KOINMWHA

ATTESTATION

STATE OF FLORIDA
COUNTY OF DUVAL

On this 11" day of April 2016, | attest that the preceding or attached documents
are true, exact, complete, and unaltered photocopies made by me of the
following Instructions For Use of Durepair®, issued by Medtronic Neurosurgery,
located at 125 Cremona Drive in Goleta, California 93117 USA., presented to me
by the document's custodian, Alexandra Oliver, and, to the best of my
knowledge, that the photocopied document is neither a public record nor a
publicly recordable document, certified copies of which are available from an
official source other than a notary public.

A4NA< Mete

Official Notary Signature J

United States of America
State of Florida
County of Duval

Subscribed and sworn to b~ore me
this W day of . Qof(»

i LISAHERKLOTZ
«fir L >\ Commission # FF 189462
Expires January 13.2019

I Bonded Thru Troy Fain IB«urinoe8004tt-7018

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



iNsmcnoHSFon Use/NAmo KPOUim/BmasAmmm/GmuuaAAnwimNG/
Modio‘wnol/CeBTnabl T T nblo/OaHnaxpHzm/HASZNALAV mstrAs/Istpuzionipep I'uso/
BPUKSANVMINC/INSTPUPaA UlYimWANA/INSTPUGOES DE UVUEAFAO/INSTPUCaONES DE USO/
BPUPSANVISmm/KutLANMA TMIMAMAPL

Durepair® Dura Regeneration M atrix

REGENERACNf MATRIX DUREPAIR® DURA

D urepair® matrix til regeneration af dura mater

D urepair® Dura-regeneratiematrix

MATRICE DE REGENERATION DE LA DURE-MERE DUREPAIR®
Durepair® Dura-Regenerationsmatrix

OEMEN1A OYIIA ANATENNHIHIIKAHPAI MNNIFTAI

D urepair® Dura regenerAciOs matrix

M atrice di rigenerazione della dura madre D urepair®
D urepair® dura-regenereringsmatrise

SUBSTANCJA REGENERACYJNA OPONY TWARDEJ DUREPAIR®
MATRIZ DE REGENERAQAO DA DURA-MATER DUREPAIR®
MATRIZ para REGENERACI6N DE LA DURA DUREPAIR®

D urepair® matris for duraregeneration

Durepair®Dura Rejenerasyonu M atriksi

& MecUranic
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Confonnite (ur»p”nne (Europun Conformity). the device fuHy

(onfermttd earopdenne (EvropsU shoda [ZNtta CE]]|. Iento symbol oiameni, tep! pintw
Conformity tte symbol angiver, at enheden overholder kravette i EU-direktlv 93/42/E0F.
CE-keutmerk (Conformity europtenne). D|l symboot betekenl dathet instrument voHedig voldoetaan de Europeserichllin 93/42°EG.

European Directive 93/42/EEC.

/42/EH5.

C€

m Conform\ty Cesymbol /CEE.
{ 1 Konforniiai). Oi dassdasGeritdi fEU'R 2/EWG
Conlorm\ty ik I AutOtootippok iolvK O pop n)vEup\lvlotKl)OGI)y\aQVAZIEOIL
Conformity europYenne ( Eurdpau megfeWMg). Eialel aztJelentl. hogy az esﬂ(SzleIJes myr[ykben megfe\e\ a93/42/EGKsz eurdpai hlnyelvnek
Conformity euio®erme Cunformwu europea). Qoestc simboloindica”e il d\sposwl\vo onforme alia Di 2ICEE.
Conformity eorop! k samsvar). De

bolet angitat enheteit er i samsvar med eurqreisk diiektiv 93/42/EEC
Confomity europYenne \Zgodnofd Ejrope)ska) Znakzgcdnofdz wymogami Dyrektywy Rady Eurapy 93/42/EWG.

Conformity ia). E: signiRca queo dispositivo cumptenaintegra a Directiva Europeia 9@/42/CEF_
Conformity enropYenne (¢ etsropeal.E: ilifica que el dispositivo la d\rectwa I2/EEC.
C i Denna symbol belter U-di 2/EEG.
Conformity europYenne (Avrupa Uyumu). Bu garet cihazin Avnipa Direktifl 93/42/EECile tamn uyumlu oldugunu gdslermektedir.
Caution Letop flpocoxi) Forsiktig Precaucidn
Upozomini Miseen garde |Tigydzat Uwaga Varningt
Forsigtig Achtung Attenzione Aten"So Dikkat
[STINSEIECH Sterlllsatlon Ethy\enoxrdggs Steryl\zgcja: gazawyvtlenek e}y\enu
Sterifizace: Ethylenoxid Lpio oE Ester)liza(lo: G3s dxido de etileno
SterilherinaiXtvlenoiid Steriliz3I3s; Etilyn-oxidg3z Esterllizaddn; dxido de etileno
Sterilizzazione; ossido di etilene Sterilisering: Etylenoxidgas
Sterffisation:Ox"ed'ythyiyne deg ilisering; E i Stefilizasyon: Etilen Oksit Gazi
Useby Utilheravantle Utilizzve entro Fechadecaduetdad
Poulitelnost Verwendbarbts Brukesfor Anvand fore
Anvendes senest Xpi)oq Luc Terminwaznolci Son KullanmaTaiihl
Uiterste i j3r Utilizaraty
Package Contents Contenudel'emballage Contenuto della confeziene Contenido del paquete
Obsahbaleni Packungsinhatt Pakkeinnhold FdrpackningensinrtehSlI
Pakkens indhold ntpitxdpmouoKcuaoiac ZawartoiLopakowanla Paket Icerigi
A i Conteudodaembalagem
DoNotReuse Nepasrdutiliser. Non riutilizzare Novolverautilizar
UrEeno pro jednotizovd pouiiti. 1 i j firejiteranvandas
M3ikkegenbiuges Mqvcnovaqumponolctlc Nieu2ywafpowtémie TekrarKullanmaytn
gebrutten niUsa tilos! Nkoreutilizar
REF Reference Number Numyto deryfyrence Numero diriferimento Numero de referenda
Referenfn((!t$lo Referenznummer Referansenummer Referensnummei
Referencenummer Apidpocovovopdc Nrreferencyjny ReferansNumarasi
R R i Numero de referenda
Lot Number Numyrodeiot Numerodiiotto Niimerodebte
(fsloiarze Chargennummer Partimmimer Satsnummer
Partinummer Api6pdcnapi(da( Nrpartii LotNumarasi
Partijnummer Tytelszdm Numero de lote
I"only Caution; U. S.federal law restricts this device to sale by oron the order ofa physician.

Upozomynf; Federdinizdkorsy USA povoluijf prode) tohoto prosifedku pouze lykafOm nebo najejich objednivku.
Forsigtig: Ifolge amerikansk lovgivning m3denne enhed kun saelges afen Ixge eller eherordlnamn afen Izege.

letop: Xrachtens defederale wet van de VS mag dit i

doorofop

van een aits worden verkocht.

Miseen garde: Lalegislation fyddrale amyricaine n‘autorise lavente de cedispositif que sur prescription mddicale.

Achtung: LautBundesgesetzgebung der USAdarf dieses Gerat nuran einen Arzt oder aufgrund arztiicher Anotdnutsg verkauft weiden
f1pooo](f|: K opoonovSiOK"vopoOsda (tuv HIA) crm pliuiTqv nukqoq tq ( ovokevitourd)(pévo and lotpd i) pc ouvroyrtlotpoO.
Vigydzat: Az USAszdvetseg\ tdrvdnyek YMHrYber) ezaz eszkdz kizdrdlag orvosoktdl vagy otvosi rendelvynyre szerezhetd be.

Attenzione:l

tro

Forsiktig: Federal lov (USA) begrenser salg av dervne enhetenttil leger eller p3 bestilling fra leger.
Uwaga: Prawo federalne (Stany Zjednoczone) zezwala na sprzedaz Iego utzqdzeulawquczme IekarzoM lub na zlecenie lekarza.

Aten(30:A

Precaucidn: Ia leyfederal de los ELUU. restringe la venta de este d\sposllWoa un mydico 0 aunaorden facultativa.

/arning|Eniigt federal

(USA)fir

eller pilakaresordinatton.

Dikkat: A.B.O. federal kanunlarma gore bu cihazsadece blrdoktor tarafmdan veya emriyie satilabilir.

Manufacturer Fabrrkant KaTaokcueorfic Ptoduseni Fabrkante
Vyrobce Fabricant Gyirtd Wytwdrca Tiilverkare
Producent Hersteiler Produttore Fabricante Oretici

DoNot Resterilize Nepasrestyriliser Nonristetilizzare Noreesterilizar
M3ikkeresteriliseres Mgy CNOVONooTCipuveTt NiesterylizowaCponownie Tekrar Sterilize Etmeyin

Diet opnieuw sterlHseren
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Tilos djrasterllezni!

Naoreesterilizar



., yr-.1 Storage temperatures Temp"atutesdestockage Temperatura przechowywania

— — | Skladovadteplota 6(ppoKpooU(fulha(rx Temperaturas de conservafio
Opbevaringstempeiatur TiroUsihdfli*rsdklet Temperaturasdealmacenamiento
Opslagtemperaturen Temperature di conservazione Forvaringstemperaturer
Temp'ratures de conservatiotr Lagringsterrrperaturer Saklamasicakliklari
Consult Instructions for Use. Consitarele istiuz'ioni per ['uso.

Cttenivodkpoulll. Seibniksanvisningen.
Sebrugsanvisningen. Sprawdzi*w Instrukcji obstugL
Raadpleeg de Gebruiksaanwijzing. Consultarasinstrufoes de utillza".
Consuher le mode d'emploi. Consulte las Instrucciones de uso.
£€ebiauchsanwe»ungbeachten. Lashruksanvbningen.
lupPoukEUTETETKObIyIECXpINOriC. Kullanim Talimatlarina bakiniz.

OfrassaelaHasznilati utasltdst.

Dureptif* isaregrstertd trademark o( TH KiMoences tnc.
DureptK *ieftdistrtvani athranfUmamka speleteisti TH BiosdetKetIm .
Durepair'crelrepisirtf(t vaitfiuerke. dertllitarer TH Diosdencts k.

Durepair*isten ranTH
Durepair*est uneturque ddposde de TEI8«sdentts Kk
Durgaii* i

toDurepair"ciroi (pnopa6onpakoioitBEvttt<|EIBiOKiefl(esIK
ADurepair*aTH BiosdencesInc. bejepyzett vddiepye.

Ourepair posHato di TH
Duigia” eretrepistrenvarcmerkefor TH BiosderKes Inc.
Dur"airjestzar i i TE Biosciences, Inc.

Durepair* damaauru omerdal repistada da TH Bioscieacetlac
Durepair*esuiu matcarepistrada de TH Biosciences kic.

Durepaires uaamara repisirada de TE BiosdeiCSInc.
Durepair*iretireplstietalvarumkike son lillhdr TE liosciefces Inc
Durepair* TH BnscieMes Inc.in tescli bir Ikarimarkasidir.
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Varovani a bezpeaiostm' opatfeni

POZNAMKA pro UKARE: Ukar musfseznamit pacienta sindikacemi, kontraindikacemi, varovam'ml a bezpe”nostnimi opatfenfmi

uvedenymlvtomto dokumentu.
Neprov~dAjte resterifizaci prostPedku Durepair, nebotby mohio dojit k )eho poskozeni.
Prostredeknepoufivejte, pokudije oba! poskozeny nebo oUvfeny.
Nevystavujte prostfedek pOsobeni zadnych chemickych prostfedkC aniiatek krome steriintho 0,9% fyziologickdho roztoku pfi
pokojove teplote.
Durepairje uren pouze pro jednorazove poulitfachirurgickou implantacl.
Drive, nei sedotknete prostfedku Durepair, oplachn”te chirurgicke rukavice a odstraMe z nich tak pudr.
Prostfedek nepouZfvejte, pokud doilo k pfekroilenfdata pou2itelnosti uveden”ho na stitku obalu.
Prostredek riepouzivejte, pokud se z d t ze se po namoceni vyrazne zmensil.
Vysledky studil na zvifatecb svedcl o tom,  reakce na cizi tEleso spojeni spou”itfm tk*novych lepidel ahemostatickych
prostredku spolecne sprostredkem Durepair mobou byt silnejsi nez pri samostatnem pouliti prostredku Durepair. Tato
odezva mOze zvy“ovat miru rnarrébo rizika n*hrad dury, zviaste u apiikad pri vysokem tlakov"m gradientu. Pokud chcete s
prostredkem Durepair pouzivat daBi dopinkove vyrobky, zajistete, aby vyrobky byiy pouZity vsouladu s prisluSnym nivodem
kpouziti.

Komplikace
Obecni rizika mohou zahmovat infekce, Onik mozkomBniho moku, adheze, hematom, odmftnutfclziho tElesal/reakci na ciziteleso,
zanEtliv* reakce akalcifikaci. Pacient by mK\byt st*mito riziky a dalsimi riziky souvisejicimi s neurocbirurgickym zikrokem, obecnym
chirurgickym z"krokem a pouiitim anestdzie seznimen.

Pravidia pro vracenivyrobku
Vyrobky museji bytvrceny v neotevrenem baleni, sneporusenou peceti vyrobce, abyje bylo mo2no pfijimout pro vyminu nebo na
protiufet, pokud senejedni ovracenivyrobku v dOsiedku reklamace tykajicfse zavady nebo chybneho oznaceni. 0 tom, zda sejedn” o
zavadu vyrobku nebo chybne oznaceni, rozhodne skone”nou platnosti spoWnostMedtronic Neurosurgery. Vyrobky nebudou prijaty
pro vymettu nebo na protiu”et, pokud byiy v drenizakaznika dele nez 90 dni.

Zaruka
A.Standardniomezena zaruka. Spolecnost Medtronic Neurosurgeryzaru®uje pOvodnimu koncov"mu u2ivateli/kupuj(cimu (dale
jen .kupuiici*), lie prilozeny jednorazovy vyrobek nebo vyrobek pro opakovan” pouZiti (d*le jen .vyrobek"), zakoupeny kupujicim,
bude v dobe dodinikupujicimu bez vady materialu a proveden[.Medtronic Neurosurgery neposkytuje zadnou ziruku (vyslovnou,
predpokUdanou ani ze zakona) na vyrobky, ktere byiy modifikov*ny (s vyjimkou zpusobu zde vyslovne uvedenych) nebo vystaveny
neobvyklefyzick® zE2i. nevbodne nebo nespravne pouZity, zanedbSny, nespravne testovany, pou2ity vkombinaci sjinymi vyrobky
nebo sou”stml, pro ktere tyto vyrobky nejsou konstruovany; zaruka setez nevzlahuje navyrobky, ktere byiy pouzity jakymkoli
zpOsobem nebo pro jakykoli I*kafsky z*krok, pro ne}2 nejsou urceny.
B.Napravne prostredky. Vyhradnim napravnym prostfedkem kupujidho ajedinou odpov”dnosti spoiecnosti Medtronic
Neurosurgery pfi poruseni vyse uvedene ziruky je, podie vyhradniho uvazeniavolby spole”rtosti Medtronic Neurosurgery, vymena
vyrobku nebo poskytnuti protiu*tu kupujicimu ve vysi skutecne uhrazen® “istkyza jakykoli takovy vyrobek za pfedpokladu, 2e (i)
spolecnost Medtronic Neurosurgery obdrzido devadesati (90) dniode dne, kdy kupujfd vyrobek obdrzel, pfsemne vyrozumenfo
tom, 2etento vyrobek nespinuje specifikace, vietnE podrobn”ho vy$v§tieni domnSI* neshody v anglictine, a ze (ii) takovy vyrobek
bude spoiecnosti Medtronic Neurosurgery navracen behem devadesati (90) dni ode dne, kdy kupujkfvyrobek obdriel, ato FOBna
adresu 125 Cremona Drive, Goleta, California 93117, USA nebo najinou adresu ur*enou spoleHnostiMedtronic Neurosurgery; a i)
ze spoiecnosti Medtronic Neurosurgery bude uspokojivym zpusobem prokuano, ze reklamovane neshody skutecne existuji. Krome
pfipadO vyslovne stanovenych vtomto odstavci nema kupujid pravo vritit vyrobky spoieCnosti Medtronic Neurosurgery bezjejibo
pfedchoziho pisemneho souhlasu.
C VylouCenfjtnych zaruk. SV fJIMKOU QMEZENE ZARUKY UVEDENE V{$E V ODSTAVCI (A) NEPOSKITIUE SPOLECNOST
MEDTRONIC NEUROSURGERY 2ADNE JINEZARUKY A NEPRISTUPUJE NA 2ADNE JINE PODMfNKY, VWSLOVNE ANI
PAEDPOKLADANE.VtROBCEVySLOVNEODMITAJAKEXOLIPREDPOKLADANEZARUKYAPODMINKY TVKAJfCfSEPRODEJINOSTI
VYROBKU AAHO VHODNOSTI PRO KONKRETNI UCEL. MEDTRONIC NEUROSURGERY NEPRIJfMA ANI NEPOVERUJE ZADNOU
JINOU OSOBU, ABY PIMNJALA JAKEKOU JINE ZAVAZKY VZNIKAJlcl V DOSLEDKU NEBO V SOUVISIOSTIS PRODEJEM NEBO
POU2rrfM JAKEHOKOLI VYROBKU,
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Advarsler og forholdsregler
VIGTIGT: Laegen skal informere patienten om de indikationer, kontraindikationer, advarsler og forholdsregler, der angives idette
dokument.
Durepair m | ikke resteriliseres, da det kan fore til beskadigelse.
+ Ml ikke anvendes, hvis emballagen er beskadiget eller abnet.
M1 ikke udsaettes for andre kemikalier eller stolTer errd sterilt 0,9 % saitvand med rumtemperatur.
Durepair erudelukkende beregnettil brug til en ei*kelt patient 09 skal impianteres kirurgisk.
+ Skyl operationshandskerne for at Qemne al talkum, indert Durepair bereres.
Anvend ikke produktet efter udiobsdatoen, der er angivet pa etiketterr pi emballagen.
+ Anvend Ikke produktet, hvis det serud som om, detkrymper meget, nir det hydreres.
Resultateraf dyreundersogelser tyder pi, at reaktionen over for fremmedlegemer forbundet med brug af
forseglingsmaterialer og hsmostatidte midler sammen med Durepair kan vaeremere udtalt end ved brug af Durepair alene
Dennereaktion kan oge forekomsten afkendte risicii forbindelse med dura-erslatninger specielt ved anvendelse med
hojtryksgradienter. Hvis der anvendes andre produkter sammen med Durepair, skal de anvendes i overensstemmelse med de
relevante brugsanvisninger.

Komplikationer
Generelle risici kan omfatte infektioner, CSV-lcekage, adhssioner, h , afstodning/reaktion over for fremmedlegemer,
betaendelsesreaktioner og forkalkning. Patienten skal gores opmaerksom p i disse og andre riski forbundet med neurokirurgi, almen
kirurgi og brug af anaestesi.

Returret
Produkter skal returneres i uanbrudt pakning med intakt producentforsegling for at blive ombyttet eller krediteret, medmindre
produkterne returneres pi grund af en klage vedrorende en produktfejl eller forkert malrkning. Afgorelsen vedrorende en produktfejl
eller forkert msrkning traeffes af Medtronic Neurosurgery, og denne afgorebe er endelig. Produkter vil ikke blive accepteret tit
erstatning eller kreditering, hvis de bar vsret i kundens besiddelse I mere end 90 dage

Garanti
A.Almindelig begraensetgaranti. Medtronic Neurosurgery garanterer over for den oprindelige kober og endelige bruger
("KOber"),dtvedlagteprodukttil brug ellergenar delserProdukt”). dererkobt af Kober, pi tidspunktetforleveringen

til Kober erfri for defekter tmateriale og udforelse. Medtronic Neurosurgery giver ingen garanti (udtrykkelig, underforstlet eller
iovmaessig) for Produkter, der er sendret (undtagen som udtrykkelig pitaerkt her!) eller udsat for usxdvanlig fysisk belastning,
forkert brug eller upassende betjening, forsommelse, upassende afprovning, brug iforbindelse med andre produkter eller andre
komponenter end dem, hvortil Produkterne blev konstrueret, eller brug pa nogen anden made ellertil et medicinsk indgreb, hvortil
Produktere ikke er indicerede.

B. Retsmiddel. Kobers eneste retsmiddelog Medtronic Neurosurgery's eneste ansvar for brud p i ovenstlende garantier, pi
Medtronic Neurosurgery's eget vaig, at eistatte Produktet eller kreditere Kober for det nettobelob, der blev belalt for et sldanl
Produkt, forudsat at () Medtronic Neurosurgery bliver skriflligt underrettetinden for halvfems (90) dage efter Kobers modtagelse
af Produktet, at Produktet ikke var Ikonformitet, herunder en detaljeret forklaring pi engelsk afenhver pistle t mangiende
konformitet, (li) Produktet returneres til Medtronic Neurosurgery inden for halvfems (90) dage efter Kobers modtagelse af Produktet
F.OB. (frit om bord) til 12S Cremona Drive, Goleta, California 93117, USAeller ifolge Medtronic Neurosurgery's anden angivelse og

(iii) Medtronic Neurosurgery er rimeligt tilfreds med, at de pistlede mangiende konformiteter rentfaktisk eksisterer. Bortset fra,
hvad der er udtrykkellgt fastsat i detteafsnit, har KoberIkke rettil at returnere Produkter til Medtronic Neurosurgery uden Medtronic
Neurosurgery's forudglende skriftlige tilladefse.

C.Udelukkelse afandre garantier. BORTSET FRA DEN BEGRANSEDE GARANTI NEVNT UNDER (A) HEROVER GIVER
MEDTRONIC NEUROSURGERY INGEN ANDRE GARANTIER ELLER BETINGELSER, HVERKEN UDTRYKKELIGE ELLER
UNDERFORSTAEDE, og PRODUCENTEN FRAUEGGER SIG IS/ERansvar for UNDERPORSTAEDE GARANTIER og BETINGELSER
FOR SALGBARHED 06 EGNETHED TIL ET BESTEMT FORMAL. MEDTRONIC NEUROSURGERY PATAGER SIG IKKE OG BEMYNDIGER
IKKE NOGEN ANDEN PERSON TIL AT PATAGE SIG NOGET ANDET ANSVAR SOM RESULTATAF ELLER | FORBINDELSE MED SALGET
ELLER BRUGENAFET PRODUKT.
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Avertissements et precautions
REMARQUE AL'INTENTION DU PRATIQEN: il incotnbe au praticien de fournir au patient toutes lesinformations relatives aux
indications, contre>indlcations, avertissements et mises en garde figurant dans ce document.
+ Nepassteriliser: risque d'endommagement de la matrice Durepair.
+ Nepasutiliser sii'embailage du produit aete ouvert ou endommage.
+  Ne pasexposer ades produits chimiques ou des substances autres que du solute physiologique i 0,9 % sterile dtemperature
ambiante.
+ Lamatrice Durepair est pr*vue pour un usage unique et doit 6tre implant*e par voiechirurgicaie.
+ Rinceries gants chirurgicaux pour eliminer la poudre avant de toucher la matrice Durepair.
+ Nepas utiliser le produit sila date de pérempt”on indiqu”e sur I"tiquette est depassee.
+ Nepas utilisersile produit retrecit de maniere significative lorsqu'il est hydrate.
+ LesEtudes Tenée$ surdes animaux semblentindiquer que laréaction d des corps étranger associee a I'utilisation
d'agents de scellement et hémostatiques conjointement avec la matrice Durepair peut ére plus prononcée que lorsque la
matrice Durepair est util"séeseule. Cette reaction peutaugmenter les taux d'incidence des risques connus des produits de
remplacement de la dure-Tére, notamment dans les applications avec fort gradient de pression. S'il est préyn d'employer des
produitsauxiliaires avecla matrice Durepair, veillera ce qu'ilssoientappliques conformement aleurmode d'emploi.
Complications possibles
Parmiles risques généraux, figurent des Infections, des fuites de LCR, des adhérences, des hematomes, un rejet ou une reaction a

corps etranger, des reactions inflammatoires et une calcification, il convient d'avertir le patient de cesrisques, ainsi que des autres
risques associés a la neurochirurgie, ala chirurgie générale eta Fanesthésie.

Modalites de renvoi des marchandises
Les produits doivent Etre renyoyé$ dans les emballages non ouverts, avecles sceaux du fabrkant intacts, en vue d'etre remplaces
ou crélll1&$, » moins qu'lls ne soient renrayes en raison d'une reclamation Heeb un defaut de produit ou aun étiquetage errone. La
determination de la défectuosité d'un produit ou d'un ébauelage errone serafaite par Medtronic Neurosurgery dont lejugement sera
sans appel. Les produits ne seront pas retplacé$, ni crédités s'ils sont restés en la possession du client pendant plus de 90 jours.
Garantie
A. Garantie U T"ée standard. Medtronic Neurosurgery garantit a l'acheteur initial (<Acheteur>) que le produit (< Produit») a
usage unique ou reutiiisabled‘joint, acbe1é par I'Acheteur, sera aumoment dela llvraison du produit a I'Acheteur, totalement exempt
de toutvice de materiel et de fabrication. Medtronic Neurosurgery n'offre pas de garantie (expresse, taciteou legale) sur les Produits
modifiés (saufdispositions exp dans les pi ) ou soumis a une contrainte physique inhabituelle, a un usage inapproprie,
aune manipulation incorrecte, a un actede negligence, a des essais non conformes, a un usage combine avec des produits ou

composants autres que ceux pour lesquels tes Produits ont &1& congus, ou aune utilisation ou procedure medicate quelconque pour
laquelle les Produits ne sont pas indiques.

B. Recours. Lerecours exclusif de I'Acheteur et la seule responsabllite de Medtronic Neurosurgery en cas de violation de la garantie
précHée se limiteront, au seul choix de Medtronic Neurosurgery, au remplacement du Produit ou ai'octroi d'un aedit al'Acheteur

du montartt net effectivement payé pour ledit Produit, Acondition que (i) Medtronic Neurosurgery ait éré 1nlortée par écrit dans les
quatre-vingt-dix (90) jours apres reception du Produit par I'Acheteur, de la non-cortformite du Produit, avec une explication detaillee
en anglais de la defectuositesignalee, (ii) ledit Produit soit renyoyé a Medtronic Neurosurgery dans les quatre-vingt-dix (90) jours
apres reception du Produit par I'Acheteur, F.A.B. 12S Cremona Drive, Goleta, California 93117, “tats-Unis, sauf indication contraire

de Medtronic Neurosurgery et (iii} Medtronic Neurosurgery soit raisonnablement satisfaite du bien-fonde des non-conformites
evoquees. Saufdispositions expresses enoncees dans ce paragraphe, I'Acheteur n'est pas autorise arenvoyer les Produits aMedtronic
Neurosurgery sans le consentement dcrit prdalable de Medtronic Neurosurgery.

C.Exclusions d'autres garanties. ALMEPTION DE LA GARANTIE LIMITIE SnPUL"E CI-DESSUS (A), MEDTRONIC
NEUROSURGERY DKLINE TOUTE AUTRE GARANTIE OU CONDITION, EXPRESSE OU TACITE, ET LE FABRICANT BECUME
EXPRESSEMENT LES GARANTIES ET CONDITIONS TACITES DE QUAUTE MARCHANDE ET D'ADEQUATION A UNE DESTINATION
PARTICULIIRE. MEDTRONIC NEUROSURGERY N'ASSUME ETN'AUTORISE AUCUNE AUTRE PERSONNE A ASSUMER D'AUTRES
RESPONSABILITES DECOULANTOU LIEESa 1a VENTEOU AL'UTIIISATION D'UN PRODUIT.

10

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Durepair*Dura-Regenerationsmatrix

Beschreibung
Die Durepair* Oura-Regenerationsmatrix 1stein Kollagenimplantat fiir die Reparatur einer beschadigten Dura maier. Durepair wird
steril in Doppelverschlusspackungen geliefert undistnur fur den einmaligen Gebrauch bestimmt. Durepair ist In verschiedenen
GroBen erhaltlich und wird vom Chirurgen aufdas erforderliche Mafi zugeschnitten.

Indikationen
Durepairist als Duraersatzfiirdie Reparaturder Dura mater indiziert.

Sicherheit
Durepair Wird aus Rinderhaut, einer derreinsten. handelsmaBig verfiigharen Kollagenquellen bergestelit. Das Grundmaterial wird
ausschlieeiich von Rindern unter Einhaltung alter US- und europ”schen aufsichtsbehordlichen Auflagen gewonnen.

Gebrauchsanweisung

+ Die Verpackung genau untersuchen. Das Produkt nkht verwenden, wenn die Verpackung beschadigt ist oder vorzeitig
geoffnetwurde.

+ Wenn der Temperaturanzelgepunktvorhanden ist, NKHT VERWENDEN, wenn der Punkt schwarz ist.

+ DieauBere Verpackung dffnen und die innere sterile Packung unter Einhaltung aseptischer Bedingungen in den sterilen
Bereicheinbringen.

+ Die Operationshandschuhe vor der Handhabung des Produktes bei Bedarfgut abspiilen, urn etwaige Puderreste zu entfernen.

+ DasProdukt mit einer sterilen, atraumatischen Zange oder mit der faehandschuhtert Hand aus der Packung nehmen.

+ Dastrockene Durepair-Materiai aufdie fiir die Reparatur der beschadigten Dura mater erforderliche GrdGe und Form
zuschneiden.

+ Durepairin einer sterilen 0,9 %igen Kochsalzidsung bei Zimmertemperatur einwelchen, bis das Material gut durchtrankt ist
(normalerweise in weniger als 1 Minute). Der richtige Befeuchtungsgrad ist an der farblichen Veranderung von weiB (trocken)
zu grau (nass) zu erkennen. Zurleichteren Befeuchtung kann mit den behandschuhten Fingern aufdie Matrixoberflache
gedriickt werden, bis Durepair einheitlich grau und feucht ist.

+  Durepair bis zum Gebrauch in der sterilen Kochsalzidsung beiassen.

+ Durepair kann mit 2-3 mm groBen Punkturen im tmplantat und Wirtgewebe an Letzteres angenaht werden, wobei eine

beBebige Seite zum Gehirn zeigt und den Oefekt abdeckt.
Als Alternatividsung kann Durepair als Onlay-Transplantat verwendet werden, wobei das Material sozugeschnitten wird,
d ind 1cmgroBe UL iiber die vorhandene Dura gewahrlelstet ist. Wenn ndtig kdnnen Fixlernahte

angelegt werden.
+ Die besten Resultate werden erzielt, wenn das Material vorsichtig aufgelegt und verankert wird.
+ Nichtverwendete Ourepalr-Stiicke entsorg»i.

Lagerung
Bei Raumtemperatur (24 0* C)- und fern von Warmequellen aufbewahren.

Lieferart
Durepairwifd steril in Doppelverschlusspackungen gefiefert und istnurfiir den einmaligen Gebrauch bestimmt. Durepair ist in
mehreren GroBen erhaltlich. Der Packungsirhalt ist garantiert steril und nicht-pyrogen, solange die Verpackung nkht beschadigt
Oder geoffnetwurde. Wenn der Temperaturanzelgepunkt vorhanden ist, NKHT VERWENDEN, wenn der Punkt schwarz ist. Die
Verpackung der einzelnen Komponenten muss bei Erhalt unbeschSdigt sein.
Das beigefOgteProduktist nurfiir die Verwendung be! einem einzelnen Patienten gedacht. Dieses Produkt nkht wiederverwenden,
wiederverarbeiten oder resterilisieren. Wiederverwendung, Wiederverarbeitung oder Resterilisation kann die struktureile
Beschaffenheit des Produkts beschadigen und/odermit einem Risiko der Kontaminierung einhergehen, die zur Verletzung,
Erkrankung oder Tod des Patienten fiihren kann. Nkht verwenden, wenn die Packung bereits geoffnet wurde oder beschadigt ist.
Medtronic Neurosurgery ist nicht fiir die Leistung resterilisierter Produkte verantwortlich.

Aufkliirung des Patienten
Der Arztist dafiir verantwortlich, dass der Patient bzw. seln(e) Stelivertreteriiberchirurgische Verfahren kirdie Reparaturder
Duramater aufgekiartwerden. Dazu gehoren eine Beschreibung der entsprechenden Warnhinweise, VorsichtunaBnahmen und
Komplikationen sowie eine Erklarung mdglicher Alternativprodukte und -behandlungen.

