
Instructions for Use 
Palynziq (Pal-lin-zeek) 

(pegvaliase-pqpz) 
injection 

prefilled syringe 
 

Read this Instructions for Use before you start using the Palynziq prefilled syringe and each time you get a new 
prescription. There may be new information. This information does not take the place of talking to your 
healthcare provider about your medical condition or your treatment. 
 
Follow these instructions carefully while you are using Palynziq. If your healthcare provider decides that you (or 
your caregiver) can give the injections of Palynziq at home, your healthcare provider will show you (or your 
caregiver) how to inject Palynziq the right way. Your healthcare provider should watch you (or your caregiver) 
give the first Palynziq injection and monitor you for signs and symptoms of a severe allergic reaction 
(anaphylaxis). Do not inject Palynziq until your healthcare provider shows you (or your caregiver) how to inject 
Palynziq the right way and has watched you (or your caregiver) give your injection. 
 
Talk to your healthcare provider if you (or your caregiver) have any questions about how to inject Palynziq the 
right way. 
 
Do not share your prefilled syringes with anyone else. You may give an infection to them or get an 
infection from them. 
 
Store your Palynziq prefilled syringe(s) in its original carton in the refrigerator. See “Storage of 
Palynziq” at the end of this Instructions for Use. 
 
Supplies you will need for each injection of Palynziq (See Figure A): 

• Palynziq prefilled syringe(s) in sealed tray(s). Each tray contains 1 prefilled syringe. You may need 
more than 1 prefilled syringe for your prescribed dose. 

• 1 gauze pad or cotton ball 

• 1 alcohol pad 

• 1 bandage 

• 1 puncture resistant or sharps disposal container. See “Dispose of the used prefilled syringes” at 
the end of this Instructions for Use. 

Figure A 



Important things to know about using your Palynziq prefilled syringe: 
• Inject only 1 time with each Palynziq prefilled syringe. Do not use a Palynziq syringe more than 1 time. 
• Do not pull back on the plunger at any time. 
• Do not remove the needle cap until you are ready to inject. 

 
Figure B below shows what the prefilled syringe looks like before use. 
 

Figure B 

 

Select the correct Palynziq prefilled syringe(s) for your dose. You may need more than 1 prefilled 
syringe for your prescribed dose. Your healthcare provider will tell you which syringe(s) to use. Ask 
your healthcare provider if you have any questions. 

When you receive your Palynziq prefilled syringe(s), check that the name “Palynziq" appears on the carton(s).   
 

• Palynziq prefilled syringes come in 3 different strengths (See Figure C). 

• Before you inject Palynziq, check each carton and syringe to make sure you have the right prefilled 
syringe for your prescribed dose. 

 
Figure C 

 

 



Set up your injection 
 
Step 1: Gather your supplies for the injection(s) (See 
Figure A) and place them on a clean flat surface.  
 
Take out the number of cartons needed for your 
prescribed dose from the refrigerator. 
 
Check the expiration date on the carton(s) (See Figure D).   

• If the expiration date has passed, do not use the 
prefilled syringe(s) in that carton. Call BioMarin at 
1-866-906-6100 or your healthcare provider for 
help with Palynziq. 

 
 

Figure D 

 

Step 2: Open the carton(s) and take out the sealed tray(s) 
that you need for your prescribed dose (See Figure E). 
You may need more than 1 prefilled syringe for your 
prescribed dose. 
 
Place the sealed tray(s) on a clean, flat surface out of 
reach of children and pets. 
 
Put the carton with any remaining trays back in the 
refrigerator. 

 
 

Figure E 

 

Step 3: Let the sealed tray(s) sit at room temperature for 
at least 30 minutes. Injecting Palynziq when cold can 
make the injection feel uncomfortable. 
 

• Do not warm up the prefilled syringe in any other 
way other than letting it sit at room temperature. 
Do not warm in a microwave and do not place in 
hot water. 

Let the sealed tray(s) sit at 
room temperature for at least 

30 minutes  
before opening. 

 

 
 
Step 4: Peel off the cover from the tray (See Figure F).  
 
 

 
 

Figure F 

 

 



Step 5: Hold the middle of the prefilled syringe body and 
remove the prefilled syringe from the tray (See Figure G). 
 

