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CERAFORM®

Synthetic Bone Substitute

Instructions for use

GENERAL INFORMATION

Before using medical devices, the operator must be thoroughly
familiarised with the safety rules mentioned in the current instructions
for use, as well as the information relating to each product (description,
leaflets, etc.). The corresponding information is available from supplier.
The operator should also be informed of the residual risk(s) associated
with the product used.

Summary of Safety and Clinical Performance is available on
EUDAMED database (https://ec.europa.eu/tools/eudamed) or https://
myimplantcard.com/sscp/

INTENDED USERS

Medical devices should only be used in an adapted environment
and by healthcare qualified operators having a sound knowledge
and full mastery in preparation techniques specific to such products.
Preparation techniques may be acquired from qualified distributors. The
operator is responsible for any complications or harmful consequences
which might result from an erroneous indication or operative technique,
an improper use of the equipment and/or a failure to comply with the
safety rules provided in the instructions for use. Neither manufacturer
nor qualified distributor can be held responsible for these compli-
cations.

INTENDED USE

CERAFORM® is an osteo-conductive synthetic ceramic for bone
ingrowth, intended to be used for filling gaps or bone defects in
orthopaedic or spine surgery.

LIFETIME

CERAFORM® is an implantable device, intended to be totally absorbed
after a minimum of 2 years. The lifetime period may vary depending
on the size of the defect, the indication and the physiological condition
of the patient.

It is not intended to be removed and does not need any maintenance,
unless a medical complication would require a surgery.

INDICATIONS

CERAFORM® is indicated for the filling of bone defects, due to bone
injury (such as tumour, trauma, disease) , or surgical procedure (such
as arthrodesis, osteotomy), as follows:

- Granules are indicated for use in tumoral or benign bone cysts
(shoulder, hip, knee, foot), fractures (shoulder, knee), osteotomies
(knee), and spine fusion procedures,

- Sticks are indicated for use in fractures (knee, shoulder),

- Wedges are indicated for use in fractures (knee, shoulder).
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TARGET POPULATION

Patients with a bone defect due to bone injury or surgical procedure.

PERFORMANCES AND EXPECTED CLINICAL
BENEFITS

CERAFORM® allows to restore bone integrity, resulting in pain
alleviation and improvement of quality of life of the patient.
After implantation in the bone defect, the product is resorbed and
progressively replaced by bone during the healing process.

CONTRAINDICATIONS

- Procedures other than those stated in the INDICATIONS section

- Treatment of large bone defects which could impact the stability of
bone structure without implementing @ mechanical stabilisation
system (such as plate(s), screw(s), nail(s), cage(s))

- Patients susceptible to allergic reactions to the product components

- Due to non-sufficient available clinical evidence, CERAFORM®
is contraindicated in paediatric patients, and breast-feeding or
pregnant women.

SIDE EFFECTS AND ADVERSE EVENTS

- In some cases of wide defects close to a joint, limited range of motion
of the joint has been reported.

- In some cases of tibial osteotomy, internal fracture of wedges have
been reported, without any impact on the bone consolidation.

- Some cases of incomplete bone reconstruction have been observed,
without impact to the patient

- Secondary fracture due to implantation in a load bearing site without
mechanical stabilisation system.

Even if no cases of pain, infection or inflammation related to

CERAFORM® have been reported in the literature or during PMCF

studies, these complications represent nonetheless inherent risks

to any surgical procedure. Indeed, some cases of infection, chronic

fistulized osteitis, pain, osteolysis or fusiform finger swelling, not related

to GERAFORM® but to the surgical procedure, have been reported in

a clinical study.

Any serious incident occurring in relation to the device GERAFORM®
must be reported without delay to the manufacturer and the competent
local authority where the user and/or the patient is established.

COMPOSITION

Biphasic calcium phosphate ceramic

Hydroxyapatite (HAP) : 65%

Tricalcium phosphate (TCP) : 35%

CERAFORM® products are available under several size such as
granules, wedges or sticks. The composition is the same for all the
products.

