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Trikuspidaalilappa

Trikuspidaalilapan renkaan tai nauhan oikean koon maarittamista varten on mitattava seka septaalisen (S) lappapurjeen
kommissuurien valinen etaisyys etta anteriorisen lappapurjeen pinta-ala (kuva 4).

1. Laske sovitin lappaanuluksen paaile ja kohdista sovittimen lovet septaalisen lappapurjeen kommissuuriin.

2. Levita varovasti anteriorinen lappapurje ja peita sen pinta valitulla sovittimella.

Sovitin. jonka lovien etaisyys vastaa parhaiten septaalisen lappapurjeen kommissuurien vaiista etaisyytta ja jonka pinta-ala
vastaa parhaiten anteriorisen lappapurjeen pinta-alaa, osoittaa sopivan renkaan tai nauhan koon.

6.2. Kasittely-ja esivalmisteluohjeet

1. Avaa laatikko. Poista tuotedokumentaatio ja potilasrekisterointilomake.

Poista kaksinkertainen aseptinen siirtopussi, joka sisaitaa laippaan ja pitimeen kiinnitetyn renkaan tai nauhan.
Tarkasta ulkopussi. Jos ulkopussi on vaurioitunut, sisapussin ulkopinta ei ehka ole steriili.

Avaa ulompi siirtopussi ja pida edelleen kiinni sen pohjasta ja siirra sisapussi steriilille alueelle.

Tarkasta sisapussi. Rengas- tai nauhakokoonpano on steriili, jos sisapussi on ehja. Jos sisapussi on vaurioitunut, aia
implantoi rengasta tai nauhaa.

6. Avaa sisapussi vain steriililia alueella.

o~ W

6.3. Laitteen implantointi

Rengas-ja nauhakokoonpanoa voidaan kayttaa Medtronic-anuloplastiakahvan mallin 7686 kanssa tai ilman sita (toimitetaan
erikseen).

1. Puhdista ja steriloi kahva perusteellisesti ennen jokaista kayttdkertaa.

2. Kun pitimen merkitty puoli osoittaa ylospain, kohdista ja tyonna steriili kahva laipan kiinnitysaukkoon (kuva 5). Kahvan
ohutta osaa voidaan taivuttaa, jotta laite on helpompi kohdistaa anulukseen.

3. Irrota sarjanumerotunnistelappu (kuva 6). Kirjaa sarjanumero potilastietoihin. Tarkista, etta lapussa on sama sarjanumero
kuin potilasrekisterdintilomakkeessa.

Vaara: Sarjanumerolappu on irrotettava, jotta rengas tai nauha toimii oikein. Ala leikkaa tai revi renkaan tai nauhan
kangasta, kun irrotat sarjanumerolapun.
Mitraalianuluksen ompeleiden sijoitus

1. Sijoita noin 4 mm leveita ompeleita kumpaankin kolmioon.

2. Sijoita ylimaaraisia noin 4 mm leveita katko-ompeleita mitraalianuluksen anteriorisiin ja posteriorisiin osiin (kuva 7). Sijoita
renkaaseen yhteensa 11-13 ommelta. Sijoita nauhaan yhteensa 8-10 ommelta.

Vaara: Ala sijoita ompeleita vasemman sepelvaltimon kiertavaan haaraan.
Trikuspidaalianuluksen ompeleiden sijoitus

1. Aseta noin 4 mm:n levyinen septaalinen ommel jokaiseen kommissuuraan (C) anuluksen lapi lappapurjeen tyvesta.

2. Sijoita lisaksi noin 4 mm:n levyisia katko-ompeleita trikuspidaalianulusta pitkin (kuva 8). Sijoita renkaaseen yhteensa
11-13 ommelta. Sijoita nauhaan yhteensa 8-10 ommelta.

Vaara: Ala sijoita ompeleita sepelpoukamaan, oikeaan sepelvaltimoon, eteis-kammiosolmukkeeseen (AV-solmukkeeseen) tai

muuhun johtavaan kudokseen (kuva 8).

Renkaan ja nauhan ommelten sijoitus

1. Suuntaa rengas- tai nauhakokoonpano mitraalianulukseen (M) tai trikuspidaalianulukseen (T) pitimen M- tai T-merkintdjen
mukaisesti (kuva 9 ja kuva 10).

2. Veda renkaan tai nauhan lapi noin 2 mm leveita ompeleita. Lavista rengas tai nauha alapuolelta ja veda ommel ulos
renkaan tai nauhan ulkokehasta (kuva 11).

Laipan ja kahvan poisto

1. Paina rengas tai nauha lappaanuluksen paaile ja veda samalla ompeleita taaksepain.

2. Katkaise laipan ainoa kiinnitysommel leikkausveitselia (kuva 12).

3. Poista laippaja kahva lappaanuluksesta (kuva 13). Havita laippa.

Solmut ja testaus

1. Sido kaikki solmut laitteen ymparille tiukasti.

2. Leikkaa kaikki ylimaaraiset langat pois ja testaa lapén toiminta pitimen ollessa viela paikallaan.

3. Katkaise neljassa kohdassa olevat pitimen kiinnitysompeleet (kuva 14).

K~yttdohjeet  Suomi 61
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4.2. Mjere opreza

m  Nemojte upotrebljavati igle s o§tricom. Igle s ostricom mogu ostetiti prsten H traku i potencijaino dovesti do rastvaranja i
mogude mitralne H trikuspidalne regurgitacije.

5. Moguce nuspojave

Premda nisu ceste, prijavljene su neke komplikacije povezane s upotrebom prstena itraka za anuloplastiku. Prijavijene
komplikacije su sljedede:

nelijecena H povratna regurgitacija

stenoza

prsnuce ili lom prstenaltrake

hemoliza (dak i uz blagu regurgitaciju)

smanjeni volumen srca

srcani blok

sistolicko prednje kretanje (systolic anterior motion, SAM) i zacepljenje lijevog ventrikularnog iziaznog trakta (left ventricular
outflow tract obstruction, LVOTO)

ostedenje srcanih arterija

ostedenje srcanih sinusa

endokarditis

tromboza

tromboembolija

krvarenje izazvano antikoagulantom

Pri odabiru najprikladnijeg kirurskog postupka za svakog bolesnika uzmite u obzir mogudnost pojave tih komplikacija.

Upotrebom metoda za odredivanje velicine i ugradnje opisanih u ovim uputama za upotrebu mogude je izbjedi ili minimizirati
nastupanje ovih nuspojava. Pazite da lijecnik ima odgovarajudu obuku i iskustvo u zahvatima na zaliscima i zamjeni niti.

6. Upute za upotrebu
6.1. Odredivanje velicine

Odaberite odgovarajudu velicinu prstena H trake kako biste vratili ispravnu funkciju zaliska. Upotrijebite komplet alata za
odredivanje velicine Duran AnCore™, model 7620S, i Medtronic rudku za anuloplastiku, model 7686, za odabir odgovarajude
velicine prstena ili trake za popravak mitralnog H trikuspidalnog zaliska. Isporuceni alati za odredivanje velicine i rucka za
visekratnu upotrebu NISU STERILNI te ih prije upotrebe treba temeijito ocistiti i sterilizirati. Dodatne informacije potrazite u
odgovarajudim uputama za upotrebu.

Poravnajte rudku i umetnite je u prianjajudi utor alata za odredivanje velicine (si. 2). Tanki je dio rucke prilagodijiv za
poravnavanje alata za odredivanje velicine s anulusom.

Upozorenje: Za kalibriranje prstena ili trake Duran AnCore nemojte upotrebljavati alate za odredivanje velicine drugih
proizvodaca ni alate za odredivanje velicine namijenjene drugim proizvodima za anuloplastiku tvrtke Medtronic. Ostalim alatima
za odredivanje velicine mozda nedete odrediti odgovarajudu velicinu prstena ili trake Duran AnCore.

Napomena: Alate za odredivanje velicine mozete upotrebljavati za mjerenje velicine mitralnog ili trikuspidalnog prstena ili trake.
Rotirajte alat za odredivanje velicine dok se slovo “M” (Mitraini) ili “T" (Trikuspidalni) ne okrene u ispravan polozaj, pod uvjetom
da je izvriena medijana sternotomija.

Mitraini zalistak

Kako biste odredili odgovarajudu velicinu mitralnog prstena ili trake, morate izmjeriti i udaljenost izmedu prstenastih trokuta i
povrS8inu prednjeg listida.

1. Spustite alat za odredivanje velicine na anulus zaliska i poravnajte zareze na alatu s prstenastim trokutima.

2. Pazijivo rasirlte prednji listid (A) i prekrijte njegovu povrsinu odabranim alatom za odredivanje velicine.

Napomena: Alat za odredivanje velicine na kojem razmaci izmedu zareza najbolje odgovaraju udaljenostima medu trokutima,
a povrsina povrsini prednjeg listida predstavlja velidinu prstena ili trake koju treba odabrati (si. 3).

Trikuspidalni zalistak

Kako biste odredili odgovarajudu velicinu trikuspidalnog prstena ili trake, potrebno je izmjeriti udaljenost izmedu spojeva
septalnog (S) listida te povrsinu prednjeg listida (si. 4).

1. Spustite alat za odredivanje velicine na anulus zaliska i poravnajte zareze na alatu sa spojevima septalnog listida.
2. Pazijivo rasirite prednji listid i prekrijte njegovu povrsinu odabranim alatom za odredivanje velicine.

Upute za upotrebu  Hrvatski 71
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Dirbtini4 mitralinio voztuvo chordi) priveiiimas

Pastaba: naudokite JprasL, chirurginj chordij keitimo metodq, kad itvirtintumete dirbtines mitralinio voztuvo chordas.

1. Anuloplastikos ziedo ar lanko dydis.

2. Uzdekite mitralinio voztuvo ir ziedo ar lanko siCiles. (Zr. ,,Mitralinio voztuvo siQlig padetis™)

3. Pries stumdami ziedg ar lank”™ zemyn j mitralinio voztuvo ziedq, traukite dirbtines chordas per reikiamq laikiklio pus?
(16 pav.).

