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Intended Use and Properties

CollagenMembrang Is a completely resorbable collagen membrane to be used in stomatology and illo-facial surgery, i logy, peri oral
surgery and endodontelogy to support quided tissue and hane regeneration, for covering implants and for perlodantal tissus regeneration.

Collagen Memtrang is produced fram porcine pericardium in a standardized, controlled purification process. The pericardium is extracted from veterinarily
controlied pigs, carefully purified, degreased, lyophilized and sterilized by ethylene oxide gas treatment.

Callagan Membrane will be complately saaked with blood, while its structure and stability are maintained. Therefors a tight and form-fit adaptation ta the
bane is guaranteed, If necessary, a fixation with resarbable suture material or with nails or pins is possible.

When it is dry, Collagen Membrang is a white, tight and tear-proof collagen malrix, with a very dense fibre: structure. Individual efastic flbres run between the
fibiils of type 1 collagen fibres. When it gets wet, Collagen Membrane can become franslucent. The dense layer of fibras slows down the ingrawth of gingival
fibroblasts thus encouraging the praliferation of bone-forming cells, Mutritive substances can penefrate through Collagen Membrane.

Collagen Membrane is usually completely resorbed within 12 weeks after implantation. Therefore, there is no need to remove the membrane in a second
surgical intervention.

The low antigenicity of Co brane, its excellent bic and the extreme tensile strength allow for a safe and simple use in stomatology
and maillo-facial surgery, implantology, periodontology, oral surgery and endogontology.

Composition and Package Sizes of Collagen Membrane

10 cm? of Collagen Membrane cantaing:
* 30 - 40 my collagen type |

The foliowing sizes are available:

= 510 mg ultra pure water

* 15x20mm + 20x30 mm

® 30x40mm

Collagen Membrang is sterilized by gassing with ethylene oxide and supplied ina double sterile packaging,
Indications

Collagen Membrane alone or in combination with suitable aug materials (like
replacemant materials) is indicated for immediate ar delayed quided tissue and bone regeneration
in case of surgical bone defects and bone wall defects

in the context of sinus floor augmentation and for support of the Schneiderian membrane

in the context of maxillary ridge augmentation

in the context of maxillary ridge reconstruetion for prosthetic treatment

in the context of a treatment of fenestration defects

in case of pariodontal bone defects {ons to three-wall defects, class | and |t furcation defects)
in case of defiscence defects

after apicectomy, cystectomy, resection of retained teeth and resection of ather hone lesions
in extraction sockets after toath extractions

« incase of Immediata or delayed augmentation around implants in extraction sockets

hane, allogeneic, xenogeneic or alloplastic bone

.

Contraindications

ColiagenMembrane must not be used for patients suffering from

» acuta infections in the oral cavity or acute or chionic inflammation at the implantation site

e peneral diseases, where measures of stomatolagy, mawillo-facial surgery, implantology, periodomalogy, endodontology or other measures of oral
surgery must not be perarmed

& known hypersensitivty 1o poreing coliagen

Use During Pregnancy and Lactation

There are no studies concerning the use of Collagen Membrans during pregnancy and lzctatien and about its influgnce on human fertity. During pregnancy
and lactation the surgeon should weigh the benefit for the mather against the patential risk to the child befare using Collagen Membrane.

Application for Children and Elderly Patienis
There is na indication that special precautions are necessary relating ta the age of the patients.

Further Instructions for Use

Collagen Membrane should only be used by physicians who are familiar with the techniques of guided bone and tissue regeneration on the basis of a
partinent qualification.

Collagan Membrane is of natural arigin. Therefore, the collagen structure can be slightly wavy, and the membrane thickness may vary slightly in the dry
material. These phenomena da not atfect the quality or functionality of Collagen Wembrane.

Collagen Mambrane has a bi-layer structure. The smooth side with the tighter structure is marked ,G* at the edge and should lie towards the gingival or
soft tissue side. The rougher side of Goilagen Membrane shauld point to the bone.

Collagen Membrane can be cut with a pair of sclssars - maintaining sterility- to the required shape and size of the dafect to be treated in dry and, if
required, also in wet state. It may be haipful to use appropriate templates for defining the required surface of Collagen Membrane. Collagan Membrane
should oveslap the defect walls by at least 2 - 3 mm. I this way, Collagen Membrane is closely atiached to the bone, and a lateral ingrowth of gingival
connective lissue can be prevented.

For the use of Collagen Membrane, the gengral principles of sterile working ang of patient medication must be followed.