Kontraindikationen

« Durepair ist ausschlieBlich fiir den angegebenen Verwendungszweck entwickelt worden und darf nur fiir diesen verkauft
oderverwendetwerden.
Durepair darfnicht bei Patienten mit bekannterUberempfindiichkeit gegeniiber Koll produkten ver | den.
«+ Durepairistin infizierten Bereichen mit auBerster Vorsicht zu verwenden.
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Warnhinweise und VorsichtsmaBnahmen
HINWEIS AN DEN ARZT: Der Arzt ist verpflichtet. den Patienten tiber die in dieser Produktbeiiage enthallenen Indikationen,
KonlraindikaUonen, Wamhinweise und VorsichtsmaBnahmen zu informieren.
« Durepatr nicht resteriltsieren, da es dadurch beschadigt werden kann.
+ Produkte in beschadigten odervorzeitig gedffneten Packungen diirfen nicht verwcndet werden.
+ Keinen Chemikalien oder anderen Substanzen auBer 0,9 %iger Kochsalzlosung bei Zimmertemperatur aussetzen.
«  Durepair ist nur fiir den Gebrauch fiir einen Patienten bestimmt und wird chirurgisch implantiert.
« Die Operationshandschuhe vor der Handhabung von Durepair gut abspiilen, um etwaige Puderreste zu entfernen.
+ Das Produkt nicht nach dem auf der Verpackung angegebenen Ablaufdatum verwenden.
+  Das Produkt nicht verwenden, wenn es helm Einweichen erheblich zu schrumpfen scheint.
Ergebnisse ausTierstudien deuten daraufhin, dassdie Fremdkdrperreaktion bei Verwendung von Versiegelungen und
Blutstillungsmittein in Verbindung mit Durepairevtl. ausgepragter ist als bei der alieinigen Verwendung von Durepair.
Diese Reaktion kann Inshesondere bei Hochdruckgradient-Applikationen die Inzidenzraten der bekannten Risiken fiir einen
Duraersatz erhohen. Wenn die Verwendung von Zusatzprodukten mit Durepair hen ist, ist sicherzustellen, dass die
Produkte gemaB der Gebrauchsanweisung aufgelegt werden.

Komplikationen
Zu den ailgemeinen Risikengehdren Infektionen, Verlust von Liquor cerebrospinalis, Adhasion, Hamatoma, FremdkorperabstoBungA
reaktion, EnlzQndungen und KalzlAkation. Der Patient muss (iber diese und andere Risiken in Verbindung mit neurochirurgischen und
allgemeinchirurgischen Eingriffen sowie der Verwendung von Anasthetika aufgekiart werden.

Warenriicksendungen
Die Produkte miissen in ungeoffneter Verpackung mit unberiihrtem Herstellersiegel zuriickgesendet werden, urn fiir den Austausch
Odergegen Gutschrift angenommen werden zu kbnnen. Eine Ausnahme bliden Falie, Inwelchen sie wegen einer Beschwerde Uber
einen Produkt- Oder Beschriftungsfehler zuriickgessendet werden. Medtronic Neurosurgery entscheidet tiber das Vorliegen eines
Produkt- Oder Beschriftungsfehlers, und diese Entscheidung Ist endgtiltig. Produkte, die sich langer als 90 Tage Im Besitz des Kunden
behnden, kbnnen weder fiir den Umtausch noch gegen Gutschrift angenommen werden.

Gewahrleistung
A.Standardmafiige begrenzte Gewahrleistung. Medtronic Neurosurgery gewahrieistet dem urspriinglichen Endbenutzer-
Kaufer(,Kaufer"), dassdas vom KSufererworbenebeiliegende Produkt zum Einmal-oderWiedergebrauch (.Produkt") zum
Zeitpunkt der Ueferung an den Kaufer frei von Verarbeitungs- und Materialmangein ist. Medtronic Neurosurgery iibemimmt
keine Garantie (ausdriicklkh, stillschweigend odergesetzlich) fiir Produkte, die moditiziert wurden (auBerwie hierin ausdriicklich
vorgesehen) oder fiir solche, die ungewbhniicher physischerBelastung, Missbrauch, unsachgemaBer Bedienung, Fahrlassigkeit,
unsach 1 Tests oder dung InVerbindung mit anderen Produkten oder Bestandteilen alsjenen, fiir die diese Produkte
konzipiertwurden, ausgesetzt wurden, oder wenn diese Produkte in einer Art und Weise oder in einem medizinischen Verfahren
verwendetwerden, fiir die sie nicht Indiziert sind.

B. AusschfieSlicher Rechtsbehelf DerausschiieBliche Rechtshehelf des Kaufers und die einzige Haftung von Medtronic
Neurosurgery bei einer Verletzung dervorstehenden Gewahrleistung besteht darin, dass Medtronic Neurosurgery nach eigenem
Ermessen das Produkt ersetzt oder dem Kaufer den tatsachlich bezahiten Nettobetrag dieses Produkts gutschreibt, vorausgesetzt,
dass (i) Medtronic Neurosurgery innerhalb von neunzig (90) Tagen nach Erhalt des Produkts durch den Kaufer schriftlich in
Kenntnis gesetztwird, dass das Produkt nicht dem Standard entsprkht, mit Angabe einer delaHlierten Erklarung der angeblichen
Nichtentsprechung in englischer Sprache;dass (ii) ein sokhes Produkt innerhalb von neunzig (90) Tagen nach Erhalt des Produktes
durch den Kaufer F.0.6. an Medtronic Neurosurgery, 12S Cremona Drive, Goleta, California 93117, USA, oder an eine andere

von Medtronic Neurosurgery angegebene Adresse zuriickgeschickt wird und dass (iii) Medtronic Neurosurgery in angemessen
befriedigender Weise davon iiberzeugtist, dass die angefiihrten Beanstandungen tatsachlich existieren. Vorbehaltlich der in
diesem Absatz ausdriicklkh festgelegten Bestimmungen ist der Kaufer nicht berechtigt, Produkte ohne vorheriges schriftliches
Einverstandnis von Medtronic Neurosurgery an Medtronic Neurosurgery zuruckzuschicken.

C.AusscMuss sonstiger Gewahrleistungen. ABGESEHEN VON DER BEGRENHEN GEWAHRLEISTUNG IN ABSCHNIH

(A) OBEN MACHT MEDTRONIC NEUROSURGERY KEINE ANDEREN GEWAHRLEISTUNGEN ODER ZUSICHERUNGEN, WEDER
AUSDRUCKLICH NOCH STILLSCHWEIGEND, UND DER HERSTELLER LEHNT AUSDRIiICKLICH JEGLICHE STILLSCHWEIGENDEN
ZUSAGEN UNO ZUSICHERUNGEN DER MARKTEIGNUNGODER TAUGLICHKEIT FUR EINEN BESTIMMTEN ZWECK AB. MEDTRONIC
NEUROSURGERY OBERNIMMT KEINERLEI HAFTUNG, DIE DURCH ODER IN VERBINDUNG MIT DEM VERKAUF ODER GEBRAUCH
EINES PRODUKTES ENTSTEHT, NOCH ERMACHTIGT MEDTRONIC NEUROSURGERY EINE ANDERE PERSON, EINE SOLCHE ZU
OBERNEHMEN.
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Durepair* Dura Regeneration Matrix

ncpiYpo(pn
To Durepair* Dura Reperreration Matrix eivoi Tver epipuieupa Koan%ovou nouxpgorponoiElrai yio Ly onokotooroor| wy EUeippatuy
oil) oKXripit pr)yiyyo. To Durepair nopexerai angoreiprapTyo oe pro OinXT| onoKoUoupevr) ouoxeuoola «or npoopj<erol yio plo (plo
f opﬁ xptjai] |ié;yo. To Durepair6ratieETai oe 6<iipopa PEyEBr) K npiOEi vo xiniETOI ono to XEipoupyo oTo ETBIPr)TX oyiipo.

EvBein«<
To Durepair£v6£i KwTQi  unokot6ototo Ly oxLip|\( pnyryys™ L ti)v onokataotao™  okAMpric pnvtyYac.

AodaXEO
To Durepair napaokena(etol ané poLw 6”ppa, ptoano Ticnio kabapre n]y"( koAXayoYon non BoTiogvTai oro epnépto. To uXiko
npo{Xevor)( npoepxnoi p6/0v onb PooeiOrj koi XopPaverai ot ouppopipuor] npo™  puspLunkte onaiTnocK tlov HflAkoi
Eupung(;.

O«nykoxpposk ) ) o

. EnqiE(j;JEie tq ouokEuaoiakoi anc.'b p(nTwTo npoThv edv g ouokEuaoio £1xE npogyoup™vui; xaiaoTpaipEi ovoixtel.
« EdvundpXEi pmxomxx]ﬁo £v6(i(q( Oei*paoiac MHN XPHUMONOIEITE edvq koukk@o exci POUPO XPUpO.
AnokoXLiotc TqveEuTepix™ ouokEuaoioyiovaigv ovol*nE xcii prrodypiu pE dognTq texvikitiqv EQutcpiKg onooTEipup™vg
ouoKcuaoia oTo or£(poXEipoupyixo nE6(0.
irnXuvETE TOXEipoupyikd ydvTiQ. EdvxpEid<ETai, yiQ VG GipaipEdEi kg6a ixvoc noudpGi; and toydvTia, npoxoQ oyyiEETE to npoidv.
AipoipEQTE TOnpoTdvond Tq ouokEuaoiaxpgoiponoiuvxoc pLu onooTEipupEvr), aipaupaiikq LL\ba i) pi to xe(maac ogjou
1pOp"CETEYAVTIG.
KdiiprE TOEqpd Durepair oo peyESoi; koi to 0xgpa nov XpELLEmuyw vakoXw el To LUl E ]JpaTrp: OKXgpd( paviyya™.
+ EpponxioTE 1o Durepair oe OTEpo (puoioXoyiKo opo 0,9%0E6Eppokpanla dupaxiou Eweoron Svubgt((i>e] (our8u(XpE Crra)
XiydxEpo ond bl Xerrro). H Evuddiuog unodEixvdEToi and xqv aXXayq tou Xeukou xpupaxoc (drav elvoi Eqpd) oe yxpiCo (dxav Eivai
uypd). Mava 6EUKoXuvBE i\ Etpuypavod, ooki®ote niEog pETa GokTXa, oipou (popdoETEydvTio, oe dXq xqv E/poYELLXGC oUoXEUGC
EU( dTou TODurepalryivei opoidpopipayxpiCo xai uypd.
KpaxqoTE to Durepair Eppanxiopivo oe OTEipo fuotoXoyixd opd ée otouelote ~Toipoi va to XpgoiponoidoETE.
To Durepair pnopElva | pEonoiobgnoTE and ik 610 ToiinXeupE(va axoupnd tov EyxEipaXoyia tt)VKdXuipg tou
EX¥EppaxocLu pnopEiva ouppaipxEl oxq 0qu xmj pEouyKXEiog 2Em( mm oto pdoxEupo xai xov "EVioxq toxd.
EvoXinxiKd, TODurepair pnopei va xpaoiponoigOE! U( EnupavEiaxd pdoxEupa pE xonq lou Durepair oe pEyEGO< éToto nionva
EmTp/nEiEnixdXuipgTouXdxioToviem oxqvEvanopEvouoa oxXgprjpitvivwa. MnopodwaxpgoiponoigSodvpdvipapdppaTaEdv
Eivai EmSupaxd.
Tia” X tioto anotEXEoparo, To pdoxeupo 8a npEMNE! va E(pappd(ETai xoi va ara&ponouiTai OTg LU \\Tov pe npoooxi™
AnoppinTETE Tuxdv pg xpMP@M<)>>14"a TepaxLu Tou Durepair.

n

ouXarn
uX6ooETE CEdEppoKpaoia 6vpalion (2M Oc, % %*F)- diaTqpEfxE To paxpid and L Ly 6EppornTa;.

Tp61ro< 6wobeanc
To Durepair napEXExai anooTEipupEvo oe pia 6an| anoxoXXoupEvq ouoxEUooia xai npoop((ETalyia p(a X fill'll (pIQ dop<) Hovo.
To DurepairGaxi&Tai oe noXXd pEyeQg. Eipdoov g cuoKEUcoia Qev exei uhootei Cqpid xai ev exei avoixOsi, to nepiExopEvd xqc Eivai
Eyyugp”va oxElpo xai pg nupEXoydvo. Edv undpXEi pia xoukxida "vﬁEi(qi; OEppoxpaoia”, MHN XPHI MOnQleXe Edvq voukkba exel
pavpo xpupo- Oi oUOXEUOIECYia koCk evo and Ta EEapxqpaTO 9aan|‘|E! vaEivai dGKTES Karo Xqv napaXaPq xou(.
ToeoukXeioto npoidv eivai oxEdiaopevo yio xpog oe eva pdvo aoGqu. Mav EnavaxpqoiponoiEiTE, EnaYEME Epya"EQTE g
EnovanooTEipuvETE auTO TOnpoidv. HEnavaxpgoipoaoiqod, EnovEnE"Epyaoio f| EnovanooxEipuog pnopt! va diaxupEuoEi Tq dopixq
aKEpaidxqio rqji; ouoxEug lyxoi vo dapioupyqoEi xivduvo pdXuvogj; x¢* ouoxEugji;, xdxt nov pnopei vo npoonEOE]Ipampampd
006EYEO 2Bdvaxo Tou ooCGevoue. Mavxpgoiponoiel TE To npoidv Edv g ouoxEuooia exei npogyoupEVUEOVOiXXEi g exei unooTEi (qpid. H
Medtronic Neurosurgery Bev elvoi unEuBuvq yia iqv anddooq onoiouOgnoTE npoTdvio™ to onoio éxelEnavanooinpuBEi.

Evgiicpoion TOU aabryounc
AnoreXe! £u61vq T toTpobva EvapEpiiiOEi Toun™ aaﬁEVEicqlKoi ToiKExnpootimouc toui; 0x"Tixa pE L, XEipoupyiKAi; GoﬁxooiE(;
now oipopoQv orqv anoKaxdoTaog ig*oxXgpac pd"iyyac* AuTd & pnopodoe va nEpiXoppdvEi pio NIEp|ypacr| tuv ouoxETiopEVUv
npoEionoidoEuv, npoipuXd“cuv KOI EnmXoKuiv xaflui; xai pia EnE”qoq xiov niGav(bv EvaXXaxxixuv npoidvxuv xai SspanEiuv.

AvtcvbEfiEek
« ToDurepair Bev eivoi axcdiaopevo, Bev nuXeiTOI xai Bev npoopi(£xai yia xpgog Exxd* ond Tav E\ﬁEGEiypqu.
« ToDurepair Dev PENE! va xpgoiponoiElTai oe ooCevek pEyvuoxd loiopixo unEpEuaiquaiac oe hpoidvxa xoXXoydvou.
« ToDurepair % npEnH voxpnoiponoiEiTai pe npoooxq oe JTEpioxE dnou undpxEi pdXuvog,
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Mpoe|6onoINO{|( KainpocpuXarek
IHMEIQIH MA TON IATPO: 0 &atp6( 6anp LU va KoivonoiEl otov aoesvi] LL ey6el€k >avTCvSfi"Eic, npO(i6 anoii*aEK kqi
npochu™a’Ex; now ayOdEpoyrTo! oTo napov Eytwno.

+  Mny EnayanootEcLLYCTE, ko9ii" pnopEi vo npOKAQOEi Oipid oto Ourepalr.

* Mgy XPloiponoiEiTE Edvi) ouoKEuaoia TounpoToyToc exei unooiEi Ci)piQ n exei ovoixOsi.

+ Mr)Y TOK3ETETE CE 010106r"MoTEX p k 0 |\ ouolecEkTac an6 1o OTEipo (hutotoAoyx6 op6 0,9% OF 6£ppoKpaoia 6bipartfou.

«  To Durepair npoop((ET(n Y>0XPit<in PAvo oe evov a00Evq kqi IPE/TE! vo Ep<puTEUET0l XEchoupyxa.

*  EenACyere TaxEdponpyx6 ydvTia, yw va ahathEGE( k66e ixvoi; nonGpa” npotou ayyl"ETE To Ourepair.

o MNYXPM<MO" 0>("E fov EXE nopEAOE! I) gpEpopnvio LLL Ly now ovaypdipETQi otr[Y emxéto Tq ouoKEuaoiac

* Mgy XPTKIqVI01ELTE Edv T npoi6v EpdOy{(E1 EvBEKEi<;0r)pavTixq(; ouppixvuoq” 6Toy EvuboT(uvETai.

+  TaanotEXEopota pefetuv oe (M0 Uno6EXY6ouy 611q anoKpiog oe Uva oupata nou oxetKetqi pr Tqxpioq aLly AU X 1wy T
oipooTaTiKltiiv napoy6yTiuy oe 00y61Bop6 pE To Ourepair popE! vo eivai nio ExdgXg ano tq xpgoq pévo Tou Durepair. AuTq g
anoxpioq pnopEivo ou"qoEi Tq ouxvdtqTG JIEptoTamky yvuoTuv xivéuv(iiv anb nnokat6otota oxAqpgc pqyiyyac iiaiTEpa
CEEdhappoyEc 6iQp6epiag( uipgAgenicogc. Edv okoneQere vaxpgoiponoii*OETE pog6qmkd np010Yra pa<i pE to Ourepair,
PEPaiUOEi'TE OTi TOnpoidvTQ auTQ Echapp6(oy i oupdiuya pE ti( 0SqyiEgxpgog™ touc.

EmnXoKCC
Itpuc YEViKOucKiv6uvou( nEpiAappdvovTQi Acipu*EK, 6ia9 uyq ENY, oupthuoEK, awarupata, anoppiipg/avTidpacq oe Eevq otiipaTo,
(AEypOYI6EL(0yT16p66£K Xai onoTiTdvuog. 0 a0Oivg” npENE! va Adpeiyvuoq ouruv xai 6AAwy xivSuvtiivnou oxET((oyTalpE Tq
YEupoxEdompyxr|, Tq YEViKfjxpoupYiKi* xai Tq xpgog QvaioOgoia’.

MoXwk|\ctoTpod nc npo'iovTuv

fia vayivouv 6ekt6 npoidvra nou EMKOTpEOYTwyia oymxar6otaon g napoxq nioTuog?, 0o mpEME<va Eivai XAEIOTq g ouoxEuaoia
TOU(KQIva Eivai 60xTa Ta ogpdo ochpbylanctou kataoxEnaoTr|, exro™ av g EN10Tpoch]] ohE[AELLIL oe napdnovo Tou nEXdiq ym konoto
EAdtTupa q yia EajaApEvg emxéto. O kabopiop6< tAoT Tuparoq BAavOaop”vqc Emogpavogc Evdc npoiovTo” 6a npoodiopiOTEi teAix6
xai apETdxAGTO ond Tq Medtronic Neurosurgery. Mpol0YTaia onoia napEpEivavotqv xaroxq Tou nEAdiq yia didoTqpa peyaXutEpo tuv
90 gpEpdiv 6ev 6a yivovToi ono6EXT6 npo< avTixaTdoTaaq g napoxq nioTuoqc.

A. TuniKg nEpiopiopcvg cYYugaq.HMedtronic Neurosurgery Eyyn6Twotoyapxx6 TEXixdxpqoTq ayopaoT|{EHE 6 0
"AyopaoTqc") dii to eoukXeioto npotdv piacxpgogcq cnavaxpgoiponoioijpEvo npoidv (EE(; “To npoidv") non ayopd(Ei o
AyopaoTg*, xat6 Tq 0Tiypi\ Tqc napd6ooilc Tou OTov AyopaoTf|, 6ev 6a napouoid(Ei ouoiaoTixd koyéyo eXoTTnpo uAixuv d Epyaoia®.
HMedtronic Neurosurgery 6ev opEXE! xapia Eyyugog (pqgTi\, ouvEnoydpEvq d vopoBETqpEva} yta Mpotoyta nou TpononotgOgKQY (pE
EraipEoq Ta pqTu<; npopAEN6LEYaoTo napov) d unopXgOgxav oe oouvddiOTq chuoxd xaTonovqgog, xaxd XP>)srT OKaTdAAGXo x"thiop6,
apEXEIO, axaTdXXgXc" 6okdEc XPdAl  ouvduaopd pE dXXa npoiovta g c*opTgpaTa EkT6"an6 Exsivayw Ta onoia oxE6idoTgxQv ta
MpoT6yrad XP<YI0  onotov6qnoTE Tp6no q I0Tpixq diaSixaoia yia Tqv onoia Sev EvdEiKVuvTaiTa MpoToyTa.

B. EnavdpBuog. HanokXElomkd EnovopSciiaq Ton Ayopaoid xoi g povg EUOOvgrgc Medtronic Neurosurgery yia aOETqoq rqi;
napandvu Eyyugag"Oa Eivoi, kaTa tqv onoAuiq xpioq xai EniXoyq Tg"Medtronic Neurosurgery, q aymxar6otaon Tou Mpotéyto*q 1
nopoxd nioTuogi; otov Ayopoorq ue to ka6ap6 nooo nou np6ypar! KaTapAqSqxE yw onoto*not: TEToko flpoidv, ps Tqv npoun60Eoq
oil (i) g Medtronic Neurosurgery 6a Ebonow6Elypani” EvtocEVEvqvTa (90) gpEpdxv pET6 tqv napaXapq too npoiovioi; ano tov
AyopaoTq on to EvAdyu Rpoidv 6ev dravouppopcho, oupnep|XappayopEYN( pio"XENTopEpou* EHEAqoqr; 010 ayyXx6 oyET6
PETqv 6now unon6EPEYT pqg oupp6pchCl)ag, (ii) To evXGym ripoidv 6a £LLoTpothE{ 0ig Medtronic Neurosurgery evtoc EVEvdvta (90)
qpEpdiv pETd tqv napaXaPq Tou npoVdvTO" and tov AyopaoTi), F.O.B. (Free on Board), OTq 6i£u6uvoq: 125 Cremona Drive, Goleta,
California 93117, U.S.A. g dnuc; 0XXiu(xa6opioEi q Medtronic Neurosurgery xai (iii) g Medtronic Neurosurgery 6a Adpei EuXoyE" xoi
xoyonoth T XE(; ano6EL"EK " ti Ta unoTBEPEYa ogpiia pg oupp6pdhuoq( unapyouv np6ypan. Me ECaipEoq to pgTU npopXEnopEva
otqv napouoa nap6ypaco, 0 Ayopaorgi; 6ev 6a exei dixaiupa va EMOpEQELilpo‘iovTa OTq Medtronic Neurosurgery xupii; tqv
npoqyoupEvqypanTq ouyxaT66Eaq rq ( Medtronic Neurosurgery.

I. ECaipcoq dXXuv evyugocuv. EKTOZ ANOTHM NEPHOPLIMEMH EITYHEH /10Y OPIZETAIZTO MAPAMAHM ZHMEIO (A),
HMEDTRONIC NEUROSURGERY AEN NMAPEXE1KAMIA A/INTH EFTYHEHH MPOYMOBEEH, PHTH HZYNEnAFOMENH, O AE
KATAZXEYAZTHIAMOMOLETALEIAIKATIZ ZYNEHATOMENEZ EmTHZEIZ KAl POYMOOEEEE EMNOPEYZIMOTHTAI
KAIKATAAAHAOTHTAIMA KAMO ZYrKEKPIMENO ZKOHO. H MEDTRONIC NEUROSURGERY AEN ANAAAMBANEIOYTE
EEOYZIOAOTEIOM010AHMOTE A/TAOC IPOIOMNO NA ANAAABEIOMO1EIAHMOTE AAAEZ EYOYNEZ HOY AHOPPEOYN H
nPOKYRTOYN ZE ZXEZH ME THN MMNAHEHHTH XPHZH OMOLUYAHMOTE nPOIONTOZ.
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Durepair* Dura reaeneracios matrix

Leiras
ADurepair* Dura regeneracios matrix kollager" implantatum adura mater hibainak kijavitisira. ADurepair termek slerll allapotban,
dupla lehamozhalo csomagolasban keriil szillitisra  azcsak egyszer (egyetlen alkafommai] hasznalando. A Durepairsokf*le
meretben all rendeikezesre  asebesznek kel akivant alakra vagttia.

Javallatok
ADurepairjavasolt haszrrlata; a dura helyettesrt"s”re a dura materjavi'tasa celjabol.

Biztonsag
ADurepair szarvasmarhaborbol keszul, ameiy a kereskedelmileg elerheto egyik legtisztabb kollagenforras. A kizardlag
szarvasmarhabol szarmaztatott forrasanyag kinyerese az Egyesult Allamok es Eurdpa batosagi kbvetelmenyeivel bsszhangban
thrtenik.

Hasznalati utasitas

Vizsgalja meg acsomagolast es kiildje vissza atermdket, ha acsomagolds sdriilt vagy mar i*yitva van.

Havan atermeken homersekletjelzo pont, NE KASZNAUA, ha a pont fekete szru.

Hdntsa le a kiilso csomagoldst ds aszeptikusan emelje ki a belso, steril csomagot a steril tersegre.

Has2iikseges,atermeker 16ttbbl(tseft be$zetikesztyuket,hogyeltavolitsaake$ztyukdnlev6 hintdport.

Vegye ki atermdketa csomaghdi steril, atraumatikus fogdvai vagy kesztyOs kdzzel.

Vagja aszaraz Durepair-t a dura hiba tefedesehez sziikseges meretre es”akra

Aztassa be a Durepair-t szobahomersdkletD, steril, 0,9%-0s sdoldatba, amig megfelelden nem hidratalt (altalaban legfeljebb
1perc). Ahidratalast a szm megvaltozasa jelzi, feherrol (sziraz) sziirkere (nedves). A nedvesites elosegitese celjaboi kesztyus
ujjakkal nyomast lehet alkalmazni az eszkoz feliletere mindaddig, amtg a Durepair egyenletesen sziirke, nedves megjeiendst
nem mutat.

Tartsaa Ourepairt sdoldatba merftve mindaddig, amlg kdszen nem dll a felhasznalasdra.

A Durepair beiiltetheto birmelyik oidaUval az agy feid a hiba lefedese ceijibdl, is a helyere varrhato 2-3 millimeteres
oltesekkel agraflon esa befogado szbveten (host) Is.

Alternativ modon a Durepair haszndihatd rdtdt graftkent s, a Durepair-t mdretre vagva i)gy, hogy legalibb 1cm dtfedes
iegyen a megmaradt duraval. Rdgzito varratok alkalmazhatdk kivansag szerint.

Aiegjobb eredmenyek erdekeben agraftot igen gondosan kel! alkalmazni, majd a helyere rdgzfteni.

+  Dobja kia Durepair fel nem hasznalt darabjait.

Tarol"s
Taroija szobahomersekleten (2-30 *C; 35-86 *F). Tartsa hoforrasoktol tavol.

N

Kiszereles
ADurepair termdk steril allapotban, dupla lehamozhatd csomagolasban keriil szailitasra, esaz csak egyszer (egyetlen alkalommal)
hasznalando. A Durepair sokfele meretben all rendeikezesre. Mindaddig, amtg acsomag nem sdriili, iltetve nines felnyitva, tartalma
garantaltan steril es nem pirogen. Havan atermeken homersekletjelzo pont, NE HASZNAUA, ha a pont fekete szinii. Az osszetevok
mindegyikdnek csomagolasa atvetelkor sertetlen keli legyen.
Amelidkelt termeket kizardlag egyetlen beteghez vald hasznalatra terveztek. Tilos atermdk ismeteit felhasznalasa, ujra
feldolgozdsa, ilietve ujra sterilizalasa. A termek ismeteit felhasznalasa, ujra feldolgozasa, iltetve ujra sterilizalasa veszelyeztetheti
az eszkoz szerkezeti dpseget es/vagy az eszkoz beszennyezddesdnek kockizatdt iddzi eld, amely a beteg sdrulesdt, megbetegedesdt,
ilietve halalat eredmenyezheti. Ne hasznaija, ha a csomagot eidzdieg felnyitottak vagy az megseriilt. A Medtronic Neurosurgery nem
felelds egyujra sterilizalttermek teljesitmenyeert.

Betegtajekoztatas
Az orvos feleldssege a beteget esivagy abeteg kepviseidjet/kepviseidita dura javitasaval kapcsolatos sebdszeti eljarasokra
vonatkozdan tajekoztatni. Atajekoztatdnak ki keli ternie akapcsolatos figyelmeztetesek, dvintezkeddsek, ilietve ake
ismertetdsdre,dsalehetsdgesaltematiVtermdkekds kezeldsekelmagyarazisara.

Ellenjavallatok

ADurepair-tnem terveztek, forgalmazzak es nem szanjak afentebb javalittdi elterd hasznalatra.

A Durepair nem hasznalhatd olyan betegeken, aklkrdl tudott, hogy tdlerzdkenysdgi reakddt mutatnak kollagdn termekekkel
szemben.

A Durepair-t dvatosan keli hasznilnl olyan tersdgekben, ahol fertozes dli fenn.
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yelr e rlelé$ek &$ 6y T 1érke(15ek
MEC/I6¥2E$ AZORVOS SZAm ArA: Az ebben adokumentumban l«(rtjavallatokat, elienjavallatokat, figyeimeztet*seket
dvintezkedeseket az orvos keil ismertesse a beteggei.

+ Nesteriiizilja ujra aOurepaiH mert azmegkarosithatja atermeket.

+  Ne hasznaija, ha atermekcsomagotasa seriilt vagy nyitott.

+ Netegye ki semmiiyen vegyszer vagy anyag hatis"nak, kiv*ve a szobahdmersekletu 0,9%-0s sdoldatot.

+ AOurepaircsak egyetlen betegen hasznalando, es sebeszileg kell beiiltetni.

+ ADurepairerint*se elott oblitse le a seb"szeti kesztyuket, hogy eltavolitsa a kesztydkdn i*vd hintdporl.

+ Nehasznaija atermeket a csomagolasi dmken feltiintetett szavatossigiidon tul.

+ Nehasznaija, haaterm”k hidratiliskor)elent6$mértékben zsugorodik.

+ Allatvizsgiiati eredmenyek alapjan feitetekzheto, hogy a Djrepair termekkel egyiitt alkalmazott tdmitoanyagokkal
esverzescsiBapito szerekkel kapcsolatos idegentest-reakciofokozottabb lehet annal, mintha a Durepairt onmagaban
alkalmaznak. Eza reakcid fokozhatja a durapdtiok ismert kockazatainakelofordulasi ratiit, kulonosen magas nyomasu
gradtens alkalmazasokban. Amennyiben kiegeszitd termekeket kivan hasznaini a Durepair eszkbzhoz, ugyeljen ra, hogy a
termekek alkalmazasa a hasznalati utasitis szerint Ibrtenjen.

Komplikaciok
Az altalanos kockazatok tobbek kozbtt az alabblak: CSFszivargas, adh”ziok, haematomak, kilokodes/idegentesl-reakcid, gyuiladasos
reakdokes elmeszesedes. Abelegnek tisztiban kell lennie ezekke), illetve azidegsebeszettel, altalanos sebeszettel is azaltalassal
kapcsolatos egyeb kock"zatokkal.

Visszakuldott arukkal kapcsolatos iranyelv
Atermekeket fel nem nyitott csomagolasban, “rintetlen gyartoi zaropecsettel kel visszakiildeni, eayébkénT azok nem elfogadhatok
cserere vagyjovairasra. Ez alol csak a termekhiba vagy cfmk”z”s| hifaa panaszival visszakuldbtt termekek képernex kivetelt. A
MedtronicNeurosurgery fogja eldbnteni, hogy fennall-e termekhiba vagy dmkezesi hiba, es a dontes vegleges lesz. (sere vagy
jovairas celjabdl csak akkor fogadhatdk el atermekek, ha azok 90 napnil rovidebb ideig voltak a vevo birtokaban.

Garancia
A. Standard korlatozott garancia. AMedtronic Neurosurgery garantaija az eredeti vegfelhasznildnak («Vevo*), hogy avevo
altal megvasarolt, mellekelt egyszer hasznaihato beiiltetheto termek (Jermek") a vevonek valo kiszallitas idopontjaban anyag- es
gyartasi hibaktdl aiapvetoen mentes lesz. A Medtronic Neurosurgery semmiiyen garanciat (kifejezett, beleertett vagy kdtelezd]
semvallal olyan Termekekert, amelyeket modositottak (kiveve az Itt kifejezetten emlitetteket) vagy szokatlan mertekii fizikai
terhel*snek, nem megfeleld hasznalatnak vagy lizemeitetesnek, hanyagsagnak, nem megfelelo teszteknek tettek ki, vagy a Termek
tervezdsetol eltero mas termekekkel vagy alkatreszekkel egyiitt haszniltak, vagy Termekrendel ineknem felelo barmi mas
mddon vagyorvosleijarashanalkalmaztak.

B.Jogorvoslat. Afenti garancia be nem tartasa eseten a Vevo egyetlen jogorvoslata es a Medtronic Neurosurgery egyetlen
feieiossege, aMedtronic Neurosurgery kizardiagos dontdse es vdlasztasa alapjan, ezen Termek cserdje vagy azilyen Termekert
tdnylegesen kifizetett netto osszegjovairasa lesz, feltdve, hogy (i) a MedtronicNeurosurgery irasos drtesitest kap aTermek hibas
mOkdddsdrdi, a feitetelezett hibas mGkodds angol nyeivu reszletes magyarazataval, attol szamitott kilencven (90) napon beliil,
hogy aVevo atvette aTermeket; (Il) az atveteltol szamftott 90 napon beliil az ilyen Termdket visszakiiidik a Medtronic Neurosurgery
F.O.B. 125 Cremona Drive, Goleta, California 93117, U.S.A., dmdre, vagy mis, aMedtronic Neurosurgeryilia| megadott cimre;

es (ili) a Medtronic Neurosurgery kieldgftden meggyozodbtt arrdi, hogy a panaszban em litelt hiba tenylegesen letezik. Az

ebben a paragrafusban kifejezetten (eirtak kivetelevel a Vevonek ninesjoga aTermdkeket a Med Neurosurgery valtalatnak
visszakuldeni, a Medtronic Neurosurgery elozetes frasos engeddlye nelkiii.