4. Ziedq ar lank™ stumkite zemyn j ziedq.
Nuimkite jung?. (2r. ,Junges ir rankenos nuemimas*“,)
Suriskite ir apkirpkite visas ziedo ar lanko siCiles. Kiekvienai dirbtinei chordai uzverzkite nuo 2 iki 3 laisvg mazgg, laikiklio
chordij kreipikliu nustatydami ilgj (17 pav.).
Perspejimas: Pradinig dirbtiniij chordij mazgij nestumkite laikiklio chordij kreipikliui priesinga kryptimi. Siuos pradinius
mazgus uzriskite laisvai, kad nepasislinktij speniniai raumenys ir kad dirbtines chordos netaptij per trumpos.
chordoms apsaugoti (18 pav.).

8. Nukirpkite visas perteklines siCiles nuo dirbtiniij chordij.

9. Su ziedu ar lanku ir jtvirtintu laikikliu isbandykite voztuvij funkcionavimag.

10. I8traukite laikiklj ir chordij kreipiklj, kruopsSiai nupjov? laikiklio prilaikom”sias sidles 4 vietose (19 pav.).

11. Suimkite laikiklj ties centru ir truktelekite jj j virsij (20 pav.). Ismeskite laikiklj.

7. Gydymo individualizavimas

Kad vyktij gijimas ir kad anulopastikos ziedas ar lankas prigytij audinyje, po operacijos gydym” antikoaguliantais reikia t?sti
maziausiai 6 savaites, neatsizvelgiant j sirdies ritmg.

8. Informacija apie pacientij konsultavim”

Pacientams su anuloplastikos fiedais ar lankais padidejusi endokardito rizika del bakteremijos (pavyzdiiui, atliekant
odontologines procedQras). Pacientams rekomenduokite profilaktinj gydymg antibiotikais.

Pacientus paraginkite visada su savimi nesiotis implantuoto jrenginio identifikavimo kortel?, kuriq pateike ,,Medtronic".
9. Tiekimas

9.1. Pakuote

Atskiras anuloplastikos ziedo ar lanko jrenginys (prietaisas, laikiklis ir junge) supakuotas steriliuose, dvigubuose aseptiniuose
perkelimo maiseliuose (1 pav.). Pakavimo sistema skirta palengvinti jrenginio jdejim? j sterilij lauk?. Jei maiseliai nepazeisti ir
neatpl?8ti, jrenginiai yra sterilds. Isorinio maiselio i§orinis pavirsius yra nesterilus irjo negalima deti sterilioje zonoje.

9.2. Tiekiami dydziai

»Duran AnCore" 620R modelio anuloplastikos ziedas ir,,Duran AnCore" 620B modelio anuloplastikos lankas, skirti mitraliniam
ar triburiam voztuvul, tiekiami tokig dydziij: 23 mm, 25 mm, 27 mm, 29 mm, 31 mm, 33 mm ir 35 mm.

9.3. Laikymas

Gaminj laikykite originalioje pakuoteje, taip pat isorin? kartono dezut?, svarioje, vesioje ir sausoje vietoje, kad apsaugotumete
gaminj ir sumazintumete uztersimo galimyb?.

Patvirtinta, kad ,,Duran AnCore" anuloplastikos ziedo ir lanko sterilumas ir nedegumas nekinta iki galiojimo pabaigos datos,
nurodytos ant kartono d?zutes, taciau su sqlyga, kad maiseliai neatidaryti ir nepazeisti.

10. Paciento informacija

10.1. Informacija, susijusi su registracija

Pastaba: paciento registracija nevykdoma tose salyse, kuriose paciento privatum” ginanciuose jstatymuose draudziama teikti
informacija apie pacient? (taip pat Europos S*ungoje).

Paciento registracijos forma jdedama j kiekvien™ prietaiso pakuot?. Po implantavimo jrasykite visus reikiamus duomenis.

Serijos numeris nurodytas ant pakuotes ir ant identifikacijos korteles, pritvirtintos prie prietaiso. Atsiijskite originali® form”
»Medtronic" formoje nurodytu adresu ir pries skirdami pacientui pateikite iaikingj™ tapatybes kortel?.

Pacientui jteikiama implantuoto prietaiso identifikacijos kortele. Korteleje nurodyta paciento gydytojo vardas, pavarde, telefono
numeris bei informacija, kuri gali bCti reikalinga greitosios pagalbos medicinos personalui.
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Annuloplastikkring og -band

1. Beskrivelse av enheten

Annuloplastikkringen og -bandet er tilgjengelig i de folgende modellene:

m  Duran AnCore™-annuloplastikkring, modell 620R

m  Duran AnCore™-annuloplastikkbind, modell 620B

Bade ringen og bandet bestar av en fleksibel ring eller et fleksibelt band av polyesterstoff med et 3 mm tverrsnitt og en holder.
Produktet brukes som hjelp ved utskiftning av chordae tendineae i mitralklaffen. Ringen og bandet kan implanteres i mitral- eller
trikuspidalposisjonen. Ringen og bandet har 3 fargede suturmarkorer. To av markerene svarer til trigonene (mitralklaffen) eller
kommissurene (trikuspidalklaffen), og den midtre markoren angir ringens eller bandets midtpunkt, Storrelsen til den enkelte
ringen eller det enkelte bandet identifiseres av den perifere avstanden mellom trigonmarkorene, malt langs innsiden av ringen
eller bindet. En silikonmarkor impregnert med bariumsulfat muliggjor visualisering under gjennomlysning.

2. Indikasjoner for bruk

Duran AnCore-annuloplastikkringen og Duran AnCore-annuloplastikkbandet brukes ved rekonstruksjon eller remodellering av
patologiske mitral- og trikuspidalklaffer. Riktig reparasjon og annulasr remodellering kan korrigere kombinert klaffeinsuffisiens
og -stenose.

Merk! Chordae-lederen til ringen og bandet skal kun brukes til kirurgisk utskiftning av chordae tendineae i patologiske
mitralklaffer.

3. Kontraindikasjoner

Klaffer med kraftig forkalkning
m  Klafferetraksjon med kraftig nedsatt bevegelse
W Aktiv bakteriell endokarditt

4. Advarsler og forholdsregler
4.1. Advarsler

m  Denne enheten er kun beregnet pa engangsbruk. Produktet skal ikke brukes, bearbeides eller steriliseres flere ganger. Hvis

enheten brukes, bearbeides eller steriliseres flere ganger, kan det pavirke enhetens strukturelle integritet eller skape en

risiko for kontaminering av enheten, som kan fore til at pasienten skades, blir syk eller dor.

Dette utstyret skal kun brukes av kirurger som har fStt tilstrekkelig opplaering til a vurdere om insuffisiente, stenotiske eller

patologiske hjerteklaffer kan rekonstrueres eller erstattes.

m  Enheten ma bare brukes av kirurger som har fatt tilstrekkelig opptering i klaffereparasjon, herunder ring- og
bandimplantasjon og mileteknikker.

m  Bruk ikke ringer og band som er skadet eller kontaminert pi grunn av pasientkontakt.

m  Korrekt maling av annuloplastikkring og -bind er viktig for en vellykket klaffereparasjon. Bruk av en ring eller et bind som
er for llten/lite, kan fore til ipning av ringen/bindet eller klaffestenose. Bruk av en ring eller et bind som er for stor/stort,
kan fore til klafferegurgitasjon.

m Under implantasjonen skal skal det settes horisontale, avbrutte eller fortlopende suturer i annulus ved i folge linjen for
innfesting av klaffeseil.
m Pise at det ikke settes suturer i atrievevet, da det kan fore til redusert funksjon av hjertets overledningssystem.

m  Festringen eller bindet ifibrost trigonvev slik at de sitter godt.

m  Knytt alle suturknuter godt. Lose knuter og lange suturender kan forirsake hemoiyse, trombose eller tromboemboli.

m  Kutt ikke ringen eller bindet. Lose trider kan vaere en kilde til hemoiyse, trombose eller tromboembolisme.

m  Riktig plassering og forankring av kunstige chordae er viktig for en vellykket klaffereparasjon. Feilaktig plassering og
forankring av kunstige chordae kan fore til hefting av klaffeseil eller regurgitasjon.

m  For en vellykket klaffereparasjon er det viktig i fastsli riktig lengde pi kunstige chordae. Kunstige chordae som er for
lange, kan fore til mitralklaffprolaps. Kunstige chordae som er for korte, kan fore til begrenset klaffesellbevegelse.

m Under implantasjonen kan holderen brukes som hjelp ved plassering av ringen eller bindet, knytting av kunstige chordae
og testing av klaffefunksjonen. Holderen mi fjernes fra ringen eller bindet pi slutten av prosedyren for i oppni riktig
funksjon.

m  Bruk ekkokardiografi under eller etter operasjonen for a vurdere hvor effektiv klaffereparasjonen har vaert. For at
reparasjonen skal vaere effektiv, er det viktig i minimere regurgitasjon og hindre systolisk anterior bevegelse (SAM).

m  Kirurger som benytter annuloplastikkringer og -bind, skal vaere oppdatert pi all antikoagulasjonsbehandling.

m  Ved bruk av antikoagulasjonsbehandling postoperativt mi pasientens antikoagulasjonsstatus overvikes noye.

m Pasienter med intraatriell trombe eller et stort venstre atrium kan ha nytte av antikoagulasjonsbehandling over lengre tid.
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2. Fazia suturlerin tamamini kesin ve tutucuyu yerinde birakarak valvuler yeterliligi test edin.

3. Tutucu retansiyon sutuiierini 4 yerden kesin (5ekil 14).

4. Tutucunun merkezdeki ~ubugunu kavrayip tutucuyu yukariya dogru ?ekin (8ekil 15). Tutucuyu atm.
Uyari: Flan§ veya tutucunun retansiyon suturlerini keserken halkanin veya bandm kuma8ini kesmeyin.

Uyari: Dtizgun iflev saglamasi igin, tutucu ve flan§, prosedtirun sonunda halkadan veya banttan gikanimalidir. Tutucuyu hifbir
zaman halkaya veya banda takili olarak birakmayjn.

Dikkat; Halka ve bant, sadece tek tek suturleme teknikleriyie implantasyonu kolaylaftiracak ?ekiide tasarianmi8tir. Kesintisiz
suturleme teknigi arzu edilirse, halkanin veya bandm daha once aniatildigi 8ekilde tutucu tertibatmdan gikarilmasi gerekir.

Not: Tutucu birbirine bagli olarak kalan 2 par*adan meydana gelir. Tutucunun 2 pargasmi ayirmaya 9aliSmaym.
Mitral kapak yapay kordlarmin baglanmasi

Not: Yapay, mitral kapak kordlarini yerletirmek i?in konvansiyonel cerrahi korda degiftirme tekniklerini kullanm.
1. Aniiloplasti halkasi veya bandinm boyutunu belirleyin.

