COLLATAMP®G in Practice

Packaging size5
5 cm x 5 cm x 0.5 cm
10 cm x 10 cm x 0.5 cm
5 cm x 20 cm x 0.5 cm
Composition5
Renatured bovine collagen.
Gentamicin sulphate.
Collatamp®G contains, per cm2:
- 2.8 mg collagen
- 2.0 mg gentamicin sulphate (equivalent to 1.3 mg gentamicin base).

Collatamp® G Composition: Renatured bovine collagen, Gentamicin sulphate. Collatamp G contains, per cm² : 2.8 mg collagen
2.0 mg gentamicin sulphate (equivalent to 1.3 mg gentamicin base) Indications: Collatamp G is used for local haemostasis of
capillary, parenchymatous and seeping haemorrhages in areas with a high risk of infection. This product contains gentamicin sulphate
at a locally effective dose. Systemically effective therapeutic blood or plasma levels are not generally achieved. Contraindications:
Collatamp G should not be used if a protein allergy is known or intolerability towards gentamicin has been observed.
No experience has been gained in use during pregnancy and breastfeeding. For this reason, the indication should be
strictly established during pregnancy and breast-feeding. The indication for Collatamp G should also be strictly established in patients
with impaired renal function. Side effects: No side effects have been reported to date. If the recommended maximum dose is exceeded,
gentamicin-specific side effects cannot be ruled out completely, especially in the case of renal failure. Interaction with other
substances: No interactions have been reported to date. If adjuvant systemic treatment with gentamicin, other aminoglycoside
antibiotics or other ototoxic or nephrotoxic drugs is necessary, the cumulative effects should be taken into account. Dosage and
method of administration: If not otherwise prescribed, Collatamp G is administrated as follows: Collatamp G can be cut to size
to fit the area to be treated. Up to 3 Collatamp G implants (10 x 10 cm) can be used, depending on the size of the area requiring
haemostasis. However, the patient’s body weight and the total amount of gentamicin should be taken into account. In general, the
number and size of the implants should be selected so that a total dose of 9 mg gentamicin sulphate per kg body weight is not
exceeded. A dry Collatamp G is placed on the area to be treated, which should be as dry as possible, and light, pressure applied
for about 3 minutes to achieve better adhesion. Gloves and instruments should be wetted to prevent Collatamp G from adhering
to them. Storage and shelf-life: Once opened, single packs of Collatamp G may not be kept for later use or re-sterilised.
Collatamp G should be stored between 4° C and 25° C. Collatamp G must not be used after the expiry date. Do
not use if the sterile packaging is open or damaged. Keep this product out of the reach of children.
Packaging size: Collatamp G 5 cm x 5 cm x 0.5 cm (Pack containing 1 piece) Collatamp G 10 cm x 10 cm x 0.5 cm (Pack
containing 1 piece) Collatamp G 5 cm x 20 cm x 0.5 cm (Pack containing 1 piece) Properties: Haemostasis is triggered when
blood comes into contact with released tissue factors and exposed endogenous collagen fibrils or renatured collagen
fibrils like those in Collatamp G. The adhesion and aggregation of platelets is induced on the renatured collagen fibrils of Collatamp G
and the plasmatic coagulation process is accelerated. The sponge-like structure of Collatamp G stabilises the wound clot, Collatamp
G taking up a certain amount of blood. Collagen also promotes granulation and epithelialisation. Collatamp G is absorbed quickly and
completely. Gentamicin is added to help prevent any infections that might occur at the site of implantation. Detailed prescribing
information: Information about this product including : adverse reactions, precautions, contraindications, and method of use can
be obtained by contacting SERB SA at medinfo.uk1@serb.eu. Legal category: Class III Medical Device. Distributor: SERB SA,
Avenue Louise 480, 1050 Brussel, Belgium.
Legal manufacturer: Syntacoll GmbH, Donaustrasse 24, 93342 Saal/Donau, Germany.

Dosage and method of administration5
Collatamp®G can be cut to size to fit the area to be treated.
Up to 3 Collatamp®G implants (10 x 10 cm) can be used depending on the size of the area

requiring haemostasis.
The number and size of the implants should be selected so that a total dose of 9 mg

gentamicin sulphate per kg body weight is not exceeded.
A dry Collatamp®G is placed on the area to be treated, which should be as dry as possible,

and light, pressure applied for about 3 minutes to achieve better adhesion.
Gloves and instruments should be wetted to prevent Collatamp®G from adhering to them.