C.Egyeb garandak kizardsa. A FENTI (A) PONTBAN LEfRT KORIATOZOn GARANCIA KIVATEUVEL A MEDTRONIC
NEUROSURGERY 5EMMILYEN MAS, KIFEJEZETT VAGY BELEERTEH GARANCIAT VAGY KIKOTtSTSEM NY6JT, ESA GVARTd
KIFEJEZENEN ELKARfTJA AZ ELADKAT6AGRA IS EGY ADOTTCLRA VAI6 AIKALMASSAGRA VONATKOZ6 BEEEEKTEN
GARANCIAKAT tS KIXOTASEKET. a MEDTRONIC NEUROSURGERY A TERMEK ELADAsAVAL KAPCSOLATOSAN VAGY ABB6 L
SZARMAZ6AN nem VALLAL SEMMILYEN MAS FELELASS"GET, (S ENNEK VALLALAsAVAL SEMMIIYEN MAS SZEMILYT SEM
HATALMAZOnFEL.
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Matrke di rigenerazione della dura madre Durepair*

Descrizione
Lamatrke dirigenerazione della duramadre Durepair* e unimpianto in collagene per la riparazionedi difetti della dura madre. Il
prodotto Durepair viene fornito sterile, In una confezione adoppio irrvolucro staccabile, ed Kinteso per essere essere utilizzato una
solavolta (monouso). Durepair edisponibile in una varieta di misure che devono essererifilate dal chirurgo al fine diotienere la
forma desiderata.

Indicazioni
Durepair e indicato come sostituto della dura madre e per effettuarne la riparazione.

Skurezza
Durepair e prodotto da pelle bovina, unadelle fonti piu pure di collagene disponibiliin commercio. la materia prima e derivata
esclusivamente da bovini ottenuti In conformita al requisiti normativi europei e statunitensi.

Istruzioniperruso

+ Esamlnare la confezione e non usare il prodotto se la confezione & stala precedentemente aperta oedanneggiata.
Se é presente il cerchietto d'indicazione della temperatura, NON USARE seil cerchietto & nero.
Aprile la confezione esterna staccandola e trasferire la confezione sterile Interna nel campo sterile utilizzando una tecnica
asettica.
+ Senecessario, prima dl toccare Il prodotto sciacquare | guanti chlrurgici per rimuovere eventual! residul di talco.
Togliere 1l prodotto dalla confezione con I'aiuto di una pinza sterile atraumatica oppure con lamano munita di guanto.
Tagliare il Durepair asciutto in modo da ottenere la misura e la forma necessarie per coprire ii difetto della natura madre.
Immergere il Durepair in soluzione salina alio 0,9% atemperatura ambiente fino a quando non risulta idratato (solitamente
meno di un minuto). lidratazione & indicata dal cambiamento di colore da bianco (asciutto) a grigio (bagnato). Per facilitare
I'dratazionesi pu6 applicare pressione con le dita, munite diguanto, su tutta la superficie del dispositivo fino aquando il
Durepair si bagna completamente e assume un colore grigio uniforme.
Mantenere il Durepair immerso nella soluzione salina fino aquando non e pronto per I'uso.
Durepair puo essere Impiantato con uno qualsiasi del lati contro il cervello per coprire il difetto e pub essere fissato tramite
punti di sutura dei 2 03 millimetri praticati nell'innesto e nel tessuto ricevente.
In alternativa, Durepair pub essere utilizzato come innesto di superficie rifilandolo fino aottenereuna misura che permetta
un minimo di 1 cm di sovrapposizione con la dura madre rimanente. Selo si desidera, si possono apporre deile suture di
fissaggio.
Perottenere risultati ottimaii, I'innesto deve essere appticato e fissato in posizione con estrema cautela.
Gettare via eventual! pezzi inutilizzati di Durepair.

Conservazione
Conservare atemperatura ambiente (240* G }. Tenere lontano da font! di calore.

Confezioni
Il prodotto Durepair viene fornito sterile, in una confezione a doppio involucre staccabile ed & inteso per essere essere utilizzato
una sola volta (monouso). Durepair & disponibile in varie misure. Se la confezione non & stata apeita o danneggiata, il contenuto
égarantito sterile eapirogeno. Se & presente il cerchietto d'indicazione della temperatura, NON USARE se il cerchietto e nero. Le
confezioni di dascuno dei component! devono essere intatte almomento della consegna.
Il presente prodotto & esclusivamente monouso. Non riutilizzare, riprocessare o risterUlzzare questo prodotto. Riutilizzare,
riprocessare o risterUlzzare il dispositivo potrebbe compromettere I'integrita strutturale del dispositivo efo creare un rischio di
contaminazione dellostesso, con conseguenti lesioni, malattie o decesso del paziente. Non utilizzare se la confezione e stata
precedentemente aperta o danneggiata. Medtronic Neurosurgery non e responsabile delle prestazionidi un prodotto risterilizzato.

Informazioni per il paziente
Eresponsabilita del medico informaie il paziente e/o i suoi rappresentanti riguardo alle procedure chirurgiche di riparazione della
dura madre. Cibdeve includereuna descrizione deile relative avvertenze, precauzioni e complicazioni, noncbé una spiegazirme dei
possibili prodotti e trattamenti altemativi.

Controindkazioni
+ Durepair € Indicato esclusivamente pergli scopi previsti, periquail & stato creato e venduto.
+  Durepair non deve essere utilizzato su pazienti con una conosciuta anamnesi di ipersensibiiita ai prodotti al collagene.
+ Durepair deve essere utilizzato con cautela neiie region! ove sussiste un‘infezione.
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Avvertenzee precauzioni

NOTAPER IL MEDICO: Il medico deve informsre il pazienteriguardo alle indicazioni, controindicazioni, avvertenzee precauzioni

indicate in questo documento.

+ Non risterillzzare Durepair in quanto do pud danneggiarlo.

Non utilizzare i prodotto se la confezione del prodotto & aperta o danneggiata.
Non esporre a sostanze chimiche o di altro tipo eccetto perla sotuzione salina sterile alio 0,9% atemperatura ambiente.
Durepair deve essere utillzzato su un solo paziente e deve essere impiantato chirurgkamente.
Prima dl toccare Durepair sciacquare | guanti chirurgici per rimuovere eventuall residui dl talco.
Non usare il prodotto sela data indicata suH'etkhetta della confezione e scaduta.
« Nonutilizzare il prodotto se sembra restringersi notevolmente quando viene idratato.
Irisultati di studi su animali suggeriscono che la risposta a corpi estranei associata all'uso di agenti sigillanti ed emostatici
insieme a Durepair puo essere piu pronunciata rispetto alPuso del solo Durepair. Tale risposta pud aumentare i tassi dl event!
dirischi not! peri sostituti della dura madre, particolarmente in presenza di gradient! di pressione elevali. Se $Lintendono
utilizzare prodotti ausiliari con Durepair, assicurarsi che i prodottisiano applicati netrispetto delle relative istruzioni per I'uso.

Complicanze
Irischi generall comprendono Infezioni, perdite del liquor cefalorachidiano, aderenze, ematomi, rigetto/reazione da corpo
estraneo, reaztoni inbammatorie e caklbcazione. Al paziente devono essere resi noti quest! ealtrl rischi associati agli interventi di
neurochirurgia, di chirurgia generate e all'uso dellanestesia.

Restituzione
I prodotti devono essere restituiti nelle confezioni originali, con Usigillo del produttore intatto, e saranno sostituiti o verra appikato
un credito ameno che il resosta stato necessario acausa di difetto oerrata etichettatura del prodotto. La determinazione di prodotto
difettoso 0 di errata etichettatura sari effettuata da Medtronic Neurosurgery, la cui declsionesari finale. | prodotti non saranno
accettati per sostituzioni o credito se sono rimasti in possessodel cNente per un periodo superlore a 90 giorni.

Garanzia
A. Garanziastandard limitata. Medtronic Neurosurgery garantisce all'acquirente origrale ("Acquirente”) che, al momento della
consegna, I'allegato prodotto riutilizzabile o monouso ("Prodotto’) & esente da difetti nel materiali e nella lavorazione. Medtronic
Neurosurgery non rilascia akuna garanzia (esplkita, implicita odi legge) per Prodotti che siano stati modificati (tranne i casi
espressamente contemplati nel presente documento) oppure sottoposti a eccezionaie stress fisico, abuso,u$o improprto, negitgenza,
collaudo improprio, uso insieme aprodotti o component! diversi da quelli designati per 'uso con i Prodotti, uso in quaisiasi maniera o
procedura medica non indicata per i Prodotti.

B. Rimedio.In caso di violazione della garanzia sopra menzionata. Tunica ed esclusiva responsabilita a carico di Medtronic
Neurosurgery e Tunico ed esclusivo rimedio per TAcquirente saranno, a scelta e discrezione esclusiva di Medtronk Neurosurgery,

ia sostiluzione del Prodotto oppure Il imborso alTAcquirente della somma netta effettivamente pagata per i Prodotto, ammesso
che (i) Medtronic Neurosurgery venga avvisata, per iscritto ed entro novanta (90) giorni dalla data di rkevimento del Prodotto da
parte delTAcquirente, che tale Prodotto non soddisfa i requisiti di garanzia, inciudendo una spiegazlone dettagiiata in lingua inglese
di tutti i difetti asseriti; (ii) tale Prodotto venga riconsegnato a Medtronic Neurosurgery entro novanta (90) giorni dal rkevimento
F.OB. del Prodotto da parte delTAcquirente, alTindirizzo 125 Cremona Drive, Goleta, California 93117, USA, o ad altro indirizzo
designate da Medtronic Neurosurgery; e (ill) Medtronk Neurosurgery sia ragionevolmente convinta della reale esistenza del difetti
dkhlarati. Tranne quanto espressamente previstoin questo paragrafo, TAcquirente non avra diritto direstltuire i Prodotti a Medtronic
Neurosurgery senza ia preventiva approvazione scrittadi Medtronic Neurosurgery.

C.Esctusione dj altre garanzie. OLTRE ALLA GARANZIA LIMITATA Di CUI ALUSEZIONE (A) SOPRA RIPORTATA, MEDTRONIC
NEUROSURGERY NON OFFRE ALCUN ALTRO TIPO Di GARANZIA O CONDIZIONE, ESPLICITAO IMPUCITA. MEDTRONIC
NEUROSURGERY DISCONOSCE SPECIFICAMENTE L£ GARANZIE IMPUCITE DI COMMERCIABILITA O IDONEITA A UN UTiUZZO
PARTICOLARE. MEDTRONIC NEUROSURGERY NON SI ASSUME ALCUN'AITRA RESPONSABILITA CHE INSORGA 0 SIA CONNESSA
ALLA VENDITA 0 ALL'USO DI QUALSIASIPRODOHO, NE AUTORIZZA ALCUN'ALTRA PERSONA AD ASSUMERSEU A NOME Di
MEDTRONIC NEUROSURGERY.

18

& 000 LWPMH [&7) INFO@CIRMIRU € WWW.GOSZDRAVNADZOR RU



Durepair*dura-reoenererinasmatrise

Beskrivelse
Ourepair* dura-regenereringsmatrise er et kollagenimplantat for reparasjon av defekter i dura mater. Ourepairieveres steril, | dobbel

innpakning, og er kun beregnet til kxngangsbruk (en gang). Ourepair er tilgjengelig i flere sterrelser, og kan kuttes av kirurgen til
ensketform.

Indikasjoner
Durepairerindisertsometsubstituttfordura ved reparasjon av dura mater.

Sikkerhet

Ourepair er fremstiit av bovin hud, en av de reneste kollagenkildenesom er kommersielt tilgjengeiig. Kildematerialet kommer kun fra
kveg, og erinnhentet t samsvar med gjeldende kravi USAog Europa.

Bruksanvisning

+ Kontroller pakningen. M2 ikke brukes hvis errbailasjen har vaertapnet eller er skadet.

+ Hvis pakken har et temperaturindikatorpunkt, skal produktet IKKE BRUKES hvis punktet er svart.

+ Apneden ytre pakningen og piasser derr indre, sterile pakningen aseptisk | det sterile feltet.

+  Skyll de kirurgiske hanskene, om nodvendig, for 2ijerne eventueit hanskepulver for du bererer produktet.

+ la utproduktet fra pakningen ved 2 broke en steril atraumatisk tang eller med h2nd som er p2fert hanske.

+  Kutttorr Ourepair til den storrelsen og formen som er nodvendig for2 dekke duradefekten.

+ Blotlegg Ourepair ved romtemperatur i sterilt 0,9 % saltvann inntil det erhydrert (vanligvis under ett mInutt). Hydrering
indikeres ved at fargen endres fra hvit (terr) til gr2 (v2t). For 2 fremskynde hydreringen kan man legge pa trykk med hngrene
(husk 2 ta pa hanske ferst) p2 enhetens overflate, frem til Ourepair har etjevnt gr2tt, v2tt utseende.

+  Oppbevar Ourepair blotlagti sterilt saltvann frem til det skal brukes.

+  Ourepair kan implanteres med hvilken som heist av sidene mot hjernen for 2 dekke defekter, og kan sutureresp2 plass med
brukav2tH millimeter sting i transplantertvev og omiiggende vev.

+ Ourepair kan alternativt brukes kun som et implanterbart lag ved at Ourepair beskjsres til en storrelse som muliggjor
minimum 1cm overlapping med gjenvaerende dura. Stay*suturer kan anvendes hvis enskelig.

« Forbestmulige resultater, bor det transplanterte vevet pifores og festes neye.

+ Kasteventueit ubrukt Ourepair.

Oppbevaring
Oppbevares i romtemperatur (2 Y-30"C; 35 @86 *F). Oppbevares i god avstand fra varmekilder.
Levering

Ourepairieveres steril, i dobbel innpakning, og erkun beregnettil engangsbruk (en gang). Ourepairer tilgjengelig i flere
sterrelSCT. Hvis pakken ikke er blitt skadet eiler2pnet, erinnholdet garantert sterilt og ikke-pyrogent. Hvis pakken haret
temperaturindikatorpunkt, skal produktet IKKE BRUKES hvis punktet er svart. Innpakningene for alle komponentene skal vxre
intakte ved moltak.

Detvedlagte produktet er laget for bruk p2 kun  pasient. Dette produktet m2 ikke gjenbrukes, rengjeres eller resterillseres.
Gjenbruk, rengjoring eller resterilisering kan svekke den struktureile styrken til enheten og/eller skape risiko for kontaminasjon
av enheten som kan fere til pasientskade, sykdom eller dedsfall. M2 ikke brukes hvis emballasjen harvxrt 2pnet eiler er skadet.
Medtronic Neurosurgery erikke ansvariigfor ytelsen til noe produkt som er blitt resterilisert.

Informere pasienten
Deterlegens ansvar 2 informere pasienten og/eller pasientens representant(er) om kirurgiske prosedyrer som involverer reparasjon
avdura mater. Informasjonen m2inkludere en beskrivelse av relaterte advarsier, forhoidsregler, komplikasjoner og en utredning om
mulige alternative produkter og behandlingsformer.
Kontraindikasjoner
m Durepalr er Ikke laget, soigt eller mem for annet bruk enn det som er angitl/beskrevet.
m Ourepair m3 ikke brukes for pasienter med kjem historlkk Inrren overfolsomhet for kollagenprodukler.
« forsiktighet m3 uturses o3r Ourepair brukes p3 steder med infeksjon.
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Advarsler og forholdsregler
MERKNAD FOR LE6 E: Legen m3 informere pasienten om indikasjonene, kontralndikasjonene, advarslene og forhoidsreglene som
erangilti dette dokumentet.
M3 ikke resteriliseres, stden det kan skade Durepair.
M3 ikke brukeshvis embatlasjen barvsrt 3pneteller er skadet.
M3 ikke eksponeres for andre kjenfilkalier ellerstoffer enn romtemperert, steril 0,9 %$altvannsopplfi$ning.
Durepair er kurr for bruk til en pasient, og skal implanteres kirurgisk.
Skyll de kirurgitke hanskene for 3 Qerne tianskepulver for du berorer Durepair.
M3 ikke brukes hvis ut utiipsdatoen som angis p3 pakkeetiketten er utg3tt.
M3 ikke brukes hws det serut tii at produktet krymper betydelig ved hydrering.
Resultaterfra dyrestudiertyder p3 at fremmediegemeresponsen knyltet til bruk avtetningsmidler og bemostatika sammen
med Durepair. kan vsre mer markante enn ved bruk av bare Durepair. Denne responsen kan oke de kjente farene forbundet
med durasubstitutter. spesielti gradientapplikasjoner med hoyt trykk. Hvis andre hjelpeprodukterskal brukes sammen med
Durepair, m3 de brukes i samsvar med bruksanvisningene for de aktuelle produktene.

Komplikasjoner
Generelle risikoer kan inkludere infeksjoner, CSV-lekkasjer, adhesjoner, hematomer, avstoting/kroppslig reaksjon p3
dl , infl oriske reaksjoner og forkalkning. Pasienten m3 gjores oppmerksom p3 disse risikoeneog andre risikoer
i forbindelse med neurokirurgi, generell kirurgiog brukav anestesi.

Retningsitnjerfor returavvarer
For 33 godkjent utskifting eller refusjon m3 produktet retumeres i uipnede pakker med produsentens forseglinger intakte, med
mindre del retumeres fordi produktet er defekt eller erffeHmerket. Avgjorehen om hvorvidtel produkter defekt eller erfeilmerket
skai lasav Medtronic Neurosurgery, og den avgjorelsen vil vsre endelig. Produkter vii ikke bli godtatt for utskifting eller refusjon hvis
de har vaerti kundens eiei mer enn 90 dager.

Garanti
A. Standard begrensetgaranti. Medtronic Neurosurgery garanterer overforden opprinnelige kjoperen (*Kjaperen*} at det
vedlagte produktet til engangsbruk eller gjenbruk ("Produkt”) kjopt av Kjoperen, erivesentlighet fritt for defekter i materiale og
utforelse p3 dettidspunktet det ble leverttil Kjoperen. Medtronic Neurosurgery giringen garantier (uttrykte, underforstatte eller
lovbestemte] for Produkter som er modifiserte (bortsett fra de som er uttrykkelig beskrevet heri] eller har gjennomg3tt uvanlig
belastning, misbruk, fell drift, vanstell, fell testing, brukt i kombinasjon med andre produkter eller komponenter enn de Produktene
var ment 3 brukes sammen med, eller brukt pa en m3te eller i en medisinsk prosedyre der Produktene ikke er indiserte.

B.Rettsmiddel. Kjoperens eksklusive rettsmiddel, og Medtronic Neurosurgerys eneste ansvar, for brudd p3 ovenst3ende garanti
skal vsre at Medtronic Neurosurgery, i henhold til sitt eget skjonn, kan velge 3 erstalte Produktet eller kreditere Kjoperen for
nettobelopet som faktisk ble betalt for et slikt Produkt, forutsatt at (i) Medtronic Neurosurgery har fStt skriftlig melding innen nitti
(90) dager etter Kjoperen har mottatt Produktet om at Produktet Ikke var | samsvar med spesihkasjonene, inkludert en detaljert
forklaring p3 engelsk om eventuell p3st3tt manglende samsvar, (i) skal dette Produktet retumeres til Medtronic Neurosurgery
innen nitti (90) dager etter Kjoperen mottok Produktet, sendtf.0.B. tii 125 Cremona Drive, Goleta, California 93117, U.S.A,, eller etter
annen anvisning av Medtronic Neurosurgery, og (LL) Medtronic Neurosurgery er rimetig overbevist om at det p3si3tte mangiende
samsvaret er reellt. Bortsett fra det som er uttrykkelig fremsatt i dette avsnittet, skal Kjoperen ikke ha retttil 3returnere Produktene
til Medtronic Neurosurgery uten forutgSende skriftlig samtykke fra Medtronic Neurosurgery.

C.Eksklusjon avandre garantier. BORTSEH FRA DEN BE6 RENSEDE GARANTIEN G IH | (A) OVENFOR, GIR MEDTRONIC
NEUROSURGERY INGEN ANDRE GARANTIER ELLER BETINGELSER, UHRYKTE ELLER UNDERFORSTAtTE, OG PRODUSENTEN
FRASIERSEG SPESIELT DE UNDERFORSTATTE GARANTIENE OG BETINGELSENE FOR SALGBARHET OG EGNETHET TIL ET SPESIELT
formal. MEDTRONIC NEUROSURGERY VERKEN PATAR SEG, ELLER AUTORISERER NOEN ANNEN PERSON TIL A PATA SEG NOE
ANNET ANSVAR SOM OPPSTAR FRA ELLER | FORBINDELSE MED SALG ELLER BRUK AV NOE PRODUKT.
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Substancia regeneracvina oponvtwardei Durepair*

Opis
Substancja regeneracyjna opony twardej Durepair* jest implantem kolagenowym przeznaczonym do plastyki defektowopony
twardej. Zestaw Ourepairjest dostarczany w stanie steryinym, w opakowaniu z podwojnym systemem izolacyjnym. Produkt

jest przeznaczony wyi*cznie dojednorazowego (jednokrotnego) uzytku. Dost*pny jest szereg rozmiarow zestawu Durepair
umozliwiaj*cych przyci;cte przez chirurga do pozqdanego ksztaltu.

Wskazania
Wskazania do stosowania preparatu Durepair obejmuj® substytucj; opony twardejw zabiegach odtwdrczych opony twardej.

Bezpieczeristwo

Preparat Ourepairjest wylwarzany zeskdrywolowej, stanowi*cejjedno znajlepszyrh dost"pnych komercyjnie *ddei czystego kolagenu.
Material zrddlowy pochodziwylgcznie od bydia uzyskiwanego zgodnie zwymaganiami przepsdw obowi”zuj*cych w USA | Europie.

Instrukcja uzytkowania
+  Obejrze" opakowanie. Jezeli opakowanie rrosi slady otwarcia lub uszkodzenia, nalezy produkt odrzudc.
+ Jezeliwyst;pujekropkawskainikatemperatury, NIEEUZYWA"jezelikropkajestczarna.
+  Odkieid pokryde opakowania zewn”trznego i umiekid wewn”trzne sterylne opakowanie w strefiejalowej, posluguj*c si;
technikraseptyczn”.
« Jezelito konieczne. ophikac r;kawiczkl chirurgiczne tak, by usun;c wszelkie pozostaioki talku.

Wyj"c produkt 2 opakowania r;k” w r;kawiczce, posiugujc si; steryinymi. atraumatyanyml kleszaykami.

+ Dod"c na sucho preparat Durepair tak, aby uzyskadrozmiar i ksztait odpowiednt do uzupeinienia defektu opony twardej.

+  Zanurzy"preparatw jalowym roztworze 0,9% soli fizjologicznej do uzyskania uwodnlenia (zwykie wystarcza zanurzenie
przez niecai® minut;). Uwodnienie wskazujezmiana barwy z btaiej (preparat suchy) na szar” (preparat uwodniony). Aby

i dnianie, mozna zastosowacudsk palcami (w r;kawiczce) na powierzchni; preparatu, do uzyskaniajednotitego,
uwodnionego wygi;du preparatu Durepair.

+ Nalezy utrzymywac preparat Durepairw zanurzeniu do czasu, gdy b;dzie gotowy do uzyda.

+  Preparat Durepair mozna wszczepiac jedn”z dwu powierzchni w kierunku mozgu tak, by pokryc defekt. Mozna stosowac
mocowanie przy uzydu szwow przechodz"cych przez tkank; iwszczep, zakiadanych co 2-3 mm.

+ Podoci;du preparatu Durepair do rozmiaru pozwalaj”cego na pokryde pozostalolciopony twardejz marginesem min. 1cm
preparat moze bye rdwniezstosowany w diarakterze przeszaepu nakladanego technik” onlay. W rade konieanoki mozna
stosowac szwy stabilizujgce.

+  Abyuzyska"najbardziej optymaine wynlki, nalezy ostroznie uiozyc i umocowa”® przeszczep.

+ Usun;"nieu"wane fragmenty preparatu Durepair.

Przechowywanie
Przechowywac w temperaturze pokojowej (240 * C; 35*-86* F). Przechowywac z dala od “rddet ciepia.

Dostawa
Zestaw Ourepairjest dostarczany wstanie steryinym, w opakowaniu z podwéjnym systemem izolacyjnym. Produktjest przeznaczony
wyl*anie dojednorazowego (jednokrotnego) uzytku. Preparat Durepair dost;pny jest w wielu rozmiarach. Gwarantuje si;,
ze zawartosd opakowania jest sterytna i apirogenna, pod warunkiem ze opakowanie nie zostalo uszkodzone ani otwarte. Jezel
wy$t;puje kropka wskaznika temperatury, NIE U2YWA" jezeli kropka jest czama. Opakowania poszczegdinych elementdw powinny
byi nienaruszone w chwili odebrania.

Dostaraony produkt przeznaczonyjest do jednorazowego uzytku. Produktu nie nafezy uzywadponownie, przygotowywad do
ponownego uzyda ani ponownie steryiizowac. Ponowne uzyeie, przygotowanie do ponownego uzyda lub ponowna sterylizaeja
mogq doprowadziddo uszkodzeA produktu lub grozidjego zanieczyszczeniem, czego skutktem mog” byi obrazenia data, choroba
lub zgon paejenta. Nie stosowac produktu, jesll opakowanie nosi slady otwarda lub uszkodzenia. Firma Medtronic Neurosurgery nie
ponosi odpowiedzialno”cizafunkcjonowaniejakiegokolwiek produktu, ktdryzostalpoddanyponownejsteryiizacji.

informaeje dia paejenta
Odpowledzialnosc za udzieienie paejentowii (lub) przedstawicielowi (-om) paejenta informaeji dotycz;cych chirurgieznej
reperaeji opony twardej spoczywa na iekarzu. Informaeje powinny obejmowac opis ostrzezen, Jrodkow ostroznoici i powikiaA oraz
alternatywnych produktow i metod leczenia.
Przeciwwskazania
+ Preparat Durepair nie zostalopracowany, nie jest sprzedawany ani przeznaczony do zastosowaii innych niz zgodne ze
wskazaniami.
+ Preparat Durepair nie powinien by” stosowany u paejentow, u ktorych stwierdzono nadwrazliwosc na pochodne kolagenu.
+ Nalezyzachowac ostroznosc, stosuj;c preparat Durepair u paejentow z infekej”.
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Ostrzezenia i srodki ostroznosci
UWAGA DLA LEKARZA:Lekarz mus$i przekaza” pacjentowi informacjedotycz”ce wskazari, przeciwwskazan, ostrzezen iirodkdw
ostroznosci przedstawionych w nmie|szym dokumencie.

+ Nienalezy ponownie sterylizowa” preparatu Ourepair. W przedwnym wypadku moze doji* do jego uszkodzenia.

+ Nie natezy uzywac produktu, jesli opakowanie zostalo otwartelub uszkodzone.

+ Nalezyunikad ekspozycji najakiokolwiek chemikalia iub substange inne nizroztwor 0,9% soli fizjologkzne) otemperaturze
pokojowej.

+ Preparat Durepairjest przeznaczonydo implarttac]! ujednego pacjenta.

Przed dotknjfciem preparatu Ourepairnale” opiukac rkawiczki cbirurgiczne, aby usun”dz nich talk.

+ Nieuzywac produktu, jezeli uplyn“iadata waznokiwydrukowana na etykiecie opakowania.

+ Nie uzywac, jezeli po nawodnieniu produktu wydaje si* on znacznie kurczyc.

+  Wyniki badan przeprowadzonych na zwierztach sugeruj®, ze reakcja na cialo obce zwi"zana z zastosowaniem irodkdw
uszczelniaj*cych i irodkdw hemostatycznych w policrent zpreparatem Durepair moie by” silniejsza nii w przypadku
zastosowania samego preparatu Durepair.Reakcja ta moze zwi;kszyccz;stosc wyst"powania znanych zagrozen zwi*zanych
zzastosowaniem substytutow opony twardej, zwfaszczaw zastosowaniach owysokim gradiencie cisnienia. Jesli razem z
preparatem Durepair stosowane b*d" dodatkowe produkty, nalezy pami”taf, aby uzywac kh zgodnie zwlakiw g instrukcj®
uzytkowania.

Powiktania
Ogolne zagrozenia mog” obejmowac infekcje, przecieki plynu mozgowo-rdzeniowego, krwiaki, reakcja odrzucenta przeszaepu
lub typu data obcego, reakcja zapaln” lub zwapnienie. Pacjent powinien bydswiadom tych zagrozen oraz innych czynnikdw ryzyka
zwi"zanych z zabiegamiw zakresie neurochirurgii, chirurgii ogdineji stosowania znleczulenia.

Zai™adyzwrotu produktdw
Warunkiem przyjfcia reklamacii i uzyskania zamiany produktu lub zwrotu naleznoicijest dostarczenie produktu w nie otwartym
opakowaniu, znienaruszonymi piombami producenta. Nie dotyczy to przypadkdw reklamacji z powodu wad wyrobu lub bI*nego
oznakowania produktu. Stwierdzenie wad wyrobu lub bi*dnego oznakowania produktu nalezy do firmy Medtronic Neurosurgery.
Decyzja firmy ma charakter ostateczny. Produkty b*dgce w posiadaniu klienta przez ponad 90 dni nie podlega)® wymianie ani
otrzymaniu kredytu.

Gwarancja
AStandardowa ograniczona gwarancja. Firma Medtronic Neurosurgery udziela gwarancji uzytkownikowi koncowemu, nabywcy
produktu (,Nabywcy"), zapewniajgc, ze ralicrony produktjednorazowego lub wielokrotnego uzytku (,Produkt” ) zakupiony przez
Nabywcy, w momencie dostarczenia do Nabywcyjest zasadnkzo wolny odwad materialowych i wykonawstwa. Gwarancja firmy
MedtronicNeurosurgery nie obejmuje (w formie wyrazonej, domniemanej ani ustawowej) produktdw, ktdre zostaly zmodyfikowane
(zwyj*tklem przypadkdw wyrainie okreslonych w niniejszym dokumencie). poddane nadzwyczajnym obcl*zeniom fizycznym,
byly uzytkowane niezgodnie z przeznaczeniem, nieprawidlowo, bez zachowania nalezytej ostroznosci, nieprawidJowo testowane,
wpot~czeniu zproduktami lub elementami niezgodnymi zprzeznaczeniem produktu lub uzytkowane w sposdb niezgodny ze
wskazaniami lub do procedur medycznych niezgodnych ze wskazaniami produktu.

B. Srodki zaradcze. Jedyne prawo Nabywcyi wyl*czrra odpowiedzialnosc firmy Medtronic Neurosurgery ogranicza sif do
naruszenia warunkdw niniejszej gwarancji i skutkuje,zgodnie zwol” i decyzja firmy Medtronic Neurosurgery, wymiang Produktu

lub zwrotem kosztdw netto poniesionych przez Nabywcy Produktu przy zachowaniu nast*puj*cych warunkdw: (i) firma Medtronic
Neurosurgery zostanie powiadomtona pisemnie przed uplywem dziewi*cdziesi*ciu (90) dni od daty otrzymania Produktu przez
Nabywecf, ze Produktjest niezgodny z deklaracj®, oraz otrzyma szaegdlowy opis domniemanych niezgodno”ci sporz*dzony w j*zyku
angielskim, (li) Produkt zostanie zwrdcony do firmy Medtronic Neurosurgery w ci*gu dziewi*ddziesi*ciu (90) dni od daty otrzymania
przez Nabywcf F.O.B. Produktu. US Cremona Drive, Goleta, California 93117, Ui.A. lub inny adres wskazany przez Medtronic
Neurosurgery; oraz (jii) Medtronic Neurosurgery stwierdzi i zaakceptuje, ze opisane w reklamacii niezgodnoici rzeczywi*cie istnie]*.
2awyj"tkiem sytua”i wyrazonycb w postanowieniach powy”zego paragrafu Nabywcy nie przystuguje prawo do zwrotu Produktu
do firmy Medtronic Neurosurgery bez uprzednlej pisemnejzgody firmy Medtronic Neurosurgery.