STERILISATION

CERAFORM® is delivered sterile under double packaging, ready to use
in the operating room. The product is sterilized by gamma sterilisation
at 25kGy. Sterility is guaranteed until the expiry date if the packaging
has not been opened or damaged.
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RECOMMENDED ACCESSORIES

INFORMATION TO THE PATIENT

No accessories are required for the implantation of this product

INSTRUCTIONS FOR USE

1) Preparation of the host site:

- Perform a careful curettage (removal of necrotic or inflammatory
tissue)

- Abrade the bone wall to render it slightly haemorrhagic.

2) Implantation of GERAFORM®;

The product can be used without preparation or be impregnated with
autologous blood or bone marrow.

WARNINGS AND PRECAUTIONS FOR USE
Read instructions for use carefully prior to use and follow preparation
and handling instructions of medical device.

lgnoring the instructions for use may lead to potential undesirable
effects.

For an optimum use of CERAFORM®, it is essential to perform a
thorough pre-operative review of the patient before the intervention in
order to confirm the indication and plan the surgical technique.

Conservation

- It is strictly forbidden to re-sterilise the product. This product
is supplied sterile unless package has been opened or damaged.

- This device is packaged and sterilised for single use only. Do not
reuse, reprocess or resterilise. Reuse, reprocessing, or resterilisation
may compromise the structural integrity of the device and/or lead
to device failure which may result in patient injury or iliness. Also,
reprocessing or resterilisation of single use devices may create a risk
of contamination and/or cause patient infection or cross-infection,
including, but not limited to, the transmission of infectious disease(s)
from one patient to another.

- Before use, check the protective packaging carefully to ensure that
it has not been opened nor damaged in a way that could affect its
sterility.

- Do not use this product after the expiration date printed on the
package.

Before Use

- Examine the product visually to identify any defects such as crack or
deformation. Do not implant products with defects

- When removing the product from its packaging, be sure to follow
asepsis rules.

- if packaging is unintentionally opened before use or damaged, do not
use the product.

Precautions for Use
- Implantation should preferably be done in a spongy bone site

- The ceramics cannot be resized nor support the screwing of osteosyn-
thesis material

- The filling must be complete with a slight impaction (no overfilling)

- The covering must be complete and hermetic by suture of the deep
plane.
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The patient should be informed by the operator of potential
consequences of factors mentioned in the paragraphs « contra-in-
dications » and « side effects, and adverse events », meaning those
liable to hinder the success of the operation, as well as the possible
complications which may arise. The patient should also be informed
of measures to be taken to diminish possible consequences of these
factors.

The patient must be informed by the operator that after implantation,
this device does not require any precautions or specific measures
regarding the external environment conditions (eg : security portals,
cooking induction plate) or other medical exams (eg : MRI).

STORAGE

Each product must be stored unopened in its original packaging.
No specific conditions are necessary for the storage.

RECOMMENDATIONS FOR DISPOSAL

Comply with local regulations in force related to handling and disposal
of the medical device and its packaging.

IMPLANT CARD

As part of traceability of the devices, a patient card is provided for the
patient, on which a label specific to the device must be applied. The
implant card as well as the label are located in the device box. Patients
shall keep this implant card at all times in their medical records.

Instruction for completion:

o 17 Patient identification. To be filled by the healthcare institution.

o [B1L: Date of implantation. To be filled by the healthcare institution.

e & : Name and address of the healthcare institution. To be filled by
the healthcare institution.

¢ “IMPLANT CARD” sticker with device information. To be affixed by the
healthcare institution.
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Catalogue number

Batch code

Unique Device Identification

Medical device

Do not use if package is damaged

Date and country of manufacture

Use by date YYYY-MM-DD

Manufacturer

Caution

Consult instructions for use

Consult electronic instructions for use

Distributed by

CAUTION: U.S. Federal Law restricts this device to sale by or
on the order of a physician (or properly licensed practitioner).
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Do not resterilize

Do not reuse

Sterilized using irradiation

Double sterile barrier system

Double sterile barrier system with

protective packaging inside

Patient identification

Healthcare institution

Implant date

Patient Information website
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CERAFORM®

Synteticka kostni nahrada

Navod k pouziti

ZAKLADNI INFORMACE

Pfed pouZitim zdravotnického prostfedku musi byt pracovnik
dikladné seznamen s bezpe€nostnimi pravidly uvedenymi v
aktualnim navodu k pouziti a také s informacemi vztahujicimi se
ke kazdému produktu (popis, pfibalové letaky apod.). Odpovidajici
informace jsou k dostani u dodavatele. Pracovnik by mél byt rovnéz
informovan o zbytkovych rizicich, ktera se s pouzivanym produktem

poji.