Adverse reactions should be reported. Reporting forms and information can be found at www.mhra.gov.uk/yellowcard.
Adverse reactions should also be reported to SERB SA via email at medinfo.uk1@serb.eu.
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 ollatamp®G is used for local haemostasis of capillary, parenchymatous and seeping
C
haemorrhages in areas with a high risk of infection. This product contains gentamicin sulphate
at a locally effective dose. Systemically effective therapeutic blood or plasma levels are not
generally achieved.5
Collatamp®G is a gentamicin-collagen implant used during cardiac8, vascular9, orthopaedic10,
gastro-intestinal11 surgery as well in electrocardiology.7
Collatamp®G is absorbed quickly and completely.5

marking and identification
number of the notified body.
Product conforms to the essential
requirements of the Council
Directive 93/42/EEC concerning
medical devices.

Storage and shelf-life5
Once opened, single packs of Collatamp®G may not be kept for later use or re-sterilised.
Collatamp®G should be stored between 4° C and 25° C.
Collatamp®G must not be used after the expiry date.
Do not use if the sterile packaging is open or damaged.
Keep this product out of the reach of children.

Legal manufacturer

Distributed by

SERB SA
Avenue Louise 480, 1050 Brussels, Belgium
Tel. : + 32 (0) 2 792 05 00
www.serb.eu

Electrocardiology Surgery

Local haemostasis

Prevention of infections
after CIED* replacements

Local haemostasis

 ollagens are the most abundant proteins in the extracellular matrix (ECM) and provide
C
mechanical strength to the vascular wall.1

	Their structural properties help to maintain vascular membrane mechanical stability,
and their adhesive properties help to counteract blood extravasations upon
vascular injury.1

Collatamp®G is a locally haemostatic device of type I collagen.4

 ollatamp®G contains gentamicin sulphate at a locally effective dose.
C
Systematically effective therapeutic blood or plasma levels are not generally
achieved.5

 ollatamp®G is used for local haemostasis of capillary, parenchymatous and seeping
C
haemorrhages in areas with a high risk of infection.5
 entamicin is added to help prevent any infection that might occur at the site of
G
implantation.5

After surgical operations or injuries, the exposure of collagen fibrils triggers
the adhesion of platelets and the activation of plasma coagulation factors leading
to wound closure.2

 aemostasis is triggered when blood comes into contact with released tissue factors
H
and exposed endogenous collagen fibrils or renatured collagen fibrils like those in
Collatamp®G.5
	The adhesion and aggregation of platelets is induced on the renatured collagen fibrils
of Collatamp®G and the plasmatic coagulation process is accelerated.5

Vascular
Injury

	The sponge-like structure of Collatamp G stabilises the wound clot, Collatamp®G taking
up a certain amount of blood.5
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Collagen also promotes granulation and epithelialisation.5


Analysis
of 1 266 consecutive patients undergoing CIEDs* replacements
combined with a topic gentamicin-collagen sponge application7 :

Indication for the
procedure:
Battery depletion 95.3%
CIED* upgrade
2.4%
CIED* dysfunction
1.5%
Lead reposition
0.7%
Pocket revision
0.1%

Type of CIEDs**:
PM DDD
PM VVI/VDD
PM AAI
ICD VVI
ICD DDD
CRT

39.7%
35.9%
10.7%
5.9%
5.5%
2.3%

Comorbidities***:
AF
OAC
HF
DM/IGT
CKD

44.2%
31.2%
27.8%
20.3%
5.9%

Outcome7:
Follow up: 3.5 +/- 2.7 years

Stable
Thrombus

No CIED*-related endocarditis during the follow-up
Freeze-dried bovine Collagen sponge
(SEM; 100μm)6

Procoagulant response to vascular injury

3

Porous characteristic of collagen sponges
by Scanning Electron Microscopy (SEM)6

The mode of action is identical for both collagen products and native collagen in vivo.4

1 non-CIED*-related aortic valve endocarditis (patient with severe aortic stenosis)
Early local complications: Impaired wound healing: 19 patients
Pocket revision in 7 cases
Fluid drainage in 1 case
Periprocedural microbiological testing positive: 3 cases (Staphylococcus species)
After 8 months: 1 late pocket edema (negative microbiological testing, no CIED* extraction)
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Freeze-dried bovine Collagen sponge
(SEM 50 μm)6
Porous characteristic of collagen sponges
by Scanning Electron Microscopy (SEM)6

* CIED : Cardiac Implantable Electronic Device
Type of CIEDs**:
PM: Pace Maker
ICD: Implantable Cardioverter Defibrillator
CRT: Cardiac Resynchronization Therapy
D: Dual (Ventricle and Atrium)
V: Ventricle A: Atrium I: Inhibit

Comorbidities***:
AF: Atrial Fibrillation
OAC: Oral Anticoagulation
HF: Heart Failure
DM / IGT: D
 iabetes Mellitus / Incorrect Glucose Tolerance
CKD: Chronic Kidney Disease
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