C.Wykluczenie innych gwarancji. ZWYJ"TKIEM OGRANiaONEJ GWARANOIOPISANEJ W PUNKCIE (A), FIRMA MEDTRONIC
NEUROSURGERY NIE UDZIELA 2ADNYCH DODATKOWYCH GWARANOI ANI R"KOJMIWYRAtONYCH LUB DOROZUMIANYCH.
PRODUCENT ODRZUCAW SZaEGbLNOICI GWARANOEI R*KOJMIE PRZYDATNOCI HANDLOWEJI PRZYDATNO"CI DO
OKRE$LONEGO CELU. FIRMA MEDTRONIC NEUROSURGERY NIE PONOSI ODPOWIEDZIALNO"CI ANI NIE UPOWAZNIA tADNEJ
INNEJ STRONY DO PRZYJ"CIA ODPOWIEDZIALNOCI ZTYTUtU ALBO W ZWIJ\ZKU ZE SPRZEDA"A LUB UtYTKOWANIEM
JAKIEGOKOLWIEK PRODUKTU.
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Matriz de regeneratao da dura-mater Durepair*
Descri®ao
A matriz de regenera”ao da dura-mater Ourepalr*e um implartte de colagenio para a repara®ao de defeitos na dura-mater. A matriz

Durepaire fornec'rda esteril, numa embaiagem de invdlucro dupio, e destirta-se autiliza”o unica (uma vez). Amatriz Durepair esta
disporrivel emvarios tamanhos que deverao ser cortadospelo cirurgiao na forma desejada.

Indica™oes
Amatriz Durepair eindkada coto um substitute da dura-mater para a respective repara*ao.

Seguran”a
Amatriz Durepair e fabricada a partir de pelede bovinos, uma das fontes de colagenio mais puras dispom'veis no mercado. 0 material

de origem & derivado exclusivamente de gado bovino obtido em cortformidade com as disposi®des regulamentares europeias e dos
EstadosUnidos.

Instrufoes de utilizafao

Inspecclone aembaiagem e rejeite o produto se estiver danibcado ou setiver sido previamente aberto.

Se existir umponto indicadordatemperatura, NAO UTIUZAR se o ponto estiverpreto.

+ Destaque aembalagem externa e, utilizando uma tdcnica asseptica, cologque aembaiagem interrta estdril nocampo estéril.
Senecessario, antes de manusear o produto, lave as luvas cirdrgkas para remover eventuais residues de p6 de talco.

Retire o produto da embaiagem utilizartdo uma pin“a atraumatica estéril ou luvas.

Corte amatriz Durepair secano tamanho e forma necessaries para cobrir o defeito da dura-mater.

Mergulbe amatriz Durepair em soro fisiotogico esteril a0,9%, htemperatura amblente, ate ficar hidratada (normalmente
menos de um minuto). A hldrata*So & Indicada pela mudan*a de cor de branco (seca) para cinzento (molhada). Para facHitar a
lidrata”ao, poder” pressionar a superheie do produto, utilizando luvas, ate a matriz Durepair ter um aspecto molhado e uma
cor cinzenta uniforme.

Mantenha amatriz Durepair em sorofisioldgko estérl aré estar pronta para utlliza*ao.

A Durepair pode serimplantada com qualquer um dos dois lados contra o cerebro para cobrir o defeito, e pode ser suturada
em posi*ao utilizando pontos de sutura de 2 a3 milimetros no enxerto e no tecido hospedeiro.

Emalternativa, amatriz Durepair pode ser utilizada coto um enxertode cobertura, devendo cortar amatriz num tamanho
que permita asobreposi*So da dura-m*terexistente em cercade 1cm. Sedesejar, poderj efectuar suturas de fixa*ao.

Para aobten™ao de melhores resuitados, aplicar e fixar cuidadosamente o enxertoem posi*ao.

Elimine as partes da matriz Durepair que nao foram usadas.

Conserva”ao
Conserve i temperatura ambiente (240" C). Mai“tenha o produto afastado de fontes de calor.

Apresenta”ao
A matriz Durepair efornecida esteril, numa embaiagem de invdlucro dupio, e destina-se a utiliza(20 unica (uma vez). A matriz
Durepair & forneclda em virlos tamanhos. Desde que a embaiagem n3o tenha sido aberta nem se encontre danificada, e fornecida a
garantia de que o conteudo se encontra estéril e apirogenico. Se existir um ponto indicador datemperatura, NAO UTIUZAR se o ponto
estiver preto. As embalagens dos componentes devem estar intactas na altura da recep*ao.

v

0 produto incluido destina-se aserutilizado em apenas um padente. Nao reutilize, reprocesse ou reesterilize este produto. A
reutiliza*ao, reprocessamento ou reesteriliza*ao pode comprometer a Integridade estrutural do dispositivo e/ou criar um risco de
contamina™ao do dispositivo, 0 que pode resuilar em ferimentos, doen*a ou morte do padente. Nlo utilize caso aembaiagem tenha
sido previamente aberta ou se encontre danificada. A Medtronic Neurosurgery nao & responsavel pelo desempenho de qualquer
produto que tenha sido reesterilizado.

Educa”ao do paciente
Eda responsabilidade do médico educar os pacientes e/ou o(s) seu(s) representante(s), relativamente aos procedimentos cirOrgicos
que envolvem arepara”ao da duia-mater. Esta educa”ao devera incluir uma descri*ao das advertendas, precau0es e complica®oes
associadas ao procedimento e uma explica*ao dos produtos e tratamentos alternativos possiveis.

Contra-indkafoes

Amatriz Durepair fol concebida e vendida para ser utilizada apenas conforme indicado.

Amatriz Durepair nao deve ser utilizada em pacientes com histdria conhecida de hipersensibilidade a produtos com
colhpaénb.

Amatriz Durepair deve ser utilizada com cuidado em areas onde existe infec*ao.
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Advertencias e Precau”des
NOTAPARA O MEOKO: Omedico deve informal o paciente sobre as indica®oes, contra'indica”bes, advertencias e precauSes
fornecidas neste documento.
+ Naoreesterilize, dado que pode danificar amatriz Ourepair.
+ Naoutilize casoaembalagem do produto (enha sido aberta ou se encontre danificada.
+ Naoexponha o produto aoutios produtos qufmicosou substincias, al*m de soro fisioldgico a0,9% btemperatura ambiente.
+ Amatriz Durepair destina-se a serimplantada (irurgicamente num unico paciente.
Lave as luvas drdrgkas para remover eventuais residues de po de talco, antes de manusear amatriz Durepair.
N3outilize o produto para alem do prazo de validade indicado no rdtulo daembalagem.
Nao utilize o produto se este se apresentar significativamente encolhido quando hidratado.
+ Osresidtados de estudos com animals sugerem que aresposta a corpos estranhos associada a utiliza*ao de selantes e agentes
hemostatkos juntamente com Ourepair pode ser mais acentuada do que a utiizagao isolada de Durepair. Esta resposta
pode aumentaras taxas de ocorrénc’ de riscos conhecidos de substitutos de dura-mater, espedalmente em apltca;des de
gradiente de alta pressao. Se pretender utilizar produtos suplementares com Durepair, cerlifique-se de que os produtos sao
apikados de acordo com as respectivas instru(des de utiliza*So.

Complica”oes
Os riscos gerais podem incluirinfec®oes, fugas de LCR, aderencias, hematomas, rejekSo/reac”io acorpo estranho, reaches

inflamatdriase calcilica®ao. 0 paciente deve ser informado destes riscos e de outros assoctados a neurocirurgia, a cirurgia geral ea
utiliza®ao de anestesia.

. v

Normas para a devolu”ao dos produtos
Afim de poderem ser aceiles para substitui*ao ou credito, os produtos devem ser devolvidos em embalagens nSo abertas com o selo
do fafaricante Intacto, excepto setiverem sido devolvidos devido a uma reclama”ao por defeito do produto ou rotulagem incorrecta.
Adetermina;3o do defeito de urn produto ou de uma rotulagem incorrecta seri efectuada pela Medtronic Neurosurgery, cujadecisao
serafinal. Os produtos nao serao aceites para substitui*ao ou credito se estiverem na posse do cllente durante um periodo superior a
90dias.

Garantia
A.Garantia limitada Padrio. A Medtronic Neurosurgery garanteao comprador e utilizador final original ("Comprador*) que
Oproduto embalado de utiliza*ao unica ou reutilizavel ("Produto), adquirido pelo Compradorse encontrara, na aitura em que e
entregue ao Comprador, substancialmente livre de defeitos de material e de fabrko. A Medtronic Neurosurgery nao oferece qualquer
garantia (expressa, im plkita ou estabelecida por legisla®io) para os Produtos que sejam alterados (excepto nos casos expressamente
referidos neste documento) ou submetidos a esfor*os fiskos pouco habituais, utiliza*ao incorrecta. funcionamento incorrecto,
neglig"ncia, incorrec”oes nos testes, utiliza”o em combina*ao com outros produtos ou componentes para alem daqueles para 0s
quais os Produtos foram concebidos, ou utiliza*ao de maneira ou em procedimentos medicos para os quais os Produtos naoestao
indicados.
B. Recurso. 0 linko recurso oferecido ao Comprador e aunica obriga*So da Medtronic Neurosurgery em caso de viola;30 da garantia
seri porop”ao unica e escotha da Medtronic Neurosurgery, a substitui*ao do Produto ou a atribukao de um credito ao Comprador
no valor Ifquido pago pelo referido Produto, sob acondkao de (i) a Medtronic Neurosurgery ser notihcada por escrito, num periodo
de noventa (90) dias apds o Comprador ter recebido o Produto, deque tal Produto nao cumpriu as especifica’des, incluindo uma
explka®ao detalhada em Ingles sobre qualquer inconformidade alegada; (ii) tal Produto ser devolvido aMedtronic Neurosurgery num
periodo de noventa (90) dias ap6s o Comprador ter recebido o Produto, F.O8., para o seguinte endere”o: 12S Cremona Drive, Goleta,
California 93117, U.S.A., ou para um endere”o alternative indicado pela Medtronic Neurosurgery; e (iii) a Medtronic Neurosurgery
hear razoavelmente ita sobre arealidade da exist*ncia de inconformidades. Exceptuando assituates expressamente referidas
neste paragrafo, o Comprador nao podera devolver Produtos a Medtronic Neurosurgery sem o consentimento previo, por esaito, da
Medtronic Neurosurgery.
C.Exclusio de outras garantias. COM A EXCEP"AO DA GARANTIA LIMITADA ACIMA REFERIDA EM (A), AMEDTRONIC
NEUROSURGERY NAO OFERECE QUAISQUER OUTRAS GARANNAS OU CONDKAES, EXPRESSAS OU IMPLICITAS, EO FABRICANTE
RENUNQA ESPECIFICAMENTE AS GARANTIAS ECONDIOES IMPIiCITAS DE COMERCIALIZACAO EADEQUA(AO0 PARA UM
DETERMINADO PROPdSITO. A MEDTRONIC NEUROSURGERY NAO ASSUME NEM AUTORIZA QUALQUER OUTRA PESSOAA
ASSUMIR QUAISQUER OUTRAS RESPONSABILIDADES DERIVADAS OU REIACIONADAS COM A VENDA OU A UTILIZACAO DE
QUALQUER PRODUTO.
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Matriz para regeneracién de la dura Durepair*

Descripcion
La matriz para regeneracion de ia dura Ourepair*es un implante de colageno para reparardefectos en la duramadre.. La matriz
Durepairse suministra esterii, en un envoitoriodoble. y esta disenada para un solo uso (una vez) unicamente.La matriz Durepair se
puede obtener en varios tamanoscon objeto de que ei cirujano corte iaforma deseada.

Indicaciones
La matriz Durepair esta indicada coto substitute de la dura para reparar la duramadre.

Seguridad
La matriz Durepair esta fabricada de piel bovina, una de lasfuentes mas puras de coUgeno de venta en ei mercado. £l material se
deriva exclusivamente de ganado obtenido en conformidad con ios requisitos regulatorios de Estados Unidos y Europa.

Instrucciones de uso

Inspeccione el envoltorio y rechace el producto si esta abierto o danado.
Si esta presente el punto indicador de temperatura. NO UTILICE EL PRODUCTO si su colores negro.
Abra el envoitorio exterior y transfrera asepticamente el envoltorio esteril interior al campo esteril.
Enjuague los guantes quirurgicos, si fuese necesario, para eliminar el polvo que puedan tener antes de tocarel producto.
Retire el producto del envoltorio utilizando forceps est*riies atraumiticos o con la mano con el guante puesto.
Corte la matriz Durepair seca al tamano y forma necesarios para cubrir el defecto de la dura.
Ponga aremojo la matriz Durepair en solucldn salina esteril al 0,9% atemperatura ambiente hasta que se hidrate
(normaimente menos de un minuto). La hidratadon se indica mediante un cambio de colorde bianco (seca) a gris (mojada).
Para facllitar la humidificadon, se puede ejercer presidn con los dedos, con los guantes puestos, en toda (asuperfide del
dispositivo hasta que la matriz Durepalrtenga una aparienda mojada y gris uniforme.

> Mantenga lamatriz Durepair sumergida en solucion salina esteril hasta que este lista para utilizarse.

+ Lamatriz Durepair se puede implantar con cualquiera de los lados contra el cerebro para cubrir el defecto y se puede suturar
ensulugar mediante puntos de 2 a3 milimetros en el injerto y en el tejido huesped.

+ Deforma alternativa, la matriz Durepair se puede utiiizar coTo Injerto superpuesto recortando la matriz Durepair aun
tamano tal que se superponga un minimo de 1cm con la dura restante. Se pueden utiiizar suturas si se desea.

« Paraobtener resultados dptimos, el injerto se debe aplicary fijar en su sltlo con cuidado.

+  Oeseche cualquier trozo de matriz Durepair no utilizado.

Conservacion
Guardese atemperatura ambiente (240* C; 35*-86' F). Mantengase alejado de fuentes de calor.

Presentacion
Lamatriz Durepairse suministra esteril, en un envoltorio doble, y estadisenada paraun solo uso (unavez) linkamente. La matriz
Durepairse puede obtener en multiples famaiios. Siempre y cuando el envoltorio no este abierto o danado. se garantiza que el
contenido es est*rily apirdgeno. Siesta presente ei punto indicador de temperatura, NO UTILICE EL PRODUCTO si su color es negro.
£lenvoltorio de cada componente debe estar intacto al redbirlo.
El producto adjunto se ha disehado para usarlo en un solo paciente. No vuelva a utiiizar, procesar ni esterilizar este producto. Dkhas
acciones podrian poner en peligro la integridad estructural del dispositivo o crearun riesgo de contaminacion del dbpositivo que
podria derivaren lesidn, enfermedad o muerte del paciente. No utilice este producto si el envasese ha abierto antes o esta danado.
Medtronic Neurosurgery no se responsabiliza del funcionamiento de ningun producto que haya sido reesterilizado.

Educacion del paciente

El medico tiene la responsabilidad de educar a los pacientes y a sus representantes porlo que se refiere a los procedimientos
quirurgicos implicados en la reparacion de la dura. Estodebe incluir una descripcion de las advertendas, precaucionesy
complicaciones asociadas, y una explicadon de los posibles productos y tratamientos atternativos.

Contraindicadones
+ Lamatriz Durepair no se vende ni esti disefiada o pensada para utilizarse de forma distinta ala indicada.
+ Lamatriz Durepair no se debe utiiizar en pacientes con un historial conocido de hipersensibilidad atos productos con
colageno.
+ Lamatriz Durepair debe utilizarse con precauclon en zonas en la que exista una infeccidn.
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Advertencias y precauciones

HOTAAL MiOICO: el medico debe transmitir al paciente lasindkaciones, contraindicaciones, ad y precauciones Indicadas
enesle documento.

+ Novolver a esterilizar, ya que esto podrta danar la matriz Durepair.

+ No utllizar si el envoltorio del producto esta abierto o danado.

+ Noexponeraningun tipo de sustancias qufmicas o de otro tpo, excepto soluddn salina esteril al 0,9% atemperatura
amblente.

+ Lamatriz Durepair es para utiiizarse en un solo padentey se debe implantar quirurgicamente.

Enjuagar los guantes quirurgicos para eliminar el polvo que puedan tener antes de tocar la matriz Durepair.

No utilizar el producto si ha venctdo la fecha de caduddad indicada en la etiqueta dd envoltorio.

+ Noutilizar si el producto parece contraerse significativamente al hidratarlo.

+ Losresultados d i sugieren que larespuesta aun cuerpo extrano asociada al uso de sellantes
y agentes hemostaticos en combinacidn con Durepair podria ser mas pronunciada que cuando solo se usa Durepair. Esta
respuesta podria aumentar los indices de incidendade riesgos conocidos de sustitutos de la duramadre, especlaimente en
aplicadones de gradiente de presidn etevada. Sisetiene previsto el uso de productos auxiliares con Durepair, cerddrese de
que ios productos se aplican de conformidad con sus instrucdones de uso.

Compikaciones
Entre los riesgos generales cabe mendonar infecciones, fugasde liquido cefalorraquideo, adheslones, hematomas, rechazo o

reaccion a un cuerpo extrano, reacdones inflamatoriasy calcificacidn. Debe informarse al paciente de estos riesgos, asicoTo de otros
asoclados con la neurocirugia, la cirugia general y el usode anestesia.

ysrealizados en

Normas para la devolucion de productos
los productos deben devolverse en susenvases sin abrir y con los predntos del fabrkante inlactos para que se acepte su reemplazo
0 crddito, a menos que se devuelvan por unaqueja debido a un defecto del producto o un etiquetado incorrecto. Medtronic
Neurosurgery determinara si un producto es defectuoso o si lleva un etiquetado incorrecto, determinacldn que sera dehnitiva. No se
aceptara el reemplazo o crddito de los productos si han estado en posesion del cliente durante mas de 90 dias.

Garantia
A.Garantia limitada estindar. Medtronic Neurosurgery garantiza al comprador y usuario Anal original (‘Comprador’) que el
producto adjunto para un solo uso o reutilizable (‘Producto’) adquirido por el Comprador, en el momenta de la entrega al Comprador,
estard esencialmente libre dedefectos de materialy mano de obra. Medtronic Neurosurgery no ofrece garantia alguna (expresa,
implicita o establecida por legislacidn) para Productos que sufran modiiicaclones (salvo en los casos contemplados expresamente
en el presente documento), o que se sometan atension fisica poco comiin, uso inadecuado, manejo incorrecto, negligencia, o que se
prueben incorrectamente o se utilicen en combination con otros productos o componentes ajenos a los destinados para los Productos,
0que se utilicen deuna manera oen un procedimiento medico distinto al indkado para los Productos.
B. Recurso. El recurso exclusivo del Comprador y la responsabilidad unica de Medtronic Neurosurgery en el caso de incumpHmiento
de la garantia precedente seri, segun criterio dnko de Medtronic Neurosurgery, el reemplazo del Producto o la emisidn de un
credito anombre del Comprador por el importe neto pagado por dkho Producto. Esto ultimo se apika siempre que: (I) Medtronic
Neurosurgery reciba notiitcacion por escritodentro de los noventa (90) dias de la recepcion del Producto por parte del Comprador de
que dicho Producto no cumple con las especit inclusive una explicacidn detallada eningles de cualquier disconformidad;
(ii) dicho Producto sea devuelto aMedtronic Neurosurgery dentro de noventa (90) dias apartirde la fecha de recepcion del Producto
franco abordo por partedel Comprador, ala siguiente direcdon: 125 Cremona Drive, Goieta, California 93117, EE.UU. 0 a otro domidlio
alternativo designado por Medtronic Neurosurgery; y que (L) Medtronic Neurosurgery quede razonablemente satisfecho de que las
disconformidades reclamadas efectivamente existen. blvo disposicidn en contrario en este pirrafo, el Comprador no tendra derecho
adevolver Productos a Medtronic Neurosurgery sin el previo consentimiento por escrito de Medtronic Neurosurgery.
C.Exclusion de otras garantias, SALVOU GARANTfA LIMITADA PROVISTAEN ELAPARTADO (A) ANTERIOR, MEDTRONIC
NEUROSURGERY NO OTORGA NINGUNA OTRAGARANTfA O CONDICION, EXPRESA O IMPL{CITA, Y EL FABRKANTE DESCONOCE
ESPEC(FICAMENTEUSGARANTfASYCONDICIONESIMPLfCITASDECOMERCIABILIDADYAPTITUDPARAUNPROP6 SITO
EN PARTICULAR. MEDTRONIC NEUROSURGERY NO ASUME N1AUTORIZA A PERSONA ALGUNA A ASUMIR NINGUNA OTRA
RESPONSABIUDAD DERIVADA DE LA VENTA O UTILIZACIdN DE PRODUCTO ALGUNO, O RELACIONADA CON DICHA VENTAO
UTILIZACION.
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Durepair* Dura Regeneration Matrix

Beskrivning
Durepair* matrisfor duraregeneratton arett kollagenimplant for reparation av skador i dura mater. Durepair levereras steri), i en
forbackning med dubbla skal, och ar endast avsedd for engingsbruk. Durepair bmrs i olika storlekar avsedda att skaras av kirurgen
till onskad form.

Indikationer
Durepair ar avsedd som ett durasubstitut for reparation av dura mater.

Sakerhet
Durepairar tillverkad av oxhud, en av de renaste kallorna till kollagen som firmstillgangliga kommersiellt. Kallmaterialet harrdr
uteslutande frin nbtkreatur och bar erhillits i enlighet med amerikanska och europeiska regelverk.

Bruksanvisning

+ Synaforpackninger) och avvisa produkten om den tidigare skadats eller oppnats.

+  Vid temperaturindikatorpricki ANVANDINTE om pricken ar svart.

+ iippna den yttre fdrpackningen genom att skala och ta aseptiskt den inre, sterila fdrpackningen till det sterila faltet.

«  Skdijvid behov kirurgiska handskar for att aviagsna pulver pk handskarna innan du vidror produkten.

+ Taut produkten urforpackningen med sleril atraumatisk pir‘cett eller med hand fdrsedd med handske.

+ Skartorr Durepair till storiek och form som behovs for att tacka duraskadan.

+ BldtUgg Durepair i steril 0,9% koksaltidsning i rt peratur tills den hydrati (oftast mindre an en minut).
Hydratisering indikeras med en fargandring frSn vit (torr) till grS (vSt). for att underlatta vatning kan tryck appliceras med
handskfdrsedda fingrar 6verenhetens yta tills Durepairiirenhettigt grS och vSt.

+ Fdrvara Durepair nedsankti steril koksaltidsning tills den ska anvandas.

+  Durepair kan implanteras med vtlken som heistavsidorna mot hjarnan for att tacka skadan och kan sys pi plats med 2till i

millimeters bitar i transplantatet och vardvavnaden.

Alternativt kan Durepair anvandas som ett onlay-transplantat genom att skara Durepair till en storiek som medger minst |
cm overiappning med SterstSende dura. Halisuturer kan anvandas vid behov.

«+ Forbasta resultat skall transplantatet applicerasoch fixeras noggrant.

+ Kassera alia oanvanda bitar av Durepair.

Forvaring
Forvara i rumstemperatur [2"-30" C, 35**86* F). H8ll borta fr8tt varmekallor.
Leverans
Durepair levereras steril, i en forbackning med dubbla skal, och ar endast avsedd for engingsbruk. Durepair hnns i flera storlekar. Sa

lange fdrpackningen inte harskadats eller oppnats 3r innehillet garanterat sterilt och icke-pyrogent. Vid temperaturindikatorprick:
ANVAND inte om pricken ar svart. Alla komponenters fdrpackningar skall vara intakta vid mottagandet.

Produkten iforpackningen arendast avsedd fdrengingsbruk. Oenna produkt fir ej iteranvandas, upparbetas eller omsteriliseras.
Ateranvandning, upparbetning eller omsterilisering kan aventyra produktens strukturella integritet ochyeller skapa en risk for
kontamination av produkten,viiket kan leda till patientskada, sjukdom eller dddsfall. Fire] anvandas om forpackningen har oppnats
tidigare ellerar skadad. Medtronic Neurosurgery ansvarar ej for funktionen hos produkt som utsatts for omsterilisering.

Patientundervisning
Detiligger takaren attinformera patienterna och/eller deras ombud om kirurgiska ingrepp som innefattar durareparation. Sidan

information skall inkludera en redogorelse for relevanta varningar, fdrsiktighetsitgarder och komplikationer, samt en fdrklaring av
eventuella alternativa produkter och behandiingar.

Kontraindikationer
' Durepair arendasttillverkad, sild och avsedd for indicerade anvandningsomriden.
+ Durepair skall inte anvandas p i patienter med kind bverkanslighet mot kollagenprodukter.
+ Durepair skall anvandas med fdrsiktighet iomriden dar en infektion hnns.
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Varningar och forsiktighetsmeddelanden
VIKTI6 INFORMATION F5R LAKARE: Lakaren maste formedia de indikationer, kontraindikationer, varningar och
forsiktighetsStgarder som gesi detta dokument till patienten.
Omsterllisera Inte eftersom detta kan skada Dutepair.
Anvand inteom produktens forpacknittg ar dppnad eller skadad.
Dtsattinte for nSgra kemikalier eller andra amnen an steril 0,9% koksaltlosning i rumstemperatur.
Durepair arendast for errpatientsbruk och skall implanteras kirurgiskt.
Skdij kirurgiska handskar for att aviagsna pulver p i handskarna innan du vtdrdr Durepair.
Anvand inte produkten efter utgSngsdatumet som anges pS fdrpackningen.
Anvand inte om produkten verkar krympa avsevart nar den hydratiseras.
Resultaten av djurstudier tyder p3 att de frammandekroppsreaktioner som forknippas med anvandning av tatningsmedei
och hemostatika i samband med Durepair kan vara merultalade an nar endast Ourepairanvands. Denna reaktion kan oka
incidenstaletfor kanda risker med durasubstitut, sarskilt i tillampningar med hogtrycksgradient. Om man bar for avsikt att
anvanda andra produkter med Durepairskall man setill att produkterna appliceras i enlighet med bruksanvisningarna.

Komplikationer

Allmanna risker kan inkiudera infektioner, CSF-Ikkor, adherenser, h rejektion/fr lekroppsreaktion, infl Iska
reaktionersamt kalcihering. Patienten skall informeras om dessa risker och andra risker i samband meci neurokirurgi, allman kirurgi
och narkos.

Policy avseende retur av varor
Produkter mSste Stersandas i odppnade fdrpackningar med tillverkarens fdrseglingarintakta for att de ska kunna accepteras for
utbyte eller kredit savida de ej Stersands pi grund avatt defekteller felmarkning anses foreligga. Beslutet om en produkt ar defekt
ellerfelmarkt fattas av Medtronic Neurosurgery, och detta beslut ar siutgiitigt. Produkter kommer inte att accepteras for utbyte eller
kredit om de har varit i kundens innehav I mer an 90dagar.

Garanti
A. Standardmassig begransad garanti. MedtronicNeurosurgerygaranterard prungligakoparen och slut d
("Kbparen”) att den levererade och for engingsbruk eller fergSngsbruk avsedda produkten ('Produkt’) som inkopts av Kbparen vid
tidpunkten for leveransen till Kbparen ari huvudsak felfri med avseende pi material och utfbrande. Medtronic Neurosurgery lamnar
ingen garanti (vare sig uttrycklig, underfdrsudd eller i lag foreskriven) for Produkter som har modifierats (med undantag for vad
som hari uttryckligen bvervags) eller som har utsatts for osedvaniig fysisk belastning, felaklig anvandning, felaktigt handhavande,
forsummebe, felaktig utprovning, anvandning med andra produkter eller komponenter an dem for vilka Produkterna utformades
elleranvandning pi nigot satt eller InSgot medkinskt ingrepp for vilket Produkterna ej ar avsedda.

B. Gottgbrelso. Kbpares exklusiva gottgbrelse samt Medtronic Neurosurgerys enda ansvar rbrande brott mot ovan angivna garanti
skallvara, i enlighet med Medtronic Neurosurgerys onskemil och vai, att | utbyte ersatta Produkten eller kreditera Kbparen for det
nettobelopp som I sjalva verket betalades for sidan Produkt, under fbrutsattning att (1) Medtronic Neurosurgery skriftligen meddelas
harom inom nittio (90) dagar efter att Kbparen emottagit den Produkt som fallerat i uppfyllandet av fbrvantningar enligt alimanna
produktkrav, inklusive er\ detaljerad, p i engelska avfattad fbrklaring rbrande p is litt icke-uppfyllande avfbrvantningarna; (ii)
sidan Produkt sandsi retur till Medtronic Neurosurgeryinom nittio (90) dagar efter Kbparen emottagit Produkten fritt levererat till
125 Cremona Drive, Goleta, California 93117, USA, eller enligt annan anvisning av Medtronic Neurosurgery samt (iii) a tt Medtronic
Neurosurgery 3r rimllgen bvertygande om att de pSstSdda bristerna verkligen fbreligger.. Med undantag for vad som uttryckligen
anges i denna paragraf skall Kbparen inte ha ratt att returnera Produkter till Medtronic Neurosurgery utan Medtronic Neurosurgerys
fbregiende skriftliga tillstind.

C Uteslutande avandra garantter. MED UNDANTAG FOR OVAN UNDER (A) ANGIVNA BEGRANSADE GARANTI

LAMNAR MEDTRONIC NEUROSURGERY INGA ANDRA GARANTIER ELLER UTFASTELSER, VARE SIG UHRYCXLIGEN ELLER
UNDERFfiRSTAN, OCH SRECIELLTGALLER AT TILLVERKAREN INTE PATARSIG NAGRA UNDERFORSTADDA GARANTIER ELLER
UTFASTELSER avseende SALJBARHET eller LAMPUGHET F6R NAGOT VISST ANDAMAL. MEDTRONIC NEUROSURGERY
VARKEN pAtAR SIG ELLER AUKTORISERAR NAgON ANNAN PERSONA M PATA SIGANNAT ANSVAR TILL FDLJD AVELLER |
ANSLUTNING tit1 FORSAUNING eller ANVANDNING AV NAGON PRODUKT.
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Durepair* Dura Reienerasvonu Matriksi

Tamm
Durepair* Dura Rejenerasyonu Matriksi dura mater defektlerinin tamiri Liin bir kollajen implanttrr. Durepair sterit, g ft geri soymali
bir ambalaj i(inde saglanmaktadir ve sadece tek (birkez) kullanim i(in tasarlanmi$tir. Durepair cerrah tarafindan istenen $ekie
kesilebilecegi birimde "ejitli buyukliiklerde saglanmaktadir.

Endikasyonlar
Durepair dura materin tamirinde duranm yerini alacak bir madde olarak tasarlanmi?ltr.

Giivenlik
Durepairticari olarak mevcut en safkollajen kay 1an olan sigir deri iiretllir. Kaynak materyal sadece Amerika Birle”ik
Devletleri ve Avrupa ydnetmeliklerinin $artlanna uyan biiyukba; hayvanlardan elde edilir.

KullanmaTalimati

Ambalaji inceleyin ve hasar gdrmii} veya ailmijsa kullanmayin.
Sicaklik Gdstergesi Noktasi mevcutsa. e§er Nokta siyahsa KULLANMAYIN.
Di} ambalaji soyarakain vei®, sterii ambalaji steril sahaya aseptik jekilde aktarm.
Oriine dokunmadan once gerekirse mevcut eldiven pudrasini gidermek i%in cerrahl eldivenleri sudan geirin.
Qrunii ambalajindan eldivenli eliniz veya steril. atravmatik bir forseps kulianarak gkarin.
Kuru Durepair'i dura defektini drtmek i*in gerekll biiyukliikte ve “ekitde kesin.
Durepairi oda sicakliginda. hidrate oluncaya kadar steril %0,9 saline batirm (normalde bir dakikadan az). Hidrasyon beyazdan
(kuru) griye (islak) renk degi®ikligi He gosterilir. Islanmayi kolayla”tirmak i%in Durepair'm yiizeyi homojen $ekilde gri ve islak
oluncaya kadar dhazm yiizeyi boyunca eldivenli parmaklarla basing uygulanabilir.

+ Durepairi kullanimabaziroluncayakadarsterll saline batirilmi*olaraktutun.

« Durepair defekti kapatacak “ekilde herhangi bir tarafi beyne kar*ilik gelerek implante ediiebllir ve greftte ve konak dokuda
2-3 milimetrelik doku par*alarindan gegilerek yerine dikilebilir.

+ Alternatifolarak Durepairkalan dura ile enaz 1 cm ortu"meye izin verecek bir*ekle kesilmesiyie bir onlay greft olarak
kullamlabiiir. Gerekirse sabitleme sutiirieii kullamlabilir.

+ Eniyi sonuMari aimaki(in greft dikkatle uygulanmali ve yerine sabitienmelidir.

+ Kuliamlmami} Durepair par*alariniatin.

Saklama
Odasicakli"mda {T-iO* C, 33"-66* F) saklayin. Sicakiik kaynaklanndan uzak tutun.

Saglanmasekli

DurepairsleriUift geri soymali bir ambalaj igndesaglanmaktadirve sadecetek (birkez] kullanim i*indir. Durepair~enitl
buyukliiklerde saglanmaktadir. Ambalaj hasar gormedigi vea”ilmadigi siirece i®indekilerln steril olduOu ve pirojenik olmadi?i garanti
edilir. Sicaklik Gdstergesi Noktasi mevcutsa. eger Nokta siyahsa KULLANMAYIN. Ahndi*nda her bile$entn ambalaji saglam olmalidir.

