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dextran 70 100 mg/100 mL + hypromellose 300 mg/100 mL eye drops, solution, 0.8 mL unit dose

1. #oen  dextran 70 100 mg/100 mL + hypromellose 300 mg/100 mL eye drops, solution, 0.8 mL unit
dose

2. AruanEnaly
21 juuuy Huansunende asazansla LA Unannanstude dmsunsenam
2.2 dmulszneu Ty 1 vaeausznausie dextran 70 0.1% + hypromellose 0.3%
2.3 MYUTUITY Uﬁsiﬂwaaﬂmﬂimmmﬁa U3ums 0.8 mL ussglunaes anunsateanuua
uay AulS
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3. puaNUANIamAila

Nan'l'ﬁm'i'wﬁﬂmmwLﬂ‘iﬂ,ﬂmu Finished product specification wa¥ Drug substance specification GE
TaaavailousadinauANYNSTUNTOIISUATET NSENTNEAIBIINGY

3.1 Finished product specification:

& Test Items Specifications

1 | 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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(Drug Substance specification) nﬁﬂ*ﬁ'agizijmimﬁiauuﬂmuﬁ‘l‘uﬁmﬁu ADILUY
lnasMsvaunly (8.5) Nawiau finished product specification Waz/w3e Drug Substance
specification

4.2 lNANSIUTOWINTFIUMTHENY)

4.2.1

4.2.2

nsainemanlulsemelng guandeslidiunnmaneniidesusounnnsgiunsndngnni
WENNEUIAIBNSARLUN1SKERNEN PIC/S (Pharmaceutical Inspection Co - operation
Scheme) Inevuasau PIC/S participating authorities ¥38il@nNa155UTDWNTHIUNTNER
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BnsAFlun1suAne PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1oy
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4.3.1

4.3.2
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4.3.4

HANIATIVIATILIAUN KNI VBIHER (Certification of analysis of finished
product) 'Lumq‘uﬁ‘eiaﬁ'msj'm

nanIsIATIEMRMMWIngRUTBIENd Aty (Certification of analysis drug substance) iy
Tumsuaneuiidadusogiesrdneuaindningi
nasvisenangududuanudiudEnInguMvinvesingivvesiedAgy(Drug
substance) 98 4.3.2 fuguMsNanvaIHAnAuaNTIFU (finished product) Yo 4.3.1
NaN13AN®YI Long term stability 13 ASEAN guideline on stability study of drug product
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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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