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seaziduanuanwianie Sodium hyaluronate 2% , 1 ml for injection
31U 1,500 viaen
Tssneunavauwny
Yowdnsoet  Sodium hyaluronate 2% , 1 ml for injection
AauTANalY
2.1 guuy Huansazarusaanide Ta Liftd fauauiRenumie
2.2 dhuvseneu lu 1 fiaddnsvesansazas Uszneusme leidien launglsiun 20.0 mg
23 ansledeslsenglsiun naslae s svTnuAEimUIqYSgs Toeihimninluanaieded
1.7 - 1.8 dunafu
24 fpnautinmsinauuuglananain (Pseudoplastic flow behavior) laefiFivraumiin
Useanas 60,000 Sadwnaanaiunt (mPas.) Wlednndeusy# 0
2.5 MYurussy - Ussglu syring wisuda (Pre-filled syring) wWn 20 mg/1.0 ml Tuweq
Ussyfnsiunanide
2.6 Q8N - JowAndu, ﬁunsznaUﬁﬁwﬁmuasﬂfnuLm, TUKER, TUVUABNE, e
wan waziawziousinundnis Vegedmauuuusigiios
- yumwuzusspAnfusiogesdesvydendnie dauuseneuiidy
LATAIAILSS, TuMiAEY WaslavTiGn

o = L d = 1
2.7 mafuine  undadusingamgiisening 2 - 25 °C

3. AuanUANunaila

3.1 Finished product specification: Sodium hyaluronate 2% , 1 ml for injection

d8 Test items Specification
1. | Identification Test AT
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
AUNTTUNMIMNUATIASITUAAMANBUSIANISUASTIAING
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) Test items Specification
5. | Extractable volumn (1.25 ml syr) > 1.0 mUsyr
6. | Dynamic Viscosity at 20°C and @ = 70.4 [1/5] > 2,500 mPa.s
7. | Sterility ATIWY
8. | Bacterial endotoxins #38 Pyrogens MTIY
3.2 WaN15AAIIe Elemental impurity 38l Risk assessment report (WHRLBNE1T
Usznau)

aa - v Y : a < vl 1Y) o ' v
wiewmg - nsdifieemsdouudimaiiu (waive) meamsasuliassinensla ituuansenavangiuanan lssy

ayiAeY

3.3 puanvazienzlunmsldn

33.1 fadalunszvaumstidagnandaunti (Anterior segment) 15u Mstidiadianszan,

1 . : @ <
nsldiaudifioy (ntraocular  lens  implantation),  n1sHfmUABUnszanAn (Comeal
transplantation surgery), uaznsrdiasaiu (Glaucoma filtering surgery)
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4111 TuduudrenisanBenndniedodiound lunsdiibuedesiounmdindaly
Usvinalny
0.1.1.2 Tufuudememsasdemindiaiosdounns lunsdiduinesounndini
PNANYENA
412 lufudsemsavduaveaniediounmdiiauesian wieuswanduavidenisnun
AAUNINYRAE (finished product  specification) nstiegseitimsidsudaudlufsnduosiios
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MInanIMUMEnINATIsARIUNSKANE1YeUsTIMARHAAuTe Certificate of pharmaceutical
products
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4.3.1 nanInsalinssiaunmrindausienduiaguvesinan (certificate of analysis
finished product) Tugnjuiidadusets
432 wamInnainiaunwingiuvesiiend iy (certificate of analysis of drug
substance) Alumsuanefuiidaiuegrviweuanyuazdraningdu
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nannusinsussiua1Useansnneessian (Price Performance)
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1.3 doyaaduayunnnmysnanius 25 ATIUY

windotoy ATIUY
n. MINKARdusidusuY 25
v. fimsfnwmisediin (Clinical trial) AZLUY
Tneilsesunisneinrdtnuie sy ssansnnee s AUEIFULUY Y395189UNY 15
paRnAvEnIEUsEAVE N YR aRRNWlNTanNTIMsUInd - Ransen fail ATIUY
1. 38msAnwnduwuu Randomized controlled trial wadimsAifuminanisfinuyas 13
Msavmsuwdiundede ATULUU
2. 38nsAnwdunuy Non-randomized controlled trial  wazdinisAtunikan1sAnwas 11
MsEINnIsLWIETuLTetie ATLUY
3. 38nsAnwdu Comparative studies wuu Cohort studies (prospective) wazdnis | 9 ATwUY
ARuinansAnsaInsasemsuwisiindete
4. WamsAnwuduwuy Comparative studies wuu Case-control studies (retrospective) | 7 AYUUU
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5. 33nsAnwduLUY Descriptive studies WUU Case reports/case series warfin1sdiun | 5 Avuun
HaNNSARENIANITENIIMSUNETUdede
nsdimdunsAneuisuiiouiuendunuy  Wasuuwin 2 Azuuy
6. MsAnwaude 1, 2., 3, 4. 3o 5. AlildARulunsans 3 ATLUY
A & 2) 8% B Awsendad 5
1. anduvderosufuRnisivinisdnmlushesuivadesiivdnguuansiilaiunissensu | Asuuu
9ndnUAMENITINTEIMTAYEY NTENTRAa1saiguLds TdmTunsdeandglul
(New generic drugs) FRunudoudus 3 2506
2. AensAnwdeadu Randomized crossover design 3 Parallel design (n3elendl t1/2
8173)
3. nsdndenenmatasmsiunraatiasiitquamd viaduflae 1y smede wazendnu
HIV
4. unuhetdidnededlitesnin 12 au wazdudunsfinwiuuu Parallel 3m3u
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5. fimsavvgeumumIvaNLazgniaIesdtiiaTeifielu biological sample
& ]
el
aa v ' | . v . vd a

6. 38n15lven drulngiidunuu single dose msleawuu multiple dose agldiiledl
syauludensinunn wiailuen sustained release wayginil washout period viseld
4 1 1
Fallsvurnateteioy 5 Winves t1/2

-3 ) 1 - 1 -3 ] L% ' ¥ 1 (Y] ° w A’

7. maiuseddeadenivegatey 9 99 - neulvien, 2 YYnTERUEIANTY, 3
9n50U Cmax, Way 3 9ATsEAUEIaa seezhanfuiinuafeuegdey 3 win
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