8u ambalajdakiiiriin sadece tek hastada kullamimak iizere tasarlanmiStir. 6u uriinii tekrar kullanmayin, tekrar i$leme koymayin
ve tekrar sterilize etmeyin. Tekrar kulianma, tekrar ijleme koyma veya tekrar sterilizasyon cihazin yapisal biitunlugiinu olumsuz
etkileyebilir ve/veya cihaz kontaminasyonu risk! olujturabilir ve sonuta hastada yaralanma, hastalanma veya dliim gdriilebilir.
Ambalaj daha once a(ilmi$ veya hasarhysa kullanmayin. Medtronic Neurosurgery tekrar sterilize editmi$ herhangibir tiriinun
performansindan sorumlu de”ldir.

Hasta Egitimi
Dura tamiri ile ilgili cerrahl ijiemler agsindan hastamn ve/veya temsilcisinin/temsilcilerimn egitilmesi doktorun sorumiulugundadir.
Bu Ilem ilgili uyanlar, dniemler ve komplikasyonlarin bir tanimi ve olasi alternatif uninlerve tedavilerin bir atiklamasini da
jrermelidir.

Kontrendikasyonlar
« Durepair belirtilen “ekiller dijinda kullamm i(in tasarlanmamijtir, satiimaminir ve bdyle kullamimasi ama*nmami~tir.
' Durepair kollajen uriinlere bilinen aniri t iyet dykusii olan t larda kullanil lidir.
> Durepair bir enfeksiyonun bulundugu bdigelerde dikkatli kullanilmalidir.
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Uyarilarve Onlemler
DOKTOR I*N NOT: Doktor bu belgede verilen endikasyonlar, kontrencfikasyonlar, uyanlar ve onlemleri bastaya iletmelidir.

Durepair'a zarar verebileceginden tekrar sterilize etmeyin.
Oriin ambalaji hasar gormi)$ veya a®ilmijsa kullanmaym.
Oda $icakhg>nda %0,9 salin di*mda herhangi bir kimyasala veya bajka bir maddeye maruz birakmayin.
Durepairsadece tek hastada kullanilmak i*indlr ve cerrabi olarak impiante edilmesi gerekir.
Durepair'a dokunmadan once eldivendeki pudrayi gidermek i*in cerrahi eldivenleri durulayin.
Ambalaj etiketinde belirtilen son kullanma tarihi ge”tiyse uriinii kulianmayin.
Oriin hidrate edildiginde dnemli di*lide “ekiyor gibiyse kulianmayin.
Hayvan (alijmasi sonu™lan, Durepair lie birlikte miihurteyiciler ve hemostatik ajanlarm kullammiyla itl*kili yabanci cisim
cevabimn sadece Durepair ile goriilenden daha kuwetii olabilecegini dutiindurmektedir. Ozcllikle yuksek basin; gradiyentli
uygulamalarda bu cevap duramn yerini alacak maddelenn bilinen risklerinin insidansini arttirabilir. Durepair ile yardimo
iiriinler kuilanmayi dii$uniiyorsamz iirunlerin kullanma tallmallarina gore uygulandigmdan emin olun.

Komplikasyonlar
Genel riskier arasmda enfeksiyonlar, BOSsizintilan, adezyonlar, hematomlar, rejeksiyon/yabanci dsim reaksiyonu, enflamatuar
reaksiyonlar ve kalsifikasyon bulunabilir. Hasta bu risklerden ve beyin cerrahisi, genel cerrahi ve anestezi kullammiyla ilijkili diger
risklerden haberdaredilmelidir.

Mai iadesi Politikasi
Uriinler eger bir (iriin defekti veya yanlietiket $ikayeti nedeniyie geri gdnderilmiyorsa de”i*tirme veya kredi a;isindan kabul
edilebilmelerii(in a;ilmami} paketlerde iireticinin muhrii saglam olarak geri gonderilmelidir. Oriin hatasi veya yanli* etiket
saptamasini Medtronic Neurosurgery yapacak ve son karan verecektir. OrOnler mii$teride 90 giinden fazia kaldiysa, degijtirme veya
iade i;in kabul edilmeyecektir.

Garanti
A.Standart Smirli Garanti. Medtronic Neurosurgery orijinal son kullamci mii*teriye rMiijteri*) Miijteri tarafindan satin alinan
buradaki tek kulianimlik veya tekrar kullanilabiliriirunun ("Oriin") malzeme ve I1$;iiik a;isindan buyiik bl;ude kusursuz olacagim
garanti eder. Medtronic Neurosurgery, modifiye ediimi$ (burada a;ik olarak ifade edilen sekil dijinda) veya olagandijifiziksel
stres, hatali kullanim, uygun olmayan "ali$tirma, ihmal, uygun olmayan test yapilmasi, Oriinlerin tasarlanandan farkli iirunier veya
bile$enierle birlikte kullanilmasiveya Uriinlerin tasarlanandan farkli bir $ekilde veya tibfai ijlemde kullaniimasi halinde Oriinleri;in
herhangi bir garanti (ifade veya ima edilen veya mevzuata bagli) vermemektedir.
B. (0ziim . Mu;terinin yukaridaki garantinin ihfali durumunda tekalabilecegi ;6zum ve Medtronic Neurosurgery'nin tekyukiim liilup
Medtronic Neurosurgery'nin kendi istegi ve se;imine gore, ajagidaki jartlarm kartilanmasi halinde Oriiniin yerine yenisini vermek
veya Mii*terlye bu tur herhangi bir Oriin i;in filll olarak ddedigi net miktari iade etmektin (i) Medtronic Neurosurgery Miijterinin
Oriinii almasmdan sonraki doksan (90) giin i;inde yazili olarak Uruniin uygun olmadigi konusunda haberdaredilmeli ve bu tiir bir
uygun olmama ithami ile birlikte Ingilizceolarak ayrintili bir a;iklama saglanmaiidir; (1) bu Oriin Miijterinin Uriinu almasmdan
sonraki doksan (90) giin I;inde Medtronic Neurosurgery'ye FO.B. 125 Cremona Drive, Goleta, California 93117, A.B.D. veya Medtronic
Neurosurgery tarafindan bajka jekilde belirtilen bilgiler kullanilarak geri gonderilmelidir; ve (lii) Medtronic Neurosurgery iddia edilen
uyumsuziugun ger;ekten bulundugu konusunda makul bir*ekilde tatmIn olmalidir. Bu paragrafta a;ik olarak ifade ediienlerdilinda
Miirterinin Uriinleri Medtronic Neurosurgery'ye, Medtronic Neurosurgery'nin onceden yazili onayi olmadan geri gonderme hakki
olmayacaktir.
C.Ba$ka Garantilerin Hari; Birakilmasi. MEDTRONIC NEUROSURGERY, YUKARIDA (A) KISMINDA VERILEN SINIRLI GARANTI
Di"INDA Ifade veya Ima edllen dIGer blr garantlveya$arti kabul etmezve Oretlcl Ozelllkle bellrU blr
AMA(KiN SATILABILIRLIK VE UYGUNLUK AMSINDAN $ARTLARI VE iMA EDILEN GARANTILERI KABUL ETMEZ. MEDTRONIC
NEUROSURGERY, HERHANGI BIR Or UNUN SATILMASI VEYA KULUNILMASIYLA BAGLAN/ILI OLARAK VEYABU DURUM
SONUCUNDA OLU$AN DIGER HERHANGI BiR YOKOMLULUGO USTLENMEZ VE DIGER BIR KI$iY E USTIENMESi KIN YETKI
VERMEZ.
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IEC IREPI Authorized EC-representative:
Medtronic BV.
Earl Bakkenstraat 10
6422PJHeerlen
The Netherlands

Australian Sponsor;

Medtronic Australasia Pty Ltd

97 Waterloo Rd

North Ryde, NSW 2113 Australia

i J Medtronic, Inc
710 Medtronic Parkway NE
Minneapolis, MN 55432 USA

IMecUronic
Manufactured for:
Medtronic Neurosurgery
12S Cremona Drive
Goieta, California 93117 USA

(800)468-9710 USVCanada 15614COM-1T 30579
(901) 344-0645 International e Medtronic, Inc. 2014
(800)468-9713 FAXUSA/Canada Al Ri?ﬂﬁfjffﬁ;f\
(901) 396-2698 FAX International
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[MepeBoA ¢ aHrIMIACKOro A3blKa Ha PyCCKMA A3bIK\
YOOCTOBEPEHUE

WTAT ®JIOPUNAA
OKPYI OKOBAJIb

CerogHsa, 11 anpensa 2016 r., 9 yOOCTOBEpsO, UYTO BbIWENPUBELEHHbIE WU MpUiaraemblie
LOKYMEHTbI SB/IAKOTCA BEPHOM, TOYHOW, MOJIHOMA N HEM3MEHEHHOM (POTOKOMWMEWN, CHATOM MHOHK C
MHCTpYKUMM N0 NpUMEHEHUIO mn3genmsa Durepair, nMoAaroToB/IEHHON KOMMaHuein «MenTpoHUK
Helpocepakepu», agpec: 125 Kpemona [pais, r. Foneta, wt. KanudgopHma 93117, CLUA,
NpeacTaB/EHHOW MHe XpaHuUTesieM [AOKYMeHTOB, AnekcaHgpon Onuveep, W, HacKo/IbKO MHe
M3BECTHO, AaHHbIA JOKYMEHT, C KOTOPOro 6bisia cCHATa (DOTOKONUS, He ABNSAETCA HU LOKYMEHTOM
ny6/IMYHOrO xapaktepa, HW [AOKYMEHTOM, TpebyrwumM oduumnanbHOro  ohopMIeHUS,
3aBEPEHHYIO KOMUIO KOTOPOro MOXXHO MOJTyUUTb U3 UHbIX OhULMaIbHbIX UCTOYHUKOB, NMOMUMO
HOoTapuyca.

/nognuce/
OdwmuymanbHasa noanucb HoTapuyca

CoeauvHeHHble WTtaTtel AMepukun
LW rar ®nopuga
Okpyr [OroBanb

MoanucaHo NoA NPUCArol B MOEM MPUCYTCTBUN
cerogHsa, 11 anpena 2016 r.

[LWTamn:

NN3A XEPK/IOL,

JinueHsunsa Ne FF 189462

Mos nuueH3na genctemuTenbHa go 13 sHeapsa 2019 r.

MapaHTMKX NpefocTaB/ieHbl KOMMaHnen «Tpon ®3iiH SHLWypeHe» 800-385-7019]
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[Ha 6naHke komnaHnm «MegTpPOHUK»]

NHcTpyKuuns no npyumeHeHuno

M atpuua Durepair gna pereHepaunm TBepaoih Mo3roBoii 0600104KM
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C€ Conformity europeerme (EBponeiickoe cOOTBETCTBME) [laHHblIi CMMBON
O3HayaeT, yYTO u3genne MOJMHOCTbIO COOTBETCTBYeT TpeboBaHMAM [NpeKTuBbI
0344 93/42/EEC

A BHUMaHwue!

CTepI/II'II/I3aLI,I/IFI ATUJIEHOKCNOO0OM

Mcnonb3oBartb J0:

Copep>Xnmoe ynakosKu

[151 o4HOPa30BOro NPUMEHEHNs

CCbI/TIOYHbI/ HOMEpP

REF
LoT Homep naptumn
fronly BHumaHune! B cooTtBeTcTBUM € defepasibHbIM - 3akoHoaatesibctBomM  CLUA
[AHHOE YyCTPOWCTBO MOXKET ObITb MPOAAHO TO/IbKO MEAULMHCKUMU PaboTHUKaM
WK Mo uX 3akasy.
MNpownssoautesnb
I 4

nOBTODHaFI crepuninsayma He A0ornyCcKaeTcH.

Temnepatypa XpaHeHus

Heob6x041MMO0 O3HAaKOMUTBLCA C UHCTPYKLWEN MO MPUMEHEHMIO!

Durepair fIBNsieTcsi 3aperucTpupoBaHHON TOProBoii MapKoi KoMnaHum «T3W
BuocaiieHcn3 VHK.».
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MaTtpuuya Durepair gna pereHepayun TBepAoi MO3roBon 060/104KN

OnucaHune

Matpuua Durepair ans pereHepaumn TBEPAOA MO3roBoii 060/10YKM MpeacTaBnsieT cob6oii
KOJ/I/TareHOoBbI MMMAaHTaT g8 ycTpaHeHsa OedeKToB TBepAor MO3roBon 060s04ku. MaTtpuua
Durepair noctaBnsieTcs B CTEPUILHOM BUAe B ABYC/IOMHOM YNaKOBKE M MpefHa3HadeHa TOsbKO
ANsi O4HOKpaTHOro (04HOPa30BOro) UCMosib3oBaHus. MpeaycMOTPeHbI pa3nyHble TUNopa3Mepsbl
MaTpuubl Durepair ¢ BO3MOXXHOCTbIO BbIKpauBaHUSA XUPYProM A1 MOJyYeHUs HeoOXOAVMOlA

hopmbl.

NokasaHNA K NPUMEHEHUIO

MaTpuua Durepair nokasaHa K WCMOMb30BaHWIO B KayecTBe 3aMeHUTENs TBEPAOW MO3roBoiA
000/104KMN rnpu npoeegeHNn XMpyprmyecKnx onepau,vu7|, CBA3aHHbIX C BOCCTaHOBJIEHNEM TBep,ﬂ,OVI
MO3roBOW OBOJIOUKM.

BesonacHoCTb

MaTpuua Durepair u3rotaBnmeBaeTcd W3 3apoAbllleBOli TKaHW KPYMHOro poratoro ckoTta -
OOHOro M3 Hanbosee YUCTbIX WCTOYHMKOB KOJlareHa, KOTOpbIA MOXeT OblTb MNOJSyYeH B
NPOMbILLNEHHbLIX MacwTabax. McxogHbli Matepyasl noayyaroT WUCKIIOUUTEIbHO U3 TKaHew
KPYMHOro poratoro ckoTa B COOTBETCTBUU C HOPMaTMBHbIMY TpeboBaHusamu CLLU A v EBponbil.

MHCTpYKLUNSA MO MPUMEHEHNIO

 OcmOTpeTb yNnakoBKy. He ucnonb3oBatb m3genve npu NOBPEXAEeHHOW WNN BCKPbITOM
yrnakoBKe.

e Mpu Hannuum nHaukatopa Temnepatypbl HE MCIMOJIb3OBATD u3genve, ecnu Touka
MHAVKaTopa OKpalleHa B YepHbIl LiBeT.

e BCKpbITb BHELLUHIOIO YNakOBKY M acenTUYeCcKN NepemMecTUTb BHYTPEHHIOKD CTEPUSIbHYHO
YMakKoBKY B CTEPU/IbHYIO 30HY.

e [llpn Heob6xoAMMOCTU rMepes WCMNOMb30BaHUEM U3ZeNNA MNPOMbITb XUPYpruyeckue
nepyarku Ans yaaneHus ¢ HAX nyapbl.

e BbIHYTb M34enve M3 ynakoBKU C MOMOLLbIO CTePUSIbHbIX aTpaBMaTUYHbIX LMMNLOB Win
pPYKOW B nepuyarke.

e Otpe3aTb Cyxoii f10ckyT Durepair Heo6xo4MMOro pasmepa U (JOpMbl 418 ycTpaHeHus
JedhekTa TBepAoi MO3roBOWM OBOTOUKN.

e [orpy3sutb matpuuy Durepair B eTepunbHbiii 0,9%-  uU3MoNornyeckmin  pactsop
KOMHATHOW Temnepartypbl 415 rmgparaumn (Kak npasuio, MeHee 4emM Ha Of4HY MUHYTY).
CTeneHb rmgpatauum onpeaenstoT No U3MEHEHMIO LBeTa SI0CKyTa OT 6enoro (Cyxoi) Jo
ceporo (BNnaxkHblii). s 06s1eryeHns npouecca yBNaKHeHNS AONycKaeTca HajaBnmBaHue
Ha MMNAaHTaT nasbLamMn PyKM B NepyaTke Nno BCel MOBEpPXHOCTU A0 MOJSlyYeHUs Ha BCei
NOBepXHOETN OAHOPOAHOrO CEPOro LiBeTa B/IaXKHOM MaTpuubl Durepair.

e Martpuuy Durepair XpaHAT B CTepPWIbHOM (PU3MONOrMHYECKOM pacTBope A0 MOMEHTa
MCMO/1b30BaHUA.

e Matpuua Durepair MOXeT 6bITb UMMIaHTUPOBaHa /1060l CTOPOHOM K rOZIOBHOMY MO3ry
N MOXeT ObITb MOoALIMTAa HA MeCcTe C Hax/leeTOM JfIOCKyTa Ha 2-3 MM Ha nuTaloLLyo
TKaHb.

* MaTtpuua Durepair MOXXeT TakXKe UCMNOJb30BaTbCA B KayecTBe HakI1a4HOro MmniaaHtata
6e3 nogwmBaHusA. B 3TOM cny4dae /NOCKYT BbIKpaMBaeTcd TakMM 06pa3om, 4TOObl OH
BbICTyNnas1 3a Kpas gedekra TBepAO/ MO3roBOM 0O60/I0HKM He MeHee veM Ha 1 em. Mpu
HEO6XOAMMOCTN HaKNaAblBalOT (PUKCUPYIOLLME LBbI.

e [na AOCTVIKEHUS Hannyylnx pesynbTatoB HEO6X0ANMMO CO6/104aTb OCTOPOXKHOCTb NpU
1CMOb30BaHMM U UKcaLumMm nMnaaHTara.
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e Hewucnosib3oBaHHbIE CbpaFMeHTbl MaTpuLbl Durepair cnengyet ytmnmn3npoBarthb.

XpaHeHue
XpaHuTb NMpu KOMHaTHOI Temnepatype (2°-30°C; 35°-86°F) Boa/im OT UCTOYHMKOB Tensa.

Ycnosua noctaBKu

Matpuua Durepair nocTaBnsieTcs B CTEPUILHOM BUae B  ABYC/IOWHOW  yrakoBKe WU
npefHa3HavyeHa TOMNbKO 4711 OAHOKPATHOro (OAHOPAa3oBOro) MCMosb30BaHWs. MpeaycMOoTpeHbI
pasnuuHblie TUMopasMepbl MaTpuubl Durepair. HenoBpeXkAeHHasi M 3anedyataHHasi yrakoBKa
obecneumBaeT CTEPUILHOCTL W  anMPOreHHocTb u3genusa. Mpyv  HanMuMM MHAMKaTopa
Temnepatypbl HE ICIMOJIb3OBATD usgenue, ecnn Touka nHAnKatopa oKpalleHa B YepHblii
uBet. Mpu nonyvyeHUM U3LENNSA HEOOXOAMMO MNPOBEPUTL LLE/IOCTHOCTb YMAKOBKM KaXKAoro
KOMMOHEHTA.

Vi3genve npegHasHayeHO TOMBKO A1 OAHOPA30BOrO MCMOMb30BaHWSA Ha OAHOM MaLMeHTe.
3anpeLleHO NOBTOPHOE WCMOMb30BaHMe, nepepaboTka WM MOBTOPHas CTepuansauns JaHHOro
n3genus. [OBTOpHOe WMcMNofb30BaHUEe, 06paboTKa WU CTepuamMsaumsi MOTyT  HapyLluTb
CTPYKTYPHYIO LEe/IOCTHOCTb u3genmsa n (Mnu) co3gaTb PUCK ero 3arpsa3HeHus, YTo MOXKeT
npmMBecT K TpaBMe, 3apadKEHMIO WM CMepTM NaumeHTa. He ponyckaetcss MCNONb30BaHWe
U3genns npu BCKPbITOA WX MOBPEXAEHHOM ynakoBKe. [logpasgeneHne HenpoxXmpyprin
KOMMaHuM «MeATPOHMK» He HeceT OTBETCTBEHHOCTM 3a (PYHKUMOHAsIbHbIE XapaKTepUCTUKMU
n3nenus, NoABEPrHyTOro NOBTOPHOW CTepPUIN3aLLUN.

O6yuyeHMe naymeHTa

B 06A3aHHOCTM Bpaya BXOAUT O06ydYeHMe nauneHToB u (Uan) ux npegcraBuTeniein o
XVUPYPruyecknx npoueaypax Mo BOCCTAaHOBMEHWUIO TBepAoOW MO3roBoii 060/104kn. Mporpamma
06y4yeHMss nogpasymMeBaeT MpefocTaB/ieHNEe CBeAeHWn O  NpeaynpexneHusx, Mepax
NPenoCTOPOXKHOCTU, OC/IOXKHEHUSIX UM BO3MOXXHbIX aflbTEPHATUBHbLIX MPOAYKTaX W MeToAax
neyeHns.

MNpoTrBONOKa3aHUA
hd I'Ipo,qa>|<a nan ncnosib3oBaHMeE MaTpuLbl Durepair B HapyweHune yKa3aH|/||‘/’| no
NPpUMeHEeHND He AoMyCKaeTcA.
e Matpuuy Durepair He cnegyetT nMpUMEHATb Yy  MaUWMEeHTOB C  W3BECTHOM
rmnep4vyyBCTBUTESIbBHOCTbHO K KOJ1/1aréHOBbIM MNMPOAYKTaM.
e Martpuuy Durepair cnefyeT UCNOMb30BaTb C OCTOPOXKHOCTLIO NP HA/TMUUN UH(EKLNN B
30HE XNPYpPrmyeckoro smeLllaresibCrea.

MpepynpexaeHnsa 1 Mepbl MPejoCcTOPOXHOCTU
MPUMEYAHWE ONA BPAYA: B 0683aHHOCTM Bpada BXOAUT MHDOPMMPOBaHME MaLueHTa o
nokasaHuAax K MNPMMEHEHMIO,  MNPOTUBOMOKAa3aHUSX, npeaynpexxaeHnsax U1 Mepax
NpPefoCTOPOXKHOCTU, YKA3aHHbIX B HACTOALLEM AOKYMEHTE.
MoBTOpHas cTepunusauua mMatpuubl Durepair 3anpelwtaetca BO um3bexkaHue ee
NOBPEXAEHWS.
He ponyckaetcs 1Ucnosib3oBaHWe N3AENVs NPy BCKPbITOW UM NOBPEXAEHHOW YNaKOBKE.
He nopaBepratb BO3AENCTBUIO KaKUX-IMOO XUMWYECKUX WAN MUHbIX BeLecTB, Kpome
cTepunbHOro 0,9%-ro hmM3noNorMyeckoro pacteopa Npu KOMHaTHOW TemrepaType.
MaTpuua Durepair npegHasHadeHa 415 O4HOKPaTHOIO MUCMO/b30BaHUA N UMMNNaHTauum B
XVUPYPrnyeckux ycnoBusix.
Mepepn ncnonb3oBaHVEM M3eNns HEOOXOAMMO NPOMbITb XUPYPruyeckme nepyaTkm ans
yAaneHns ¢ HUX nyapbl.
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e He wucnonb3oBatb M3genne ¢ UCTEKLLIMM CPOKOM FOAHOCTM (CPOK FOAHOCTU yKasaH Ha
ynakoBKe).

e He ncnonb3oBatb nsgenue npu 06pasoBaHMN Ha HEM 3HAUUTENbHbIX CKIaJO0K BO BpeMS
rngparaymn.

e Pe3ynbTaTbl UCCMeAOBaHUA Ha >XMBOTHbIX CBUAETE/IbLCTBYIOT O TOM, YTO peakums Ha
VHOPOAHOE Tesio Mpwu WUCMOMb30BaHUM TEePMETUKOB U remMocTaTUYecKuUX mnpenaparos
OHOBPEMEHHO ¢ MaTpuuer Durepair MOXeT O6biTb 60/iee BbIPaXKEHHOW, 4Yem npu
MCMoNb30BaHUM TOMbKO MaTpuubl Durepair. Takas peakuysi MOXKET YBe/IMUYUTb YPOBEHb
N3BECTHbIX PUCKOB, CBSA3aHHbIX C WCMO/Ib30BaHVWEM 3aMeHuTesnelr TBephol MO3roBoW
0060/104KM, OCOBEHHO Ha y4acTKaxX C BbICOKUM TrpagveHTOM pfaeneHus. B cnydae
1CMO/b30BaHUA BCMOMOrarefibHbIX W34ennini ogHOBpeMeHHO ¢ matpuuein Durepair,
Heo6X0ANMMO  PYKOBOACTBOBATbCA  MNpuaaraeMbiMM K HUM  MHCTPYKUUAMU MO
NPYMEHEHNIO.

OcnoXHeHns

MpumeHeHne maTpuubl Durepair cOnpsi>XeHo cO cnefyrouwmmMm o6LLUMMU pUCKaMun: UHpeKuun,
YTe4Kun CMMHHOMO3roBOI XXNAOKOCTH, CI'IaVIKI/I, remMmartombil, OTTOp)KeHI/Ie/peaKLU/II/I Ha MHOpOoAgHOEe
Teno, BoCnasinTes/ibHble peakKunn mn Kal'lbLMdJVIKaLI,VIFI. |_|aLI,I/IeHT A0/DKEeH ObITb I'IpOVIHd)OpMI/IpOBaH
06 YKa3aHHbIX W WMHbIX PUCKaX, CBA3aHHbIX C BbINOJ/IHEHNEM HeVIpOXMpyprMLIeCKMX n
OﬁLLI,GXVIpprVI‘-IeCKI/IX BMeLLUaTesIbCTB, a TakXkKe O NpuMeHeHnn aHecTe3nn.

MonnTrka Bo3BpaTa U3Lesni

,U,I'IFI 3aMeHbl unsgenma nin BO3MEWEHUA CYyMMbl U3OENNA AOOJDKHbI O6bITb BO3BpaLleHbl B
3anevyartaHHoOM ynakoBke C HenoBpeXXaAeHHbIMU naomb6amu npomnssoanTens. NcknoyeHnem
SABNSETCSA BO3BpaT M3LeNns B CBA3W C >Kasloboi Ha fediekT npoaykKta WUAM HEKOPPEKTHOW
MapKI/IpOBKOVI. AHa/in3 Ha Hanuume p,e(beKTOB n3pgenna  mnnan HeK0ppeKTHOI7I MapKUPOBKA
OCYLLIECTB/ISIETCA MOApPasfe/ieHNeM HENPOXUPYPrum KomMnaHum «MenTpOHUK», onpegeneHue
KOTOPOro ABJ/IAETCA OKOHYaTe/IbHbIM. Ycnosue o BO3MELLEHUN NJTN 3aMEHE HE PacCnpoOCTpaHAEeTCA
Ha U3a4envsi, HaxoaUBLLMECH B pacnopshKeHUM 3akaszuurka 6onee 90 gHen.

MapaHTnga

A. CTtaHfapTHaa orpaHuyeHHasa rapaHTusd. [llogpasgeneHve HerRpoxXMpyprum KommnaHuu
«MefnTPOHUK»  rapaHTUpyeT nepBOHaya/lbHOMY KOHeYHOMy nosib3oBaTtento  (nanee -
«I_IOKyI'IaTe}'Ib») OTCyTCTBUE p,eq}eKTOB mMartepurasioB N UCMNOJIHEHUA Y 3anedataHHOro mnsgenud
OOHOKPATHOroO WM MHOTOKpPaTHOro rnpumeHeHusa (Janee -  «lM3genue») Ha gaTty ero
npuobpeteHus MNokynatenem. logpasgeneHne HeMpoxMpyprum KomMnaHum «MeaTpoHUK» He
npeanocrtaBniAaeT KaKux-nnmbo npAaAMbIX, MoAapasymMmeBaeMbIX WIN BbITEKALOWNUX N3 3aKOHOB
FapaHTMVI B OTHOLWEHUN |/|3,CI,eJ'IVII7I, noaseprunxcs MO,EI,I/Id)VIKaLI,I/II/I (3a NCKMKOYEeHnemM cny4yaes,
MPAMO OrOBOPEHHbIX HACTOALUUM OOKYMEHTOM) WM HeCcTaHAApPTHbIM (PU3UYECKUM Harpyskam,
HenpaBubHOMY WMCMOJ/Ib30BaHUIO, HeHa,qne>Kau.|,e|‘/’| JKcnyataunm, He6pe>+<Homy O6paLLl,eHI/IPO,
HEKOPPEKTHbIM YyCNnoBUAM UCMbITAHNIA, WIN WCNOMb30BaBLUUXCS B COYeTaHUU C apyrmmm
n3gennamm Nam KOMNOHeEHTaMn, He npeaHasHa4eHHbIMN O/19 UCNOJIb30BaHUA C |/|3p,eJ'II/IFIMI/I, nnn
NMPUMEHABLUNXCA B nNopsaake win B Xoge MeaunuMHCKUX npoueayp, He COOTBEeTCTBYHOL KX
YCNOBUAM MPUMEHeHUAM V3aennia.

B. Bo3melleHMe. UcKNOUUTENbHBIM — CPEeACTBOM  MpaBoOBOlM  3awumTbl  [okynatens wu
€[AVHCTBEHHbIM  CpPEACTBOM  BO3MELLEHMSI  MOAPasfenieHns  Helpoxupyprum  KoMnaHuu
«MeATPOHUK» 3a HapylleHWe BbIWeYNoOMsIHYyTO rapaHTumM sBnsietca (MO YCMOTPEHUIO
nodpasfeneHnss  HelpoXMpyprum  KoMnaHum  «MeATPOHMK»)  3aMeHa  M3genuns  unu
npepocTaBsieHe [oKynaTento BO3MELLEHUSI B pasMepe UUCTOl  CyMMbl, (DaKTUYecKu
yniayeHHOW 3a cooTBeTcTBYylOWee V3genve, npu ycnosBuu (i) nosydyeHus noppasgeneHnem
Helipoxupyprum KomnaHum «MeaTpoHMK» B TedeHne 90 (OeBAHOCTa) [AHeld ¢ MOMeHTa
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nonydeHusa lNokynarenem V3genus nncbMeHHOro yBeOM/IEHUS O HeCOOTBeTCcTBUMU M3genusa c
NPUIOXKEeHeM MOAPOOHOIo onucaHWs MpeanosaraéMoro HecOOTBETCTBUS Ha  aHr/IMNCKOM
A3blke; (ii) BO3Bpata M3genunsa B nogpasfeneHne HeMpoXMpyprum KomnaHum «MengTpoHuK» B
TeueHme 90 (geBsiHOCTA) AHE ¢ MOMeHTa nony4veHus Mokynartenem M3genus Ha ycnosusax FOB
no agpecy: CLWWA, wrar Kanudophuusa, 93117 r. Noneta, KpemoHa [paiiB, 125, nnm no nHomy
agpecy, ykKasaHHOMY MogpasfenieHneM Henpoxupyprum komnaHum «MeaTpoHnk»; wn  (iii)
NPU3HaHWA MoApasfesieHNeM Hernpoxmpyprum KomnaHunm «MeaTpoHUK»  CyLlecTBOBaHMUA
3a4B/1IeHHbIX HECOOTBETCTBUN. 3a UCK/IHOUYEHWEM Cy4aeB, MPSAMO OFOBOPEHHbIX B HACTOSLLEM
nyHkte. [lokynatenb He BhpaBe OCYLIECTBAATbL BO3BpaT W3genuii B nogpasgeneHuve
HEMPOXMPYPIrUM  KOMMaHn «MenTpPOHMK» 06e3 npeaBapuTesIbHOrO0 MUCbMEHHOMO coraacus
noapasneneHns HelpoXnpyprum KomMnaHum «MeaTpoHUK.

C. Uicknoyenne pgpyrux rapanTtuii. NMOMMMO OFPAHUYEHHOW T[APAHTUWN,
MPEAYCMOTPEHHOW r. (A), MNOAPA3LAENEHWE HEVWPOXUPYPI N
KOMMNAHUN «MEOTPOHUMK» HE TMPEAOCTABNAET KAKUX-IMBO WHbIX
NMPAMbIX W TMOAPA3YMEBAEMbIX TAPAHTUA WIWN YCNOBUWN, W©
NMPON3BOOUNTESb, B UACTHOCTW, OTKA3BIBAETCH oT
NMOAPA3YMEBAEMbIX TAPAHTUHbLIX OBA3ATE/ILCTB W YCJ/IOBUA B
OTHOWEHWNWM TOBAPHOIO COCTOAHUA WA nNPUrogHocTn AN
NCMNONBb30OBAHNA MO HASHAYEHWIO. MOAPA3AENEHUNE HEVMPOXUPYPI NN
KOMMOAHUN «MEATPOHUK» OTKA3BIBAETCA OT JIIOBOW APYIOW
OTBETCTBEHHOCTW B CBA3M C MPOOAXEW WAW WNCMNOJ/Ib30BAHUNEM
JMIOBbIX U3AENNA N HE YMOJIHOMOUYUBAET APYTUX NUL, HA NMPUHATUE
COOTBETCTBYIOUWEWN OTBETCTBEHHOCTW.
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[sTiRILEEO CTepuM30BaHO OKCMAOM 3TU/IEHa

IgC IE£Fi YNO/IHOMOYEHHBI NpeacTaBuTens B EC:
«MeaTpoHUK B.B.»
9pn bakkeHcTpaat 10
6422 PJ XepneH
HupepnaHgbl

Afpec napTHepcTBa Ha Tepputopun ABCTpasinu:
«MepatpoHuk Asctpanasusa MNrtun Jitg.»

