5. Anatomic abnormality of the skull

6. Patient that do not follow surgeon's instructions

[Sterilization Instructions)

WARNING: The cranial implant is supplied NON-STERILE and is intended for single
use.

Recommended parameters for sterilization of the NON-STERILE implant:

Symbols used on labeling

Consult instructions for use or consult

Do not reuse e :
electronic instruction for use

>\

Caution Fragile, handle with care

Keep dry Keep away from sunlight

Batch code Do not use if pa_ckage is damaged and
consult instruction for use

Method Temperature Time

Serial number Use-by date

Catalogue number Date of Manufacture

121°C 30 minutes
Steam

134°C 4 minutes

Nonsterile MR Safe
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Medical Device Unique device identifier

[Warnings]

O Customized Cranio-Maxillofacial Repair System is supplied NON-STERILE
and must be sterilized prior to use according to the sterilization instructions
provided herein.

Customized Cranio-Maxillofacial Repair System is single use only devices to
be used on a single patient and in a single surgical case shortly after the
patient's CT scan is provided. Changes over time in the patient's anatomy
may result in an inaccurate fit not meeting intended specifications and may
require a new CT scan and implant.

Use on pediatric patients is not recommended. Rapid growth of the pediatric
skull may cause dehiscence of the incision, prominence or disfigurement at
the implant site, or related complications that may necessitate removal of the
implant.

[Storage]
Packaged products should be stored in a dry, clean environment, protected from
direct sunlight and extremes of temperature and humidity.

Any serious incident related to this device, please report to the manufacturer (Email:
ae@medprin.com) and the competent authority of the Member State.

The Link of Summary of Safety and Clinical Performance: The link has not yet been generated
until the SSCP is uploaded to EUDAMAD.
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Systém pro individualni kranio-maxilofacialni reparaci




[Popis]

Systém pro individudlni kranio-maxilofacialni reparaci Recranio™ umoznuje nahradit
kostni prazdna mista v lebe¢ni a oblicejové kostfe pacienta. Implantat je tvarovan a
velikostné piizplisoben individualni anatomii konkrétniho pacienta. Implantat je
navrzen pomoci softwaru CAD po obdrZeni CT snimku pacienta a je vyroben z
polyetheretherketonu (PEEK), ktery se v klinice pouziva jiz témér 20 let, a dodava se
jako jeden kus nebo vice kust. Systém pro individualni kranio-maxilofacialni
reparaci Recranio™ se sam pfipeviiuje k nativni kosti pomoci desticek a fixuje se
pomoci standardnich kranialnich a kraniofacidlnich fixacnich systému( nebo pomoci
standardnich titanovych Sroubu. VSechny kraniofacialni implantaty specifické pro
pacienta jsou dodavany nesterilni v uzavieném nylonovém sacku.

[Indikace)

Systém pro individualni kranio-maxilofacialni reparaci je navrzen individualné pro
kazdého pacienta a je urcen ke korekci defektt nebo nahradé kostnich dutin v
kraniofacialnim skeletu.

[Pokyny pro chirurgickou implantaci]
Zcela odhalte defekty kostniho okna.
Umistéte systém pro individualni kranio-maxilofacialni reparaci Recranio™
na skelet defektu a upravte jeho polohu na spravné misto.
Provedte diikladnou hemostazu.
Utahnéte Sroub do desticky, aby se implantat zafixoval.
Umistéte drenazni trubicku pod nebo na systém pro individualni kranio-
maxilofacialni reparaci.

[Kontraindikace]
1. Infekce nebo vysoké riziko infekce
2. Lokalni chirurgicka infekce

3. Horecka nebo abnormalni leukocyty

4. Dusevni poruchy
5. Anatomickd abnormalita lebky

6. Pacient, ktery nedodrzuje pokyny chirurga

[Pokyny pro sterilizaci]
UPOZORNENI: Kranialni implantat se dodava NESTERILNI a je uréen k
jednorazovému pouziti.

