
Hyalgan®
 20mg/2ml injection

(Sodium Hyaluronate)
For intra-articular use

COMPOSITION - Highly viscous aqueous solution of a defined molecular fraction 
of purified hyaluronic acid, 10 mg/ml, for intra-articular administration.
Each syringe contains:
- Hyaluronic acid sodium salt (Hyalectin®) 20.0 mg
- Sodium chloride  17.0 mg
- Monobasic sodium phosphate 2H2O    0.1mg
- Dibasic sodium phosphate 12H2O   1.2 mg
- Water for injection q.s. to   2.0 ml

DESCRIPTION - Hyaluronic Acid, a natural polymer of the glycosaminoglycan 
family, is an important component of the extracellular matrix and is present in a 
particularly high concentration in cartilage and synovial fluid. The active substance 
in HYALGAN® is a defined fraction of sodium hyaluronate, obtained by a molecular 
filtration procedure from biological material.

PHARMACOLOGY - The intra-articular administration of HYALGAN® into arthritic 
joints with degenerating cartilage surfaces and pathologically altered synovial fluid 

improves joint function, due to the normalization of synovial fluid quality and the 

activation of tissue repair processes in articular cartilage.

TOXICOLOGY - The LD50 was greater than 100 mg/kg in the rat and mouse.
Results of subacute, chronic and foetal toxicity studies, fertility studies, peri- and 
post-natal toxicity, mutagenesis, immunogenecity and intra-articular tolerability 

studies showed that the product was well tolerated.

PHARMACOKINETICS - Hyaluronic acid is efficiently metabolized in the animal 
organism. The substance is rapidly removed from the blood stream and quickly 

degraded in the liver. This finding is in accordance with the biological nature of the 

substance.
After intra-articular administration of labelled hyaluronic acid in laboratory animals,
maximum blood levels of radioactivity are seen after about 48 hours. The radioactivity 

is excreted mainly in the urine. About 42% of the administered dose is present in 

the liver 24 hours after administration. Radioactivity is seen in the synovia within 2 
hours and in the articular cartilage within 6 hours. The cartilage is the most stable 
location. In the synovial fluid the substance persists for 4 to 5 days.

INDICATIONS - Traumatic and degenerative joint disease. - Adjuvant in orthopaedic 

surgery.



CONTRA-INDICATIONS - Individual hypersensitivity to the product. To date, no 
other contra-indications to the intra-articular administration of hyaluronic acid are 
known.

ADVERSE EXPERIENCE - HYALGAN® is generally well tolerated. However in 
some patients swelling of the joint and/or local pain may occur after intra-articular 
injection. Such symptoms are transient and will disappear after a few hours.

DOSAGE AND ADMINISTRATION - According to the size of the joint, 2 ml of 
HYALGAN® (20 mg) or less administered intra-articularly once a week for 3 to 5
weeks, depending on the severity of the disorder. More than one joint may be 
treated at the same time.

WARNINGS AND PRECAUTIONS - It is necessary to follow a correct technique of
intra-articular injection in accurately aseptic conditions, taking care not to cause 
tissue damage in the injection path.

USE DURING PREGNANCY AND LACTATION - To date, no contra-indications to 
the use of the product in pregnancy and during lactation are known.

OVERDOSAGE - Phenomena due to overdosage have not been noted to date.

DRUG INTERACTIONS - No interaction with other drugs have been noted to date.

SUPPLY - One 2 ml pre-filled syringe.

STABILITY AND STORAGE RECOMMENDATIONS
This product has a shelf life of 36 months if stored in its original package, protected 

from light below 30°C. Do not freeze.

KEEP OUT OF REACH OF CHILDREN

Date of revision: 21/10/2020

MANUFACTURED BY:
Fidia Farmaceutici S.p.A., Abano Terme, Italy.

68
39

51
/C



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (Coated FOGRA39 \050ISO 12647-2:2004\051)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.6
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /CMYK
  /DoThumbnails true
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize false
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness false
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages false
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages false
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages false
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<
    /ITA <>
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /BleedOffset [
        0
        0
        0
        0
      ]
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName (Coated FOGRA39 \(ISO 12647-2:2004\))
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MarksOffset 6
      /MarksWeight 0.250000
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PageMarksFile /RomanDefault
      /PreserveEditing false
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
    <<
      /AllowImageBreaks true
      /AllowTableBreaks true
      /ExpandPage false
      /HonorBaseURL true
      /HonorRolloverEffect false
      /IgnoreHTMLPageBreaks false
      /IncludeHeaderFooter false
      /MarginOffset [
        0
        0
        0
        0
      ]
      /MetadataAuthor ()
      /MetadataKeywords ()
      /MetadataSubject ()
      /MetadataTitle ()
      /MetricPageSize [
        0
        0
      ]
      /MetricUnit /inch
      /MobileCompatible 0
      /Namespace [
        (Adobe)
        (GoLive)
        (8.0)
      ]
      /OpenZoomToHTMLFontSize false
      /PageOrientation /Portrait
      /RemoveBackground false
      /ShrinkContent true
      /TreatColorsAs /MainMonitorColors
      /UseEmbeddedProfiles false
      /UseHTMLTitleAsMetadata true
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


