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8. Symbol Glossary 
This glossary describes the symbols used on the packaging for PuraGel™  

 
 

CAT

STERILEInstructions for Use
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Caution: Federal law restricts this device to sale by or on the order of a licensed health care practitioner. 
 
1. PRODUCT DESCRIPTION 

PuraGel™ is a sterile gel composed of a synthetic peptide and sterile water for injection. It is provided as a prefilled 
syringe (2.5% peptide content) ready for use as a wound dressing with or without the optional sterile application 

nozzle. PuraGel™ forms a moist wound environment that is supportive of the healing process by aiding autolytic 
debridement and allowing non- traumatic removal of the secondary dressing without damaging newly formed tissue. 

PuraGel™ is completely non-animal and non-plant derived and contains no preservatives that might present a risk of 
allergic reaction or skin irritation. 
Exposure to physiological conditions causes the peptide solution to quickly form a transparent hydrogel when in contact 

with a wound. PuraGel™ can be rinsed away by gently flushing the wound with sterile saline, without causing trauma 
to the underlying wound. 

 
2. INDICATIONS FOR USE 

PuraGel™ is a space occupying gel stent intended to separate and prevent adhesions between mucosal surfaces, 
help to control minimal bleeding following surgery or nasal trauma, and act as an adjunct to aid in the natural healing process.

 PuraGel™ is indicated following nasal/sinus surgery or trauma to prevent lateralization of the middle turbinate and 
formation of nasal adhesions during the post-operative period. 

 
3. CONTRAINDICATIONS 
Do not use on patients with a known sensitivity to the gel or any of its components. 

 
4. WARNINGS AND PRECAUTIONS 

PuraGel is not intended for use on spurting and/or gushing hemorrhages. For those severe hemorrhages, consider a different type 
of hemostatic method.
PuraGel exhibits no antimicrobial properties; it is not bacteriostatic toward pre-existing infections, nor does it prevent the 
occurrence of new infections.
Do not inject intravascularly.
Foreign body reaction may occur as with most surgical adjuvant treatments.
Before applying PuraGel, remove blood and fluids as much as possible from the bleeding site
Use the product promptly after opening the package to prevent contamination.
PuraGel is a sterile product. Do not re-sterilize PuraGel.
PuraGel is a single-use product and must not be reused. Each syringe and adapter is intended to be used once only for a single 
patient to achieve hemostasis within a single endoscopic procedure only. Once expressed from the syringe and in contact with 
fluids such as blood, the PuraGel peptide solution will begin to change character and self-assemble, thereby rendering it 
non-reusable. Any attempt to retain any unused portion remaining in the syringe after first use has the potential to transfer 
blood/tissue borne diseases and infection. Any attempt to re-sterilize the product will result in degradation and loss of performance.
In rare instances, the physiochemical condition associated with sinus surgery, both with and without sinus packing, may present a 
risk of toxic shock syndrome (TSS). Warning signs of TSS include: sudden fever, vomiting, diarrhea, dizziness, fainting (or near 
fainting when standing up), and/or a rash that looks like a sunburn.
Do not use PuraGel if it is touched by bare hands or it is dropped out of the sterile field.
Do not apply excessive pressure to syringe during application. Doing so may cause the nozzle to detach.

 

  

5.  DIRECTIONS FOR USE 
  

 
5.1 Method of Use 

1. Empty the contents of the pouch into a sterile field. 
2. Use gel immediately after opening the pouch. 
3. Connect the nozzle to the syringe. 
4. Confirm that the surgical site is clear of excessive bleeding. Excessive bleeding should be controlled prior to 

placement of PuraGel™.

5. After surgery, instill enough PuraGel™ through the nozzle to coat all exposed bone and denuded  mucosa.  
6. The gel may be removed by gentle irrigation and aspiration at the discretion of the physician 
7. Patients should be advised to perform daily nasal irrigation starting the day after surgery until blood clots, 

fibrinous debris and any remaining gel are removed. After two weeks, with irrigation, there should be little to no 
remaining product present in the nasal cavity. 

8. Discard any unused portion of the gel. 
 
 

6. STORAGE 

1. PuraGel™ should be stored in a refrigerator (from 2 to 8°C). Do not freeze.  
2. Keep packaging dry. 

 
7. PRESENTATION 

PuraGel™ is provided sterile for single use. If the immediate product packaging is damaged, do not use.  
 

Pack units: 
1 mL/unit (CAT 651-004) 
3 mL/unit (CAT 651-005) 
5 mL/unit (CAT 651-006) 
 

MANUFACTURED FOR:

 

3-D Matrix, Inc. 
1234 Chestnut Street Suite 205 
Newton, MA  02464 
TEL:  1-855-433-6633 

  

 

 

 

PuraGel Syringe Adapter Instructions For Use:  
1. Product Description: 

The PuraGel Syringe Adapter is a transparent plastic ( polypropylene) adapter designed to convert the propriatary male  
fitting on the PuraGel Syringe to a LUER type male receptacle to accomodate LUER female accessories such as suction 
nozzles, catheters, and irrigator nozzles as needed by medical professionals at their discretion. 
 

2. Directions For Use: 
1. The PuraGel  Syringe Adapter should be emptied from sterile pouch in which it is provided onto the sterile surgical tray.  
2. The adapter’s tabbed female end should be inserted into the PuraGel syringe’s threaded male end and twisted 

clockwise until a firm seat is established within the Syringe’s male sleeve. 
3. The syringe is now ready to receive any LUER accessory be repeating the above instructions while correctly handing that 

accessory. 
4. Discard the used adapter after each use.  Do not resterilize or attempt to reuse. 
 

3-D Matrix Syringe Adapter

1.  Insert “tabbed” female end of adapter 
into male recepticle of product Syringe

2.  Grasp anti-slip ring of adapter and
twist clockwise for 1/2 turn or until

 snug

3.  Insert “tabbed” female end
of standard Luer accessory
into male recepticle of adapter
and twist clockwise until snug

WARNING: As this medical device uses an alternative small-bore connector design different from 
those speci�ied in the ISO 80369 series, there is a possibility that a misconnection can occur 
between this medical device and a medical device using a different alternative small-bore 
connector, which can result in a hazardous situation causing harm to the patient. Special measures 
need be taken by the user to mitigate these reasonable foreseeable risks.
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1. Read these instructions carefully prior to use.
2. PuraGel™ is made available in three fill volumes (1, 3, or 5 mL). Select the appropriate volume for the selected wound site.
3. Before using the product, confirm that there is no damage to the package or the syringe or if leakage is seen. Do not use the 
product if any damage or leakage is noted.