2. Mitral kapak anulusu ve halka veya banda suturleri yerle8tirin. (Bkz. “Mitral sCitUrOn yerleStirilmesi™.)

3. Halkayi veya bandi mitral kapak aniilusu dzerinde a8agi dogru itmeden once, yapay kordu/kordlari tutucunun ilgili yansmm
ifinden ~ekin (8ekil 16).

4. Halkayi veya bandi anulus uzerinde a™agi dogru itin.
Flangi oikarin. (Bkz. "Flan8in ve kolun gikarilmasr’.)

Turn halka veya bant suturlerini baglaym ve kesin. Her yapay kord igin, uzunlugu belirlemek amaciyla tutucu korda
kilavuzunu kulianarak 2 ila 3 adet gev8ek dupm atm (8ekii 17).

Dikkat: Yapay kordlar igin atilan ilk dtigumleri, tutucu korda kilavuzuna dogru itmeyin. Papiler kaslarm yerini degi§tirmekten
ve 90k kisa olan yapay kordlar olu§turmaktan kasinmak Iein ilk diigCimleri gev?ek baglaym.

7. ilk dugOmleri pensle tutun. Yapay kordu/kordlari sabitlemek igin, pense dogru 7 ila 8 adet siki kare dugum atm (8ekil 18).
8. Yapay korddan/kordlardan sUturlerin fazia olan kisimlarmi kesin.

9. Halka veya bandi ve tutucuyu yerinde birakarak kapak yeterliligini test edin.

10. Tutucu retansiyon suturlerini 4 yerden dikkatlice keserek, tutucuyu ve korda kilavuzunu gikarm (8ekil 19).

11. Tutucunun merkezdeki subugunu kavrayip tutucuyu yukariya dogru 9ekin (8ekil 20). Tutucuyu atm.

7. Tedavinin hastaya uyarlanmasi

Anuloplasti halkasmm veya bandinm, kardiyak ritme bakilmaksizm konak doku tarafmdan iyileftirilmesini ve inkorporasyonunu
olanakli kilmak igin, ameliyattan sonra en az 6 hafta boyunca postoperatif antikoagulasyon tedavisi uzerinde durun.

8. Hastaya verilmesi gereken bilgiler

Anuloplasti halkalari veya bantlari olan hastalarin bakteremiye bagli endokardit riskinde arti§ soz konusudur (drnegin dental
prosedurlerden gegerken). Hastalara profilaktik antibiyotik tedavisi hakkmda bilgi verin.

Hastalari, kendilerine Medtronic tarafmdan verilen implante Cihaz Kimlik Kartini daima yanlarmda ta*imaya tefvik edin.
9. Tedarik Bigimi
9.1. Ambalaj

Tek bir aniiloplasti halka veya bant tertibati (cihaz, tutucu ve flang) steril, oift aseptik taSima keselerinde ambalajianir (8ekil 1).
Ambalajiama sistemi, tertibatm steril alana yerleftirilmesini kolaylaftiracak Sekilde tasarlanmiftir. Keseler hasar gormemifse ve
agilmamifsa tertibatlar sterildir. Diftaki kesenin di§ yuzeyleri steril degildir ve steril alana yerleftirilmemelidir.

9.2. Mevcut boyutlar

620R Model Duran AnCore anuloplasti halkasi ve 620B Model Duran AnCore anuloplasti bandi, mitral veya trikiispid konum
ifin fu boyutlarda kullanima sunulur; 23 mm, 25 mm, 27 mm, 29 mm, 31 mm, 33 mm ve 35 mm.

9.3. Saklama

Uriinii korumak ve kontaminasyon olasili*ni en aza indirmek igin, uriinti di? raf kartonu da dahil olmak iizere, orijinal
ambalajmda, temiz, serin ve kuru bir alanda saklaym.

Duran AnCore anuloplasti halkasi ve bandinm sterilligi ve pirojenik olmama bzelligi, keselerin agsilmamasi veya hasar
gormemesi kofuluyla, raf kutusunda gosterilen Son Kullanma tarihine kadar etkilenmeden kalacak fekilde onaylanmiftir.
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Mepesen 3aliues AMUTpuii BuTanesny g

Poccuitckan depepauns
Mopog MockBa
[Bajuatb TPeTbero aBrycra /iBe TbiCAYM BOCEMHAALATOro roga

A, CtenaHoBa Mapusa MwuxainoBHa, BpeMeHHO MCMNOMHAKLWAA 0653aHHOCTU HOTapuyca
ropoga MockBbl Koponb BukTopun AseKceeBHbl, CBUAETE/ILCTBYIO MOAMIMHHOCTL MNOAMUCU
nepesofuvka 3aiilesa AMnTpusa Butanbesuya.

Mognuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTbL nognucasLUero AOKyMeHT YCTaHOB/IEHA.

3aperunctpupoBaHo B peecTpe: Ne08/82-H/77-2018- / N

B3bIiCKaHO rocyapCcTBEHHOM NnowwnHbl (o Tapudy): 100 py6. 00 kon.
YnnayeHo 3a oKasaHue ycnyr npaBoBOro U TOHM4YecKoro xapakrepa: 200 py6. 00 kor.
M.M. CrtenaHoBa

__-. mCULYIMBATHANT
FepboBasa nevatb
HoTapuyca

MpoLLHYpPOBaHO, MPOHYMEPOBAHO U CKPENJIeHO nevaTbio nncT(-a,-0B)

M.M. CTtenaHoBa,

iuinmuyr-,
Fep6oBas nevatb

a0 TAPUY CA
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Poccuitckas Gepepauus
lopog Mocksa
NBaauaTh TpeTbero  dsiyemd gsThicTeocTw Tn WA

71 CrenaHoBa Mapus MwuxaiinoBHa, BPEMEHHO WCMO/HAOWASA
06513aHHOCT  HOTapuyca ropoga MockBbl Koposnb  BukTopum
AneKkceeBHbI, CBUAETENLCTBYHO BEPHOCTL KONWK € MPeACcTaBNeHHOro

08/82-H/77- 2018-

Bcero npowwHypoBaHxo,
MPOHYMEPOMLL) ¥ CKpenneHo
neyvatbi nuct(-a,-08)
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Poooickes denepaym
o Maea
NeppuaTs TPeTbLero aBrycTe }BewWwTBOCK34UATOron6

7, CrenaHoBa Mapus MuxaiinoBHa, BpPEMEHHO WCMO/HAOWAsA
0643aHHOCTN HOTapuyca ropoga MockBbl Koponb Buktopun
AneKceeBHbI, CBIAETENLCTBYIO BEPHOCTb KONUM C NPeACTaBNeHHOro

MHE 0KyMeHTa. 08/82-H/77- 2018
SepenvcTp/poe! A
B3bICKaH1\0/lANCTREHHOM Srepuy): .

Boero mpoLLHyposaHo,
MPOHYMEPOLLIT V1 CKENEHO
[ eXz11=00) JmCT(-a.-0B)
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KOnNnwue4
M edtronic

As a responsible official of Medtronic, Inc., hereby certify that the attached Technical
Details (IFU) is a true original.

Vivian Hirata
Regulatory Affairs
Medtronic, Inc.

A notary public or other officer completing this certificate verifies only the identity of the individual who
signed the document to which this certificate is attached, and not the truthfulness, accuracy, or validity

ofthat document.

State of California
County of Orange

On October 9, 2018 before me, T. Gray-Ginger, Notary Public, personally appeared
Vivian Hirata. who proved to me on the basis of satisfactory evidence to be the person
whose name is subscribed to the within instrument and acknowledged to me that he
executed the same in his authorized capacity, and that by his signature on the

instrument the person, or the entity upon behalf of which the person acted, executed
the instrument.

| certify under PENALTY OF PERJURY under the laws of the State of California that

the foregoing paragraph is true and correct.

WITNESS my hand and official seal.

Signatun (Seal

T. GRAY-GINGER |
COMM. #2089461 z
Notary Public 1 California g
Orange County
Mytom . Bxpires Nov. 9, 2018

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



1. HanmeHoBaHune
MeAuLUHCKOro usgenus/
Name of medical device

2. CBefieHuns o
npounssoguTesne
MeLULMHCKOro n3genus
(HaMmeHoBaHMe, aapec
MeCTOHaxX0XJeHus,
MOYTOBbLIN aapec,
TenehoH, afpec mecrta
npounssoactsa)/
Information about
manufacturer of

Regulatory Affairs Specialist/CneunanucT otgena
HOPMaTWBHO-MPaBOBOr0 PeryiMpoBaHuns
Mawwe/Tms L \yTrk.
Title/Bomxrocts  V JIA . 5feciMiix\
Date/ata O c \lNb0O/' 1O ~ T}

MpunoxeHne K MHCTPYKLUMK No npumeHeHuto /Appendix to the IFU

. MpoTe3bl KNanaHoB ceppua 6Monornyeckme, KoabLa u
nonykKonbuya angd aHHynonaactukKm ¢ npnHapnexXHoCTAMU:
1. Konbuya 1 nonykonsua Ana aHHynonaactTukn Duran
AnCore, BapnaHTbl NCNONMHEHUNA!

1. KonbLo 418 aHHYNoNAacTUKK ¢ XOpAa/ibHON HanpaBnstoLei
Duran AnCore - MUTpanbHOE UK TpUKycnuaansHoe, 620R,
pasmepbl: 23 MM, 25 MM, 27 MM, 29 MM, 31 MM, 33 MM, 35 MMm.
2. MonykonbLo AN aHHYNONMACTUKN C XOpAa/bHOM
Hanpasnsatowein Duran AnCore - MUTpasbHOE UN
TpuKycnungansHoe, 620B, pasmepsbl: 23 MM, 25MM, 27 MM, 29
MM, 31 MM, 33 MM, 35 MM.