Souhrn Udajd o bezpeénosti a klinické funkci je k dispozici v databazi
EUDAMED (https://ec.europa.eu/tools/eudamed) nebo https:/
myimplantcard.com/sscp/

ZAMYSLENI UZIVATELE

Zdravotnické prostfedky by mély byt pouZivany pouze v pfizpu-
sobeném prostfedi a kvalifikovanymi zdravotnickymi pracovniky,
ktefi maji dobré znalosti a pIné ovladaji techniky pfipravy specifické
pro takovéto produkty. Techniky pfipravy Ize ziskat od kvalifi-
kovanych distributorl. Za pfipadné komplikace nebo Skodlivé
nasledky, které mohou vzniknout v disledku chybné indikace nebo
operacni techniky, nespravného pouZiti zafizeni a/nebo nedodrzeni
bezpecnostnich pravidel uvedenych v ndvodu k pouZiti, odpovida
pracovnik. V/yrobce ani kvalifikovany distributor nenese odpovédnost
za tyto komplikace.

ZAMYSLENE POUZITI

CERAFORM® je osteovodiva synteticka keramika k proriistani kosti,
uréena k vypinéni mezer nebo kostnich defektli v ortopedické
chirurgii nebo chirurgii patefe.

ZIVOTNOST

CERAFORM® je implantabilni prostfedek, ktery se ma po minimalné
2 letech zcela vstfebat. Délka Zivotnosti se mize liSit v zavislosti na
velikosti defektu, indikaci a fyziologickém stavu pacienta.

Neni uréen k odstranéni a nevyZaduje zadnou Uidrzbu za pfedpokladu,
Ze zdravotni komplikace nevyZaduii chirurgicky zkrok.

INDIKACE

CERAFORM® je indikovan k vypinéni kostnich defekttl zplisobenych

poranénim kosti (jako je napfiklad nador, trauma, onemocnéni)

nebo chirurgickym zakrokem (napf. artrodéza, osteotomie), a to
nasledovné:

- granule jsou indikovany k pouziti pfi nddorovych nebo benignich
kostnich cystach (rameno, kycel, koleno, chodidlo), zlomeninach
(rameno, koleno), osteotomiich (koleno) a pfi flzich patere,

- ty€inky jsou indikovany pro pouziti pfi zlomeninach (koleno,
rameno),

- kliny jsou indikovany pro pouZziti pfi ziomeninach (koleno, rameno).
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CILOVA POPULACE

Pacienti s kostnim defektem v disledku poranéni kosti nebo chirur-
gického z&kroku.

VYKONY A OCEKAVANE KLINICKE
VYHODY

CERAFORM® umoZriuje obnovit integritu kosti, coz vede ke zmirnéni
bolesti a zlepSeni kvality Zivota pacienta.

Po implantaci do kostniho defektu je produkt resorbovan a b&hem
procesu hojeni postupné nahrazovan kosti.

KONTRAINDIKACE

- Jiné postupy nez ty, které jsou uvedeny v ¢asti INDIKACE

- Lécba velkych kostnich defektd, které by mohly ovlivnit stabilitu
kostni struktury bez pouziti mechanického stabilizacniho systému
(jako je dlaha(y), Sroub(y), hieb(y), klec(e))

- Pacienti nachyini k alergickym reakcim na slozky pfipravku

- Vzhledem k nedostateénym dostupnym Klinickym dlkazim je
CERAFORM® kontraindikovan u pediatrickych pacientd a kojicich
nebo t&hotnych Zen.