97 Batepnoo Poyn

r. Hopt Paig, wtat HoBbll FOXKHbIM Yanbe 2113
ABcTpanus

«MeaTpoHuK, NHK.»
MepTpoHuK Mapkyaii, 710 NE
CWA, wtat MuHHecoTa, 55432 r. MMHHeanonuc

Medtronic
3aKkasyuk:
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KpemoHa [OpaiiB, 125
CWA, wrat KanudopHP1a, 93117 r. FloneTta
(800)468-9710 CLLUA/KaHapa
(901) 344-0645 pgpyrue cTpaHbl
® AKC: (800)468-9713 CLUA/KaHaga
®AKC: (901) 396-2698 apyrue cTpaHbl
15614COM-1T 30579
©«MeaTpoHUK, NHK.», 2014 .
Bce npasa 3awyLLeHbl.
OtnevartaHo B CLUA
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MepeBog A4aHHOro TekcTa cAenaH MHOM, NepeBog4yMKomM MamefosbiM TUMYpOM
[O>kasaHLwmnposuyem. TpeboBaHWS K TEKCTY nepesoja (MakcMasibHas TOYHOCTb,
rPamMoTHOE M3/I0>KEHWE) MHE Pa3bsACHEHBI.

"opog MockBsa

[BaflaToro nonda Ase ThIiCAYN LLECTHaALATOro roga

A, Aknmos 'ne6 bopucosuny, HoOTapuyc roposa MoCKBbI, CBUAETENbCTBYI0 NOLIMHHOCTb
noanucy, caenaHHol nepesogunkom MamenosbiM TUMypoMm [1310aBaHLLIMPOBUYEM B MOEM
NpUCy TCTBUW. JINYHOCTb ero ycTaHoB/eHa.

3apeeucmpupq8gHQ~gjpeecmpe 3a N° 2 b
B3bickaHoMo w,pudy ALOpyo6.

HoTapuyc,

Bcero™npbwHy”oslUo, n~LUweposaHo
n ckpelllpHo*nevaryuk)™_LLincTos(a)

HoTapun”-.

101091 2016

0YOA Mockuit roga.
ur Wine6 beunsiconu. mzTapuyc ropoga MockBb!, CBUAETENLCTBYIO
b 3w ii KUIWU ¢ 1«0AMMHHIKOM SOKyMeHTa. B nocneaHem nofunaok,
cok. ‘@'LPrHYTbIX CMOB U WHbIX HEOTOBOPEHHbIX MCMpaBeHuii Wi
nu60o 0COBEHHOCTE HET.
00. NNy, 06paTUBLUEHYCB aa COBEpLUEHMEM HOTapuasbHOro
1M parbsiCHeHO. YTO MpV CBMAETE/ILOTBOBAHAM BEPHOCTU KOMWM
Hia He nopTBepx<gaeTes aakoHHOOTL GOMBPWBHWUB [OKYMBHTB U
TCTBUE U3/IOKEHHDBIX BHEM (DaKTORIIBCTLLITBLLKO™ 0, 0

'apervcTprpoBaHo e poecTpd M |
BsbickaHo no Tapudy.
Hotaownyc

Bcero npowuuTo, NpoHymMepoBaHo,
CKDer/eHo nesarbio ™ 1 1cTa(00)

lotapuy)
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KOIMns

ATTESTATION

STATE OF TEXAS
TARRANT COUNTY

Onthis  dayof November 2016,1attest that the preceding or attached documents are true,
exact, complete, and unaltered photocopies made by me of the following Appendix to IFU, issued
for Medtronic, Inc., presented to me by the document's custodian, Carrie Eddings, and, to the best
of my knowledge, that the photocopied document is neither a public record nor a publicly
recordable document, certified copies of which are available from an official source other than a
notary public.

LR JAK
Notary ID # 11407275
My Commiittion EXﬁires
Official Notary Signature NS

United States of America
State of Texas
Tarrant County

Subscribed and sworn to before me
This'"A51":i_day oMVLftvU/
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[Moka3aHus,
NpPOTMBOMNOKA3aHUA N
HeXkenaTesnbHble
aneHus / Indications,
Contraindications and
Adverse events

Heiipoxupypruyeckie onepawyy 4acTo BKKOUAKOT B ce651 HE06X0ANMOCTb
CMO/b30BaHUs AyPaibHOr0 TPAHCMNAHTATa A1 3aKPbITUS AypPanbHbIX Ae(eKTOB,
BbI3BaHHbIX, HaMpyUMep, TPaBMOM, Pe3eKLiMell ONyXoNu U BPOXKAEHHbLIMY
aHOMaNMAMM.

Teepaas Mo3roBasi 060/104Ka MOXET GbiTb MOBPEX/eHa B pe3y/bTaTe TPaBMbl,
yAaneHUs ONyX0Nn UK BbINOMHEHNS APYTUX HEAPOXMPYPruYecKmx u
BOCCTaHOBUTE/bHbIX Npoueayp. JypanbHble AetheKTbl MOTYT NPUBOAUTL, CPeam
npoyero, K yteuke LICXK, ronoBHbIM 6015IM U MEHWMHIUTY. C y4eToM
3a60/71€BaEMOCTUN 1 NOTEHLMANIbHON CMEPTHOCTM, CBA3aHHOW C NoTepeit AypanbHO
LIeNI0CTHOCTM, O6LLENPUHATLIM B MEAULIMHCKOI NpaKTUKe ABNSETCA
MCNO/b30BaHNE XUPYPrnYecKoil PEKOHCTPYKL MM TBEPAO MO3rOBOI 060M10UKY.

Durepair - 3T0 HeakTVBHasl, Cy6NMMUPOBaHHas MeMbpaHa, noyyeHHas 13
(heTanbHOM Gblubeli KOXM, Ana ycTpaHeHus ae(|)eKToB TBepAoi MO3roBoii
060/104KN. YCTPONCTBO NpeacTaBnseT cob0i eCTeCTBEHHO TKaHOe 06pa3oBaHMe U3
KONNareHoBbIX BOMOKOH. MopucToCcTb MaTpuLbl 06ecrneynBaeT pocT
KNeTOK/KPOBEHOCHbIX COCY/I0B M MHTErpaLmio C OKpyatoLLeld TBepAoli Mo3roBoi
060/104KOMA, YTO NPUBOANT K PECTPYKTYPUPOBAHMIO MUTAIOLLIEM TKaHW B LiENsix
[OCTV)XEHUS MOCTOSIHHOrO BOCCTaHOBMTENbHOMO NpoLecca.

Martpuua Durepair gnsa pereHepauumy TBepAoii MO3roBoii 060/104KM - 3TO
KONNareHoBbI MMMNaHTaT 419 YCTpaHeHWs AedeKTOB TBEpPAO/ MO3roBoi
060n04ku. M3genve Durepair nocTaBiseTcs B CTEPUILHOM BUAE B ABYCOMHOM
ynakoBKe 1 NpeAHa3HaYeHO TONbKO A/s OAHOKPATHOro (04HOPA30BOro)
1CMonb3oBaHus. MNpesycMOTPeHb! pa3ninyHble TUNopa3Mepbl MaTpuLpsl Durepair ¢
BO3MOXXHOCTbIO BbIKpauBaHWs XMPYpProm As nofyyeHnusi Heobxoaumoli hopmbl.

MokasaHua

MaTpuua Durepair nokasaHa K MCM0Nb30BaHNIO B KaUecTBe 3aMeHUTeNs TBEPLOW
MO3roBOI 060/104KM NPU NPOBEAEHNN XMPYPTMYECKMX OnepaLnii, CBA3aHHbIX C
BOCCTQHOB/IEHMEM TBEPAOI MO3roBOi 060104KM.

MpoTMBONOKa3aHus

« Mpogaxa 1Ny 1cnonb3oBaHWe MaTpuubl Durepair B HapyLLeHWe yKasaHuii no
NPUMEHEHMIO He AoMyCKaeTcs.

» MaTpuuy Durepair He cneflyeT NPUMeHSTb Y NaLWUeHTOB C U3BECTHO
rUNepyyBCTBUTENbLIIOCTBIO K KO/NAreHoBbIM MPoAyKTaM.

» MaTpuuy Durepair cneflyeT UCno/b3oBaTh C OCTOPOXXHOCTLIO MPU HANMUMK
VIH(EKLMN B 30HE XMPYPTrMYecKoro BMELLaTeNbCTBa.

HexenatenbHble ABNeHUA/ OeN0XHEHHS

MpuMeHeHe MaTpuLl Durepair CoNpsixXeHo Co CneyomMmMm 06LLIMMI PUCKAMMU:
VIH(EKLWN, YTEUKU CMIMHHOMO3I0BOI XWUAKOCTU, CMaiiKu, reMaToMbl,
OTTOPXXEHWE/PEAKLMN Ha UHOPOAHOE TeNo, BOCMaUTENbHbIE Peakunin 1
KanbLyguKaums. MauymeHT Jo/KeH 6biTb NPOMHAOPMUPOBAH 06 YKa3aHHbIX U
VHBIX PUCKaX, CBA3aHHbIX C BbIMNO/HEHNEM HEipoXMpypruyecknx u
06LLEXMPYPIUYECKUX BMELLATENbCTB, a TAKKE O MPUMEHEHUM aHeCcTe3nm
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congenital anomalies.

The Dura Mater may be damaged as a result of trauma, tumor removal or other
neurosurgical and reconstructive procedures. Dural defects may result in CSF
leakage, headaches, and meningitis among other. Considering the morbidity and
potential mortality associated with a loss of dural integrity, the surgical repair of
the dura mater is common medical practice.

Durepair is a non-active, freeze-dried membrane derived from fetal bovine
dermis for the repair of defects in the dura mater. The device is a naturally
woven structure of collagen fibers. The porous nature of the matrix permits
cell/biood vessel growth and integration with the surrounding dura, which results
in remodeling into the host tissue for permanent repair.

Durepair Dura Regeneration Matrix is a collagen implant for the repair of
defects in the dura mater. Durepair is supplied sterile, in a double-peel package,
and is intended for single (one-time) use-only. Durepair is available in a variety
of sizes intended to be cut by the surgeon to the desired shape.

Indications
Durepair is indicated as a dura substitute for the repair of the dura mater.

Contraindications

« Durepair is not designed, sold, or intended for use except as indicated.

« Durepair should not be used for patients with a known history of
hypersensitivity to collagen products.

« Durepair should be used with caution in regions where an infection exists.

Adverse Events/ Complications

General risks may include infections, CSF leaks, adhesions, hematomas,
rejection/foreign body reaction, inflammatory reactions, and calcification. The
patient should be made aware of these risks and other associated with
neurosurgery, general surgery, and the use of anesthesia.



Cnocob NpUMCHCUHS /
Deployment Method

Tun KOHTaKTa ¢
Tenom / Type of contact
with the body

[ONst NoNy4YeHUs AONOMHUTENBHON MH(OPMALAK, CM. MHCTPYKLMIO MO
npumeHeHnto MaTpuupl Durepair Ans pereHepauyumn TBepAo MO3roBoi 060/104KM.

* OcMOTpeTb YNakoBKy. He ncnonb3oBaTh U3fenne npy noBPeXAeHHOR nnm
BCKPbITOMN YyNaKoBKe.

« Mpun Hanuummn nugukatopa temnepatypsl HE MCIMOJIb3OBATbD usgenve, ecnv
TOYKA MHAMKATOPA OKpaLleHa B YepHbIA LiBET.

* BCKPbITb BHELUHIOK YMaKOBKY M acenTUYeCcKW NepemMecTUTb BHYTPEHHIOH
CTEPU/IbHYIO YNAaKOBKY B CTEPU/bHYIO 30HY.

« [py HEOBX0AMMOCTM Nepes UCNOMb30BaAHMEM U34€eNNA NMPOMbITb XUPYPruyeckue
nepyaTkv Ans yfaneHus ¢ HUX nyapbl.

* BbIHYTb 13ge/ne 13 yNakoBKW C MOMOLLbIO CTEPUIbHBIX aTpaBMaTUUHbIX
LLMNLOB WK PYKOIA B NepyaTke.

« OTpe3aTb Cyxoi nockyT Durepair Heo6x04MMOro pasmepa n hopmMbl 4ns
yCTpaHeHus aedeKTa TBepAOA MO3roBOi 060104KMN.

« Morpy3nTtb MaTpuly Durepair B cTepusibHbIiA 0,9%-i1 (h3M0N0rMyecknin pactsop
KOMHaTHOl TeMnepaTypbl NS rugpataumum (kak npasuio, MeHee Yem Ha OAHY
MUHYTY). CTeneHb rugpataumm onpegenstoT no U3MeHeHMIO LiBeTa IoCKyTa OT
6enoro (cyxoit) fo ceporo (BnaxHbliA). [ns o6neryeHns npowecca yBlaXXHeHNs
[ONyCcKaeTCs HajaB/MBaHUe Ha UMNAaHTaT nanbLaMn pyku B nepyaTke ro Beei
NOBEPXHOCTM [0 NOMYYEHWS Ha BCei NOBEPXHOCTU OAHOPOLHOMO CEporo LgeTa
BNaXHOW MaTpuubl Durepair.

* Matpuuy Durepair XpaHsT B CTEpUIbHOM (13100 MYECKOM pacTBope A0
MOMEHTa UCMO/b30BaHMA.

* MaTpuua Durepair MOXeT 6bITb MMMNIAHTMPOBaHa M0G0 CTOPOHON K
rO/I0BHOMY MO3rY W MOXET 6bITb MOALLMTA HA MECTE C HAX/IECTOM NOCKYTa Ha 2-3
MM Ha MUTAKOLLYH TKaHb.

mMartpuua Durepair MOXET TakXe UCNO0/b30BaTbCA B KAUECTBE HAKNagHOro
uMnnaHTata 6e3 NoAWMBaHMa. B aTOM cnyyae NOCKYT BbIKpaMBaETCA TaKUM
06pa3om, YTo6bI OH BbICTYMas 3a Kpas fedeKTa TBepA0 MO3roBoil 060104KN He
MeHee YeM Ha | cm. Mpy He06XOAMMOCTI HaKNaLbIBAOT PUKCUPYHOLLME LLUBbI.

o 1Nf QOCTUXXEHWS HanMNyyLWKX pe3ynbTaToB He06X0AMMO cobofaTh
OCTOPOXHOCTb MPU NCMONb30BaHUM 1 (IUKCALMM MMNNIAHTaTA.

* Hencnonb3oBaHHble (hparMeHTbl MaTpuLbl Durepair cnegyeTt yTMAn3npoBsaTthb.

O6yyeHMe NaLNeHTOB

B 06513aHHOCTI Bpaya BXOAMT MH(OPMMPOBaHUE 0ByYeHNe NaLMEHTOB W (MNK) UX
npeAcTaBuUTENell 0 XMPYPruiecKknx npoLefypax no BOCCTaHOBNEHWIO TBEPAOIA
MO03roBoit 060/104kK. MporpamMmma UHHOPMUPOBaHUS 06YUeHUs NofpasyMeBaeT
NpefoCTaBNeHNe CBEAEHUIA O NMpesynpeXxaeHusX, Mepax NpefoCTOPOXHOCTH,
OCNOXXHEHWAX Y BO3MOXHbIX aNlbTEPHATUBHbIX MPOAYKTaX U MeTOAax SeHeHus.

MecTo KOHTaKTa/MMNnaHTauum - rofioBHON Mo3r

KOHTaKT ¢ nayueHToM - [py UCMOMb30BaHUM NO Ha3HaueHuto Durepair BXOAMUT B
KOHTaKT C rofIoBHbIM Mo3rom, LIC)K, TBepAoil MO3roBoii 060/104KOW M KOCTbHO.
MpoA0MKUTENBHOCTL KOHTaKTa —£0/rocpoyHas (>30 aHeit)

YcTpoicTBO NpeacTaBnsieT co60i ecTeCTBEHHO TKaHoe o6pasoBaHue 13
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[ns Poccuu/ For Russia
MpepoctaBnsetcs no 3anpocy/ Be Available On Request
For more information, please refer to the instructions for use 16584COM,
Durepair Dura Regeneration Matrix.

Instruction for Use

« Inspect packaging and reject product if previously damaged or opened.

« If Temperature Indicator Dot is present, DO NOT USE if Dot is black.

« Peel open the outer package and aseptically deliver the inner, sterile package to
the sterile field.

« Rinse surgical gloves, if necessary, to remove any glove powder prior to
touching product.

« Remove product from package using sterile, atraumatic forceps or a gloved
hand.

¢ Cut dry Durepair to the size and shape needed to cover the dura defect.

« Soak Durepair in room temperature sterile 0.9% saline until hydrated (typically
less than one minute). Hydration is indicated by a color change from white (dry)
to grey (wet). To facilitate wetting, pressure can be applied with gloved fingers
across surface of the device until Durepair has a uniform grey, wet appearance.

« Keep Durepair immersed in sterile saline until ready for use.

« Durepair may be implanted with either side against the brain to cover the
defect, and can be sutured in place using 2 to 3 millimeter bites in the graft and
host tissue.

« Alternatively, Durepair can be used as an onlay graft by trimming Durepair to a
size permitting a minimum of 1 cm overlap with the remaining dura. Stay
sutures may be used if desired.

« For best results, the graft should be applied and fixed in place carefully.

« Discard any unused pieces of Durepair.

Patient Education

It is the physician’s responsibility to educate the patients and/or their
representative(s) regarding surgical procedures involving dura repair. This
should include a description of associated warnings, precautions, complications,
and an explanation of potential alternative products and treatments.

Entry/Implantation Site - The brain

Patient Contact - During intended use, Durepair will come into contact with the
brain, CSF, dura mater and bone.

Contact Duration - Long Term (>30 days)

The device is a naturally woven structure of collagen fibers. The porous nature
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KO/INareHoBbIX BOMOKOH. MOPUCTOCTb MaTpuubl o6ecreynBaeT pocT
KNeTOK/KPOBEHOCHbIX COCY/IOB W MHTErPaLIMIO C OKPYKatoLLeli TBep/oi Mo3r 0Boit
060/104KOIA, UTO MPUBOANT K PECTPYK-TYPUPOBAHMIO NUTAKOLLIEV TKaHW B LIENsX
[OCTUXKEHUS MOCTOAHHOTO BOCCTAHOBMTE/LHOIO MPOLIECCa.

Mpun n3BneYeHun 13 ynakoBku. Durepair npefcTaBnseT co6oii Cyxyto NNacTuHy.
KOTOPYH XVPYPr MOAPE3aer ¢ y4erM WHAMBMAYabHbIX NMOTPE6HOCTEN nauueHTa.
3aTeM, nepej MMNAaHTaLWeld, TpaHCNIaHTaT HEOGXO0AMMO YBNKHUTL NpK
KOMHaTHoIi TemnepaType B cTepunbHOM 0,9% (h13MONOrMYecKOM pacTBope.

[na 3akpbiTns getekTa MembpaHy Durepair MOXXHO UMNIAHTUPOBATL C 1060
CTOPOHbI MO3ra WAy NO3BOHOYHMKA, C NOCNeAYHOLLEi ee YCTAHOBKOM Ha Mccre
NyTeM H/IOXEHWS LIBOB, NGO MyTeM ee 1CMO/Mb30BaHWS B KA4ECTBE HAKMaHOro
TpaHCMaHTaTa NocpeiCcTBOM 06pe3KM 0 pa3Mepa 06eeMCUMBAIOLLErO Er0
YCTaHOBKY BHaxecT MUHAMYM Ma 1CM C OCTaBLUECs YacTbio TBEPAOA MO3roBoi
060104KM (NPY XKENaHUK, MOXHO NMPUMEHSATb (PUKCUMPYIOLLME LUBLI).
11lemcHoNb30BaMHble YacT MembpaHbl Durepair HC06.XOAMMO BbIGPOCUTS.

Martpuua Durepair gns BOCCTaHOB/IEHWA TBEPLOM MO3T OBO 060MIOUKM COCTOUT U3
KonnareHatutToB 1u 1L WvrutarTrar Durepair yTTVKaneTT Tem. 4TO B TTCM
UCTTOMb30BaTTA (|)erasibTTast ObTUT.A TKaHb, U3 KOTOPOM, TTyTeM NPOXOXAETTUS Yepes
NPOTSKEHHbIV 3anaTeHTOBaHHbIN NPOLECC, yAaneHbl KNeroYHble KOMMNOHEHTbI.
[T0 TTO3BONACT TTe TTOBPEAWTb YACTLTI KOTTTTAreTT. KOTOPbIA BLTCTYMNAET B PO/M
HAaTWBTTOM TKATTW. CTTNETEHWC TTPOMTTLTX KO//IAT ETTOBbIX TOTTCTbIX TTUTE 06pasyeT
BbICOKOMOPWETYTO MaTpULy, C TUTTOBTAM pasmepoM Trop 10-100 Mkm. [arTTrasn
maTpuLa NpeacTas;TAeT cO60V TTOLNOXKKY AJTA BpacTarTITa T|)MOpobaacToTT 1
KPOBCHOCTTbIX COCYAOB.

JatTTThRe 06 TAENUN:

Pasmep Hop - 10-100 MKM (BuanmbTe CKBO3TTTSE MOPTS OTCYTCTBYTOT)

CkopocTb rugpatauyuu (DuTcpair nameHsieT LBeT ¢ 6enoT 0 (CyXoi BUA) Tra CepbTii
(YBNXKTTEHTTOE COCTOSAHME):

MeTTbLLe unn pasHa 1 muaTTyTC

MpoYHOCTL TTa paspTsB.:

CpeATTas NPOYTTOCTb TTa paspTAB BCEX UCTIbTTYEMbIX 06pasTioB Troocu «X» > 5 MIMa
CpefHss NpoYTTOCTb Ha paspbTB BCEX UCMITATYCMbIX 06pasTioB Troocu «Y» > 5 MlMa
Mogynb yTTpyT'oCry:

CpefTTuini MOAyNb YTTPYT'OCTY T3CEX MEHTATYEMTAX 06pa3Li0B TT0 ocK «X» < 225 MIMa
Cpegrmuin MOnyjTb yTTPYrocTv BCex MEHTATYeMTsAX 06pa3LioB TTo ock «Y» < 225 MIMa
MpoyTTOCTb LLUBA TTa OT PbiB:

Mpy UCTTBIFATTAM CO CKOPOCTLTO AehopmaLin 20 MM/MUTT. PacCTOATTUEM MEXAY
CTEXKaMM 3 MM U C UCTHOTTH30BAHWCM B KAYECT BE LLOBTTOT O MaTepumatTa
TTomTTpONMTTCTTa 4-0 (TonwwTTa Trumm 0,150-0.199 MM), TTPOYTTOCTb LUTTA AO/DKTTa
6mTb T MeTTCC 5 11

[onmuuTTa ceTKu:

LT TTAT U3MepeTTURA TONLWTTTA U3Lenmns:

Muttimym: 0.30 MM

Makcumym: 0.80 Mm

Pasmep)bT) ycTpoiicTs:
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-« PYTPv TorTTOssiar

ol"the matrix perTuits cell/blood vessel growth and integration with the
surrounding dura, which results in remodeling into the host tissue for perTiianent
repair.

When removed froTii the package. DuTepair is a dry sheet that can be triTumed by
the surgeon to Tiieet the individual patient’s needs. The graft should then be
hydrated in rootn tcTiiperaturc .sterile 0.9% saline prior to iTnplantation.

Durepair Tnay be iTiiplantcd with either side against the brain or

spine to cover the defect, and can be sutured in place or it can be used as an
onlay graft by triTiiTning to a size perTnitting a TiiinimuTii of 1ceee Overlap with the
rcTiiaining dura (stay sutures Tnay be used if desired). Unused Durepair pieces
should be discarded.

DuTcpair Dura Regeneation Tiiatrix consists of both Type land Type 111 collagen.
fhe Durepair iTuplant is unique in that it uses fatal hovinc tissue that has gone
through an extensive patented process to rcTnove the cellular coTuponents. This
leaves undaTiiaged pure collagen that acts as a native tissue. The entanglcTnent of
strong collagen cables fonn a highly porous Tiiatrix-typically 10-100 Tiiicron
pores. This Tiiatrix is a scaffold for the ingrowth of Ilbrobla.sts and blood vessels.

Product details:

Pore Size - 10-100 Tiiicron (No visible through-pores)

1lydration Rate (Durepair changes color froTii white (dry) to grey (wet) once
hydration is complete):

I'ypically less than one minute.

I'ensile Strength:

Average tensile strength of all “X" test specimens > 5 MPa

Average tensile .strength of all “Y" test specimens > 5 MPa

Tensile Stiffness

Average tensile stiffness of all “X” test specimens < 225 MPa

Average tensile stiffness of all "Y" test specimens < 225 MPa

Suture Pullout StTength:

When tested at a strain rate of 20 miii/min. 3 mm suture bite using
polypropylene 4-0 suture (suture thickness 0.150-0. 1994iitii). suture strength
must be a miiiimum of 5N

Mesh T'liickncss:

Por live product thickness mcasurcTiients:
Minimum: 0.30 mm

Maximum: 0.80 mm

Device Sizc(s):
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Mogenb 61111 2,5 x 2,5 cm+ 5%
Mogenb 61106 2,5 X7,5 cm = 5%
Mogens 61100 5,0 x 5,0 cm = 5%
Mogenb 61105 7,5 x 7,5 cM = 5%
Mogens 61110 10,0x 12,5 cm £+ 5%

YPOBHU NPOreHHocTU - He 6onee 2,15 ES/n3aenve

CpoK FOAHOCTMN W3aenus:
Tpu roga co AHA NMODUAN3ALNN.

CpoK CnyxGbl N3aen1s nocne sKCnaaHTaLuu:

Bonee 6 MecsiLEB 10 MOMEHTa pecopbL.

Matpuua Durepair 4ns pereHepaumm TBepAoi MO3roBoii 060/104KM, BAPUaHTbI
UCTOMHEHWS.

I. Matpwuua Durepair gns pereHepauuun TBepAoi MO3roBoli 060/104KM, BapuaHTbI
ncnonHenus: 61100, 61105, 61106, 61110, 61111.

He npumeHumo.
MmMnnaHTaT 6e30maceH npu 1crnonb3oBaHnM B MP NpocTpaHCTBe.

He npumeHumo
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[Ons Poccun/
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Model 61111 2.5 X2.5 cm £ 5%
Model 61106 2.5 X7.5 cm £ 5%
Model 61100 5.0 x 5.0 cm + 5%
Model 61105 7.5 x 7.5 cm + 5%
Model 61110 10.0 X 12.5 cm + 5%

Pyrogen Levels Less than or equal to 2.15 EU/device

Product Expiration Dating:
Three years from the date of lyophilization

Product Lifetime after explantation:

Greater than 6 months to resorption.
Durepair Dura Regeneration Matrix, versions.

1 Durepair Dura Regeneration Matrix, versions: 61100, 61105, 61106, 61110,
61111.

Not applicable
The implant is safe for use in the MR space.

Not applicable
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O6was cxema / General Scheme
Durepair Regeneration Matrix
Diirepair Size
Europe Reference No.

cm

rx1i"
(2.5x2.S cm)

'x3"
(25X7.5¢cm)

cm
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2"x2"
{5.0x5.0 cm)

3"x3"
(7575 am)

4"x5"
(10.0x12.5 cm)

Durepair Size

2,5cm X2.5cm
2.5cmX75cm
5,0cm X50 cm
7,5cm X75cm
10,0 cm X 12,5 cm

[na Poccumn/ For Russia
MpepocTaBnsetcs no 3anpocy/ Be Available On Request

Europe Reference
No."V

61111
61106
61100
61105
61110

MaTpuua ans pereHepauuu Durepair
Pa3mep Mampuifbi Durepair
EBponeiickuili KaTano>kHblit Ne

cM
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Insert Foil Pouch and IFU

Insert Foil Pouch and IFU Cawe-Bknagpiw n3 onsru v IHCTpPYKLUMA Mo NPUMEHEHWNIO
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Product name

REF
LOT

Rear ofSealed Package with Peel-Out Label Location

dupma-
1NTr0TOBUTC
b
Cneuundguka
uns

Rear of Sealed Package with PeeUQut Label Location

HassaHwue nsgenus

KaTano>kHblii Homep
Howmep napTuu

L/1A Poccuwn/ For Russfa
MNpepocTasnseTca no 3anpocy/ Be Available On Request

3afHsAs CTOPOHA repMeTUYHO yNakoBKM ¢ AiecmoM

pasmMeLleHnAa 0T CnanMBaeMomn 3TUKETKM

MpPOMCXOXAEHUE Chbipbs

«T3W BuocaieHcus VIHK.»
7 9NKUHC CT., 1. bocToH, WwrtaT Maccauycetc 02127

CooTBeTcTBYE:

NCO 22442-1 «3penuna mefMUMHCKME, UCNONb3YIOLLNE TKAHU Y
NX NPOW3BOAHbIE XXMBOTHOIO NPOUCXOXAEHNA. YacTb 2. KOHTpO/b
oT60opa, cbopa 1 06paboTKM»

NCO 22442-2 «3penvs MeauLUMHCKUe, UCMOb3YHOLLME TKaHN 1
MX MPOW3BOAHbIE XXMBOTHOrO NPOUCXOXAEHNS. YacTb 2. KOHTponb
oT60pa, cbopa 1 06paboTKM»

NCO 22442-3 «3penus MefuuUHCKNE, UCNONb3YIOLLME TKAHN 1
MX NPOU3BOLHbIE XXMBOTHOFO MPOUCXOXAeHUA. HacTb 3.
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Raw Material Acquisition

Site of
production

Spccificati
on

TEI Biosciences Inc.
7 Elkins St., Boston, MA 02127

Compliant with:

ISO 22442-1 - Medical devices utilizing animal tissues and their
derivatives -

Part 1: Application of risk management

ISO 22442-2 - Medical devices utilizing animal tissues and their
derivatives -

Part 2: Controls on sourcing, collection, and handling

I1SO 22442-3-Medical Devices utilizing animal tissues and their
directives-Part 3: validation of the elimination and/or



Banuaaums yHUUTOXEHNUS WKW [e3aKTUBaLMI BUPYCOB W areHToB
MNHMEKLMOHHON ry6yaToii aHuedanonatum»

O6ocHoBaH  ObecneyeHne 6e30MacHOCTM Cbipbs

lie

MeTognka MpoBepka 06ecreyeHns KayecTBa No yUeTHbIM 3anuncam
UCMbITaHWA  UCMOMb30BaHUSA YCTPOMCTBA

CocTaB MaTepuana

Creungmka  detanbHas Gblubs Koxa (noctasnsemas us CLUA, KaHagpl,

ums AscTpanun 1 Hosoii 3enaHamn)

O6ocHoBaH  McxogHblii MaTepuan UMeeT COOTBETCTBYHOLLME XapaKTEPUCTUKM

He 6e30MacHOCTK, a TaKkxke, 61Monornyeckne n Hr3MKo-mMexaHnueckune
cBOICTBa

MeTognka MpoBepka obecreyeHNs KayecTsa Mo y4eTHbIM 3anucsm

UCMbITaHWA  UCMONb30BaHUS YCTPOMCTBA

KoHTponb cbipbs

KOHTpOnb Cbipbsi, FOTOBOW NPOAYKUMM Il )XKMBOTHBIX OT Cy6noapsiauMKoB Kak
MCTOYHMKA MaTepuana

®deTanbHas 6blubs KOXa Gblna 0To6paHa 13 MI0AOB 340POBLIX MATOK Ha
NMPOVHCNEKTUPOBAHHBIX GOMHAX, CepTUDULMPOBAHHBIX MWHUCTEPCTBOM CE/NbCKOT0o
xo03siicTea CLUA. B03pacT XMBOTHbIX-poauTeNeli 06bIYHO COCTABNSET MEHbLLE, YeM
24 mecsiLa, 1 NNofbl, Kak NpaBuio, U3BNEKAKOTCA Ha 2-M TPUMECTPE CBOErO
BO3PACTHOro pa3BUTKS. Ha BCe NepBUYHbIE XMBOTHbIE, Y KOTOPbIX Gbl/N N3BNEYEHbI
NM0Abl, UMEeeTCs BETEPUHAPHOE CBUAETENLCTBO O HaA/ eXallleM NPoBeeHNN UX
obcnefoBaHNa Ao 1 nocne 3abosi.

[eorpadmsa NPOHCXOXACHNSA CbIpbs

Bce 6blubM MaTepuanbl NOMYYeHbl U3 CTaf, MPOUCXOAALLMX U3 CTPaHe, UMEIOLLMX
GBR yposeHs |, Il uan 11l no ry6yartoii sHUedanonatum KpymnHOro poratoro ckota.
32601 1 HaKOMMEHNE NCXOAHBIX WU POANTENLCKM.Y XXMBOTHBIX OCYLLECTB/SETCA Ha
06beKTax, KOHTponnpyembix rocygapctsom (8 CLUA - MUHMUCTEPCTBOM Ce/bCKOro
X03AicTBa, B ABCTpaniun —Cnyx60ii KapaHTUHHOI MHCNekuuu, B KaHage -
ATEeHTCTBOM M0 KOHTPO/A 38 KA4eCTBOM MNULLEBBLIX NMPOLYKTOB U T.4.. B cTpaHax
NPOUCXOXAEHNS BHEAPEHbI MeXaHU3Mbl, NPENATCTBYOLME UMMOPTY XUBOTHbIX,
3apaXXeHHbIX ry6yaToi sHuetanonaTvein. Bce ucxoaHble matepmansl 0TOMpatoTcs B
CTpaHax, KOTOpble CO34anu COOTBETCTBYHOLLME NPOrpaMMbl KOPM/IEHUA U KOHTPONS,
UCK/IH0YaI0LLME BO3MOXHOCTb 3apPaXKEHNS CTaf, XKMBOTHbIX TakKMK 3a60/1eBaHNSs, Kak
ry6uatoii aHUethanonaTtnm KpyrnHOro poratoro ckoTa, Yepes MHAOULMPOBAaHHbIE KOPMA.

