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a.@. Finished product specification:

h)

Test

Specifications

Identification

Complied with finished product specification

&

Assay
- Sodium hyaluronate content

&lov.o - @ow.0 % of Label amount

pH

X~ K

Phosphate identification

Complied with finished product specification

Dynamic viscosity at oo °C

Not less than beo mPa.s

Osmolarity

oelo — meno MOsmM/1

Sterility

Sterile

Bacterial endotoxins

Not more than o.o& EU/me

a |8 |2 |U |Ffe (A |3

Extractable volume

Complied with finished product specification

Particulate matter
- Size 2 @o pm

- Size 2 od& um

Not more than b,000 particles/container
Not more than boo particles/container
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e.lo. Drug substance specification:

1) Test Specifications
@ | Identification Complied with finished product specification
o | Assay &d.0 - mod.0% of L.A. (dried substance)
@ | Intrinsic viscosity .0 - b.a m'/kg
& | pH do-ad
& | Nucleic acids NMT o.&% (absorbance at bbo nm)
© | Protein NMT o.@%
@ | Chlorides NMT o.¢%
@ | Iron NMT @o ppm
& | Loss on drying NMT ®o.0%
@o | Bacterial endotoxins NMT o.o& IU/mg
@@ | Total aerobic microbial count NMT eoo CFU/g
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iuAnazAeInuuIeNa TN TYeRilY (8.¢) uwieu finished product  specification
Waw/¥39 drug substance specification lngvaunlvneuiulsynmaAdeusiAviIaUsenin
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lo.e. NIy mdnlulssmaAlng grandodiionansiuseunasgIuNsHane I VanINMeIkaY
Wnsalunsuanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ag
MU PIC/S participating authorities %38 L@NA153UTOWNATTIUNTTNEALIAY
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