











Open
procedures
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Open the peel-away film of the
external packaging (aluminium
blister) — can be opened in a
non-sterile zone

Open the packaging in a sterile
zone with sterile gloves

>3 min.

press gently
in place'

Remove the fleece from the
sterile packaging with forceps

The fleece can be trimmed to
size, but it is important that it
extends 1 — 2 cm beyond the
wound margin

If the wound is dry, it is
recommended to moisten the
TachoSil® before application

If the wound is already wet,
it can be applied dry

The fleece is applied with
the yellow active side facing
the treated area

If larger areas need to be
treated with more than one
fleece, the fleeces should be
overlapped like roof tiles

The fleece must be pressed

in place slightly for at least

3 minutes, ideally with a moist
compress

Remove carefully,
using forceps if necessary
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Minimally invasive surgery
with Pre-rolled TachoSil®
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Clamp

Grasp the Pre-rolled TachoSil”
with dry atraumatic forceps

Note: Overlap 2 mm so
the fleece is not damaged on
insertion

Insert

Pre-rolled TachoSil” is inserted
through a dry trocar =10 mm

Note: It is not usually necessary

to unscrew the valve

Unroll

Press it right on the application
site with a swab and unroll it
with the forceps closed

The fleece is unrolled with the
yellow side on the wound

Maoisten

Moaisten TachoSil®, e.g. with
saline solution through the
CO, valve along the forceps

... or directly through
the rinsing suction

Press in place

TachoSil® adheres to the
wound after being held in place
for more than 3 min.

The typical leopard skin
pattern will develop
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The reliable
partner for
your team

The classic or Pre-rolled
TachoSil® collagen fleece
with human fibrinogen
and thrombin!

Tips & tricks
for open procedures

+ Gloves and instruments should be either dry or completely
wet to prevent the fleece from adhering to them.

+ If the wound surface is dry, the fleece should not be
moistened until immediately before application.
If the wound surface is wet, dry fleece is applied.

* It is essential to apply the yellow active side to the wound
using slight pressure for at least 3 minutes.

* If larger areas need to be treated with more than one fleece,
the fleeces should be overlapped like roof tiles (= 1cm).

* The fleece can be trimmed to any shape or size.

* The fleece can be pressed flat to make it easier to shape.

Tips & tricks
for use in minimally
invasive surgery (MIS)®

+ Gloves and instruments should be completely dry to
prevent the fleece from adhering to them.

+ The fleece can also be applied when dry or wet in MIS.
To press in place, a moist compress can be helpful.

* No additional instruments are needed.

Tips & tricks
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How is
TachoSil® packaged?

TachoSil® comes in a double sterile package. The folding box
contains the package leaflet and an aluminium composite
foil container. Air and thus moisture are kept out by this
heat-sealed aluminium foil. This ensures that fibrinogen and
thrombin do not react with each other prematurely and the
full adhesive strength remains until it is applied.

There is a small polystyrene recess in this aluminium pack-
aging that is sealed with grid lacquer coated paper. This
steam-permeable paper is necessary in order to bind the
residual humidity in the inner packaging in the desiccant to

What sizes is
TachoSil® available in?

TachoSil® is available in four versions and three sizes:

Maxi 9.5x 4.8 cm
Midi 4.8 x 4.8 cm
Pre-rolled 4.8 x 4.8 cm
Mini 3.0x25cm

prevent the premature start of the reaction of fibrinogen
and thrombin. This sterile inner packaging is passed by the
sterile nurse. After peeling off the paper lid, the sterile
surgical personnel takes out the TachoSil® fleece using
forceps and hands it to the surgeon.

The desiccant in the packaging is there to bind residual
humidity and protect the product. This desiccant is a heavy
metal free granulated indicator gel “Orange’. This indicator
is coloured orange when in a dry state. If it absorbs 6% of its
own weight in water, it becomes colourless.

lllustrated in original sizes
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Where is
TachoSil° made?

TachoSil” is produced in
Linz, Austria. After internal
quality controls, the hig-
hest German authority, the
Paul Ehrlich Institute (PEI),
checks each batch again.
The product is released for
sale only after passing this
strict quality control.

This ensures that you only receive products that comply with
the high requirements of the medicinal product specification
and pharmaceutical safety.

How is
TachoSil® stored?

TachoSil® can be stored at room temperature —
not over 25 °C'. Do not freeze.

Under these conditions, the product can be stored
up to three years. However, this is provided that the outer
packaging (aluminium blister) is intact.

The advantage for surgeons is that they can have TachoSil”
ready at the operating table and if it is not needed, return it
easily (provided the aluminium packaging is intact).

Pieces of TachoSil® remaining after the operation must be
discarded. Resterilisation is not possible. Considering this

aspect, it is useful to have the different sizes of TachoSil”

available to keep waste to a minimum.
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Pharmaceutical product
or medical device?

