English

COLLAPAT®Ii

Bone substitule hiomuterial

Composed of collogen and hydraxyapatite
Dsteoconductive and haemostatic

For repairing bone substance losses

C €o459

1. Desuripfion: \2002)

COLLAPA™ 11 i5 g hoemostatic bane substitute biomateric] presented ina spnn%e form,

it is composad of  callogen stmudture in which ceromised hydroxyupafite granules ore dispersed.

The granules of bydroxyapeiite give the material is osteoconduciive roparties.

‘The ﬂydroxyupaﬁfe mlﬁmremrbed.

The colleyer gives COLLAPAT® 1 ifs streng haemostafic power and is completely resorhable i o fesy waeks.

The colkagen is exdructed from bovine dermis.

The manofochuing procedure comgises suges recognised ¥ inacfvate vinsses and naranventional fransissible
ngenis such o5 Prions. These tieatments make il possible to ensure mmdmum micrbiologieal sofety for
(OLLAPAT™ 1, in particufar in sespact 1o the agent sespensible for 25E.

2. lndicotions:
In nrlhniuedits:
COLLAPAT® 115 used to promode the repair of various fyps of han lesians:
~ After extractiag corfcospongald hore fragments.
~ Afer fumaour resedtion.
— In revisian cases,
— Insurgical spondyledases.
— Inesesof gsﬂeu rthrosls.
- [n cextain froctures freafed by osteasynthesis.
COLLAPAT® 1) is ulso used to indute bore subsinee replacement in evanill Fatiel surgery and edoniostomuielegy.
"~ Mter removal of wisdom teeth or impaded tpsids, '
— After vemoval of rediculor or demial cyst,
- Periodontal paciet dehrideran,
— Filling for o sinus graft
— Restorution of bonz stodk Following avulsion, trauema or sumeurs prior to fitfing of implants

3. Properties:

(DLLAPAT® Vs asteotoniduciive,

itis genemllﬁ completely colorised by the heahhy arthotepc issza thanks ta intersive bore regenerafion.

COLLAPAT® [l exerss o haemasiatic effect o the bane surfuces that it covers s on he mustles tha ore prtielly fresd
and rephrced doring surgery, stopping bleeding in a few minutes. ‘

4, Confruindications:

COLLAPAT® I must nof ke sed T gaiants with allezgic predisposifion crin the case of kexown ellsngy to ecllagen of bovk
e origin.

5. Adverse effeds:

Aithougts no allergic seackon to this produdt hos been shserved 1o dote, this phenamenon cannot, o priori, be
eiduded with cerifude in exceptione coses.

6. Interactions with other agents;

Singe collogen reduces the adkesive povwer of cement {melhy] methatrylme), COLLAPAT |l must ot be applied on bore
surfoces on which implant moveril must ba fixed using his cement.

7. Precoutions for vse: .
.~ CDELAPAT® Il presemis no shaie stabillty or resistance fo conskeaus. l therefors ean enly bs used fo the
treniment of insteble lasses of bane substonte i ussaiation with supporfing osteosynihesis
— COLLAPAT® N rrust not be used dry, but mus? be wef befors use.
— I regions with kow bone regeneration, COLLAPSF® I olone is ingfFective, but can be used in association with
gn uiolagous spongious fisus franspioet, PRP {Platelet Rich Piosma) and)/or oher imjecion of nutclogous
0ne mamow,
~ Insuficnt regensuion is possibfe : unfavourable cases, in particlar in the case of very great sobsiance
lossarin vegions of waalc o regeneration. These dtses can be mvoided by srly chserving the intications
and instrucions for use,
— Weanly have very kimited experfonce inthe repeted use of COLLARAT® 1. I s therefore recommended ta
be [F_)LIEP  folding néo account the exugenoss origin of the collogen, @ sourea of posshle aergie rencions.
~ COLLAPAT® | showld et be used in paents preseting with cuée or chzank infacion of the surgiel i or
in those eacsiving hi]qh doses of corticosteroids.
— COLLAPAT® ff should not be used in pafirs presanting with
= Seplicaemic,
= Severe bone deneneraion er major osteoporosis,
° Usteomulrm:m ] .h .
» Bymerp idism o7 severe ypercaleemio. -
— (OLLAPAT® H should nof be used in pregnant women,
~ Danat use {OLLAPAT® l nfter the exiry date indicated on the package.
— Do nat vse COLLAPAT® I  she packape hos heen domaged.

~ COLLAPAT® ) must be used imesiediitely ofter opening the podiage.

— If COLLAPAT® [V s cutfo size, the rest of the pad musi%e iseand

—~ COLLAPAT® 3t enust o b stosed for lafer use once the puckage kus besn apened os this might aeste a rick
of infetion: for the pojant.

— (OLLAPAT® s a single-use produd, it must net be resterdised,

8. Method of adminisiration: :
- geﬂLLAPéF H must be used in gerfecty steile operaiing eondians aFler adequate prepuraion of the st ta
freak

— (OUAPAT® Jt con be oof, using surgical stissors, to e dosired diemensions to fociliefe iis

application. After being wef with Hssue fluids, unfibistis or safine solution, COLLAPAYE Il becomes soft uad
stelike, maldng i edsy to use fo 5 the covily requiring freatment

~ Draining is strong‘ir recommested butthe droiits must not b In diredt conect with COEEAPAT® |1,

- Rinf{ﬂ of the fmplanted areq is i be avoided.

— COLLARAT® {] s not designed to be removed extept i the cose of postsurgial infection.

— Inthe mse of widesprecd oad very deep bone lesions or segment defects of more than 1 1o 2 em, sutdl-
gous bens shaings or PRP {Plofelzt Ritll:l’!usrria) should be combined with COLLAPAT® I,

~ Bor instabilies require supporing asteosynthesis,

9. Storage: 1
COLLAPAT® 1| shoukd be stored of room temperature {10°C - 30°C).

10. Sterilisation:
COLLAPAT® I s sterfised by irudiation at 25 Gy,

1. Pod sizes:

(DELAPAT® I| gads ore svailable in three stzes:

IxIxim

35x6x04m

TxTixBbm

COLLAPAT® | pac's ere preserted in light- o wmterpracf double wrapping, one unis per kax, except forthe 1% 1x1
«ra puds whith are preserad in boxes tentoiring five unfts.

12, lnformation kast updafed:
January 243

13. Meaning of the pictograms on the box

® Produ for single-sse only. Bo not use agein,

& (aution, please refer to the instrucions for use

LOT Batch number
g Expiry date
(sTeriLe[a] | Sterie: the product has heen sterfised by inodiotion.

c E CE morking in complicnce with Divedive %3 /42CEE relative fo medical devices

0% JE/ °C1 St between 10°Cand 30°C

@ Do nof sesterlise

@ Ensure the package has not been domoged befora use

& Product monufecurer

14, Additional information:
Addional information con be obtained from:

Responsible Manufacturer:

SYMATESE

L1. les Troques

69430 Chaponost

FRANCE

Tel: +33 {0)4 78 56 72 80
Fax: +33 (0)4 78 56 00 48