Il. MpuHagnexHocTn:

1. IoToK Ans NpUHAANEXHOCTEN, BapuaHTbl UCMONHEHWIA:
- NOTOK Ans npuHagnexHocteit Duran AnCore

2. Pyuka-gepxxatenb gna aHHynonnactuku Duran AnCore;
3. Habop n3meputeneit Duran AnCore.

Paspa6oTtuunk/ Developer:

«MeaTtpoHuK NMHK.», CLUA

Medtronic Inc., USA

710 Medtronic Parkway , Minneapolis, MN 55432, USA
Ten: +1 763 514 4000; dakc: +1 763 514 4879
www.medtronic.com

Mpounssogntens/ Manufacturer:

«MepfTpoHuK VIHK.», CLLUA

Medtronic Inc., USA

710 Medtronic Parkway, Minneapolis. MN 55432, USA
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Prostheses of cardiac valves, rings and bands for

annuloplasty with accessories:

I. Duran AnCore Annuloplasty Rings and Bands, variants:
1 Annuloplasty ring with chordal guide Duran AnCore -
mitral or tricuspid, 620R, dimensions 23 mm, 25 mm, 27 mm,

29 mm, 31 mm, 33 mm, 35 mm.

2. Annuloplasty band with chordal guide Duran AnCore -
mitral or tricuspid, 620B, dimensions 23 mm, 25 mm, 27 mm,
29 mm, 31 mm, 33 mm, 35 mni.

Il. Accessories:

1 Accessory Tray Duran AnCore.

2. Annuloplasty Handle Duran AnCore.
3. Sizer Set Duran AnCore.



Ten: +1 763 514 4000; dakc: +1 763 514 4879

medical device (name, .
www.medtronic.com

location address,
mailing address, phone
number, address of
place of production)

000 «MeaTpoHUK»

123317, Poccus, r. Mockea, MNMpecHeHckana Hab., 4. 10
Ten.: (495) 580-73-77, ¢hakc: (495) 580-73-78
oxana.sapunova@medtronic.com

YNonHOMOUYEHHbI npeacTaBuTens nponssoautens / Authorized Representative of Manufacturer:

Appeca MecT npoussofcTea MeguunHckoro msgenunsa/ Addresses of manufacturing facility of medical

device

Medtronic Heart VValves Division, USA 1851 E. Deere Avenue, Santa Ana, CA 92705, USA

3. Ha3HaueHue Ona  npote3vpoBaHUs  (3aMeHbl)  MOPaXKEHHbIX

HaTuBHbIX Intended for prosthetic care of damaged native cardiac valves and

MeAMLMHCKOro n3genna/ knanaHob cepgua W Ans  BbINOMHEHWS PEKOHCTPYKTMBHbIX reconstruction of atrioventricular cardiac valves.

Prescription of a
medical device

BMeLLATeNbCTB Ha aTPUOBEHTPUKYNAPHBIX KnanaHoB cepaua.

4. Ycnosums npumeHeHus/ He mcnonb3oBaTb, €CM yNakKoBKa BCKPbITa WMAKM NOBPEX/eHa.

Use Conditions W3genve npegHasHayeHO A0S MPUMEHEHWS  0OYYEHHbIM
MEeAVLMHCKAM MEePCOHa/IOM B YCNOBMSAX OMNEPauvoHHOM: Mnpu
KOMHaTHOW TemnepaType Bo3zgyxa (0T 18 "C) He Bbiwe 25°C,
OTHOCUTENbHOM BMaXXHOCTU A0 75%, aaBneHun ot 860 go 1060
rfMa.

Do not use if package is opened or damaged. The product is
intended for use by trained medical personnel in the operating
room: at room temperature (18 ° C) not higher than 25 ° C,
relative humidity of 75%, a pressure of from 860 to 1060 hPa

5. TexHuyeckoe onvcaHne meamuuHckoro usgenus /Technical Decription of medical device

5.1 BapuaHThl
ncnonHenma M / MD
Models/ Versions

I. MpoTe3bl knanaHoB cepAua 6Monornyeckue, KonbLua u
NoNyKONbLA ANA aHHYNONAACTUKW C MPUHAANEXHOCTAMU:
1. Konbua 1 nonykosbla gnga aHHynonaactuku Duran
AnCore, BapuaHTbl UCMOJIHEHUS:

1 KonbLo 419 aHHYN0NNaCTUKN C XOpAa/ibHOW HanpaBnstoLLei
Duran AnCore - MuTpasibHOe Unu TpukycnugansHoe, 620R,
3asmepbl: 23 MM, 25 MM, 27 MM, 29 MM, 31 MM, 33 MM, 35 MM.
2. MonykKonbLo 415 aHHYOMNMACTUKN C XOPLaibHOM
Hanpasnstoweii Duran AnCore - MUTpa/ibHOE 1N
TpUKycnugansHoe, 6208, pasmepbl: 23 MM, 25MM, 27 MM, 29
MM, 31 MM, 33 MM, 35 MM.
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& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Duran AnCore Annuloplasty Rings and Bands with
Accessories

I. Duran AnCore Annuloplasty Rings and Bands, variants:
1 Annuloplasty ring with chordal guide Duran AnCore -
mitral or tricuspid, 620R, dimensions 23 mm, 25 mm, 27 mm,

29 mm, 31 mm, 33 mm, 35 mm.

2. Annuloplasty band with chordal guide Duran AnCore -
mitral or tricuspid, 620B, dimensiops 23 mm, 25 mm, 27 mm,
29 mm, 31 mm, 33 mm, 35 mm.

Il. Accessories:
1 Accessory Tray Duran AnCore.



KI MpuwagnexmHocTn: 2. Annuloplasty Handle Duran AnCore.
N JI0OTOK ANS MPUHAANEXHOCTEW, BapuaHTbl UCMOMHEHUN: 3. sizer Sset Duran AnCore.

NOTOK AN npuHagnexHocten Duran AnCote
2. Pyuka-gepxaTtenb gna aHHynonnactuku Duran AnCore;
3. Ha6op usmepuTtenein Duran AnCore.

Konbua n nonykonbua gna aHHynonnactuku Duran AnCore/ Duran AnCore Annuloplasty Rings and Bands

i Size/Diameter/Pa3smep/AnameTt
Device Name/HasBanue Model Number(s)/HoMep mogenu P/A P
n3genus (mm/mm)

Duran AnCore Ring/ KonbLo

419 @HHYONNacTUKM C

XOpAanbHOM 620R 23,25,27,29,31,33,35
Hanpaenstowein Duran

AnCore

Duran AnCore Band/

MonykonbLo ans

aHHY/IOMNNAaCTUKK C

XOpAanbHoOi 620B 23,25,27,29,31,33,35
Hanpasnstowerr Duran

AnCore - MUTpanbHOe WU

TPUKYCMUACLLbI-H0e

ACCESSORIES/MPUHALNEXHOCTWU
Sizer Set Duran AnCore/ Ha6op n3meputeneii Duran AnCore;

Device Name/Ha3BaHue Model Number(s)/HoMep mMoaeny Size/Diameter/Pasmep/AunameTp

n3genus (mm/mm)

Sizer set Duran AnCore / Sizers are provided as a set of 7 sizers/uameputenu
Habop n3veputeneii Duran 7620S NOCTaB/AKOTCS B HAOOPE MO 7 LUT. pasMepamu: 23,
AnCore 25,27, 29,31,33,35

Accessory Tray Duran AnCore / JToToK /15 npuHagnexHocteid Duran AnCore

Device Name/Ha3Bauune nsgenus Model Number(s)/HoMep mogenu
Duran AnCore Accessory Tray/ JToTok ans npuHagnexHocteit DURAN T7660
ANCORE

Annuloplasty Handle Duran AnCore (7620H)/ Pyuka-fepxatens ana aHHynonnactuku Duran AnCore (7620H):
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Size/ Pasmep/

Model N b /HoM
ode umber(s) oMep mopgenwu fmm /mwm)

Device Name/Ha3BaHue nagenus

Annuloplasty Handle Duran AnCore / Pyuka-fep>xatenb 7620H 216

ona aHHynonnactuku Duran AnCore 373
5.2 CocTaB ¥ nepeyeHb CofepXxXnmoe ynakoBKU: Package contents:
KOMM/IEKTYOLWUX U Konbua W nonykonbua Ans aHHynonnactuku Duran Duran AnCore Ring and Band
npuHagnexHocTei / AnCore The package contains a single annuloplasty ring/band assembly
Device components and [TakeT COAEKUT OfIHO KOMbLIO/MOMYKO/bLIO ANA aHHYNOMNaCTUKK € consisting of a ring/band, holder, and flange packaged in sterile,
list of parts and XOpfaNbHOM  Hanpasnslolwen, Kotopoe coctout M3 u3 double-aseptic transfer pouches. The sterile package is placed in
accessories KOMbL@/MONyKoNbLa, Jepxkatensd W (iaHUa , YrnakoBaHHbIX B g carton with Instructions for use.

CTepWibHbIe BOVHbIE aCEMTUYECKME NaKeTbl 419 TPAHCMOPTUPOBKM.

CTepmanbqu MaKeT —yrakoBaH B KAPTOHHY KOPOOKY C gisers Set Duran AnCore

VIHCTPYKLWIEN MO MPMMEHEHINLO. Sizers are supplied nonsterile as a set in a carton box with the
Ha6op usmeputenein Duran AnCore Instructions for use.

Vi3mepuTenn nocTaBnsOTCA HECTEPUNBbHLIMU KaK KOMMIEKT B

KapTOHHOW KOPOOKe C MHCTPYKLMER N0 NPUMEHEHMIO. Accessory Tray Duran AnCore

NloTok ans npuHagnexHocren Duran AnCore Trays include a storage tray and lid. Trays are supplied

71oTKY ANS NPUHAANEXHOCTEM COCTOAT U3 NIOTKA M KPLILIKNA. - honetarile in a shelf carton with the Instructions for use.
J1oTKN ANnAa NpuHaane>xXHOCTEeN MNMOCTaBMAETCA HECTEPU/TbHBbIMU

B KAPTOHHOI KOPOGKe C MHCTPYKLMER Mo NPUMEHEHUIO. Ahnuloplasty Handle Duran AnCore

PyuKa-aepxarens Ans annynonnactuku Duran AnCore  apnyioplasty Handle is supplied nonsterile in the carton box
quKa-,ﬂ'ep)KaTeﬂb ana aHynonsactnkKu noctaBnsAeTcsa Wlth the |nStrUCtI0nS fOf use

HecTepU/IbHOM B KapTOHHO KOpPoGKe C WHCTPYKLUMeRn no
NPUMEHEHUIO.
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INewn 1-1A[,NEXKHOC:TWU/A.CICE880bI1ES

Ha6op nsmeputenein Duran AnCorp/ Sizer Set Duran AnCore

Notok O npuHagnexHocTteit Duran AnCore/ Accessory Tray Duran AnCore

Page 6 of 23

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



5.4. MaTtepuansbl, 13 Konbua v nonykonbua gnd aHHynonnactuku Duran

KOTOpPbIX N3roTOBJ/IEHO AnCore:

MeANLMHCKOe nusgenne
W €ro OCHOBHbIE YacTu
/ The materials from
which it is made or its
medical device basic
parts

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

OnucaHue
TkaHeBast
Or/ieTKa
PeHreHoKoHT
pacHas
Mnosiocka
HuTb
(3eneHan)

Martepuan (ToproBoe HassaHue)
Monmatmp (NommaTuneHTepediTasiar)

Kneli CUIMKOHOBBIA MeALIHCKIAI
Cyrbtpat Gapus

Monmadmp (MNETeHbIA NONMTETPATOPITUNIEH -
HaCbILLEHHbIi)
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Duran AnCore Annuloplasty Ring and Band:

Description
Fabric Tube

Radiopaque

Strip
Suture (Green)

Suture (Green)

Material (Trade Name)
Polyester (Polyethylene Terephthalate)

Silicone Medical Adhesive

Barium Sulfate

Polyester (Braided Polytetrafluoroethylene-
Impregnated)

Colorant green

Polyester (Braided)

Colorant green



Hutb
(3eneHasn)

Hutb
(6ecuBeTHas)
dnaHey,
fepxarena
Pyuka
fepxartens
®ukcupytoua
AHUTL:

- becuBeTHas

- YepHas

OnosHaBaTen
bHaa bupka

Kpacutenb 3eneHbl i

Monunatup (nneTeHbli)
Kbacutenb 3eneHblii

Monunatup (nneTeHbli)

ALI,ETaI'IbeIVI romononnmep

HepxaBetowasa cranb

Monunatup (nneTeHbli)

MonvnponuneH, MOHOBOMIOKHO
Kpacutenb uepHbiii
nofnTeTpaTOpP3aTU/IEH

MpuHagneXHoOCTN Kosewl, 1 NoMYKONeL, 418 aHHYNOoMIacTUKN
Duran AnCore
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OnucaHne

Matepuvan (Toprosoe Ha3BaHUe)

Habop naveputeneii  MonucynbgoH
Duran AnCore

(7620S)

JNoTtok ans MonvdheHnncynbgoH
NPUHaAIEXHOCTEN

Duran AnCore

(T7660)(noaaoH n

KPbILLIK3)

Pyuka-fepxaresb ans
aHHynornnactuky Duran
AnCore (7620H):

- CTEPXKeHb

- F010BKa

HepxasetoLLas cTanb
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Suture (
Colourless®

Holder
Assembly/
Flange

Holder
Assembly Pins
Holder
Assembly
Sutures:

- Colourless

- Black

Identification
Tag

Description

Polyester CE5raided>

Acetal Homopolymer

Stainless Steel

Polyester (Braided)

Polypropylene Monofilament
Colorant black
Polytetrafluoroethylene

Duran AnCore Annuloplasty Ring and Band Accessories

Material (Trade Name)

Sizer Set Duran AnCore Polysulfone

(7620S)

Accessory Tray Duran  Polyphenylsulfone
AnCore (T7660):

Base and Lid

Annuloplasty Handle

Duran AnCore

(7620H):
- stem

- head

Stainless steel



5 7 A M3penus nocTaB/isAlOTCA B YMakoBKe C MapKMPOBKOWA.

MapKWpOBKe, ynakoske, COAepxaljeil cnepyowyto nHpopmayunio;

ctukepe / Labeling, 1. HaMMeHOBaHWe W  HOMep  uU3genus
Packaging and sticker Katanory;
Information 2. HOMep napTuu,

3. TOProByld MapKy W agpec npeanpuUsTUs-

N3roToBUTENA;

4. ofHopa3oBOe MCnonb3oBaHWe(ans Koney W

nosykosnew);

5. CTEPUNIbHO, CTEPUNIN3ALIMA  ITWUIEHOKCUAOM

(8ns Konew, v nonykonew)

6. Homep cepTudumkata EC;

7. [arta npou3BOACTBA U CPOK FrOAHOCTY;
8. ycnosusa xpaHeHus;

9. XapaKTepuUCTUKUN U3Lenns

10. npegfynpeauTensHble
MH(OPMALMOHHbIE 3HAKN W HAANUCK

no device name and reference number;

LOT of the product;

trademark and address of the manufacturer;
Single-Use (for band and rings);

Sterile, EO (for band and rings);

label complies with European Council 93/42 EEC,;
date of production and expiry date;

storage conditions;
the characteristics of the product;

warning and informing signs.

XapakTepucTnkmn ynakosku/Parameters of package

YnakoBoYyHas
envHunua/Package unit
BHyTpeHHUA  naket/inner
pouch

BHeLwHWiA nakeT/Outer
pouch

KapToHHas Kopobka/carton
box

TpaHcnopTHas
Kopobka/Transport box

Fabaputbl/Dimensions
88 Mmm X135 mm

109 MM X190 MM

24 MM X99 MM X 195 mm

105 MM X180 MM X285 MM

Macca/Mass

25T

142 r

OTK/IOHeHWA napameTpoB cOCTaBNAT £5%/Tolerances are £5%
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Konbua Nnonykonsua 4na aHHynonaactuku Duran An

b%

ISTERLE|EQ

S

X
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' USA

(8)
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aunvi&ojiby/Symbols
é‘o#e} uran
This sym|)ol means that the device fully complies with European '

93/42/EEC/3T0T CMBON 0603HAYAET, YTO YCTPONCTBO MOHOCTLIO COOTBETCTBYATMEAT,
anpekTtusbl EBponeickoro Coseta 93/42/EEC. BaHWAM

Sterilized Using Ethylene Oxide/ CTepnnv“30BaHO C NPUMEHEHWEM 3TUNEHOKCKAA
Use by / T'ogeH fio

Do Not Reuse/ He ucnonb3oBatb NOBTOPHO

Attention, See Instructions for Use/BHUMaHu1e, CM. MHCTPYKUMIO MO MPUMEHEHUIO
Serial Number /CepwiiHbli HOMep

For US Audiences Only/ Tonbko ana CLUA

Size / Pasmep

Quantity / Konnyectso

Nonpyrogenic/ HenvporeHeHblii

Open Here/ OTKpbIBaTh 34€eCb

Keep Away from Heat /XpaHuTb BAaneke oT UCTOYHMKA Tensa

Keep Dry /XpaHuTb B CyXOM MecTe

Do Not Use if Package is Damaged / He ncrnosnb3oBatb, eCnun ynakoska nospexzaeHa
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MR Conditional/ MP-coBMeCTUMBbI

Pyuka-fep>xatesb 418 aHHYNonIacTMkKM Duran AnCore (7620H)/Annuloplasty Handle Duran AnCore (7620H)

fis

LOoT

I USA

REF

This symbol means that the device fully complies with European Council Directive
93/42/EEC/2TOT cMBON 0603Ha4aeT, YTO YCTPOMCTBO NOSTHOCTLIO COOTBETCTBYET TPE6OBAHMAM
Avpektusbl EBponelickoro Coseta 93/42/EEC.

Lot Number/Homep cepun

For US Audiences Only/ Tonbko gna CLUA

Attention, See Instructions for Use/BHuUMaHue, CM. MHCTPYKLUMIO MO NMPUMEHEHNIO

Nonsterile/He ctepunbHO

Quantity/ Konnyectso

Length/OnnHa

Reorder Number/Homep no katagory

JloTok gna npuHagnexHocten Duran AnCore / Accessory Tray Duran AnCore

LOT

/!

e

REF
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Lot Number /Homep naptuu
Attention, See Instructions for Use/BHUMaHWe, cm. UHCTPYKLMIO NO NMPUMEHEHNIO

Nonsterile/He cTepunsHO

Model /Mogesnb

Reorder Number/Homep no katanory
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Authorized Representative in the European Community /OdduunansbHblii NpeacTaBuTeNb B

EC REP EBponeiickom CoobLiecTse

Hab6op n3meputenein Duran AnCore (7620S)/Sizer Set Duran AnCore (7620S)
A This symbol means that the device fully complies with Europeap Council Directive
93/42/EEC/3TOT cCMMBO/ 0603Ha4aeT, YTO YCTPOMCTBO MONHOCTLIO COOTBETCTBYET TPEOOBaHMAM
Avpektusbl EBponeiickoro Coseta 93/42/EEC.
Lot Number/Homep cepun

LOT

For US Audiences Only/ Tonbko gna CLUA
USA

Attention, See Instructions for Use/BHuMaHue, CM. MHCTPYKLMIO MO NPUMEHEHNIO
Nonsterile/He cTepunbHO
Quantity/ Konnyectso
Reorder Number/Homep no karanory

REF
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Mpumepsl MaXKVI oBku/5atple of labelirig ]
Konbua n nonykonsua ana aHHynonnactukun Duran AnCore /Duran AnCore Annuloplasty Ring and Band

Carton (3econclary)label/3TvkeTka Ha KapToHHO Primary label/3TukeTka Ha nepBMyYHOI ynakoBke

(BTOpPWYHOW)ynakoBke
Medtronic
Duran AnCore® Ring with Chordal Guide 620R .
St INA o Y iketowd Medtronic
Muiqimm—\/\fm» R YRS PP B - tofytnpved/
e o gzt (TR . Duran AnCore® Ring with Chordal Guide 620R
o STEfILE EO A
® A q) MW FarUS*»**«l« OVF
0 M
TRANKAANT
%1409074002*
Medtronic
Dcelle (cnifwiﬂie'%m:<41-\1:rfM/ Medtranic
e is| Duran AnCore* Band with Chordal Guide 620B

o8

© A4 - STERLEIEO %A)

FrekKHWt

SMtieM Ire.

*1409076002*
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fuirly V6B

I » B
X ® 0
AMedtronic  33W —I
Quran AnCore* Annubplasty Handle 7620H A A LLIVI
QUBEBIEBRO B L

Ha6op nsmeputeneit Duran AnCore (7620S)/Sizer Set ’Mecttronlc
Duran AnCore (7620S)

e A liiig A

SnftaAm. CAUSA
AM edtraiiic [MfranAnOn Siaor Set 76206 A A m
C1ukep): The sticker;

[ns npogaxu Ha Tepputopumn Poccuiickoin ®egepaummn  The final packaging for the Russian market is accompanied
(hmHaIbHas ynakoBKa COMpPOBOXAAeTCA with additional sticker.