XapakTep nepBoHayasbHOW TKaHU

O6paboTaHHas heTanbHas Gblubs fepMa. B COOTBETCTBUM C pyKOBOAALLMMU
JokymeHTamu BO3 koxa 0THOCUTCS K TKaHW knacca C (T.e. TKaHu 6e3 BbisiBNsieMOoii
NHMEKLMOHHOCTM T —TpaHCMUCCMBHOM ry64aTtoin sHuedanonatum). Cam nnog,
TaKke KnaccuhuumpyeTcs Kak TkaHb knacca C.

NHaKTUBaLMsA HAH yaaneHue 1 UheKLULOLLbIX areHToB
Mpou3BOACTBEHHBIM MPOLIECCOM MPEeAYyCMaTPUBAETCS NPOBEAEHNE ABYX
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inactivation of viruses and transmissible spongiform
encephalophthy (TSE) agents

Rationale Assures safety of raw material
Test Quality Assurance audit of the Device History Record
Method

Material composition

Specification Fetal bovine skin (sourced from USA, Canada,
Australia, or New Zealand)
Source material has appropriate safety, biological and

physicomechanical properties

Rationale

Test Method Quality Assurance audit of the Device History Record

Control of Raw Material

Control of Raw Materials, Finished Products and Subcontractors Animals as
a source of material

Fetal bovine skins are collected in USDA certified and inspected slaughterhouses
from fetuses from healthy dams. The parent animals are usually less than 24
months and the fetuses are usually removed at the 2nd trimester of their
developmental age. A veterinary certificate attests that all source animals from
which fetuses are obtained have been subjected to satisfactory ante- and post-
mortem inspections.

Geographical Sourcing

All the bovine materials are sourced from herds originating in a country having a
GBR Level I, 1l or HI rating for BSE. Source or parent animals are slaughtered and
collected at government-monitored facilities (USDA in the US, AQIS in Australia,
or CFIA in Canada, etc.). The source countries have mechanisms in place that
prevent the import of BSE infected animals. All source materials are collected in
countries that have established appropriate feeding and monitoring programs that
ensure that diseases such as BSE is not introduced into herds through contaminated
feed.

Nature of starting tissue

Processed Fetal Bovine Dermis. Skin is classified as a category C tissue (i.e. as a
tissue with no detectable TSE infectivity) according to the WHO guidelines. The
fetus itself is also classified as a category C tissue.

Inactivation or Removal of Transmissible Agents
The manufacturing process includes two successive alkaline treatments with NaOH
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nocnegoBaTenbHbIX LWEeNoUHbIX 06paboToK ¢ NoMoLLbl0 NaOH, KOTOpbIR, Kak
YTBEPXAAETCA, CHUXKAET /It00YI0 NOTEHUMaNbHYIO BUPYCHYHO Harpy3ky 6onee 4em Ha 6
x LoglO.
Ycnosma nNocTaBKu

Martpuua Durepair nocTaBnseTca B CTEPUNLHOM BUAE B ABYC/OWHOW YNakoBKe v
npegHasHayeHa TONbKO A1 OAHOKPATHOro (OAHOPA30BOr0) MCMOMb30BaHNS.
MpeAycMOTpeHbI pa3nnyHble TMNopasMepbl MaTpuubl Durepair. HenospexaeHHas v
3aneyaraHHas ynakoska 06ecrneynBaeT CTePUIbHOCTb M annporeHHoCTb usgenus. Mpu
Hannuun nHamkaropa temnepatypbl HE MCMNOJIb3OBATb m3genue, ecnm Touka
WNHAMKATOpA OKpalleHa B YepHbIi LgeT. [py nonyyeHnn n3genus Heobxoanmo
NpoBEPUTb LieNOCTHOCTb YNAaKOBKN KaX0ro KOMMOHEHTa.

M3aenve npefHasHaueHo TONbKO ANS OHOPA30BOr0 MCMO/b30BaHUS Ha OAHOM
naumeHTe. 3anpeLLeHo NOBTOPHOE 1CMO0/b30BaHMe, NepepaboTka Un NoBTOpHas
CTepUNM3aLIMS AaHHOro u3aenus. MoBTOpHOe MCMo/b30BaHWe, 06pa6oTKa 1
CTEPUNM3ALIMA MOTYT HapYLLIUTL CTPYKTYPHYIO LIENOCTHOCTb WU3Aenus v (Un) co3aaTth
PUCK ero 3arpsisHeHNs, 4To MOXKET NPUBECTU K TPaBMe, 3apaXKEHUI0 U CMEPTU
naumeHTa. He 1onycKaeTcs UCMo/b30BaHue U3aenns Npu BCKPbITON 1am
NOBPEX/EHHOIH ynakoBke. MoapasaeneHmne Heiipoxupyprum KomnaHum «MeaTpoHNK»
He HEeCeT OTBETCTBEHHOCTU 32 (DYHKLMOHANbHbIE XapaKTEPUCTUKI U3eNus,
MOABEPrHYTOro NOBTOPHON CTEPUM3ALIAN.

YnakoBka

MepBnyHaa ynakoBka Durepair npeicTaBnseT cob0li repMeTUYHbIN NaKeT U3
0TCNanBatoLLMXCA CNOEB TaBeKa 1 NNeHKN. BTopuyHasa ynakoBka npeAcTaBneHa B
BUAE repMeTMYHOro nakeTa U3 ABYX OTCManBatOLLUXCSA CNOEB (DOMbIU C «AbILLIALLEA»
nonocoi u3 TaliBeKa Ha KOHLE, Yepe3 KOTOPYHO OCYLLECTBASETCH MPOHWKHOBEHVE U
aspaumsa aTUeHoKcMAaa B npoLecce cTepunmsaumn. Mocne aspaumm naket n3 onbrn
repMeTMYHO 3aKpbIBaeTCA MOA «AblLlalleii» NooCoi, KoTopas oTpe3aeTcs. ATO
No03BOMSET CO3M4aTb B U3AENNN 3alUTy OT CBETA U Bnarn. TPeTUYHas yrnakoBka
BbIMO/HEbLU U3 KapTOHA M3 Cy/b(haTHOM Liennin03bl B BAAE «KOLLENbKa». BHeLWHSAs
ynakoBKa NpefcTaBnsieT coboii KopobKy 13 MaKynaTypHOro KapToHa. M3penuns
peann3yoTcs B BUAE OTAENbHbIX eanHnL,. Kaxabli nakeT BKAKOYaeT B Ce6s BKNAAbILW C
WNHCTPYKLMSAMU MO MPUMEHEHMIO.

YnakoBKa
MepBnyHas epMeTWYHBIN NakeT U3 OTCNAMBAOLLMXCS COEB TaliBeka n
NNEHKN
TaliBek: 6e3 nokpbiTus 1073B
Mnexka: 48GA/PET/0.002 LDPE
BTopuuHas epMeTUYHBIA NakeT M3 ABYX 0TCNanBaloLWMNXCs CNoeB honbru ¢
«/iblLUalLein» MONOCoR 13 TaliBeKa
TaliBek: 6e3 nokpbiTus 1073B
TpeTnyHas KapToH u3 cynbaTHOM Lienntonossl B BUAe «Kollenbka», bymara
BHeLHAsA Kopo6ka 13 MakynaTypHOro KapToHa
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Ons Poccun/ For

MpepocTtaBnsetca no 3anpocy/ Be Available Qn_Rec|0
that is claimed to reduce any potential viral load for more than 6 x LoglO.

Ilow Supplied

Durepair is supplied sterile, in a double-peel package, and is intended for single-
use (one-time) only. Durepair is available in multiple sizes. So long as the package
has not been damaged or opened, the contents are guaranteed sterile and
nonpyrogenic. If Temperature Indicator Dot is present, DO NOT USE if Dot is
black. Packages for each of the components should be intact upon receipt.

The enclosed product is designed for single patient use only. Do not re-use, re-
process, or re-sterilize this product. Re-use, re-processing or re-sterilization may
compromise the structural integrity of the device and/or create a risk of
contamination of the device, which could result in patient injury, illness, or death.
Do not use if package has been previously opened or damaged. Medtronic
Neurosurgery is not responsible for the performance of any product that has been
resterilized.

Packaging

The primary Durepair package is a sealed, peelable Tyvek-to-film pouch. The
secondary package is a sealed, peelable foil-to-foil pouch with a breather strip of
Tyvek at one end to allow for penetration and aeration of ethylene oxide during
sterilization. After aeration, the foil pouch is sealed below the breather strip and the
strip is cut off This provides a light and moisture barrier for the product. The
tertiary package is a wallet style SBS. The outer package is a chipboard box. The
products are sold as single units. Each package includes Instaictions for Use (IFU)
insert.

Packaging
Primary Sealed, peelable Tyvek -to-film pouch
Tyvek: uncoated 1073B
Film: 48GA/PET/0.002 LDPE
Secondary Sealed, peelable foil-to-foil pouch with a breather strip
of Tyvek
TaliBek: 6e3 nokpbiTua 1073B
Tertiary Wallet Style SBS, paper
Outer Chipboard box



MpepocTaBnsdeTca no 3anpocy/ BeAvahs-

MapameTpbl YNaKkoBKM Packaging parameters

Pa3mepbl (rabapuTHbIe) [OnunHa: Sizes (dimensions)
19,685 cm £0,3175¢cm

(7,75 pronmos +0,125 atolimos).
LWnpuHa

14,44625 cm £0,3175¢cm

(5,6875 ptoiimoB 0,125
[HO/AMOB).

Fny6uHa

1,5875 cm £0,3175¢cm

(0,625 proiimoB +0,125 atoiimoB)

Length

19.685 cm +0.3175cm
(7.75” £0.125"),

Width

14.44625 cm £0.3175 cm
(5.68757+0.125™),

Depth

1.5875 cm +0.3175 cm
(0.625”+0.125")

Al packaging requirements is accepted with 1ISO 11607

Bce Tpe6oBaHuMs K ynakoBke oTBevatoT ICO 11607

/ urit pft KT
AN o 0 (3 1\V ) LO- rertirett
Pfcduct Name

RCr REF
LOT LoT

Rear of Sealed Package with Peel-Out Label Location

Product name HassaHue usgenns

REF KaT ano> Hblii HOMep

LOT Homep napTtwumu

Rear ofSealed Package with Peel-Out Label Location 3afHAsN CTOpPOHA rEPMET NYHOMN YyNakKOBKM CMECT OM

pasmew eHmna oTcnavBaemMoiW 3T UKET KU
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Ana Poccun/ For Russia
MpepoctaBnsaetca no 3anpocy/ Be Available On Request

doto ynakoeku/ Packaging Photo
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VIHhopMaums Ha ynakoBke
ATUKETKA Ha KOHTelHepe ANs XpaHeHUs:

Vi.
Vii.
viii

HasBaHue 1 pasmep nsgenus

Koa UPN (YHVKa/bHbIA HOMEp 1U3aenus)
TemnepaTypHble YCNOBUA XpaHeHUs
KatanoxHblii Homep

Howmep naptuu

CTepunmnsaums aTUNeHOKCUA0M
IMOBTOPHO He MCNO/b30BaThb

CpoK rogHocTn

MapkupoBka CE (ecm npumeHnMO)
VHdopmaums o nponssogutene

OTUKETKA Ha nakeTe 13 (*)OJ'II:FI/IZ

Vii.

viii.

HassaHwue v pa3vep nsgenus
TemnepaTypHble YCMOBUSA XpaHEeHUs
KaTanoxHblii Homep

Homep naptumn

Crepunusauma aTUNEHOKCULOM
[MOBTOPHO He 1CMo/b30BaTbL

Cpok rogHocTu

Mapkupoeka CE
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MEE161100

~Medtranic ‘'m"[ii"?-]
Durepair*
Dura Regeneration Matrix
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3TNKeTKa Nna BHYTPEHHeM nakete:
HasBaHue 1 pas3mep nsgenms
TemnepaTypHble YCNOBUS XpaHeHUs

1. KaTanoxHblii Homep

iv. Homep napTum

V. Crepunusauus aTUNEHOKCUA0M
Vi. MOBTOPHO He UCNONb30BaTb
vii. Cpok rogHocTu

viii. MapkupoBka CE

CvmBoONbI:

OTKpbIBaTb 30ECh

He ncnonb3oBaTL NOBTOPHO

STERILE EO

/K.

OcTopoXHo!

Cpok rogHocTu

[Mpounssogutens

Co/iepXXMMoe YNaKoBKM

g

y. XX’'C BepxHuii npegen TemnepaTypbl

Howmep naptuu

LOT *
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[pocTepnnn3oBaHO 3TUNEHOKCUAOM.

[-MA Poccuun/ For Russici
MpepoctaBnsaerca no 3anpocy/ Be Available On Request

Inner Poueh Label:
i. Product Name and Size
M edironle ii.

) iii. REF number
Durepair” iv. LOT number
Dura Regeneration Matrix \V4 Sterile EO

5,0 cm X5.0 cm (2"x2") Vi. Do Not Reuse
30C vii. Use By Date
viii. CE Mark

Tea 61100 Ll 1509017
® /j\ 2018-07-31

oa00v-B C € NRMirRN
«VHUItf 'h

0344
Symbols:
Open Here
Do not reuse
STERILE EO Sterilization: Ethylene-Oxide Gas.
Caution
AT
Use by
><
Manufacturer
« J
Package Contents
Jll
. Upper Limit of Temperature

Lot Number

| LOT

Temperature Storage Conditions



KaTanoxHblii Homep

REF

R | BHumaHwme!; B cooTBeTCTBMM C (heaepanbHbiM 3akoHOM CLLIA
0 n y npojaxa AaHHOT0 U3LeNns OrpaHnuYeHa n MOXET BbiTb
paspeLueHa no peLleHunio fleyvallero Bpaya.
[Mpoun3seseHo B

CM. VIHCTpYKLMM NO MPUMEHEHNIO.

ViHgmkaTop TemnepaTypbl. He 1cnonib3oBaTh U3fenme, ecu
* o
eo’c TOUKA OKpaLLEeHa B YepHbIii LiBeT.

s©

140*F

MHhopmauns Ha pyccKosi3bIMHOM CTUKepe
[Ons Npofiaxn Ha TeppuTopumn Poccuiickoit deaepalyy dirHaibHash ynakoBKa

COMPOBOX/AETCH AOMNONHUTENbHBIM CTUKETPOM.
M3nenus nocTaBnaloTCcs co CTUKTEPOM, KOTOPbIA MOXET COepXaTb CefytoLLeto

NHopMauuio:

e HasBaHMWe U3[enus Ha PyCCKOM AI3bIKe;

e Ha3BaHMe 3aBOJja NPOV3BOAUTENS;

e CTpaHa NPOUCXOXAEHWS;

¢ Kog UPN (yHuKa/bHbI Kof NpOAyKTa);

¢ koa CFN (KAVMeHTCKMIA Kop);

e jaTtau HoMmep PerucrpauMoHHOro y0CTOBEPEHUS;

e 3HaK COOTBETCTBUS B Poccuu;

e MpeaynpeauTeNbHble U MHPOPMUPYIOLLME 3HAKW 1 Hagnucy (ecim
NPUMEHNMO).

O6pasel, cTuKepa

1
C [MponssoauTens: Kog UPN

CTpaHa NponCXOXaeHUs: Kog CEN
MpeacTaBuTenb NpoussoauTens B Po:

PervcTpaymoHHoe Y gocToBepeHue No oT

[ata usrot./Cepusa/logeH go: Cm. VIHCTpyKumio

CM. YMaKOoBKY CM. CMMBOJIbI Ha YMaKoBKe
AnHporenHo!

MMe NPUMEHSTb NPU MOBPEXKAEVMHH YMaKoBKA!
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MR Poccnw/ For Russi<)
MpepocTtaBnsetca rto annpocy/ Be Available On Request

Reference Number

REF

R | Caution: U. S. federal law restricts this device for sale by or
0 n y on the order of a physician.

Manufactured In

Consult Instructions for Use.

HYC Temperature Indicator Dot. Do Not Use if Dot is black.

1407

Information in Russian sticker
The final packaging for the Russian market is accompanied with additional

sticker.
Devices supplied in packaging marked with the following possible information:
name of medical device in Russian language;
name of the manufacturer;
country of origin;
code UPN (unique product number);
code CFN (customer facing number);
date and number of Registration Certificate;
sign of conformity in Russia ;
warning and informing symbols and inscriptions (if applicable).

Sample of the sticker

Manufancturer: Code UPN

Country of origin: Code CFN
Manufacturer's authorized representative::

Regestretion Certificate No oT

Date of manuf./Lot/UBD: See IFU

See on pack See packaging symbols

Nonpyrogenic!
Reject product if packaging damaged or opened!



Poccuun/ For RtJSSirt
MpepocTtaBnsaetca no 3anpocy/ Be Available On Request

MapK1poBKa TPaHCMOPTHOI YNaKoBKU COAEPXKUT: Label of Outer Chipboard box consist the following information:
¢ Howmep 3aka3a Order number
e 3arpysoyHblii HOMep Shipment number
e CoOTBeTCTBYIOLMIA LUTPUX-KOZ, Barcode
e [penynpexpgeHne 0 CTEPUILHOCTM M3aennii Caution about sterile content
¢ [pegynpeanTenbHble CUMBOSbI Cautions symbols
MprMep MapKUPOBKM TPaHCMOPTHOM YNaKoBKM: Example of Outer Chipboard box label:
i L ; COULD CONTAIN STERILE MEDICAL
00206739790333100059 00205739780333100059
[ TO Medtronic LLC P W Ne TO Medtronic LLC
Presnenskaya nab, 10 Presnenskaya nab, 10
123317 Moscow 123317 Moscow
RJ RU
tscc 206739700333100059
478123 INT CSVW» Am «O eol-o0« 14,30 I S-iriiir <78123 INT CEVA ALLl <A MI-tO K:30
" iomM po. 165355 1 Lty 1663536

bepeub OT Bnarn Keep dry

Xpyrkoe, 06paLaTbCsl 0OCTOPOXKHO Handle with care

T

Outer Chipboard box accompanied by a Shipment document with following
information:

Order number
Shipment number

TpaHCnopTHas ynakoBKa CONPOBOXAAETCSH TPAHCMNOPTHLIM AOKYMEHTa CO
cnepytoulein MH(opmaumei:

Howmep 3aka3a

3arpy3ouHblil HoMep

Kog n3penus CFEN

OnvcaHuve nsgenus Product description
Konuyectso Quantity

Momep napTuu Lot number

Cpok rogHocTu Expiration date
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OCHOBHbIe
napameTpbl H
XapaKTepPHCTLLCH
MeAULMHCKOTo
nuacnms / The
main parameters
and characteristics
of medical
product

Mpumep TPaHCMOPTHOTO AOKYMEHTA:

Shipment number:

g

Nb Of ertSirgLrita

Ship to:
c\/fg?
uc
1eh 10
123317 Mo
Russian Ped

XK 15
e

Shipment Document
Sorting logic:
By order number

Medtronic
Shipper: ]
0T U>p7i9 rgféLJS
04349 Leipzig

Germany
VAT nr; 06241968289

B MeAMLMHCKME YUPeXAeHUs u3aenve 6yaeT NocTasisTbCsA B OPUrMHANIbHOM
KapTOHHOM KOHBEpTE - TPETUYHOI YMaKoBKe.

B cnesytolleit TabnuLe npuBesieHbl AaHHbIe 06 U3AENNsX, KOTOpbIe He BbIXOAAT 3a
pamMKmn gaHHON cneuudmnKauun:

KaTtanoxHblii Homep

61111
61106
61100
61105
61110

Pa3smep

1" % 1" (2,5 cm x2,5 cm)
1" x3" (2,5 cm x 7,5 cm)
27 x2” (5,0 cm x 5,0 cm)
3”7 X3” (7,5 cm X7,5 cm)
4” x5” (10,0 cm x 12,5 cm)

XapaKkTepucTuku Haacnum Durepair:

XapakTepucTukm
CTpaHa

npMlexoxaclh 1

Cblpbs
CocTaB
maTtepuana

Pa3mep nop

CkopocTb
rugparayum
[MpoyHOCTbL Ha
paspbiB
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Cneyudurkanmm
CoepayniHeHHble LLTaTtbl Amepukn (U)

deTanbHan 6bluba KOXa (CPeAHECPOUYHOM0
XpaHeHwus) - noboe ycTpoiicTBo Durepair
deTanbHas bblubsA KOXa (4MTENLHOrO XpaneHus)
—t060e ycTpoiictso Durepair

10-100 MKMm

Buanmble CKBO3HbIE NOPbI OTCYTCTBYHOT

MeHbLLe nnu paBHa 1 MUHYTE

CpefHsAs NPOYHOCTb Ha PaspbIB BCEX UCMbITYEMbIX
06pasyoB Mo ocn «X» > 5 MlMa

MpepocTaBnseTca no 3anpocy/ Be Available On Reguest

Example of Shipment document:

Shipment number:
Papga
No ot handhiig unciS

Sh” to:
Gis?
NMdtarclLLC

reb 10
1? Moecow
Russian Red

cele 14102006

Shipment Document
Sorting logic:
By order number

Medtronic

Shippe_r )
Aot

%@349 heipzig
VAT rtf; 0E24196a289

To medical facility device will be supply in its original packaging including shelf
carton - tertiary package.

The following table details the products that are within the scope of this specification:

Catalog Number Size

61111 1" x 17 (2.5 cm x 2.5 cm)
61106 1" x3” (2.5 cm x 7.5 cm)
61100 2” x2” (5.0 cm x 5.0 cm)
61105 3" x3” (7.5 cm x7.5 cm)
61110 4" x5” (10.0 cm x 12.5 cm)

Durcpair Device characteristics:

Characteristics
Raw Material
CoO

Material
Composition
Pore Size

Hydration Rate

Tensile Strength

Specifications
United States (U)

Fetal Bovine Skin (Mid-Term) - Any Durepair
Fetal Bovine Skin (Late-Term) - Any Durepair

10-100 micron
No visible through-pores
Less than or equal to 1 minute

Average tensile strength of all “X” test specimens
>5 MPa



[MpoyHoCcTL Npun
pacTskeHUN

[MpoYHOCThL LBa
Ha 0TpbIB
TonwuHa ceTku

Pa3mepbl
ycTpoiicTBa

CTepunbHOCTb U
YPOBeHb
rapaHTMpoBaHHOM’
CTepUIbHOCTYU
CTepunbHOCTb

OcTaTtku
3TWUIEHOKCK A
YpoBHHU
MUPOreHHOCTN
CpoK rogHocTu
nrnns

CpefHss NPOYHOCTb Ha Pas3pbiB BCEX UCMbITYEMbIX
06pa3yoB no ocn «Y» > 5 MIMa

CpefHss NPOYHOCTb MPU PaCcTAXKEHNMN BCEX
MCnbITYeMbIX 06pasLoB no ocu «X» < 225 MMa
CpefHss NPOYHOCTb MPU PACTHKEHUN BCEX
nenbITyemMblx 06pasLoB Mo ocn «Y» < 225 MIMa
MpOYHOCTb LUBA Ha OTPbIB BO BCEX UCMbITYEMbIX
obpasyax > 5 H

[na naTu usMepeHuii TONLLMHBI U3aenus:
MuHumym: 0.30 Mm

Makcumym: 0.80 mm

25 %25 cm+ 5%

25 x75cm+ 5%

5.0 x5,0 cm = 5%

7.5 x7,5 cm = 5%

10.0 x 125 cm 5%

MpoBeaeHWe PUHMLLHOW CTepunmn3aLmum
3TUNIEHOKCUAO0M 06ecrneynBaeT YpoBeHb
rapaHTMpoBaHHoO cTepunbHocTh (YTC), paBHblii
10"

Kaxgaa naptua EBM ctepunnsosaHa B
COOTBETCTBUMN C PYKOBOAALLMMM YKa3aHUAMMN
dapmakonen CLUA

< 20 Mr 3aTWNEHOKCKAA Ha YCTPONCTBO

< 12 Mr 3TUNEHXNOPrUApUHA Ha YCTPOWCTBO

He 6onee 2,15 E3/n3penve

Tpu roga co AHs Nuodun3aLmm

MpegocTcpoxeny MpefocTepeXxxeHns 1 Mepbl NPCAO0CTOPOXMOCTH

A1 1 Mepbl
NPCAOCTOPOXHOC
Tn / Warnings and
Precautions

MPUMEYAHWE ONA BPAYA: Bpau gomkeH [OBECTM [0 NauveHTa MHopMaumto

0 NOoKa3aHMAX, NPOTUBONOKa3aHMAX, NMPEeNOCTEPEXEHNAX N MepaX
NpPeaoCTOPOXXHOCTU, ONNCaHHbIE B JaHHOM AOKYMEHTE.

Tensile Stiffness

Suture Pullout
Strength
Mesh Thickness

Device Sizes

Sterility and
Sterility
Assurance Level

Sterility

Ethylene Oxide
Residuals
Pyrogen Levels
Product
Expiration
Dating

Mpe”|,ocTa»./1geTca
Average tensile strength of all “Y ” test specimens

>5 MPa

Average tensile stiffness of all “X” test
specimens < 225 MPa

Average tensile stiffness of all “Y™” test
specimens < 225 MPa

Suture pullout strength of all test specimens >5
N

For five produet thickness measurements:
Minimum: 0.30 mm

Maximum: 0,80 mm

2.5 x25cm+ 5%

25 X75cm = 5%

5.0 x5.0 cm £ 5%

7.5 x7.5cm £ 5%

10.0 x 12.5 cm £ 5%

Terminal sterilization with ethylene oxide
ensuring a sterility assurance level (SAL) of 10*

Each lot of EBM is sterile per LISP guidelines

Ethylene oxide < 20 mg per device
Ethylene chlorohydrin < 12 mg per device
Less than or equal to 2.15 EU/device
Three years from the date of lyophilization

Warnings and Precautions

PHYSICIAN NOTE: The physician must convey the indications, contraindications,

warnings and precautions given in this document to the patient.

* He BbINO/HATE NOBTOPHO CTEPUIN3ALIMIO, TAK KaK 3TO MOXET NPUBECTM K
nospexaeHunto Durepair.

* le ncnonb3yiTe n3genve, ecivi OHO NOBPEXAEHO WM BCKPbITO.

» He noagepratb n3genvie BO3AENCTBUIO KaKMX-MBO XUMUYECKMX U UHBIX
BELLECTB, Kpome cTepubHOro 0,9% (u3nonornueckoro pactTeopa npu KOMHaTHol  « Durepair is for single-patient use only and is to be implanted surgically.
Temneparype. « Rinse surgical gloves to remove glove powder prior to touching Durepair,

* YcTpoiicTeo Durepair, KoTopoe npefHasHayeHo 41s UCMO/b30BaHWUA TONLKO OAHUM « Do not use product if past the date of expiration indicated on the package label.
NayMeHToM, AO/MHKHO ObITb UMMAAHTUPOBAHO XMPYPIUYECKUM NyTEM. « Do not use if product appears to shrink significantly when hydrated.

« Mpexae 4eM NPUKOCHYTbCA K Durepair, NpOMOiTe XMPYpruyveckre nepyaTku, « Animal study results suggest that the foreign body response associated with the use
uTO6bI YAANNUTb C HUAX NyApy. of sealants and hemostatic agents in conjunction with Durepair may be more

* Ve ncnonb3yiite n3genwve, B cayvae NCTEYEHUS CPOKA FOAHOCTH, YKa3aHHOMO Ha pronounced than use of Durepair alone. This response may increase the incident
3TUKETKE YMaKOBKMU. rates of known risks of dura substitutes, particularly in high pressure gradient

»He ncnonb3yiite nsgenve npu HanMunm NpU3HaKoB ero 3Ha4MTeNbHON ycadkn B0 applications. If intending to use ancillary products with Durepair, ensure the

« Do not resterilize as this may damage Durepair.

« Do not use if the product package is damaged or opened.

« Do not expose to any chemicals or substances other than room temperature sterile
0.9% saline.
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Bpems ruaparauum.

Pe3ynbTaTbl UCCNEA0BAHUS Ma XKMBOTHBIX MO3BOAOT MPEAMNONOXKUTb, UTO PeaKLus
Ha Yy)XepodHble TeNa, CBA3aHHash C MCMO/b30BaHNEM FepMeTUKOB U
KPOBOOCTaHaB/MBAIOLWMX CPEACTB B COUETaHMM ¢ Durepair, MOXeT GbITb 60/ee
BbIPAXXEHHbIM, YeM NPUMEeHeHVe ToNbKO OfHOro YCTpoiicTBa Durepair. 3Ta peakums
MOMET MPUBECTU K YBENNUEHNIO YaCTOThl BOSHUKHOBEHUS U3BECTHBIX PUCKOB,
CBA3AHHbIX C 3aMEHUTENAMI TBEP/O0A MO3roBoi 060/104KM, OCOBEHHO MpU
NPUNOXeHWUN 6OMbLLIONO rpaaneHTa aBneHns. B ciyuyae Heo6XoaMMoCT
CMOMb30BaHNA AOMNOMHUTENbHBLIX U3AeNuiA ¢ Durepair, y6eanTech, UTo OHM
CMOMb3YHOTCA B COOTBETCTBUM CO CBOUMW UHCTPYKLUMSMU NO NPUMEHEHUIO.

rpC6OBaHVIH K Ecnn ynakoBka n3fenvs ocHalleHa MHAMKaTOpOM TemrepaTypbl TOYEYHOro TMna u

OXpaHe €C/IN OH MMEET YepHbIA LiBET, He NOMb3YATECh N3AENNEM.

OKpY>KaroLLei

epeapl Npu Cneflyst MHCTPYKLMAM MO NPUMEHEHUIO, CHAMUTE Hapy>XXHYH YNaKOBKY U, cobntofas
NpYMeHeHNUM CTEPUNbHOCTb, MEPEMECTUTE BHYTPEHHIOK, CTEPU/IbHYH YMAKOBKY B CTEPU/IbHYIO
MELHLUMHEKNX 30Hy. Mepef TeM, Kak NPUKOCHYTLCS K U3AENNIO, CIONOCHUTE, NPU HE06X0ANMOCTH,
usgenuii / XMpYpruyeckre nepyaTku, YTobbl yaanuTh ¢ HUX Nobyto nyapy. Vcnonb3ys

Requirements for
the protection of
the environment in
the application of
medical products

CTEPUNbHbIE, aTpaBMaTUYHbIE LLUMMNLbI UKW PYKY B NepyaTke U3BNEKUTE U3aenne us
YNaKoBKW.

CmoumnTe Durepair npn KOMHaTHOI TemnepaTtype B cTepuabHoM 0,9%
(hM310NOrMYeCKOM PacTBOpPE L0 AOCTVXEHWS ruapaTaumm (kak npasuo, 41s 3Toro
TpebyeTca MeHee 0fHOW MUHYTbI). O rugpaTalum CBUMAETENLCTBYET U3MEHEHMWE
LBeTa ¢ 6en10ro (cyxoi Bua) Ha cepblii (yBNaXHEHHOE COCTOsIHME). [N YCKOPEHNs
CMaymBaHus, yCTPOCTBO MOXHO MPWXKaTb, HafaBMBas Ha ero NoBepxXHOCTb
nanbLamun B nepyaTke 4o Tex nop, noka Durepair He Npuo6peTeT paBHOMEPHbIV
CepbliA, YyBNaXKHEHHbI BUA,

XpaHuTb Durepair NOrpy>XeHHbIM B CTEPUNBLHbIA (U3MONOrNYECKUIA PacTBOP B
FOTOBHOCTU K UCMO/1b30BaHNUIO.

Durepair He06Xx0AMMO XpaHWUTb NPU KOMHaTHOI TemnepaType (2-30 °C, 35'-86 "F).
XpaHnTb BN OT UCTOYHMKOB Tenna.

MeToabl 1
cpeacTsa
fAe3nHpeKymn un
OUYNCTKMN nepeq,
cTepunmsaymen
/ Methods and
apparatus for
disinfection and

He npumeHumMo. M3aenve noc3aensercsd B CTEPUIbHOM BUAE U TOMBKO AN
OZIHOKPATHOro ncnonb3oBaHUA.

sterilization

cleaning

MeTogbi Il CTepunusauus ocylectsnseTca aTuneHokengom (90). Durepair nocTasnseTca B
ycnosus CTEPUNLHOM BUJE, B YNaKoBKe C BOMNHON OTCNanBaroLLeiica NoBEPXHOCTbIO U
ctep|[nH3adllll,  Tonsko gns ogHOKpaTHOrO (OAHOPA30BOr0) MCMOML30BaHMA. He BbINOMHsAITE
CPOKM MOBTOPHO CTEPUIM3aLMIO, TaK Kak 3TO MOXET noBpeauTb Durepair.
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MpepocTtaBnnetcsa no 3annpocy/ Be Available oT
products are applied in accordance with their instructions for use.

