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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

I, responsible QA head in plant, SciVision, certify that the enclosed are the results of analysis for the

product specified below:

A, ynonnoaouennvlii pykogooumens omaoena konmpois kauecmsa na sagode SciVision, nacmosujun noomeepaicoaio,
YO HUICRUZNOICCHHOE SGASCMCS PE3YALIMAMAMU QHANU3A YKUZAHHO20 HPOOYKINA:

Basic identification characteristics
OCHOGHbIE Il()ell”lll(plll\‘(lllll()HHbl8 RPU3HAKU

- Flexotron® Plus

sterile synovial fluid supplement in pre-filled syringes

UMRIAHINAam

GA3KOINACINUYHDLT cmepuiibHovl u

volume 3 ml containing 60 mg (20 mg/ml or 2%) Sodium
/  Hyaluronate
06béM 3 ma, comepxawuit 60 mr (20 mr/mn wiu 2%)

Test item Specification i Result
Hceneoyenmolil HOKA3AmeENL Creyuguxayuu ‘, Pesynomam
Clear, colourless, viscous liquid filled in pre-
_— filled syringe Pass
Description
Onucane Mpospaunas, 6ecysemnas, 63Kl  JCUOKOCHD,
Haxoodsyasicst 8 - npedgapumensio  Hanoanennox | Ipoiioeno
wnpue
pH 6.8-7.8 7.3
Osmolality, mOsm/kg
270-390 351
Ocmonstionocmo, MOcm/ie
Bacterial endotoxins, EU/ml Pass
<0.25 .
Baxmepuanshsre sudomoxcunet, EQ/an IIpoudeno
Sterility Sterile Sterile
CmepwibHochie CmepunsHo Cmepunoto
As %
o 1.8-2.4 2.1
Codepacanue, %
Active volume, g Pass
. i 2.8-3.2 8
H3enerxaemvtii 06vém, 2 IIpoiideno
. . . . 3
‘insic viscosity, m°/k
Intrin Y, mrikg .| 2.175-3.000 2.400
Xapamnepucmullecmvt GSI3KOCH1b, Al /K2
Extrusion force, N Pass
5-30 .
Cuna BoinaBnuBanus, H Ipoiideno

Signature / I[Toonucs
Name / st
Date issued / Jama eeroauu

P ot %‘L\ -
Patty Tsai / Tsmmu Iaii
208/ 1>/3>
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