[OMNOTHUTENIbHBIM CTUKETPOM. ) o ) ) )
Devices supplied in packaging marked with the following

3aenms noctaBnsoTCcA CO CTUKTEPOM, KOTOPbIA MOXeT — possible information;
COAEepPXaTb CeAyHoLer0 NHPOpMaLKIo; ) o )
. name of medical device in Russian language;

. HasBaHWe N3Aenuns Ha PyCCKOM A3bIKe; . name of the manufacturer;
. Ha3BaHMe 3aB0oja NPOM3BOAMTENS; . country of origin;
. CTpaHa NPOUCXOXAEHWS; . code UPN (unique product number);
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Kog UPN (YHUKanbHbIA KOL NpoAyKTa); code CFN (customer facing numbef);

kof CFN (KNWeHTCKUiA Kog); date and number of Registration Certificate;
flata n Homep PernctpauroHHOro y0CTOBEpeHuS; sign of conformity in Russia ;
3HaK coo+BeTCTBUA B Poccuu, warning and informing symbols and inscriptions.
npegsynpeauTesnibHbie U MHPOPMUPYIOLLME 3HAKK U The authorized official of manufacturer in Russian
Hagnucum. Federation
. YNOMHOMOYEHHBIN NpeacTaBUTelb NPOU3BOANUTENSA
Ha TeppuTopun P Sample of the sticker
O6pasel) cTukepa Product name
HA3BAHUVE MNPOAYKTA
(D HasBaHue Ko UPN Name of the Code UPN
3aBofa manufacturer
fponssoAnTeNA Country of origin Code CFN
CrtpaHa Kog CEN
MPOUNCXOXAEHUS See IFU, Date and Number of RC
CM. MHCTPYKUWMIO, Homep n fata
NON-TOXIC
PerncrpaynoHHOro yA40CToBEpPeHNs
HETOKCUYHO The authorized official of manufacturer in Russian
YNOMHOMOYEHHbIN NpeAcTaBuUTeNb NPOU3BOAUTENS Federation:

Ha TeppuTopun P®:
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5.6. OCHOBHble KonbLo gns aHHYNoNnacTuKM ¢ XxophanbHoi Hanpasnstowein Duran AnCore - MUTpasibHOe MM TpukycnuganoHoe, 620R /
napameTpbl 1 Annuloplasty ring with chordal guide Duran AnCore - mitral or tricuspid, 620R:

XapaKTepucTUKK
MeAMLMHCKOro n3nenuns
(HopMKMpOBaHHbIe
TeXHUYecKue
XapakTepucTuku, CpoK
CNyX06bl, CPOK rogHocTK)/

The main paramieters Inside

and characteristics of Size/Pa3vep Diameter/BHyTpeHHWi

medical device (rate- mm/mm AvameTp (A)

based specifications, mm/mMm

lifetime, expiration 23 25.8

date); 2 278
27 29.8
29 317
3 338
3 35.8
3 31.7

Outside Trigone
Diameter/BHeLLHWI Circumference/nuHa
AnameTp (B) TpuryHa(C)
mm/mm mm/mMm
318 230
338 25.0
358 27.0
31.7 29.0
39.8 310
418 330
43.7 35.0

OTK/I0HEHNA OCHOBHbIX Pa3MepoB COCTaBMAT £1 MM, ecnv He yKasaHo nHoe/ Tolerances are 1 mm if another value is not indicated

MonyKonbLUo ANA aHHYNONNacTUKK € XopAanbHoOW Hanpasnstowein Duran AnCore - MUTpaibHOe UAW TPUKYCNUAanbHOe,
620B /Annnloplasty band with chordal gnide Duran AnCore - mitral or tricuspid, 620B:

Inside Diameter/ Outside Diameter/
BHELLHWIA fnameTp

Size/Pa3mep BHYTPEHHWI
mm/mMM  guameTp (A)
mm/Mm

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

(B) mm/Mm
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Trigone Band Length /gnvHa
Circumference/ nonykosnbua (G)
OnvHa TpuryHa(C)  mm/mm

mm/Mm



23 25.8

25 27.8
27 29.8
29 31.7
31 33.8
33 35.8
35 37.7

OTKNOHEHNA OCHOBHbIX pa3MepoB COCTaBNAT £1 MM, ecnn He ykazaHo uHoe/ Tolerances are £1 mm if another value is not indicated

Other features/ Jpyrve xapakTepucTuKm

Denoinination/Ha3BaHue

Accessory Tray Duran AnCore (T7660)/
J10TOK ANna npuHagnexHocTein Duran
AnCore (T7660)

Armuloplasty Handle Duran AnCore
(7620H)/ Pyuka-gepxatens ans
aHHynonnactukm Duran AnCore (7620H)
Sizer Set Duran AnCore (7620S)/ Ha6op
nsmeputeneii Duran AnCore (7620S)

33.8 [ 250
35.8 27.0
37.7 29.0
39.8 31.0
41.8 33.0
43.7 35.0

l)imension/pa 3amep
n fmm]/fMM]
(nominal value/HOMMHaNbHOE 3HaYEHUE)

292X 158

Short Handle/kopoTkuin pasmep pyyku 216
Long Handle/gnnHHblii pasmep pyyku 373

Size/Pa3mep Widest Widest

(mm/mm) Width/Camas  Height/Camas
LIMPOKaa YacTb BblCOKas YacCTb

23 25.7 15.6

25 27.8 17.7

27 29.8 19.7

29 31.8 21.7

31 33.8 23.7

33 35.8 25.7

35 37.8 27.7

63.0 1
67.0

73.0
77.0
81.0
85.0

Mass/macca
1U»
s «lg] /[r\
(nominal value/HomuHanbHOE
3HayeHue)
474.9

(base & lid with inner packaging &
manual/nofaoH 1 KpbillKa B YNaKOBKe C
WNHCTPYKLUMEWA NO NPUMEHEHUNIO)

Short Handle(representative)/KopoTKaa
py4ka (TUNMYHbLIA npeacTasnTens) 36.2

Size/Pa3mep Weight/Bec
(mm/mm)
23 21
25 2.7
27 3.3
29 3.9
31 4.6
33 51
35 5.9

OTKNOHEHNA XapaKTepuCcTUK cocTaBnAaoT £5%, ecnn He ykasaHo mHoe/Tolerances are 5% if another value is not indicated
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6_.cp0|< rogHocTtun / Shelf
life

7. TpeboBaHMA K OXpaHe
OKpYyXatlolein cpeabl npu
NPUMeEHEHUN
MeanunHCKOro nsgenns/
Requirements for the
protection of the
environment in the
application of medical
devices. Procedure for
utilization/liquidation of
MD

8. MeToabl 1 ycnosus
CTepMAmn3aLmnmn,cpoku
coxpaHeHus
cTepunbHocTh (Ans
CTEPUNBLHO BbIMYCKAEMbIX
MeaULUHCKUX nsgennii)/
Methods and conditions
of sterilization time
maintaining sterility
(for sterile medical
devices produced)
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l1Conblga M nonykonbua ANA aHHynonnactukum Duran A.nCore

CpoOK rofHOCTU u3fenunii octTaBnsaeT 5 ner.

MprnHagnexHocTu

He npumeHumo ans Habopos usmeputeneii Duran AnCore (76208S),
NOTKOB ANns npuHagnexHocTeir Duran AnCore (T7660), pyuek-
pepxatenen gna aHHynonnactukun Duran AnCore (7620H).

Konbua u nonykonbla pAnga aHHynonnactukm Duran  AnCore
MMMNAHTUPYHOTCA,  akceccyapbl  MOFYT  6blTb  MCMOMb30BaHbI
MOBTOPHO. HeT puckoB, CBA3aHHbIX C YTUNMU3aLned nsgennii. Bosspar
n3gennii, B TOM u4WCle WCNONb30BaHHbLIX, MNPOW3BOAUTCS uYepes
anpTpiiberoTopoB Medtronic nanM ynonHOMOYEHHOrO npeAcTaBuTeNS
Medtronic.

O6pawaiiTecb CO BCEMU MOAOOGHbLIMW YCTPOWCTBAMU W YTUNN3NUPYIATE
MX B COOTBETCTBWM C NPUHATON MEAMLMHCKOW MPaKTUKOW, a Takxe
NMPUMEHUMbIMMU  MECTHbIMW 1 (efepanbHbIMKU  3aKOHaAMU U
HOPMAaTUBHbLIMWU LOKYMeHTaMu.

Knacc onacHoCTu MegMLUMHCKNX 0TX0A40B: b

Konbua v nonykonbua gnga aHHynonnactukn Duran AnCore
Ctepunusauns 30 (3TUNEHOKCUA):

Tpe6oBaHMA K CTepunmnsaunmy 1 aspaumu npu nNepeBoi cTepunmnsavuu:
He meHee 10 u He 60nee 24 yacoB. Tpe6oBaHUsA K cTepunmsayumn u
aspauuu npu NOBTOPHON cTepunmsaumm: He meHee 20 n He 6onee 24
4acos.

Mpoueanypa cTepuansayunm COOTBETCTBYET MUHUMaNbHOMY
rapaHTUpOBaAHHOMY YPOBHIO cTepunbHocTM SAL 10-6 B COOTBETCTBUU
co cTaHgaptom WCO 11135-1:2007: Crepunusaums megnLUHCKON

NMPoAyKUMKM. ITuneHokcma. Yactb 1. Tpe6boBaHus K pa3paGoTke,
BanMpauMm M TeKyulemMy KOHTPO/AK npouecca CTepuansauum
MeANLUHCKNUX U3LeNnnii.

FoToBOE W34enve TMoOMelaeTcs BO BHYTPEHHIOIO YMaKOBKY U3

maTepuana «TaliBek», KoTopas 3aTeM 3aneyaTblBaeTCs BO BHELIHIOW
ynakoBKYy W3 wMmaTepuana «TailiBek» CcO BCEMW TNpeaBapUTENbLHO
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Duran AnCore Annuloplasty Ring and Ranu

The shelf life of the products is 5 years.

Accessories

N/A - Sizer Set Duran AnCore (7620S), Accessory Tray
Duran AnCore (T7660), and Annuloplasty Handle Duran
AnCore (7620H).

The Duran AnCore Annuloplasty Ring and Band are
implanted and the accessories are reusable. There are no
risks related to disposal of the devices. Product return Kits
are available by contacting Medtronic distribution centers
or a Medtronic Sales Representative.

