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TalunseidnasnianszaniiianudswianIsINAN1EUNINGaY TuTlnvasnansEanwmay
UssLnn

AANUR
o Y =
Yoy : Sodium hyaluronate 2% with mannitol 0.5% (a13azateleineslasnglsiun 2%
wazhuuinea 0.5%)
1. @uUIznaunazauInnINLga :
Wuansazane isotonic fiAnnadunsa-ana (pH) 581119 6.8-7.5 uasAroodlunadn
(osmolality) 5¥%ine 270-330 fadesdluanenlansu laglu 1 fiaddns vesa1sazate Usenauniy
loidigy leeglsiun ndnnnsyurunisuiin (Fermentation) 20.0 fiadnsy, luidsunaslsd, laluides
o, lodeulalalasueaws, wuuivea wasihdmsuenide
2. FULUULAZAUIANTUTTY: ABIUTIYII syringe Wi (Pre-filled syringe) vum 20 Hadn3a/1.0
fiadans lugeauIsAusisanae
= s L3 =
a1gNANSUN : 36 Loy
L) - L EJ =y I =
msiiusn : undndueingamgiisendng 2-25 ssiwades
AanuueIly ;
= W =3 aod s = = lg = g s A
5.1. ansludeslaenglsiun ndnlagTBnsvlinuasziinuuiagnsge lagiiuwinluanawae
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7. AUANYEINIENIANALR ;

Tests 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
Tests

pH 68-175
Osmolality 270 - 330 mOsm/kg
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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