


The setting rate of the sealant depends on the concentration of the Thrombin 

solution used. The sealant takes few seconds to set with a Thrombin 

concentration of 500 IU/ml The higher Thrombin concentration is required 

in order to achieve hemostasis. 

2. Preparation of Components
Prior to reconstitution of the sealant components, bring them to room temperature 

and disinfect the rubber stoppers of all vials to be used for preparation. 

Preparation of Fibrinogen solution (Component 7) 

• Lyophilized Fibrinogen Concentrate should be reconstituted with 1.0 ml of
Sterile Water for injection

• Always checkthatthe lyophilized Fibrinogen Concentrate is fully reconstituted. 

• Reconstitution is complete as soon as no undissolved particles are 
detectable when holding the vial against the light.

• Draw up the reconstituted Fibrinogen solution in a fresh sterile syringe
using aseptic precautions.

Preparation of Thrombin Solution (Component 2) 

• Transfer 1 ml of Calcium Chloride solution into the vial containing
lyophilized Thrombin 500 IU (quick solidification).

• For preparing the Thrombin solution, use a fresh sterile syringe provided
in the back.

Note: Do not expose to temperatures above 37°C. 

Syringes and needles previously used for the reconstitution of Thrombin 

must not be reused for reconstitution of Fibrinogen Concentrate, as this 

would lead to premature setting of the Fibrin Sealant. 

3. Method of Application for Ocular
• After Syringes are filled with the Fibrinogen and Thrombin solutions
remove the needles used for extraction and place the 27g. Hydrodissection
cannulas on the syringes.

• Both syringes should contain equal volumes and not contain any air bubbles. 

• Apply the Fibrinogen in the application area and spread accordingly . Like­
wise with the Thrombin thereafter.

• The Fibrinogen is the more viscous of the two components,
The Thrombin is "water" like in texture thus be more caution in expelling it
for the syringe as not to use too much.

• Once the two components are applied together , the adhesive bond is
initiated and recipients surface tissues will be sealed in 10 to 15 seconds.

• "Less is more" when using the Fibrinogen protein component and
the Thrombin component together. Using too much will allow for a long
duration for Tissue Adhesive to set-up.

• The key for perfect adhesive bond is making sure to spread evenly in all
directions the two components under the top tissue, acting like a scaffold,
to the base tissue.

CONTRAINDICATIONS 
• Do not inject intravascularly.

• Fibrintek™ is contraindicated in patients having known hypersensitivity
to any constituent of the product.

• Fibrintek™ alone is not indicated for the treatment of massive and

brisk arterial or venous bleeding.

INTERACTIONS 
Interactions are not known. The product may be denatured after exposure to 

solutions containing alcohol, iodine or heavy metals (e.g. antiseptic solutions). 

Such substances should be removed to the greatest possible extent before 

applying the product. Fibrin sealant can even be applied in fully heparinized 

patients (e.g. extracorporeal circulation). 

SPECIAL WARNINGS 
When medicinal products prepared from human blood or plasma are 

administered, infectious diseases due to transmission of infective agents 

cannot be totally excluded. 

For epilesional use only. 

Fibrinogen Concentrate and/or Thrombin solution/s should not be injected. 

There is the risk of a possible anaphylactic reaction, and in intravascular 

administration there is also a risk of a thromboembolic event, both of which 

may be life-threatening. However, if in well-founded cases, the injection of 

Fibrinogen concentrate and/or Thrombin solution/s into a tissue or vessel is 

indicated, careful risk/benefit analysis of the individual case is to be carried 

out. In the submucous injection of the individual case is to be carried out. 

In the submucous injection of fibrin sealant into hollow organs (stomach, 

duodenum), the following points are to be considered; 

1. Insertion of the needle into the organ wall may result in accidental perfo­

ration, which in rare cases may injure adjoining organs or vessels.

2. No case of thromboembolic events following accidental vessel puncture

and intra vascular injection of fibrin sealant has so far been observed in

the treatment of ventricular or duodenal ulcers, but cannot be excluded

with certainty.

3. Injection into the submucous membrane may cause a mechanical dissection 

between the tunica mucosa and the tunica muscular propria, which in rare 

cases may lead to vessel injury or the formation of an intramural hematoma. 

Fibrin Sealant must be applied with caution to minimise any risk of intravascular 

application, for example in coronary bypass surgery. Injection into the nasal 

mucosa must be avoided, as severe allergic anaphylactoid reactions have 

been seen and thromboembolic events may occur. 

lntravascular application might increase the likelihood and severity of acute 

hypersensitivity reactions in susceptible patients. Signs of hypersensitivity 

reactions may include hives, generalized urticaria, tightness of the chest, 

wheezing, hypotension and anaphylaxis. If these symptoms occur, the 

administration must be discontinued immediately. 

PREGNANCY AND LACTATION 

There are no adequate data from the use of Fibrin Sealant in pregnant or 

lactating women. Physicians should carefully consider the potential risks and 

benefits for each specific patient before prescribing Fibrintek™. 

STORAGE AND HANDLING 
• Store between 2°C and 8°C. Do not use after the expiry date indicated on
the container and package labels.

• Reconstituted Fibrinogen and Thrombin solutions must be used within 4 hours. 

• Do not refrigerate or freeze after reconstitution.

• Store protected from light and moisture.

• Keep out reach of children

Marketed by Biogentek® Lifesciences Pvt. Ltd. 517, Industrial Area, Phase 9 

SAS Nagar 160062 (INDIA). 

 

FOR MORE INFORMATION OR TO PLACE AN ORDER, PLEASE CONTACT us AT contact@biogenteklifescience.com 