Handle and dispose of all devices in accordance with
accepted medical practice and applicable local, state and
federal laws and regulation.

Medical waste class: B

Duran AnCore Annuloplasty Ring and Band

Sterilized by EtO sterilization as follows:

The Sterilization and aeration requirements for the first
sterilization: 10 hours minimum, 24 hours maximum
Sterilization and aeration requirements for the subsequent
sterilizations: 20 hours minimum, 24 hours maximum.

Sterilization process was validated to a minimum Sterility
Assurance level (SAL) of 10-6 following ISO 11135-
1:2007, Sterilization of health care products - Ethylene
oxide-Part 1: Requirements for development, Validation
and routine control of a sterilization process for Medical
devices.

The finished device is sealed in a tyvek inner pouch and



9. Ycnosus
akcnnyatauumn/
Operating conditions:

10.Ycnosus
TpaHCNOpPTUPOBaHUA U
xpaHeHmns/ Conditions of
transportation and
storage

HaneuyaTaHHbIMU HaanucsMKU (CM. nMpumMepbl MapkupoBku ynakoeku  then sealed into the preprinted outer tyvek T>oubi
BbIlIE). 3aTeM ynakoBKa MojBepraetca cTepunusauuu. Mocne storo pouch label examples above). The pouch assemblMfA
cTepunbHas ynakoBKa MOMeLLaeTcs B MapKMpoBaHHyl KapToHHyio then EtO sterilized. After that, the pouch assembly Is
KOpo6Ky (BTOpMYHAs ynakoBka) BMecTe C uHcTpykuueii no Pplaced into a labeled shelf carton (secondary packaging)
npumenennio (MM), Bknagbiwe 0 AonycTumocTu ucknwuutensHo along with the Instructions for Use (IFU), single use
O[HOPAa30BOr0 MCMOMb30BaHMA W akTyanbHOWi MapkupoBouHoii  insert, and relevant labeling information.

MHpOpMaLNeii. The secondary packaging is then shrink wrapped (tamper
3aTeM BTOpPWYHAs ynakoBKa 3amaThiBaeTcs B TepMmoycajouHyt  evident method). The packaging is designed to maintain
NNeHKy C rapaHTuiiHoli nnom6oii. Ynakoska npegHasHauena pgna  sterility during shipping and transport of the device.
COXPaHEHNs CTEPUNLHOCTM TMpU  MepeBO3Ke W TPaHCMOPTUPOBKE

n3nenni.

He ncnonb3oBaTb, eCciM ynakobka BCKpbiTa wan nospexgeHa. Wsgenne Do not use if package is opened or damaged. The product
npefHasHaYeHo NS NPUMEHeHNs 06yYeHHbIM MeANLMHCKAM nepcoHanom!s intended for use by trained medical personnel in the
B YCNOBUMAX OMepaLMoHHON: NpUM KOMHATHOW TemnepaType Bo3ayxa (OTQ>perating room: at room temperature (18 ° C) not higher
18 “C) He Bblle 25°C, OTHOCUTENbHOI BNaXHOCTU A0 75%, gaBnenuu olthan 25 ° C, relative humidity of 75%, a pressure of from

860 1o 1060 rfMa 860 to 1060 hPa There are no additional assembly,
[ONONHUTENbHBIX  TPe6OoBaHMUIl K c6opke, yctaHoBke  wunuinstallation, or maintenance requirements.
06CNYXKUBAHUIO U3RENUN HET. Product is intended for exploitation in the internal body

aKcnnyataums  usgenns  BO BHYTpeHHeVI cpefe opraHusma npu environment at temperature from 32°C to 42°C, relative
TempcpaType OKpyxawleii cpegbl oT 32°C o 42“C, oTHocuTenbHoi humidity up to 100%, a pressure from 700 to 1060 hPa.
BnaxHoctn go 100%, pasneHuun ot 700 o 1060 rMa.

Konbua M NoNykonbLa ANA aHHynonnacTukun Duran AnCore Duran AnCore Annuloplasty Ring and Band
BHewHAN NOBEPXHOCTb BHELWHEeN yNaKoBKK HE ABNAETCH The outer surfaces of the outer pOUCh are NONSTERILE
CTEPUNIbHOWM © He [ONXKHO HaxoauTbca B CTepunbHom none. and must not be placed in the sterile field. Normal
HopManbHble YCNIOBNSA TPAHCMOPTUPOBKKU. M3aenns cnegyet xpanuTe  conditions of transportation. Store the product in its
B 3aBOACKOI yNakoBKe, BKMOYAA BHELWHIOW KapTOHHY ynakosky, B Original packaging, including the outer shelf carton, in a
YMCTOM, MPOXNaZAHOM, CyXOM MecTe C Lenblo 3awuTbl usgenuit u  clean, cool, dry area to protect the product and minimize
MUHUMU3ALUN PUCKA UX KOHTAMUHAL UK. the potential for contamination.

MPNHALNEXHOCTMN ACCESSORIES

Pyuka-fepxaTenbs fAns aHHynonnactuku Duran AnCore (7620H) The Annuloplasty Handle Duran AnCore (7620H) is
noctasnsetca B8 HECTEPU/IbHOM cocTosHuu. Pyuku-gepxatenn  supplied NONSTERILE. Store the handle in a clean
cnegyeT XpaHUTb B YUNCTOM MeECTE. environment.

Ha6op wu3meputeneit Duran AnCore (7620S) noctaBnsetca__ B The Sizer Set Duran AnCore (7620S) is supplied
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HECTEPW/IbHOM coctoaHuu. B uenax makcmmanbHOW 3awuTbl un NONSTERILE. For maximum
naeHTUMUKALUM  U3aennini  HaGopbl uW3MepuTeneid pekomeHayeTca  identification, it is recommended that the'

XPaHWUTb B YNCTOM, MPOXNaJHOM, CYXOM MeCTe. in a clean, cool, and dry environment.

NoTok ans npuHagnexHocTeid Duran AnCore (T7660) n6ctaBnsetca  The Accessory Tray Duran AnCore (T7660) is suppy »
B HECTEPU/IbHOM cocTosaHuu. B uenax makcumanbHoi 3awmutel 1 NONSTERILE. For maximum protection and prodiTt®
naeHTMAOUKALMN U3[ennii NpuHagNeXHOCTU pekomeHpyeTcs xpaHuTh  identification, it is recommended that the accessories be

NOTKe ANS NPUHAaANEXHOCTER B UACTOM, MPOXJajHOM, CYXOM MecTe. stored in the accessory tray. The storage environment
should be clean, cool, and dry.
11.MepeyeHsb Duran AnCore Annuloplasty Ring and Band/ Konbuya 1 nonykonbua gna aHHynonnactukm Duran AnCore
HaLMOHaNbHbIX U
MeXAYHapO4HbIX Standard/ Issue Date/ Nog Description/Onucarue
HOPMaTUBHbIX CraHpapT BblNyCKa
LOKYMeHTOB/CTaHLapTOB EN980 2008 Graphical Symbols for Use in the Labeling of Medical Devices/ CuMBOAbI rpaguyeckue ans
KOTOPbIM COOTBETCTBYET MapKUPOBKM MEANLIMHCKUX NPpMBopos
MeAuLUHCKOe nagenue/ EN 1041 9008/AC-2013 Information Supplied by the Manufacturer with Medical Devices/ NHthopmaLma, noctasnsemas

M3roTOBMUTENEM A1 MeAMLMHCKUX NpM60opoB

The list of national and X ! . ; ’ . . .
Biological Evaluation of Medical Devices Part 7: Ethylene Oxide Sterilization Residuals/

international regulatory

documents/standards, ENISO 10993-7 2008/AC:2009 Brvonornyeckas oueHkKa MeAUUNHCKUX n3genuii. Yactb 7. OCTaToyHOoe cofeprkaHne

which matches medical 3TUNEHOKCKAA nocie cTepunmsaynm

devi Biological Evaluation of Medical Devices Part 1: Evaluation and Testing within a Risk
evice ENISO 10993-1 2009/AC:2010 Management Process/ buonorvnyeckas oueHka MeauUNHCKMX ngenuii. Yactb 1. OueHka u

MCMbITaHUA B pamMKax npouecca MeHeLXXMeHTa pucka
Sterilization Of Medical Devices-Microbiological Methods-Part 1: Determination of a
ENISO 11737-1 2006/AC:2009 Population of Microorganisms on Products./ CTepunusaumsa MeguLUHCKUX U3aenunii.
Mukpo6bronoruyeckne metodbl. Yactb 1. OueHKa NONynsiLMm MUKPOOPraHM3MOB Ha MPOAYKTe
Medical Devices -Quality Management Systems - Requirements For Regulatory Purposes (
Particular Requirements for the Application of EN 1SO 9001)/ 3genna meanumnHcKme.
CucteMa MeHeKMeHTa KadecTBa. TpeboBaHUA ANA Perynmpyowmnx Lene (4actTHble
TpeboBaHUS K NpYMeHeHWto cTaHgapTta MCO 9001)
Cleanrooms and Associated Controlled Environments-Part 1; Classification of air cleanliness/
1ISO 14644-1 1999 lMoMeLLeHNa YACTble U CBA3aHHbIE C HUMUW KOHTponMpyemble cpeabl. YacTs 1 Knaccugukayms

YUCTOThI BO34YyXa
Cleanrooms and Associated Controlled Environments-Part 2: Specifications for testing and
monitoring to prove continued compliance with ISO 14644-1/ Momew,eHNs YNCTble 1

ENISO 13485 2012

ISO 14644-2 2000 CBAI3aHHbIE C HUMW KOHTpOAuMpyemble cpedbl. UacTb 2. TexHnyeckne TpeboBaHus K
NCMbITAaHUIO U MOHUTOPUHTY AN NPOBEPKU NOCTOSAHHOIO COOTBETCTBUA CTAHAAPTY
NCO 14644-1

EN ISO 14971 2012 Medical Devices - Application of Risk Management to Medical Devices/ ¥ cTpoiicTea
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EN 868-1 1997
ISO 11135-1 2007
EN 556-1 2001/AC: 2006
ENISO 14630 2012

ACCESSORIES/TIpuHaanexxHocTu

ENISO 13485:2012

ENISO 14971:2012

EN 980:2008

EN 1041: 2008/AC:2013

ENISO 17644:2004

EN I1SO 17665-1:2006

MeauLMHCKME. TTpUMeHeHWe ynpasieHnsa puckamm K MmeuLMHCKAM YCTpocTBaM

Packaging Materials and Systems for Medical Devices which are to be Sterilized - General
Requirements and Test Methods/ CTepununsayus mateprnanos ynakoBKU U CUCTEMBI
MeAVLUHCKNX M3aenunin - OCHOBHbIe TPeOOBaHUA U MeTOLbl TECTUPOBAHUS