VEDLEJSI UCINKY A NEZADOUCI

PRIHODY

- V nékterych pfipadech rozsahlych defektl v blizkosti kloubu byl
hlaSen omezeny rozsah pohybu kloubu.

- V nékterych pfipadech tibiélni osteotomie byly hlaSeny vnitfni
zlomeniny klind bez jakéhokoli vlivu na konsolidaci kosti.

- Byly pozorovany nékteré pfipady neupiné kostni rekonstrukce bez
vlivu na pacienta

- Sekundarni zlomenina v disledku implantace do nosného mista
bez mechanického stabilizacniho systému.

| kdyz nebyly v literatufe nebo béhem studii PMCF hlaseny zadné

pfipady bolesti, infekce nebo zanétu souvisejici s GERAFORM®,

tyto komplikace pfesto pfedstavuji inherentni rizika pro jakykoli

chirurgicky zakrok. V klinické studii byly skute¢né hlaseny nékteré

pfipady infekce, chronickeé fistulujici osteitidy, bolesti, osteolyzy nebo

vietenovitého otoku prstd, které nesouvisely s CERAFORM®, ale s

chirurgickym zakrokem.

Jakakoli zavazna nezadouci pfihoda, ktera se vyskytne v souvislosti
se prostfedkem CERAFORM®, musi byt neprodlené hlaena vyrobci
a prislusnému mistnimu Ufadu, pod ktery uZivatel a/nebo pacient
spada.

SLOZENI

Dvoufézové kalciumfosfatova keramika
Hydroxyapatit (HAP): 65 %
FosforeCnan véapenaty (TCP): 35 %

Produkty GERAFORM® jsou dostupné v nékolika velikostech, jako
jsou granule, kliny nebo ty€inky. SloZeni je u vSech produktl stejné.
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STERILIZACE

CERAFORM® je dodavan sterilni ve dvojitém baleni, pfipraveny k
pouZiti na operacnim sale. Produkt je sterilizovan gama sterilizaci pfi
25 kGy. Sterilita je zaru¢ena do data pouzitelnosti, pokud obal nebyl
otevfen nebo poskozen.

DOPORUCENE PRISLUSENSTVI
K implantaci tohoto produktu neni potfeba zadné pfisluenstvi

NAVOD K POUZITI

1) Pfiprava pracovniho pole:

- provedte peclivou kyretdz (odstranéni nekrotické nebo zanétlivé
tkang),

- obruste kostni sténu, aby byla mirné hemoragicka.

2) Implantace CERAFORM®:

Produkt mizZe byt pouZit bez pfipravy nebo mlize byt impregnovan

autologni krvi nebo kostni dfeni.

VAROVANI A BEZPECNOSTNIi OPATRENI
PRO POUZITI

Pfed pouZitim si peclivé pfectéte navod k pouZiti a dodrzujte pokyny
pro pfipravu a manipulaci se zdravotnickym prostfedkem.
Ignorovani navodu k pouZiti mize vést k potencialnim nezadoucim
ucinkim.

Pro optimalni vyuziti GERAFORM® je nezbytné provést dikladnou
pfedoperaéni revizi pacienta pfed zakrokem za Ucelem potvrzeni
indikace a naplanovani chirurgické techniky.

Uchovavani

- Je prisné zakazano produkt opakované sterilizovat. Tento
produkt je dodavan sterilni, pokud nebyl obal otevien nebo
poskozen.

- Tento prostfedek je zabalen a sterilizovan pouze na jedno pouZiti.
Opétovné jej nepouzivejte, nezpracovavejte ani nesterilizujte.
Opétovné pouziti, pfepracovani nebo resterilizace mize narusit
strukturalni integritu prostiedku a/nebo vést k jeho selhani, které
muze mit za nasledek zranéni nebo onemocnéni pacienta. Pfepra-
covani nebo resterilizace prostfedkd na jednorazové pouziti muze
také vytvaret riziko kontaminace a/nebo zplsobit infekci pacienta
nebo kfizovou infekci, mimo jiné v&etné pfenosu infekEniho
onemocnéni (infekénich onemocnéni) z jednoho pacienta na
druhého.