• Throw away the prefilled syringe if it looks 
damaged or used, and use a new prefilled syringe 
for your injection. See “Dispose of the used 
prefilled syringes” at the end of this Instructions 
for Use. Call BioMarin at 1-866-906-6100 or your 
healthcare provider for help with Palynziq. 

• Do not remove the needle cap from the prefilled 
syringe until Step 12. 

• Do not shake or roll the syringe in your hands. 

Figure G 

 

 
 
 
 
Step 6: Check the prefilled syringe label to make sure you 
have the correct strength for your prescribed dose.  
 
 
 
 
 
 
Step 7: Look at the liquid through the viewing window 
(See Figure H).  
 

• It is normal to see air bubbles. Do not flick or try to 
push the bubbles out. 
The liquid should look clear and colorless to pale 
yellow. Throw away the prefilled syringe if the 
liquid is cloudy, discolored, or has particles in it 
and use a new prefilled syringe for your injection. 
See “Dispose of the used prefilled syringes” at 
the end of this Instructions for Use. Call BioMarin 
at 1-866-906-6100 or your healthcare provider for 
help with Palynziq. 

 
 

 

 
 

 

 
Figure H 

 

 
 

Check the prefilled syringe label to 
make sure you have the correct 

strength. 



Choose and prepare injection site 
 
Step 8: Choose your injection site. 
 
The recommended injection sites are: 
 

• Front middle of the thighs. 

• The abdomen except for the 2 inch (5 centimeter) 
area directly around the belly button (navel). 

 
If a caregiver is giving the injection, the top of the buttocks 
and the back of the upper arms may also be used 
(See Figure I). 
  

• Do not inject into moles, scars, birthmarks, 
bruises, rashes, or areas where the skin is hard, 
tender, red, damaged, burned, inflamed, or 
tattooed. 

• If you need more than 1 injection for your dose, the 
injection sites should be at least 2 inches away 
from each other. The second injection site can be 
on the same part of the body or a different part of 
the body (See Figures I and J). 

• For each injection, change (rotate) your injection 
sites. Choose an injection site that is at least 
2 inches away from the injection site that you used 
for the last injection. It can be on the same part of 
the body or a different part of the body (See 
Figures I and J). 

 
 

 
Figure I 

 

 
 
 

 

 

Figure J 
Inject at least 2 inches apart 

 

 

Step 9: Wash your hands well with soap and water before 
injecting Palynziq (See Figure K). 
 
 
 
 
 
 
 
 
 

Figure K 

 

Step 10: Clean the chosen site with an alcohol pad. Let 
the skin air dry for at least 10 seconds before injecting 
Palynziq (See Figure L). 

 
• Do not touch the cleaned injection site. 
• Do not remove the needle cap until you are ready 

to inject Palynziq. 
 

Figure L 

 



 
Inject Palynziq 
 
Step 11: Hold the body of the prefilled syringe with one 
hand with the needle facing away from you 
(See Figure M). 
 

• Do not use the prefilled syringe if it is dropped. 
Throw away the prefilled syringe if it is dropped 
and use a new prefilled syringe for your injection. 
See “Dispose of the used prefilled syringes” 
at the end of this Instructions for Use. Call 
BioMarin at 1-866-906-6100 or your healthcare 
provider for help with Palynziq. 

 
 

Figure M 

 

Step 12: Pull the needle cap straight off the needle 
(See Figure N). 
 

• Do not twist the needle cap during removal.  

• Do not hold the prefilled syringe by the plunger or 
plunger head while taking the needle cap off. 

• Before injecting Palynziq, check to make sure that 
the needle is not damaged or bent. Throw away 
the prefilled syringe if the needle is damaged or 
bent and use a new prefilled syringe for your 
injection. See “Dispose of the used prefilled 
syringes” at the end of this Instructions for Use. 
Call BioMarin at 1-866-906-6100 or your 
healthcare provider for help with Palynziq. 

You may see a drop of liquid on the tip of the needle. 
This is normal. Do not wipe it away. Throw the needle 
cap away in a puncture resistant or sharps disposal 
container. 

Figure N 

 

 
 
Step 13: Hold the body of the prefilled syringe in 1 hand 
between your thumb and index finger. Use your other 
hand to pinch up the skin around the injection site. Hold 
the skin firmly (See Figure O). 
 

• Do not touch the plunger head while inserting the 
needle into the skin. 

