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BDDE-crosslinked sodium hyaluronate 60 mg/3 mL gel for injection, 3 mL prefilled syr

1. ¥oun

BDDE-crosslinked sodium hyaluronate 60 mg/3 mL gel for injection, 3 mL prefilled syr

2. qruantAvialy

2t
2.2
2.3
2.4

sUkuY Hunausierande usnanniwisiau la 1 wia

dulsznou  Useneumaesagn sodium hyaluronate 60 mg Tu 3 mL

aourussy  ussglunvurlnaindostunatazanutuld

281N - szyfiosn duvsznausedduasanuuseiundnfuduoigaiingn way

wnwiloumsuenlisgedaauuuussyiug
- vunwuzussyeedosftszyesmiedenanisidiulsenaunas
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3. auauUaniunata

3.1 Finished product specification:

i Test Items Specifications

1 Identification ATIU

2 Assay 85.0% - 115.0% of the L.A. of sodium hyaluronate
3 | pH 6.3-83

4 Osmolality 27T - 359 mOsm/Kg

5 Residual BDDE NMT 2 ppm

6 | Viscoelasticity ATAY

7 | Sterility NN

8 Bacterial endotoxins NMT 0.5 EU/ml

9 | Volume in container RTIINY

10 | Particulate matter NTIMY

NTSUANS 7-/73/§,

GPU 994843

(uw.Asg P5iun)
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3.2 Drug substance specification:

" Test Items Specifications
UD

1 | Identification NI

2 Assay 1.7-2.3% w/w

3 pH 6.3-83

4 Osmolality 277 - 359 mOsm/Kg

5 | Viscoelasticity NIV

6 | Sterility ATIMIY

7 Bacterial endotoxins NMT 0.5 EU/ml

8 Residual BDDE NMT 2 ppm

- =l
4. Joulvdu 9

4.1 wnansmsiasveygnunzidewshiveiedmieludszvealne uavduns (declare) unas

WA
411
4.1.2

TudAymstunsdousfue Me.2 ne.3 no.d vie v.2 udusnsdl)
Tudveduneifou vie.1/6.1 vosniiauesian wisuseaziduaiitonisnIuAy
F}mmwmamﬁmﬁmﬁmuﬁ'ﬁuwmﬁau (finished product specification) uay
Tortmuanunmuesingiu (Drug Substance specification)  nsdiflagsewinams
Wasuwlasudluiudy ssdeauuenarsnisveudly (8.5  wmdsy finished
product specification Wag/139 Drug Substance specification

4.2 enNa@TTUTBWINTTIUNTHAREY

4.2.1

4.2.2

N334NI3
: IO——
(Un.Aug U
GPU 994843

nseifitwanlulsunalne fudndosddunnmaenivdesusomnasgumsuane
mamdninaeiisnsfimlunisudnen PIC/S  (Pharmaceutical Inspection Co -
operation Scheme) laevuieau PIC/S participating  authorities wSaillanans
fusewmsgunisudnermundninusiuagisnisialunisnanervesdiney
ANIENITUNNTOIMIUALEN NTENTHABITUFY Tarimuatulaedawaonadeuas
viauesiundninausiuaziBmsfiatunisudnen PIC/S Tunnneniiiauswies atuagn
museunsasasulneiinanIsiusesiviuiiusemalseninsindidninsing

nsdifidunindhaindndsena udndesiiionansiusesnasgiuniswdneiai
wanNeIENsARlUNSHAREN PIC/S (Pharmaceutical Inspection Co - operation
Scheme) agwiaeau PIC/S  Participating  authorities  aUUd1danILTaUNTS
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