TachoSil® is a medicinal product that was approved by the
European authority (European Medicines Agency, EMA,
Amsterdam) in June 2004. This means that the product is
approved in all Member States of the European Union.

And it was approved as a combination medicinal product &
medical device by the FDA (US Food and Drug Administra-
tion, Maryland, USA) in 2010.

Since TachoSil® contains fibrinogen and thrombin as a dry
coating on the surface of a collagen fleece and these
components trigger a pharmacological effect, TachoSil” is
a medicinal product. A medical device, on the other hand,
acts primarily through its physical properties.

PHARMACEUTICAL =
PRODUCT

MEDICAL
DEVICE

Batch documentation
requirement for TachoSil*?

Since TachoSil® contains fibrinogen and thrombin as a
dry coating on the surface of a collagen patch and these
components trigger a pharmacological effect, TachoSil” is
a pharmaceutical product. A medical device, on the other
hand, acts primarily through its physical properties.
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Viral & immunological safety
of TachoSil® assessed?

To prevent infections from the use of medicinal products
made from human blood, only blood of selected persons
is used which, just as the plasma pool, has undergone
screening for specific infection markers.

And in addition, the production of fibrinogen and thrombin
includes effective steps towards inactivation or elimination
of viruses. The methods used are considered to be effective
against enveloped viruses such as HIV, HBV and HCV and
the non-enveloped virus HAV!

After packaging, TachoSil® is irradiated with gamma
radiation from a cobalt-60 source (approx. 28 kGy).

This treatment can reduce an infection titer of conventional
viruses (DNA and RNA viruses, single-stranded and
double-stranded nucleic acid) by several powers of 10.
Irradiation is thus an additional safety measure.

Unlike its predecessor products, TachoSil® no longer contain
bovine components. The elimination of the bovine aprotonin
simultaneously eliminates the immunological risk of forming
antibodies against this protein.

Nevertheless, in rare cases, patients who have been treated
with a fibrin product can develop hypersensitivity or allergic
reactions. In isolated cases, these reactions can lead to se-
vere anaphylaxis. Such reactions may occur especially after
repeated application or in patients with known hypersensi-
tivity to one of the components of the product. If such reac-
tions occur, application must be discontinued immediately.
In the event of shock, the usual medical steps for shock
treatment should be carried out. With respect to immuno-
genicity, in rare cases, antibodies against components of
fibrin adhesive products / hemostatic agents can occur.

38

However, in a clinical trial with TachoSil® in liver operations
in which the patients were examined regarding the forma-
tion of antibodies, in 26% of the 96 patients treated with
TachoSil® and tested, the formation of antibodies against
equine collagen was detected. The equine collagen anti-
bodies that formed in some patients after treatment with
TachoSil® did not react with human collagen. One patient
developed antibodies against human fibrinogen. There
were no adverse events attributed to the formation of
antibodies against human fibrinogen or equine collagen.

Toxicity data
are available for TachoSil®?

Toxicity studies with single doses in different animal species
show no evidence of an acute toxic effect.

The number of the TachoSil® fleeces to be used depends on
the size of the wound surface. The surgeon must adapt the
application of TachoSil® to the individual case.

In clinical trials, the individual doses typically ranged
between 1 — 3 fleeces (9.5 x 4.8cm). There are reports of the
use of up to 10 fleeces.
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TachoSil Sealant Matrix (5.5 mg per cm? of human fibrinogen, 2.0 IU per cm? of human thrombin)

Statement: Before prescribing, consult/refer to the full prescribing information. Presentation:
An off-white sealant matrix. The active side of the matrix is coated with fibrinogen and
thrombin, is marked by a yellow colour. Supplied, ready to use, in sterile packaging. Legal
Classification: Restricted prescription only medicine. Indications: In adults and children from
1 month old, for supportive treatment in surgery for improvement of haemostasis, to promote
tissue sealing, and for suture support in vascular surgery where standard techniques are
insufficient; also, in adults for supportive sealing of the dura mater to prevent postoperative
cerebrospinal leakage following neurosurgical procedures. Dosage & Administration: For
epilesional use only. Use is restricted to experienced surgeons. The quantity to be applied

is governed by the size of wound area, and the underlying clinical need for the patient. In
clinical studies, the individual dosages have typically ranged from 1-3 units (9.5 cm x 4.8 cm);
application of up to 10 units has been reported. For smaller wounds, the smaller size matrices
(4.8 cm x 4.8 cm or 3.0 cm x 2.5 cm) or the pre-rolled matrix (based on a matrix of 4.8 cm x
4.8 cm) is recommended. TachoSil should be used under sterile conditions and immediately
after opening the inner sterile cover. Prior to application, the wound area should be cleansed,
eg. from blood, disinfectants and other fluids. For Flat TachoSil, the sterile package should