Adter the exposure of the defect, the necessary surgery is performed

The resulting bone defect is then filled, with suitable augmentation material {ike autegenous bone, allogensic, xenogensic or alloplastic bane
replacement materials). if clinically indicated

The outer packaging, which 15 sterile on the inside, can be removed from the outer Cartan by an assistant in the unsterilz operation area and be opened
under sterile conditions. The Inner packaging, which is sterile on the ingide and 0 the outside, is then handed to @ member of the surgery team in the
sterile area. When the bone defect is prepared, Coltagen Membrane can be removed from the inner packaging - maintaining sterllity.

Collagen Membrane can be cut to size with a pair of scissors - maintaining steriity. Collagen Membrane should overlap thes defect walls by at least 2 - 3
mi.

Collagen Membrane is placed over the defect and slightly pressed dawn ta hold 1t In place. The time for pressing it down depends on the extent of the
bleeding. The adhesion 1o the bone surface resuits from the welling up and geling of the collagen fitras In contact with blood, Gollagen Membrane
can be applied in dry and wat stalte. Should you prefer the wet use of the membrane, the membrane must he rehydrated in sterlle saline before the
application.

The complete soaking of Collagen Membrane with blood and exudates allows for a perfect adaptation and adhesian to the defact structure o the
augmentate and for the creation of a biood coagulum under thi membrane

.

Due to its good tensile strength, Collagen Membrane can be sulured with resorbable suture material and with a non-cutting needle, or it can be fixed
to the bone or the neck af the tooth with nalls or pins. A fixation of Callagen Membrane may be necessary to avoid its displacement due to strain or
fmabilisation, and ta prevent the shifting of the augmentation material useg,

For wound closure the mucoperiosteal flap is repositioned over the memgrane tightly and without tensicn, and sutured. Callagen Membrane shauld be
completely covered by the mucoperiosteal flap ta prevent any accelerated rasorption dug 10 axposure

After surgery, the patient should perform oral hygiene accarding to the dactor's instructions.

Special Instructions Concerning the Use in Periodontology

The basis for a successiul periodontal treatment is the contral of bacterial infection by means of debridement (removal of tha granulation tissue,
subgingival curettage, scaling, smoothing of the tooth reats efc), an antibiotics therapy, if necessary, and by a sufficient oral hygiene of the patient
aceerding tothe instructions of the attending dentist. Please note that as fitte soft tissue as possible should be remaved 1o guarantee the best possible
wound closure. The surgery should b preceded by a hygiene phiase with an instruction of the patient and another evaluation of the clinical situation by
the dentist. To ensure long-term success of the therapy, a post-operalive conservation phase with pertinent patient instructions by the dentist should
follow.

To avoid the formation of a crevicular epithelium effectively, Collagen Membrane must be modelled closely 1o the toath or the neck of the tooth, and be
fixated by suture material, nails or ping, if necessary.

Dosage
The quantity of Collagen Membrane needed depends on the individual anatomic canditions and the applied implant, if any.

Collagen Membrane is applied on the bone defect in the required size, the defect walls should be overlapped by 2 - 3 mm. Cotlagen Membrane can be cut
tn slza with a pair of scissors. Suitable sterile templates can be helpful to defing the required size.

Adverse Reactions

= Rare cases of allergic reactions fo the collagen membrane cannot be ruled out.

In extremely rare cases intolerance symptoms against collagen rmight oceur,

In rare cases the tissue might react with an inflammation due to a prolonged resorplion.

s with every exagenous material, existing infections might be intensified by the implantation of Callagen Membrane.

Possiote general complications might be caused by the surgical intervention itself, such as a recession of the gingiva, heavy gum bleeding, swelling of
the soft tissug, temperature sensitivity, desquamation of the gingival epithelium in the area of the flap, a reserption or ankylosis of the treated dental
foot, a minor loss of crestal bone height, infections, pain or complications due to the use of anaesthetics.

Interactions with Other Medicinal Products and methods

The effectiveness of Callagen Membrans can be reduced by ion inhibitors and
coagulum under the membrane.

No intaractions in magnetic resonance imaging are known, neither are they to be expected in view of the bioghemical compasition of the Collagen
Membrang.

since they might impair the creation of the bleod

Warnings, Precautionary Measures

Coflagen Membrane is elastic and adheres to the bone. For space maintenance and to encourage the regeneration of bone, Callagen Membrang can be
1ised with other suitable augmentation materials (ke autogenous bone, aflogeneic, xenogeneic or alloplastic bone replacement materials).

An exposure of Collagen Membirane during the healing phase might sharten the resorption time,

Gollagen Membrane is only indicated for the applications listed above. The membrane has not been clinically examined for patients with extremely
severe surgical, implantological, endodontological or periodontal defects

Patients must be infarmed about possiole contraindications, adverse reactions and precautionary measures according to the attending physician's
responsiailiy, In Gase of any post-operative problems such as pain, infections or other unusual symploms, the patient shouid tum 1o a dentist
immadiately.

