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

2. qruantAnaly
PI[ONY Jumsusmmnide Unmnlnlsiau msazanglabifid
duuseneu  Sodium Hyaluronate 0.18%
MYULUSTy  waenw U3ums 10 ml ussqlunaes aunsadesiuuas uaz Artulel
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2.2
2.3
2.4

3. aauUANIamAila

3.1 Finished product specification:

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

& Test Items Specifications

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

3 | pH 69-75

4 | Osmolality 140-170 mOsmol/Kg

5 | Dynamic Viscosity Not less than 10 mPa.s

6 | Sterility test Complied with finished product specification

3.2 Drug substance specification:

U9 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 5.0-8.5
4 | Intrinsic viscosity at 25 °C 1.800-2.400 m3/kg
5 | Nucleic acid <0.200 '
AIIUMT Jﬂﬁ
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GPU 904437 [V2410]

(NEY.LEIN VDIFDAUAY) (nfy.0107A3 MuLd)




6 | Proteins < 0.1%

7 | Chloride < 0.3%

8 | Iron < 80 ppm
9 | Loss on drying <15.0%

10 | Calcium + Magnesium < 500 ppm
11 | Bacterial endotoxins <0.5 IU/mg

= o
4. Joulvdu 9
v dv Il o et A o I I -
4.1 nansmsissveygintunudeusiveniedmielulsemalnouasdung (declare) uvaawin
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(Drug Substance specification) nstiflagsEnneamsiasuLUauAlufisdy ssfoauuy
wnansnsvauily (8.5) uawseu finished product specification wag/#38 Drug Substance
specification
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4.2.2

nsiemanluusemelng guandosdidiuamaieniidesuseanasgrumsudneiniu
wanneTIBNs7RluNSNANEN PIC/S (Pharmaceutical Inspection Co - operation
Scheme) Tngvuiaeanu PIC/S participating authorities #38illonaNsIUTRIINTFIUNTHER
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431 WaMINSITIATIBIAUN KA UNUBIENEN (Certification of analysis of finished
product) 'lua'ﬁ,'uﬁe‘iaﬁ"mti’m
432 wanTIATIEMRNAWIngAUYEIId1AYy (Certification of analysis drug substance) Ay
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433 naswiendangiududupnuduusseningunswinvesingiiuyessnendfty(Drug
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434 wWan ANy Long term stability @ ASEAN guideline on stability study of drug product
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5. nMsUszEiuAUsEAnsnmAes1A (Price Performance)
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Hyaluronate sodium 180 mg/100 mL eye drops, solution, 10 mL bottle
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5.nunUssiiuysEansnneesian (Price Performance)

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