be pre-moistened in saline solution and applied immediately. The yellow, active side of the
matrix is applied to the bleeding/leaking surface and held against it with a gentle pressure
for 3-5 minutes. For pre-rolled TachoSil, after removing from the sterile package, it should be
applied immediately through the trocar without pre-moistening. The yellow, active side of the
matrix is applied to the bleeding/leaking surface using e.g., a pair of cleansed forceps and
held against it with a moist pad under gentle pressure for 3-5 minutes. Pressure is applied
with moistened gloves or a moist pad. Avoid TachoSil sticking to surgical instruments, gloves
or adjacent tissues covered with blood by cleansing them before application. After pressing
TachoSil to the wound, the glove or the pad must be removed carefully. To avoid TachoSil from
being pulled loose it may be held in place at one end, e.g. with a pair of forceps. In the case
of stronger bleeding, it may be applied without pre-moistening, while also pressing gently to
the wound for 3-5 minutes. The active side of TachoSil should be applied so that it extends 1-2
cm beyond the margins of the wound. If more than one matrix is used, they should overlap.
TachoSil can be cut to the correct size and shaped if too large. In neurosurgery, TachoSil
should be applied on top of the primary dura closure. Contraindications: Intravascular use;
hypersensitivity to the active substances or to any of the excipients. Warnings & Precautions:
No specific data available on the use of this product in gastrointestinal anastomoses surgery.
Life threatening thromboembolic complications may occur if the preparation is applied

intravascularly. Allergic type hypersensitivity reactions are possible, as with any protein product.

If hypersensitivity reactions occur, the administration must be discontinued immediately. To
prevent the development of tissue adhesions at undesired sites, ensure tissue areas outside
the desired application area are adequately cleansed before administration. In the case

of shock, the current medical standards for shock treatment should be followed. Standard
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measures to prevent infections resulting from the use of medicinal products prepared from
human blood or plasma include selection of donors, screening of individual donations and
plasma pools for specific markers of infection and the inclusion of effective manufacturing
steps for the inactivation/removal of viruses. Measures taken are considered effective for
enveloped viruses such as HIV, HBV and HCV and for the non-enveloped virus HAV. Measures
may be of limited value against non-enveloped viruses such as parvovirus BI19. Parvovirus

BI9 infection may be serious for pregnant women (foetal infection) and for individuals with
immunodeficiency or increased erythropoiesis (e.g., haemolytic anaemia). It is recommended
to record the name and the batch number of the product administered to the patient. Some
cases of product non-adhesion issues have been reported in the form of lack of product
adhesion / lack of efficacy. Correct product handling and application is required Interactions:
No interaction studies have been performed. Similar to comparable products or thrombin
solutions, the sealant may be denatured after exposure to solutions containing alcohol, iodine,
or heavy metals. Such substances should be removed to the greatest possible extent before
applying the sealant. Fertility, Pregnancy & Lactation: Safety for use in human pregnancy

or breastfeeding has not been established in the clinical studies. Only administer to pregnant
and breastfeeding women if clearly needed. Effects on Ability to Drive and Use Machines:
Not relevant. Undesirable Effects: Hypersensitivity or allergic reactions (in isolated cases
these reactions may progress to severe anaphylaxis; some cases of product residue causing
granulomay), thromboembolic complications may occur if used intravascularly, and adhesions
and intestinal obstruction when used in abdominal surgery. Refer to the SmPC for details

on full side effect profile and interactions. Overdose information: No case of overdose has
been reported. Interactions with Other Medicinal Products: No interaction studies have

been performed. Similar to comparable products or thrombin solutions, the sealant 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 sealant. Use in Special Populations: Limited data are available to support
efficacy and safety of TachoSil in the paediatric population. In clinical studies, a total of 36
paediatric patients aged 0-13 years were treated with TachoSil in hepatic surgery.

Pack Sizes: Package with 1 matrix of 9.5 cm x 4.8 cm; Package with 2 matrices of 4.8 cm x 4.8 cm
Package with 1 matrix of 3.0 cm x 2.5 cm; Package with 5 matrices of 3.0 cm x 2.5 cm
Package with 1 pre-rolled matrix of 4.8 cm x 4.8 cm; Not all pack sizes may be marketed.

Marketing Authorisation Holder: Corza Medical GmbH,
Speditionstrafe 21, 40221 Dusseldorf, Germany

The full SmPC can be obtained from Corza Medical GmbH.
Marketing Authorisation Numbers: EU/1/04/277/001-005
Date of Revision of the Text: 8 May 2025

Link to Full SmPC or Prescribing information

© 2025 Corza Medical. All rights reserved.
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