1.5 %area . 04 % area _
Clotrimazole assay
Clotrimazole identity Pass Pass
Clotrimazole content >=0.950 <= 1,050 %wiv 0.976 % wiv B
Clotrimazole impurities
2-chlorophenyld«‘phenylmethanol <= 0.5 %area 0.0 % area
Propyl gallate assay
Propyl galfate identity Pass Pass
Propyl gallate content >=0.0900 <= 0.1100 %w/v 0.1001 % wiv
Total aerobic microbial count (TAMC) <= 100 cfu/ml <10 cfu:fml
Total yeasts and mould count (TYMC) <= 10 cfu/ml <10 ofu/m|
ESta. iignedl .1 - - e L —— e
Staphylococcus aureus No growth Pass _
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Pseudomonas aeruginosa No growth . Pass
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