Patients with severe general diseases {such as a poorly stabilized pancreatic diabetes, severe hypertension, severe peripheral artery coclusive disease
(PAOD), carcinoma or autoimmune diseases) or patients who fiave to undergaa long-term stgroid treatment or anticoaguiative therapy, must be treated
with spaclal care - as in all surgical treatment.

Storage

Collagen Membrane must be stored at temperatures below 30° C. Collagen Membrane must not be used after the expiry dale

Shef Life / Sterility

The use-by dale is printed on the folding box and on the sterlle inner packaging. Callagan Membrane must not be used after the expiry date,

Collagen Membrang is sterle if the packaging is unopened and undamaged. Shauld the packaging be damaged, Collagen Membrane must nol be used.
The contents af unused, yet opened or damaged, packets must not be resterilized and should therefare be discarded

Information
For further information, please contact your sugplier or the manufacturer directly.
Information Update
06/2010
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2Zweckbestimmung und Eigenschaften

Collagen Membrane ist gine vollsténdio resorbierbare Kollagenmembran zum Einsatz in der Mund-, Kigfer- und Gesichtschiturgie, Implantologie,
Paradontologie, Oralchinurgie und Endodonlie zur Unterstiitzung der gesteuerten Knachen- und ion, Impi ing und
parodontalen Geweberegeneration

Callagen Membrane wird in einem standardisierten, kontrollierten Reinigungsprozess aus Schweineperikard hergestelit, Das Perikard wird von tierérztiich
kontrollierten Schwelnen gewonnen, sorgfaltiq gereinigt, entfettet, lyophifisiert und mittels Ethylenoxidbegasung sterilisiert

Collagen Membrane wird von Blut unter Erhaltung der Struktur und Stabilitat voilstandig curchfeuchtet, Somit ist eine dichte und formschiissige
Anpassung an die Knochenwandung gewahrielstet. Eing Fixigrung mit resorblerbarem Nahtrmaterial oder Nageln baw. Pins ist bei Bedarf mdgich.
Coltagen Membrane ist Im trackenen Zustand eine wieifie, dichte und reiffeste Kollagenmatrix, die sich durch eine dichie Faserstrukiur auszeichnet.
Zwischen Fitrillen aus Kollagen Typ | verlaufen einzeing elastische Fasern. In feuchtem Zustand kann Collagen Membrang transluzent werden. Die dichte
Faserschicht verzégert das Einwachsen von gingivalen Fibroblasten und beginstigt dadurch die Proliferation van knochenbildenden Zellen. Wichtige
MNahrstoffe kénnen durch Coliagen Membrane penatrieren

Collagen Mernbrane wird in der Regel innerhall von 12 Wochen nach Imglantation vollsténdiq resorbiert. Damit entfalit die Notwendigkelt. diz Membrang
in einem zweiten chirurgischen Einqriff wieder entfernen zu miissen.

Die geringe Antigenitat und hervorragends Blokompatibilitat sowie die hohe ReiBfestiokzit von Collagen Membrane erlauben die sighere und einfache
Handhabung baim Einsatz in der Mund-, Kiefer- und Gesichtschirurgle, implantalogie, Parodontologie, Oralchirurgie und Endodantie.

Zusammensetzung und Packungsgrife von Collagen Membrane
10 em? Collagen Membrang enthatten:
* 30 - 40 mg Kollagen Typ |

Es werden folgende GraBen angebaten:

= 5-10 mg Reinstwasser

* 15%20mm * 20x30mm

e 30x40mm

Collag 18 wird mittels £ ing sterilisiert und in einer doppelt sterilen Verpackunq bereitgestelll.
Anwendungsgebiete

Collagen Memarane ist allsin oder in Kembination mit gesigneten Augmentierungsmaterialien (2. B. autogenes Knochen, aliogens, xenogene oder
alioplastische Knochenersatzmaterialien) indiziert Iir die sofortige oder verz0geris gesteuarte Gewabe- und Knochenregeneration

« bel chirurgischen K und Knt defekten

« m Rahmen einer Sinusbodenaugmentation und zur Unterstitzung der Schneiderschen Membrane

e {m Rahman einer Kigferkammaugmentation

tm Ranmen einer Kieferkammrekonstruktion fUr die prothetische Versergung

im Rahmen der Bahandlung von Fenestrationsdefelten

bei paradontalen Knachendetekien (ein- bis dreiwandige Defekte, Furkationsdefekte Klasse |, 1)

bei Dehiszensdefekten

nach Wurzelspitzenresektion, Zystenentfernung, Entfernung retinierter Zahne und Reseklion sonstiger Knochenschaden