Pred pouZitim peglivé zkontrolujte ochranny obal, abyste se ujistili,
Ze nebyl otevien nebo poskozen zplsobem, ktery by mohl ovlivnit
jeho sterilitu.

- Nepouzivejte tento produkt po uplynuti doby pouZzitelnosti uvedené
na obalu.

Pred pouzitim

- Vizualné zkontrolujte vyrobek, abyste zjistili pfipadné vady, jako
jsou praskliny nebo deformace. Neimplantujte vyrobky s vadami.

- Pfi vyjiméni produktu z obalu dodrZujte pravidla asepse.

- Pokud je obal pfed pouZitim neimysIné otevien nebo je poskozen,
nepouzivejte jej.
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Opatieni pro pouziti

- Implantace by méla byt pfednostné provedena do mista houbovité
kosti

- Velikost keramiky nelze ménit ani podporovat Sroubovani materialu
osteosyntézy

- Viyplfi musi byt kompletni s mimou impakci (bez pfepinéni)

- Kryti musi byt UpIné a hermetické pomoci sesiti hluboké roviny.

INFORMACE PRO PACIENTA

Pracovnik by mél pacienta informovat o moznych disledcich
faktor( uvedenych v odstavcich ,kontraindikace” a ,vedlejSi ucinky
a nezadouci prihody*, tedy ty, které mohou branit uspéchu operace,
jakoz i mozné komplikace, které mohou vzniknout. Pacient by mél
byt také informovan o opatfenich, ktera maji byt pfijata ke snizeni
moznych nasledku téchto faktor.

Pracovnik musi pacienta informovat o tom, ze tento prostfedek po
implantaci nevyzaduje zadna preventivni opatfeni nebo specificka
opatfeni tykajici se podminek vnéj$iho prostredi (napf.: bezpecnostni
brany, varna indukéni deska) nebo jiné lékarské prohlidky (napf.
MRI).

SKLADOVANI

Kazdy vyrobek musi byt skladovan neotevfeny v plvodnim obalu.
Pro jeho skladovani nejsou nutné zadné zvlastni podminky.

DOPORUCENI PRO LIKVIDACI

Dodrzujte mistni platné pfedpisy tykajici se manipulace a likvidace
zdravotnického prostfedku a jeho obalu.

KARTA S INFORMACEMI O IMPLANTATU

V ramci sledovatelnosti prostfedki je pacientovi poskytnuta karta
pacienta, na kterou musi byt nalepen Stitek specificky pro dany
prostfedek. Karta s informacemi o implantétu i Stitek jsou umistény
v krabici s prostfedkem. Pacienti musi tuto kartu implantatu vZdy
uchovavat ve své zdravotnické dokumentaci.

Névod na vyplnéni:

« #2 : Identifikace pacienta. Viyplni zdravotnické zafizeni.

+ |81 : Datum implantace. VypIni zdravotnické zafizeni.

« M : Nazev a adresa zdravotnického zafizen. VlypIni zdravotnické
zafizeni.

+ Nalepka ,IMPLANT CARD* s informacemi o prostfedku. Nalepi
zdravotnické zafizeni.
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Katalogové cislo

Cislo 8arze

Jedine¢na identifikace zafizeni

Zdravotnicky prostfedek

Nepouzivejte, pokud je obal poskozeny

Datum a zemé vyroby produkt(

Pouzitelné do RRRR-MM-DD

Vyrobce

Upozornéni

Prectéte si navod k pouziti

Prostudujte si elektronicky navod k pouziti

Distributor

®

O

VAROVANI: Federalni zékon USA omezuje prodej tohoto zafizeni
na lékafe nebo na jeho objednavku (nebo na praktického Iékare s

pfislusnou licenci).
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Nesterilizujte opakované

Nepouzivat opakované

Sterilizovano zarenim

Systém s dvojitou sterilni bariérou

Systém s dvoijitou sterilni bariérou s
ochrannym obalem uvnitf

Identifikace pacienta

Zdravotnické zafizeni

Datum implantace

Internetova stranka s informacemi pro
pacienty
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