 
 
 

 
 

Figure O 

 



 
Step 14: Use a quick motion to fully insert the needle 
into the pinched skin at a 45 to 90 degree angle 
(See Figure P). 
 
Release the pinch of skin. Use that hand to hold the 
bottom of the prefilled syringe steady. Place the thumb of 
your other hand on the plunger head and place your 
index and middle fingers under the finger grips 
(See Figure P). 
 
 
 
 
 
 

 
Figure P 

 

Step 15: Use your thumb to push in the plunger slowly 
and steadily as far as it will go to inject all the medicine 
(See Figure Q). More pressure on the plunger may be 
needed to inject all the medicine for the 10 mg and 
20 mg strength prefilled syringes. 
 
 
 
 
 
 
 
 
 
 
 

Figure Q 

 

Step 16: Slowly move your thumb up to release the 
plunger. The needle will automatically be covered by the 
prefilled syringe body (See Figure R). 
 
 
 

Figure R 

 



Treat injection site 

Step 17: Treat injection site (if needed). 
 
If you see drops of blood at the injection site, press a 
cotton ball or gauze over the injection site and hold for 
about 10 seconds. You may cover the injection site with 
a small adhesive bandage if needed. 
 
 

 

If more than 1 prefilled syringe is needed for your 
prescribed dose: 
 
Step 18: If your healthcare provider tells you to use more 
than one prefilled syringe for your prescribed dose, 
repeat Steps 4 to 17 listed above for each prefilled 
syringe that you use. 
  

• Note: Do not give the injection in the same spot. 
The injection sites should be at least 2 inches 
away from each other. See Step 8 for information 
on choosing an injection site. 

If you need to use more than 1 prefilled 
syringe for your prescribed dose, repeat 
Steps 4 to 17 right away for each prefilled 

syringe you use. 

 
 
 
 

 
 
Dispose of the used prefilled syringes 

Step 19: Put your used prefilled syringes in a puncture 
resistant container, such as an FDA-cleared sharps 
disposal container immediately after use (See Figure S). 
 
Do not throw away (dispose of) prefilled syringes in your 
household trash. 
 
If you do not have an FDA-cleared sharps disposal 
container, you may use a household container that is: 
 

• made of a heavy-duty plastic, 
• can be closed with a tight-fitting, puncture-resistant 

lid, without sharps being able to come out, 
• upright and stable during use, 
• leak-resistant, and 
• properly labeled to warn of hazardous waste inside 

the container. 
 

When your sharps disposal container is almost full, you 
will need to follow your community guidelines for the right 
way to dispose of your sharps disposal container. There 
may be state or local laws about how you should 
throw away used needles and syringes. For more 
information about safe sharps disposal and for specific 
information about sharps disposal in the state that you live 
in, go to the FDA’s website at: 
http://www.fda.gov/safesharpsdisposal   
 
Do not dispose of your used sharps disposal container in 
your household trash unless your community guidelines 

Figure S 

 

http://www.fda.gov/safesharpsdisposal


permit this. Do not recycle your used sharps disposal 
container. 
 
Note: Keep sharps disposal container out of the reach of 
children and pets. 
 

Storage of Palynziq 

• Store Palynziq in the refrigerator at 36°F to 46°F (2°C 
to 8°C) (See Figure T).  

• If needed, you may store Palynziq at room temperature 
between 68°F to 77°F (20°C to 25°C) for up to 30 days.  
o Write the date that you remove Palynziq from the 

refrigerator on the carton. 
o If stored at room temperature, do not put Palynziq 

back in the refrigerator. 
• Keep Palynziq in the original carton to protect from 

light. 
• Do not freeze or shake Palynziq. 
• Throw away Palynziq if it has been kept at room 

temperature for 30 days and has not been used, or 
after the expiration date on the carton, whichever 
comes first. 

 
Keep Palynziq and all medicines out of the reach of 
children. 

 

Figure T 

 

This Instructions for Use has been approved by the U.S. Food and Drug Administration. 

Manufactured by: 

BioMarin Pharmaceutical Inc. 

Novato, CA 94949 

U.S. License No. 1649 

Issued: 05/2018 

 



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /CMYK
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /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 true
  /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 true
  /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 <<

    /BGR <>
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)
    /HUN <>
    /ITA <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /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
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