If the packaging of the product will have a temperature indicator dot, and it is black,
do not use it.

Per the instructions for use, peel-open the outer package and aseptically deliver the
inner, sterile package to the sterile field. Rinse the surgical gloves, if necessary, to
remove any glove powder prior to touching the product. Remove the product from
the package using sterile, atraumatic forceps or a gloved hand.

Soak Durepair in room temperature sterile 0.9% saline until hydrated (typically less
than one minute). Hydration is indicated by a color change from white (dry) to grey
(wet). To facilitate wetting, pressure can be applied with gloved fingers across
surface of the device until Durepair has a uniform grey, wet appearance.

Keep Durepair immersed in sterile saline until ready for use.

Durepair should be store at room temperature (2"-30 "C; 35 "-86 "F), Keep away
from heat sources.

Not applicable. The device is supplied sterile and single-use only.

The sterilization method is Ethylene Oxide (EO). Durepair is supplied sterile, in a
double-peel package, and it intended for single (one-time) use-only. Do not
resterilize as this may damage Durepair.



coxpaHeHuns
CTepUNbLHOCTH
(@na cTepmnbHO
BbIMYCKaeMbIX
MeULMHCKNX
WACNWIA)

/ Methods and
conditions of
sterilization time
maintaining
sterility (for sterile
medical devices
produced)
Ycnosus
akcnnyatayun/
Operating
conditions:

Tpe6oBaHUs no
cbopke H
yCTaHOBKe/
Assembly and
installation
requirements:

WHdpopmayumsa 0
TEXHUYEEKOM
obcnyxumsaHum /
Information about
maintenance.

Ycnosus
TPaHCNOPTUPOBK
N 1 xpaHeHus /
Conditions of
transportation and
storage

AHann3 oCTaTKoB 3TUNEHOKCUAA

OcTaTku, WN3Bnekaemass  CpegHsas [Jonyctumbie
nosly4YeHHble n3 macca, Mr Ha ~ CYTO4Has npegenbl no
nepBOHaYasIbHOr o BeCb fo3a nco
KonnyecTBa uccneayemblii — (Mr/genb) (mr/peHb)
uccnegyemoro npenapat
npenapara (Mr/n)

30: <29 <0,03 <0,03 20

AXT: 44 0,04 0,04 12

3ar: 2 065 2 H/N H/N

YCTPOIACTBO NpeAHa3HAueHO NS UCMONb30BaHNS BpadyaMu B KOHTPONMPYEMbIX
YCNOBUSAX OMepaLMoHHOIA.

ECNM ynakoBKa W3aenus OCHalleHa WHAMKATOPOM TeMMepaTypbl TOUEUHOro TMna u
€C/IN OH MMEeT YepHbIi LBET, He NOMb3yiiTech U3Aennem.

Mepeg NCNonb3oBaHWEM AepxaTb Durepair Norpy>KeHHbIM B CTEPUbHBIN
(hM3MONOTNYECKNIA PACTBOP B FOTOBHOCTM K UCMO/b30BAHUIO.

Mpu akcnnyataumMm HOMUHaIbHBIE 3HAYeHNUs TeMMnepaTypbl BapbupytoT oT 32 °C [0
42 °C, a BnaxxHocTu - oT 80% o 100% (+ -2%).

Ethylene Oxide residuals analysis

Residuals Recoverable Average I1ISO
Recovered Mass mg/Entire Daily Dose Allowable
From Original Test Article (mg/day) Limits
Portion of Test (mg/day)
Acrticle (ppm)

EO: <29 <0.03 <0.03 20

ECH: 44 0.04 0.04 12

EG: 2065 2 N/A N/A

The device is intended for use in a controlled operating theater by physicians.

If the packaging of the product will have a temperature indicator dot, and it is black,
do not use it.
Keep Durepair immersed in sterile saline until ready for use.

During operation at nominal temperature values from 32°C to 42°C, bumidity range
from 80% to 100% (+-2%).

Creflyst MHCTPYKLMAM M0 MPUMEHEHMIO, CHUMUTE HapyXXHYIO YNakoBKy 1, cobniogas Per the instructions for use, peel open the outer package and aseptically deliver the

acenTuYecKue yCnoBus, NepemMecTuTe BHYTPEHHIO, CTEPULHYHO YMNAaKOBKY B
CTepUNbHYHO 30HY. Mepes TeMm, Kak NPUKOCHYTLCA K U3ENNIo, CONOCHMTE, Npu
HEoGX0AMMOCTH, XUPYPriyeckme nepyuaTku, YTobbl YAanuTb C HUX NioByto nyapy.
Mcnonb3ys CTepuibHbIe, aTpaBMaTUUHbIE WML NN PYKY B NepyaTKe U3BNeKuTe
u3fenmne 13 ynakoBKu.

He npumeHumo.

YnaKoBaHHble NPOU3BOAMTENEM YCTPOWCTBA NEPEMELLIAIOTCS BCEMU BUAAMM
TpaHCnopTa B KPbITbIX TPAHCTMIOPTHLIX CPEACTBAX B COOTBETCTBUM C MPaBMiamMm
NepeBo3Ky rPpy30B, AENCTBYIOWMMI A8 K&XK/A0r0 BKAA TpaHenopTa.

PekomeHayemas TeMnepasypa npu nepeBo3ke:
o1 -35 °C po 58 °C (ot -31 “F go 136 F);
OTHOCUTENbHAA BNaXHOCTb 85% (6e3 06pa3oBaHMs KOHAeHcaTa)

XpaHWTb B OPUrMHANBHOM YNaKOBKe, B TOM UKC/E B CTENNAKHOW KapTOHHO
KOpo6Ke, B U1CTOM, NMPOXNAAHOM U CYXOM MecTe, 0GecneunBaoLLM 3aluTy
U30enns 1 MUHUMU3ALMI0 BO3MOXHOCTM 3arpsisHeHN.

PekoMeH/lyemas TemnepaTypa XpaHeHus:
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inner, sterile package to the sterile field. Rinse the surgical gloves, if necessary, to
remove any glove powder prior to touching'the product. Remove the product from
the package using sterile, atraumatic forceps or a gloved hand.

Not applicable.

Packed by the manufacturer devices are transported by all modes of transport in
closed vehicles in accordance with the rules of carriage of goods, operating in each
mode of transport.

Recommended transit temperature:

-35 °C t058°C (-31 °Fto 136 F);
85% relative humidity (non-condensing)

Storage in its original packaging including shelf carton in a clean, eool and dry area
to protect the product and minimize the potential for contamination.

Recommended storage temperature:



141149 r .
MpepocTasnsetca no 3anpocy/ Be Available On Request

0T 2 °C (25 °F) o 30 °C (86 °F) 2“C (25 °F) to 30 “C (86 °F)
XpaHuTb BAaNu OT UCTOYHMKOB Tena. Keep away from heat sources.

MeToz He npymeHnMMo, UMNNaHTMPOBaHHas MaTpuLia pe3opoupyeTcs. Not applicable, implanted matrix is resorbed.

yTunn'iaumn. B03MOXHOCTb U3BNEKaTb UM 3aMeHsTb M He NpeaycMOTpeHa. The ability to remove or replace the MD is not provided.

B0o3amoXHOCTb

n3BneKaTb Nau

3aMeHATb

nmnnaHtat/

Utilization method

/Disposal.

Possibility of

implant retrieve or

remove

CpoK roHocT! /' Cpok rogHOCTH: 3 rofa co AHS AModnUN3aLmm Expiration Dating: 3 years from the date of lyophilization

Cpok cnyx6bl / Bpemsi pe3op6umn - CBbILLE 6 MeCALEB MOCNe Pe3opouun. Resorption Time - greater than 6 months after implantation.

Shelf Life/

Lifetime

MapaHTniiHble MonuTukKa Bo3BpaTa H3ACNHH Returned Goods Poliey

0053aTeNbCTBA / [l 3aMeHbl U3AENNS UM BOSMELLEHWS CyMMbI M3AENMs AOMKHBI BbITb BO3BpaLLeHbl Products must be returned in unopened packages, with manufacturer’s seals intact, to

Warranty B 3aMe4yaTaHHOW yNaKoBKe C HEMOBPEXAEHHbIMI NAoM6aMn NPOV3BOANTENS. be accepted for replacement or credit, unless returned due to a complaint of product
VIckntoYeHneM SIBNSieTCS BO3BPAT M3AENUS B CBSA3W € XXanoboli Ha aetekT npogykta defect or mislabeling. Determination of a product defect or mislabeling will be made
WM HEKOPPEKTHOW MapKUPOBKOW. AHaNN3 Ha Hanuuue feteKToB U3fenms um by Medtronic Neurosurgery', which determination will be final. Products will not be
HEKOPPEKTHOM MapKMPOBKM OCYLLECTBAAETCA NOApa3AeneHneM HelipoxXupyprum accepted for replacement or credit if they have been in possession of the customer
KOMMaHun «MeATPOHMK», onpeseneHne KOTOPOro SBNSETCA OKOHYATEbHbIM. for more than 90 days.

Ycnosue 0 BO3MELLEHNN UMW 3aMeHe He PacrpOCTPaHsAeTCs Ha U3genns,
HaxXoAMBLLKECS B PacMOpsHXKEHUM 3aKasumka 6onee 90 AHeA.

FapaHTuitHble 06s3aTeNbCTBA Warranty

A. CTaHaapTHas orpaHuyeHHas rapaHTus. MogpasaeneHne Heipoxmpyprum A. Standard Limited Warranty. Medtronic Neurosurgery warrants to the original
KOMMaHnn «MefLTPOHUK» rapaHTMpPYyeT NepBoHaYaibHOMY KOHEYHOMY end user purchaser (“Purchaser”) that the enclosed single use or reusable product
nonb3oBatento (ganee - «lMokynaTenb») 0TCYTCTBME fe(1)EKTOB MaTepuanos u (“Product”) purchased by Purchaser, at the time of delivery' to Purchaser, shall be
WCMONHEHWS Y 3anevyaTaHHOro U3fenms 0AHOKPaTHOrO UM MHOFOKPaTHOro substantially free from defects in material and w'orkmanship. Medtronic
npuMeHeHns (ganee - «l3genne») Ha gaty ero npuobpeteHms Mokynatenem. Neurosurgery makes no w'arranty (express, implied or statutory ) for Products that are
MopapaszfeneHve HelpoXUpyprum KomnaHum «MeaTpoOHUK» He NpefoCcTaBnseT modified (except as expressly contemplated herein) or subjected to unusual physical
KaKMX-n1bo NpsMbIX, NofpasyMeBaeMbIX UM BbITEKAOLLMX M3 3aKOHOB rapaHTuii B stress, misuse, improper operation, neglect, improper testing, use in combination
OTHOLUEHWUM W3gennii, nofBepriumnxcs Mogudukauum (3a UCKIUEHNEM CNyYaes, with other products or components other than those for w'hich the Products were
NPSMO OroBOPEHHbIX HACTOALLMM AOKYMEHTOM) WM HecTaHAapTHbIM (m3nyeckum  designed, or use in any manner or medical procedure for which the Products are not
Harpyskam, HenpaBM/IbHOMY MCMO/b30BaHUIO, HEHAA/IEXALLEN IKCMayaTaLumu, indicated.

He6PEeXXHOMY 06paLLIEHNI0, HEKOPPEKTHbLIM YCIIOBUSM WUCTbITaHUA, 1N
MCMO/b30BABLUMXCS B COYETAHUM C APYTUMU U3AENMUAMU UM KOMNOHEHTaMU, He
npefHasHauYeHHbIMN 4151 UCMONL30BaHNA C M3AennaMm, Win NpUMEHSIBLUMXCA B
NOPSIAKE UNN B XOAe MeAULIMHCKNX NpoLeayp, He COOTBETCTBYIOLLMX YCNOBUAM
npumeHeHnaM aaenuii.

B. BOsMeHIOHHe. VICK/I0UMTeNbHLIM CPEACTBOM NPaBoBOV 3awWwTbl MokynaTena v g Remedy. Purchaser’s exclusive remedy and Medtronic Neurosurgery’s sole
EANHCTBEHHBIM CPEACTBOM BOSMELLEHNA NOAPASACNIEHNA HEMPOXMPYPIN KOMNAHUN jjahility for breach of the foregoing warranty shall be. at Medtronic Neurosurgery’s
«MEATPOHMK» 33 HapyLIEHWE BbILLEYNOMAHYTOW rapaHTvy senseTcs (no sole option and election, to replace the Product or credit Purchaser for the net
YCMOTPEHMIO NOAPa3AENeHNs Heidpoxupyprim komnaxnn «MeaTpoHNK») 3aMeHa  amount actually paid for any such Product; provided that (1) Medtronic Neurosurgery
W3fienns W NpefocTaBneHue Mokynarenio BO3MELLEHNS B pasMepe YNCTON CYMMBI, s notified in writing within ninety’ (90) days after Purchaser’s receipt of the Product
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(haKTUYecKkmn ynnavyeHHoN 3a COOTBeTCTBYOLWEee 3aenve, npu ycnosuu (i)
nonyyeHns noapasgeneHneM HempoxXmpyprum KoMnaHum «MeLTpOHUK» B TeYeHUne
90 (peBsAHOCTa) fHel ¢ MOMeHTa nonyyeHus Mokynatenem M3genms nMCbMeHHOro
YBEAOMNEHNS 0 HECOOTBETCTBUM 34enns ¢ NpMAoXeHWeM Nogpo6HOro onucaHns
npegnonaraemMoro HeCOOTBETCTBUSA Ha aHINNIACKOM A3blKe; (ii) Bo3BpaTa V3genms B
nospasfeneHne HelipoXupypruy KoMmnaHum «MeaTpoHuk» B TedeHune 90 (geBsHOCTA)
[Hel ¢ MoMeHTa nonyyeHus Mokynatenem WM3genms Ha ycnoemsax FOB no agpecy:
CLUA, wrat KanudgopHus, 93117 r. MoneTa, KpemoHa [paiis, 125, nnm no nHomy
afipecy, yKasaHHOMY nofpasfefneHneM HelMpoxXmpyprum KomnaHum «MegTpoHUK»; 1
(iii) npu3HaHNA nNogpasaeneHneM HeMpPOXMPYPrM KomnaHum «MeaTpoHUK»
CyLLLeCTBOBaHUSA 3asB/IEHHbIX HECOOTBETCTBMWIA. 3a UCK/IHOUEHWEM Cy4Yaes, NPSMO
OrOBOPEHHbIX B HACTOALLEM NyHKTe. [MoKynaTe/b He BNpaBe OCYLLECTBAATb BO3BPAT
W3penuii B nogpasaeneHvie Helpoxupyprumn KomnaHum «MegTpoHuK» 6e3
npeaBapuTeNbHONO NMCbMEHHOrO COrnacus NoApasfeneHuns Helipoxvmpyprum
KOMMaHUM «MeaTPOHMK».

C. VicKNloYeHwe Apyrux rapaHtvii. MTOMUMO OFPAHUYEHHOW
FAPAHTUW, MPEAYCMOTPEHHOW W. (A), MOAPA3AENEHUE
HEMPOXMPYPI NN KOMMNAHUN «<MEATPOHUK» HE
MPEAOCTABNAET KAKUNX-TMBO NHbLIX NPAMbBIX N
MOAPA3YMEBAEMbIX TAPAHTUY U YCNOBUA, U
MPON3BOANTE/b, B YUACTHOCTW, OTKA3BIBAETCHA OT
MOAPA3YMEBAEMbIX FTAPAHTUNHBLIX OBA3ATENLCTB U
YCNOBUIA B OTHOLLUEHUN TOBAPHOIO COCTOAHUSA UM
npuroaHoe rm anA NCMOJIb3OBAHUA MO0 HASHAYEHWIO.
MNOAPA3AENEHVNE HEVPOXWPYPI M KOMMAHUNN «MEATPOHWK»
OTKA3bIBAETCSA OT /IIOE0OWM APYIO OTBETCTBEHHOCTW B
CBA3U C NMPOAAXEN VNN NCMOTb30BAHUEM MKOBbIX U3AENMNIA
M HE YNOJTHOMOLU1BAET APYT X NNL, A MPUNHATUE
COOTBETCTBYHULEN OTBETCTBEHHOCTMW.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

MpepocTtaBnsaeTca no 3anpocy/ Be Available;
that such Product failed to conform, including a detailed explanation in English of
any alleged nonconformity; (ii) such Product is returned to Medtronic Neurosurgery
within ninety (90) days after Purchaser's receipt of the Product F.O.B. 125 Cremona
Drive. Goleta, California 93117, U.S.A. or as otherwise designated by Medtronic
Neurosurgery; and (iii) Medtronic Neurostirgery is reasonably satisfied that the
claimed nonconformities actually exist. Except as expressly provided in this
paragraph. Purchaser shall not have the right to return Products to Medtronic
Neurosurgery without Medtronic Neurosurgery’s prior written consent.

C. Exclusion of Other Warranties. EXCEPT FOB 3’'HE LIMITED
WARRANTY PROVIDED IN (A) ABOVE, MEDTRONIC NEUROSURGERY
GR.NTS NO OTHER WARR.\NTIES OR CONDITIONS, EXPRESS OR
IMPLIED AND MANUFACTURER SPECIFICALLY DISCLAIMS THE
IMPLIED WARRANTIES AND CONDITIONS OF MERCHANTABILITY
AND FITNESS FOR A PARTICULAR PURPOSE. MEDTRONIC
NEUROSURGERY NEITHER ASSI'MES NOR AUTHORIZES ANY OTHER
PERSON TO ASSUME ANY OTHER LIABILITIES ARISING OUT OF OR
IN CONNECTION WITH THE SALE OR USE OF ANY PRODUCT.



MepeueHb
HalMOHaNbHbIX
"
MEXAYHapOAHbIX
HOPMAaTMBHbIX
[LOKYMeHTOB/CTa
HAapTOB,
KOTOPbIM
COOTBETCTBYET
MeANLMHCKOe
nspenwve / The list
of national and
international
regulatory
documents/standar
ds, which matches
medical product

MonHoe YacTtnyHo
O6wue COOTBETC €
TBUE COOTBETC
TBME
nco «N3penna meguumnHckme. Cuctemsl OA
13485 MeHe[)XMeHTa KayecTsa. HopmaTVBHbIe
Tpe6oBaHMs»
NCO 14971  «WN3penua meanumHckue. Uspenua OA
MefuUMHCKMe. TprMeHeHne
MeHe>KMeHTa pUcKa K MeANLMHCKUM
n3aenmam»
NCO 14155  «KnuHuueckue nccnefoBaHuns OA
MeAULMHCKNX U3AeNnii ans noaein.
Hagnexaluas KnMHuyeckas npakTuka.
BTopoe nsgaHune»
nco «[OMELLEHNA YUCTbIE U CBA3AHHbIE C OA
14644-1 HUMW KOHTpO/IMpYyemMble cpefbl. YacTb 1
Knaccmgumkaums 4nmctoTbl BO3gyXa.
MepBoe n3gaHne»
nco «MeauunHckre n3genns, OA
22442- MCMOMb3YHOLLME TKAHU XXMUBOTHBIX U UX
1:2007 npoussogHble. Yactb 1 NMpumeHeHne
MeHePKMeHTa pucka»
HCOEN «MeauunHckre ngenns, OA
22442- MCMOb3YHOLME TKAHU XMUBOTHBIX U KX
2:2007 npomnssogHble. Hactb 2. KOHTposib
NCTOYHMKOB,3a60pa 1 06paboTKM»
nco «Mefu1UnHCKNe n3genus, OA
22442-3: MCMNOMb3YHOLLNE TKAHWU XXMUBOTHBIX U KX
2000 nponssogHble. Yactb 3. Banngauus
YHUUTOXEHUA UMW MHaKTUBAL UK
BUPYCOB 1 areHTOB NepeHOCHOw
rpnokoBoi aHuedanonatum (Mr3)»
MonHoe YactuuHo
Ynakoska/Mankunoska COOTBETC €
TBUE COOTBETC
TBUE
EN980 «TepMUHONIOTNS, CUMBOJIbI U LA
MH(opMaLms, noctasnseMas ¢
MeANLMHCKUMMN n3genmamn. CUMBOSbI
rpagumueckue, ncnonb3yemble 4
MapKMPOBKWN MELULUHCKUX U3AENunii»
EN 1041 «Hhopmaums, nocrasnsemas OA
NPOU3BOAUTENAMMU C MESULMHCKUMU
n3nennamMm»
nCco «YnakoBKa MegULMHCKNX U3enuii,
11607-1 nognexatyx GUHULLIHOW CTepUIn3aLmMm.

YacTb 1 TpeboBaHMA K MaTepuanam.
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General

I1ISO 13485 Medical Devices - Quality Management
systems - Requirements for Regulatory
purposes

Medical Devices - Application of risk

management to medical devices.

ISO 14971

1ISO 14155 Clinical investigation of medical devices
for human subjects — Good clinical

practice - Second Edition

ISO 14644-  Cleanrooms and Associated Controlled
1 Environments - Part 1 Classification of
Air Cleanliness - First Edition

I1SO 22442-  Medical devices utilizing animal tissues
1:2007 and their derivatives-Part 1” Application
of risk management

ISO EN Medical devices utilizing animal tissues
22442- and their derivatives -Part 2: controls on
2:2007 sourcing, collection and handling

I1SO 22442-  Medical devices utilizing animal tissues
3: 2000 and their derivatives -Part 3: Validation

of the elimination and/or inactivation of
viruses and transmissible spongiform
encephalopathy (TSE) agents

Packaeinc / Labellinc

EN980 Terminology, symbols and information
provided with medical devices -
Graphical symbols for use in the labeling
of medical devices

EN 1041 Information Supplied By The
Manufacturer with Medical Device

ISO 11607-  Packaging for Terminally Sterilized

1 Medical Devices - Part 1: Requirements
for Materials, Sterile Barrier Packaging

Full
Complia
nee

YES

Yes

YES

YES

YES

YES

YES

Full
Complia
nee

YES

YES

YES

Partial
Complia
nee

Partial
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6apbepHbIM cucTeMaMm A/1n
CTepuan3aLmm 1 ynakoBoUYHbIM
cucTemam»

YnakoBka MegULUHCKNX U3LeNni,
noAneXxawmx GUHNULLIHONA CTepuansalmu.
YacTb 2. TpeboBaHMs K Banmaauum
npoLeccos (hopM1poBaHus,
repmeTmsauuu n c6opku. Mepsoe
n3gaHue»; NCO 11607-1 n NCO 11607-
2 OTMEHSIOT 1 3aMeHsAtoT coboit NCO
11607:2003

«CTaHAapTHOe PyKOBOACTBO MO
YCKOPEHHOMY XPaHeHWIO0 CTepPUIIbHbIX
6apbepHbIX CUCTEM ANA MEAULMHCKNX
n3gennin»

«CTaHAapTHbIA MeTOA UCMbITaHUA Ans
onpefeneHuns LenocTHOCTN NaoM6 Ha
rmbKoi ynakoBKe MyTeM BW3yasibHOW
NpPOBEPKMN»
«CTaHAapTHbIA MeTOZ, UCMbITaHMA Ans
onpefeneHns NPOYHOCTM NAOM6 Ha
rMOKMX GapbepHbIX MaTepunanax»
MopsgoK npoBeaeHNs
nocnegoBate/bHbIX PYHKLNOHANbHbIX
ncnblTaHnii 6e3 MoLeNMpoBaHNs

Crelillnilsanw !

nco
11135-1

EM 550

«CTepunu3aums MeguLnNHCKONR
npoaykummn. 3tuneHokens. Yacts 1
Tpe6oBaHus K pa3paboTke, Banuaauum un
TeKyLLeMy KOHTPO/O mpouecca
CTepMAn3aLMnM MegULMHCKNX U3LENUIA.
[NepBoe n3gaHue»

«CTepunn3aums MeguLMHCKUX U3LENMnii.
OugeHKa 1 06bIYHbIA KOHTPONb
CTepunn3aLmmn 3TUIEHOKCUAOM

BrocoBmMcCTUMOCTb

nco
10993-1
nco
10993-3

«buonornyeckas oueHKa MeAuULMHCKNX
N3aenniix»

«buonornyeckas oueHKa MeAULMHCKNX
nagenuid. Yactb 3. MicnbiTaHnsa Ha
reHOTOKCUYHOCTb, KaHLepOreHHOCTb U
TOKCMYHOCTb, BANSAIOLLYIO Ma
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Sterilisation

ISO 11135-
1

EN550

NMpeaocrasnsaeTcsa Nno 3arnpocy’/ Be

Systems

Packaging for terminally sterilized
medical devices Part 2: Validation
requirements for forming, sealing and
assembly processes - First edition; 1SO
11607-1 and ISO 11607-2 cancel and
replace 1ISO 11607:2003

Standard Guide for Accelerated Aging of
Sterile Barrier Systems for Medical
Devices

Standard Test Method for Determining
Integrity of Seals for Flexible Packaging
by Visual Inspection

Standard Test Method for Seal Strength of
Flexible Barrier Materials

Series Non-Simulation Performance Test
Procedure

Sterilization of health care products —
Ethylene oxide — Part 1. Requirements
for development, validation and routine
control of a sterilization process for
medical devices - First Edition

Sterilization of Medical Devices -
Validation and Routine Control of
Ethylene Oxide Sterilization

Biocomnatibilitv

ISO 10993-

I1ISO 10993-
3

Biological Evaluation of Medical Devices

Biological evaluation of medical
devices—Part 3: Tests for genotoxicity,
carcinogenicity, and reproductive toxicity
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nco
10993-5
nco
10993-6
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PenpoLyKTUBHOCTb»
«Bronornyeckas oLueHKa MeLULIMHCKNX
n3genunia. Yactb 4. Bbi6op UcnbITaHWiA,
OTHOCALLMXCS K B3aMOZENCTBHIO C
KpoBbto. C nsmeHeHnem 1:2006»
«Buronorunyeckas oueHKa MeLULIMHCKNX
n3genuid. Yacts 5. VcnbiTaHns Ha
LIMTOTOKCUYIOCTb in Vitro»
«Buronorunyeckas oLeHKa MeANLMHCKNX
nagenuid. Yactb 6. cnbiTaHns gns
onpeseneHns NokanbHbIX aheKToB
nocse UMnaaHTaLum»

«Bronornyeckas oueHKa MeANLMHCKNX
nagenuid. Yactb 7. OcTaTku npu
cTepununsaumm aTuneHoKcmaom. Bropoe
n3gaHue»

«Bronornyeckas oueHKa MeLULIMHCKNX
nagenuid. Yactb 10. Mpobbl Ha
pasfpaxeHue 1 annepryeckyo
peakLmio KoXm»

«Bronornyeckas oueHKa MeAULMHCKNX
nagenuid. Yactb 11. VicnbiTaHua Ha
CUCTEMHYIO TOKCUYHOCTb»

an

Cnyx6a pa6oTbl [lpeacTaBuTeNlb KOMNaHMU «MefTPOHMK VIHK.» B MoCKBe

C KnneHTamum /

Customer Service Poccust, 123317 MockBa,
MpecHeHcKaa HabepexHas, 10

Ten.: +7 495 580 7377; +7 495 580 7377 - BECI/IATHO

dakc:+ 7 495 580 7378
an. nouta: info.russia'd'medlronic.ru
Be6-caint: www.medironic.eu. w'ww.mcdtronic.ru
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Representative company of Medtronic Inc. in Moscow

MpepocTaB-nsAseTcsA no sanpocy/ Be Available On Recjuest

Biological evaluation of medical devices -

Part 4: Selection of tests for interactions
with blood - Incorporates Amendment 1
2006

Biological evaluation of medical devices ¢

Part 5: Tests for in vitro cytotoxicity

Biological evaluation of medical
devices—Part 6: Tests for local effects
after implantation

Biological evaluation of medical devices
— Part 7: Ethylene oxide sterilization
residuals - Second Edition

Biological evaluation of medical devices
— Part 10; Tests for irritation and skin
sensitization

Biological evaluation of medical
devices—Part 11: Tests for systemic
toxicity

Russia, 123317 Moscow,

Presnenskaya Naberezhnaya, 10

Tel.: +7 495 580 7377; +7 495 580 7377 FREE
Fax: + 7 495 580 7378

E-mail: info.mssiai\V/’medli'onic.i'u

Internet: www.medtronic.eu, www.medlronic.ru
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[MepeBof ¢ aHINMIACKOTO A3blKa HA PYCCKUI A3bIK]

LLICTOBEPEHUNE

WTAT TEXAC
OKPYIT TOPPEHT

Cag, 08 Hos6pa 2016 1., 9 YAOCTOBEPsO, UTO MpuiaraeMble WM NpeaLecTBytoLme
JOKYVEHTbl ABNAKOTCA BEPHbIMU, TOYHBLIMW, MOMHLIMU U HEU3MEHEHHbIMU  (DOTOKOMUAMMN,
GIeHHbMA MHOKO C JOKYMeHTa «[punoxkeHne K VIHCTPYKUMM NO MPUMEHEHUIO», BbLIAHHOMO
KoveHM  «MefTpoHuK, WHK.» (Medtronie, Inc.), npeAcTaBNeHHOro MHe XpaHWUTeNem
JoKyVeHToB, Kappu SAAMHIC, a Takke 4TO, UCXOAS M3 UMEHOLLENCA Y MeHs WHQopmauun,
OVIVHEN IOKYMEHTa, C KOTOPOro cAenaHa (POTOKOMMUS, He ABNSETES 3aruCbio UN AOKYMEHTOM
MYOVHOIO  XapakTepa, 3aBepeHHble KOMWM  KOTOPOro [AOCTYMHbI  ANS  NONYYeHUs U3
] OMLKENEHOTO UCTOYHMKA MOMMMO HOTapuyca.

Jiyo'ip%e¥)
gV HoTapuyca

[LLiravt

Jon[prex

oeHmgwmikaLwioHHbIA Ne HoTapuyca: 11407275
MAmLeH3nA aeincTBUTeNbHA 10 05 HOAGpS 2018 T.]

CoepgviHeHHble L TaTbl AMepuKn
LLiraT Texac

Okpyr TappeHT

MyyvcaHo Nog, NPUCSroi B MOEM MPUCYTETBIMN €erofHsl, 08 Hoabpa 2016 T.

\llake B opurnHane npuBoaMTCA TEKCT [AOKyMeHTa «lpunoXkeHne K WHCTpyKynm no
MPUMEHEHWIO» HA AHTJIMACKOM W PYCCKOM si3blKaxX. TeKCT [OKYMEHTa Ha aHrMiCcKOM si3blke
COOTBETCTBYET TEKCTY HA PYCCKOM S3bike.]
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MepeBog, faHHOro TeKcTa cAenaH MHOW, nepeBog4unkom MamezfosbiM TUMypoM
M>kaBaHwWMpoBLyyeM. TpeboBaHUA K TeKCTY nepesofa (MakcumaibHasi TOYHOCTb.
rpamoTHOE ULWCDKEHNE) MHe pa3bsCHEHbI.

1'opog Mocksa
CeMHaauaTOoro Hos6psa [ge ThICAYM LWIECTHaAALATOro roga

A AxkuMOB r.ieo bopucosuy, noTapuyc ropoga Mockebl. cBuaeTe.lbcTBYH NO().'"lWLI0CTb
nooiwui. coe.ww ol nepesogynkom Ma.mMenoBbiM TUMypOM [l-)XaBauunwpoBuvyeM B MOEM

NpucyTCTBUN. AWYHOCTb ero yCTaHOB/IEHA.

{apcrucTpuposano BpeecTpe 3a Ng

B ibicKkUHo no Tapudy 100py6.

HoTapuyc Bcero npoLLHypoBaHo,

NPOHYMepOoB” ¥ CKpennexo
nevatbto/ € Y nauct” -nn\

Bcero npp.Lw'HypoBaHO. T POHY(hePOBAHO

1 ckpelleuo' nevyaThbio ~ nmcToB(a)

HoTapun

ropog Mocksa

BocemHagu~Toro HOA6pS fABe ThlauM T T AL 3T O roge
a ﬂdw@ ;iuMuid |MﬂMNB, L|V|vmo amwMel obTTOCnH HAPYYA
/_'p(?/NEH'I Brmrﬁ-Em rp/n(rx e}qx—yrbK%

KH—bn-Eq OOHHb I KOLLEHK KKK

MDOW pLLEHTMI-DIEp-LlH—D’O,EB/CTE—HpHJﬂ-D-D
yoral MVIAKeHaOViKO e VEHIEHS
CEEPHIAKIKNVEHTE KOODTEETETE/E HEDHE/HEKEHEM

Stptriicrpipom tifittirptm N

B HiEm ic na oprit .
B Tapam™

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