Sterilization of health care products - Ethylene oxide-Part 1; Requirements for development,
Validation and routine control/ CTepununsauus meauyMHCKOW NpoayKLUMN. DTUNEHOKCUL.
YacTb 1. Tpe6oBaHUA K pa3paboTke, BannjaLmm n TeKyLLeMy KOHTPOMO npouecca
cTepunmsaLmn MeanLMHCKUX U3nenuii

Sterilization of Medical Devices - Requirements for Medical Devices to be Designated Sterile -
Part 1: Requirements for Terminally Sterilized Medical Devices/CTepnnmsaumsa MeanLMHCKNX
n3genuin. TpeboBaHA K MEAULUHCKUM U3AENNAM KaTeropumn "'ctepunbHblie”. Yactb 1.
TpeboBaHusA K CTepunmsaynm yrnakoBaHHbIX MeAULMHCKUX U3gennii

Non-active surgical implants - General Requirements/ imnnaHTaTbl Xupypruyeckume
HeakTuBHble. O6wune TpeboBaHMA

General/ Obwue Tne6oBaHmA
Medical Devices -Quality Management Systems - Requirements For Regulatory Purposes (
Particular Requirements for the Application of EN 1SO 9001)/ N3genna megmumHCKue.
CucTeMa MeHeKMeHTa KadecTBa. TpeboBaHUA AN perynmpyrowmx uenei (4acTHole
TpeboBaHUA K NpuMeHeHMto cTaHgapTa CO 9001)
Medical Devices - Application of Risk Management to Medical Devices/ Y cTpoiicTsa
MeauLMHCKMe. TIpUMeHeHWe ynpaBneHus puckamu K MeauLMHCKUM YCTpolicTBaM

Packaging / Labelling/ ¥ nakoska/MankunoBka
Graphical Symbols for Use in the Labeling of Medical Devices/ CumBOnbl rpaguyeckue gns
MapKWPOBKU MeAULUHCKUX Npu6opoB
Information Supplied by the Manufacturer with Medical Devices/ Hpopmauwns, noctasnsemas
M3roToBUTENEM A1 MEAULMHCKUX MPU6OpPoB

Sterilisation/ CTeounusanus
Sterilization of Medical Devices - Information to be Provided by the Manufacturer for the
Processing of Resterilizable Medical Devices/ pTrepunusannsa MeguLUHCKUX U3LeNNIA.
WHdopmaLus, npeocTaBnsemas U3rotoButenem A 06paboTkn NMOBTOPHO CTEPUIN3YEMBbIX
MeSULMHCKNX N3Aenuii
Sterilization of Health Care Products - Moist Heat - Part 1. Requirements for the
Development, Validation and Routine Control of a Sterilization Process for Medical Devices/
CTepunusaumsa MmefuuuHcKol npogykuun. CTepunnsaumsa napom. Yacte 1. TpeboBaHMS K
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pa3paboTKe, BaAMAaLMN M TEKYLLEMY KOHTPO/IIO MpoLecca CTeEpUAN3aLum MeANLUHCKUX
n3genui

Biocompatibilitv/ BuocoBmecTnmMocTb
Biological Evaluation of Medical Devices Part 1. Evaluation and Testing Within a Risk
ENISO 10993-1: 2009/AC:2010 Management Proeess/ bronornyeckas oLeHKa MeguuMHCKMX nsgenuin. Yacto 1. OueHka u
UCMbITAHUA B pamMmKax npouecca MeHeL)XMeHTa pucka

12. Cnyx6a paboThl C Mo BceM BOMpocaM, BKAO YasA Xanobbl Ha NMPOAYKLMNIO, PEMOHT U Contact for all questions, including complaints, repair
KnmeHTamu Customer TexobcnyxunBaHue, obpaw,atbCd K YNOMHOMOYEHHOMY and service of medical devices the Authorized
Service MpegctaButento B Poccuiickolh ®egepaumnm: Representative in Russia:
OO0 «MefLTPOHUK»
123317, Poccuiickas ®egepayns, Mocksa, Medtronic, LLC,
MpecHeHckas HabepexHasd, 10 123317, Moscow, Presnenskaya Naberezhnaya., 10
Ten.: (495) 580-73-77, dakc: (495) 580-73-78, Tel.: (495) 580-73-77, Fax: (495) 580-73-78,
www.medtronic.ru www.medtronic.ru
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{MepeBOod C aHTNNNCKOTO A3blKa HA PYCCKMNIA A3bIK]
[Ha 6naHke KoMmnaHum «MeaTpPOHUK, NHK.»]

BbicTynass B KauyecTBe OTBETCTBEHHOrO [AO/DKHOCTHOrO fuua KoMnaHuu «MeaTpoHUK, UHK.»
(Medtronic, Inc.), 9 HacTosiWMM MOATBEPXAat, YTO NpunaraeMblii AOKYMeHT «TexHuuyeckue
faHHble (AONONHEHUEe K MHCTPYKUWK NO aKcnayaTtauumn)» aBnaeTcad NOANUHHBIM.

Inognuce!

BusunaH Xwnpata

OTaen HOPMATUBHO-NPaBOBOr0 PEryNnpoBaHUA
KomnaHua «MeaTpoHuk, MHK.»

Mpn opopMAeHUU HACTOSALWEro YAOCTOBEPEHWUS HOTapuyc WAU WHOe AOMKHOCTHOE NuLUo
yAOCTOBEpPAET NUWb JWYHOCTb (YM3MYEeCKOro Nuua, MOANUCABLIEr0 [JOKYMEHT, K KOTOpOMY
npunaraetcs 370 MOATBEPXAEHWE, a He [AOCTOBEPHOCTb, TOYHOCTb WAU [eACTBUTENbHOCTb
OOKYMeHTa.

L TaT KanugopHusa
OKkpyr OpuHaoX

09 okTs6psA 2018 r. Ko MHe, T. pen-OXXNHAXep, HOTapuycy, NMYHO fiBMUNacb BuemaH XwupaTta.
NnoATBEPAMBLIAA HA OCHOBaHWM ybeAWTeNbHbIX A0Ka3aTe/NbCTB, YTO OHa ABNAETCA /IMLOM, YbA
NoAMNMUCbL NOCTaBfieHa Ha AOKYMEeHTe, U NOoATBepAUNa NPM MHE, YTO OHa nojnucana HacToALW NN
OOKYMEHT B KayecTBe YNONHOMOYEHHOrO /nMua, U 4TO ee NOANWUCb HA YKasaHHOM [OKYMEHTe
03HayaeT, YTO YyKa3aHHbI AOKYMEHT nognucaH (QU3INYECKUM WU HPULNYECKUM NINLOM, OT
MMEHN KOTOPOTO AeliCTBOBANO IBUBLUEECS NINLLO.

nog CTPAXOM HAKA3AHUMA 3A JNXECBUAETEJIbLCTBO B COOTBETCTBUU C
3aKoHofaTenbcTBOM wWwTata KanundopHusa 4 yaocToBepsAto, YTO BblWeN3N0XeHHas nHpopmaymus
ABNSIETCA BEPHON U TOUYHOM.

BACBMVWAETENBbCTBOBAHO Moeilt nognucbio M opuumnanbHON nevaTblo.
Moanuck: /nognuce! (MeyvaTb)

[WTamn:

T. Epeii-OXuHpxep

NuueH3na Ne 2089461

HoTtapunyc wTtata KanungopHusa

Okpyr OpuHpgx

Moa nuueH3us gelicteutenbHa Ao 09 Hos6psa 2018 r.]
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CneuynanucT oTAaena HOPMaTUBHO-NPABOBOTO PeryampoBaHus

nwsa Tpelicn Mpeil
LonxnocTs OT/AEN HOPMATUBHO-NPABOBOIO PEryNPOBaHNS

Lata 05 okTA6ps 2018 T.

[Oanee cnegyeT TekCT AJOKYMeHTa «TeXHUYEeCKue AaHHble», MPeAcTaBleHHOro Ha PYCCKOM K
aHrIMNCKOM i3blKax. |
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MepeBoj AaHHOTO TEKCTA BbIMOJIHEH NepeBOAYMKOM BecenoBbiM [MaBnom JMUTPUEBUYEM.

noarnmcb

Poccuiickas ®epepayns

[opog MockBa
AesAaToro HoabpA ABe ThiCAYM BOCeMHaAuaToro roga.

f, Kopcuk Bnagumup KOHCTAHTUHOBMY, HOTapuyc ropoga MOCKBbI, CBUAETENLCTBYIO
NMOANIMHHOCTbL MNOANWCK, CAefaHHol nepeBoAuYMKOM BecenoBbiM [MaBnoM [JMUTpUEBUYEM B MOEM

npuUcyTCcTBUU.
JIMuHOCTH NMoANMCABLIEro AOKYMEHT yCTaHOBJEHA.

3apernctpuposaHo B peecTtpe: Ne 77/2138-H/77-2018-1/" Z\

B3bickaHO rocygapcTBeHHONW nownuHbl (no Tapudy): 100 py6. 00
YnnayeHo 3a oKa3aHuWe yc/nyr npaBOBOro0 M TEXHUWYECKOTO Xxapa

MepboBas neyaTb

HoTapuyca ropoga MoCKBbI noagnNuceb
Kopcuka B.K.

Poccnnckan depepauunn
lopog MockBa
[leBsa roro HOA6pA ABe rbicAYM BOCEMMagLa ioi o ioga.

S. Kopcuk B.hnumup KOHCTaHTMHOBMY, [l0Tapuyc ropoga MoCKBI,
CBUAETENbCTBYIO BEPHOCTb KOMWUW C MPEeACTaB/EHHOIo M} JOKyMeHra.
,\ernc'rpupoBaHo B peec™pe: Ne 77/2138-H/77-2018-
KaHO rocyfaperBeHHoOU MowuHbl (Ho Tapudgy):"”* “A1Y0 00 i....
HO 3a OKasaHwue ycny! nNpaBoBOroO W FEXHUYCCKOT
on.

Bcero npou npoH"epoBaHoO

N CKPenneHo txb£/nV|CTraYOB)

HoTtapwuyc
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