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4. AuANWsIANIE

4.1. Faadlgy: Sodium hyaluronate 2% with mannitol 0.5% (asavanelatienloeglsium
2% uagKiuiivnea 0.5%)

4.2. d9UUTENaULASYUINAITNLS:

Wuansazany isotonic IAmnudunsa-ang (pH) 5211919 6.8-7.5 wazeesaluuais
(osmolality) 5811719 270-330 fadesaluaneilansu laglu 1 Jaddns vasansazaty Usenause
ludigy laenglsium wdnannssuiunsndn (Fermentation) 20.0 fiadnsy, ladeunaslss,
ToiRounaans, Toduulnlalnsiounoams, wuivea uasiidmsuandn

4.3 JULUULAZIUIANITUTTY:  UTILU syringe wiouda (Pre-filled syringe) vum 20
Nadndn/1.0 faddns lurasussaduanusmnide

s o

4.4 9 r8WAnNUI: 36 WD

& & a o  ed a ) =
4.5 N15LAUSNEAN: LﬂUNﬁ@ﬂﬂJ%%QﬂJMQNﬁSWJ’N 2-25 93Aaed

5 auanwusnby;

5.1 asludonleeglsiun wdnlagiSnsvdnuasiinuuiansgs Wneiimdnluananded

U
1.7 - 1.8 dumnasu
5.2 fnuaudAnisivauvuglanaiaiin (Pseudoplastic flow behavior) Ingfinanumiln
Uszanas 60,000 Jadwianaiunil (mPas.) ied1dnsudowsy? 0

5.3 wuuilvea (Mannito) Mlludmusznau delunsinvnautfvesnsivaves
loidgulosglsiuvlussniimsindndienseaniagldpduideaniinanudas (Phacoemulsification)

5.3 Ussyiaeiszytendning drulsznauansdidguazainunss Tunds Tudueny laviinan
uwaglavnlusuudesemsazidunliogataiay
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6 auanvzaniglunsldau:

6.1 Wasulunszuiunsindngnaidiunin (Anterior segment) 1y MstfRdanszan, N1s
ldaudiiisn (Intraocular lens implantation), n1seAWABUNSZINA (Corneal

transplantation surgery), Wagn15:AAA%Y (Glaucoma filtering surgery)

6.2 Frglunsasiuarasan ndasntniiun lidauan lrauisauewfuusiaiviing

Wdinladaauluyntunauvesnsitdngnadiuni

6.3 ann1siinunsen (Interaction) sewinallatasous Tusswinsnssuaunsedia 9
Unleaillaiionelugnm v ileideduluwesnszanm (Comeal endothelium) 19
gvihangiliesaniadesiionldlunszuiunsiidn wievneyyadasziiiaduluszning
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6.4 YIupdauLAsRalianaziaudisunaunazlatnlulunem

7 audnvuziawieniamaie:

| - —’7 ]
| Specifications
Characteristics
Syringe filled with a viscous, clear and colourless liquid ‘ Complies
Identifications
Sodium hyaluronate Complies
Phosphates Complies
Mannitol Complies
Assay
Sodium hyaluronate 19.0 - 22.0 mg/mL
‘ Mannitol 4.70 - 5.55 mg/mL
/
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0‘(&5\‘/ ........... wsEmaniny - piles NSNS
\
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Tests

[
pH 68-75
Osmolality 270 - 330 mOsm/ke
Extractable volume (1.25 mL syringes) > 1.0 mL/syr
Dynamic viscosity at 20°C and Y = 70.4 [1/s] > 2,500 mPa.s

Microbiological test

Sterility Sterile

Bacterial endotoxins (Chromogenic kinetic method) < 0.2 EU/mL
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a1seuaneiusulsEInaiildsudagssuarsnainats (51a181984)
Tunmsdnda¥aanisunnd
Sodium Hyaluronate 2%
(EniladaeisEulunszuunisinngnandiund)
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