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2. aauautAialy
2.1 guuuy \Wuansazaeusmanide la Lifld Sanaudiemie
2.2 dwdszneu lu 1 Naddnsvesansazans Usznause lediey laenglsium 20.0 mg
23 ansludenlonnglsiun wanlagTBnaviinuasiinuuiqrigs Ineshiwinluanaeded
1.7 - 1.8 d1umasiu
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3.1 Finished product specification: Sodium hyaluronate 2% , 1 ml for injection

L) Test items Specification
1. Identification Test ATIMIU
2. Assay

- Sodium hyaluronate 19.0 - 22.0 mg/ml

- Mannitol 4.70 - 5.55 mg/ml
3. pH 68-175
4. Osmolality 270 - 330 mOsm/kg
5. Extractable volumn (1.25 ml syr) 2 1.0 mU/syr
6. Dynamic Viscosity at 20°C and 9 = 70.4 [1/5] > 2,500 mPa.s
7. | Sterility ATIU
8. | Bacterial endotoxins %38 Pyrogens A5
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a. in13An¥ M98 @1 (BE)  Arsanil 20 AZHUY

1. antuvieviesfiRnsiivhnisfnulusaussmadesindngiunansinlézuns
gauUMNAINIUANENITNNITOMITUALET NTENTNAGITMEULED TddmTunsdien
afojlvl (New generic drugs) fiunsidoudus 3 2546

2. msAnwdealiu Randomized crossover design %38 Parallel design (nselendl
t1/2 )

3. madadenaraasinsmsidusiarainsdiiqunind vieidudtae wu suwide was
818U HIV

4. Srunushetedidnundesldesnit 12 au wagdudunisfinwiuuy Parallel $1uau
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2.4 dayansfn¥IAIUAEAINE (Long term stability) 10 AZMUY )
finsfinwamunsanmefitunsideuiiue wdeuenasuiandngiuuansiinsfinyiaunag

1 4:} a d‘ a = v 4’
amwmiuwwamLﬂaagnuwwamﬁmuajﬁm WU PNU
2.4.1 §in1sfinw Long term stability way Accelerated stability M3 ASEAN Stability Study

Guidelines Tudamnas ASEAN Harmonization Product on Pharmaceutical Registration i’uﬁ 26 5.A. 51
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