Doporugené parametry pro sterilizaci NESTERILNIHO implantatu:

Symboly pouzivané na oznaceni

Metoda Teplota Cas

121°C 30 minutes

Péra
134°C 4 minutes

Prectéte si navod k pouziti nebo si

Nepouzivejte opakované prectéte elektronicky navod k pouziti

Upozornéni Kiehké, zachazejte se zafizenim opatrné
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Chraiite pred slunecnim zarenim
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Uchovavejte v suchu

Nepouzivejte, pokud je obal poskozen,

Kod Sarze a prectéte si navod k pouziti

Sériové Cislo Datum pouzitelnosti

Katalogové Cislo Datum vyroby

Nesterilni MR Safe
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Zdravotnicky prostredek Jedinecny identifikator zarizeni

[Upozornéni]

O Systém pro individualni kranio-maxilofacialni reparaci se dodéva NESTERILNI
a pred pouzitim musi byt sterilizovan podle sterilizacnich pokyni uvedenych v
tomto dokumentu.

Systém pro individualni kranio-maxilofacialni reparaci RecranioTM je zafizeni
na jedno pouZiti, které Ize pouzit pouze u jednoho pacienta a v jednom
chirurgickém pripadé kréatce po poskytnuti CT vySetfeni pacienta. Zmény v
anatomii pacienta v pribéhu ¢asu mohou vést k nepfesnému uloZeni, které
neodpovida zamyslenym specifikacim, a mohou vyZadovat nové CT vySetieni
a implantaci.

Pouziti u détskych pacientti se nedoporucuje. Rychly rist détské lebky muze
zpusobit dehiscenci fezu, prominenci nebo znetvoreni v misté implantatu
nebo souvisejici komplikace, které mohou vyzadovat odstranéni implantatu.

[Skladovani]
Zabalené vyrobky by mély byt skladovany v suchém a Cistém prostiedi, chranény
pred pfimym slunecnim zarenim a extrémnimi teplotami a vihkosti.

Jakykoli zavazny incident tykajici se tohoto zafizeni nahlaste vyrobci (e-mail:
ae@medprin.com) a pfislusnému organu clenského statu.

0dkaz na Souhrn bezpecnosti a klinické vykonnosti: Odkaz zatim nebyl vygenerovan, dokud
nebude SSCP nahran do databaze EUDAMAD.

Medprin Biotech GmbH
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GutleutstraPe 163-167,60327 Frankfurt am Main, Némecko
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Datum vydani:2021.09.03 Datum revize:2021.09.03

[Description]

Recranio™ Customized Cranio-Maxillofacial Repair System allows for replacement
of bony voids in the patient's craniofacial skeleton. The implant is shaped and sized
to fit the individual anatomy of the specific patient. The implant is designed with
CAD software after receiving the patient's CT scan and made of
polyetheretherketone (PEEK), which has been used in clinic for nearly 20 years and
is supplied as a single piece or multiple pieces. Recranio™ Customized Cranio-
Maxillofacial Repair System is attached to native bone with the plates by
themselves and fixed using standard cranial and craniofacial fixation systems or
using standard titanium screws. All patient specific craniofacial implants are

supplied non-sterile in a sealed Nylon bag.

[Indications]
Customized Cranio-Maxillofacial Repair System is designed individually for each

patient and intended to correct defects or replace bony voids in the craniofacial
skeleton.

[Instructions for Surgical Implantation])

O Fully expose defects of bone window.

O Place Recranio™ Customized Cranio-Maxillofacial Repair System on the
defect skeleton and adjust the position to the right place.
Thorough hemostasia.
Tighten screw into the plate to fix the implant.
Put a drainage tube under or on the Customized Cranio-Maxillofacial Repair
System.

[Contraindications]

1. Infected or with high risk of infection
2. Local surgical infection

3. Fever or abnormal leukocytes

4. Mentally disordered




