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GRAPHICAL SYMBOLS FOR MEDICAL DEVICE LABELING: SOURCE REFERENCE FOR RECOGNIZED SYMBOLS RETAINED AT THE MANUFACTURER IN THE MEDICAL DEVICE FILE; GRAFISCHE SYMBOLE ZUR BESCHRIFTUNG VON MEDIZINPRODUKTEN:
QUELLREFERENZDOKUMENT FUR ANERKANNTE SYMBOLE LIEGT BEIM HERSTELLER IN DER MEDIZINPRODUKTDATEI VOR; SYMBOLES GRAPHIQUES POUR L'ETIQUETAGE DES DISPOSITIFS MEDICAUX : LES REFERENCES SOURCES POUR LES SYMBOLES RECONNUS
SONT CONSERVEES CHEZ LE FABRICANT DANS LE DOSSIER DES DISPOSITIFS MEDICAUX ; SIMBOLOS GRAFICOS UTILIZADOS EN EL ETIQUETADO DE PRODUCTOS SANITARIOS: LA REFERENCIA ORIGINAL PARA LOS SIMBOLOS RECONOCIDOS LA GUARDA EL FABRICANTE
EN SU ARCHIVO DE PRODUCTOS SANITARIOS; SIMBOLI GRAFICI PER LETICHETTATURA DI DISPOSITIVI MEDICALI: FARE RIFERIMENTO AL TESTO SORGENTE PER | SIMBOLI RICONOSCIUTI CONSERVATI PRESSO IL PRODUTTORE NEL FILE DISPOSITIVI MEDICALI;
SIMBOLOS GRAFICOS PARA ROTULAGEM DE DISPOSITIVOS MEDICOS: REFERENCIA DE FONTE PARA SIMBOLOS RECONHECIDOS RETIDOS PELO FABRICANTE NO FICHEIRO DO DISPOSITIVO MEDICO; GRAFISKA SYMBOLER FOR MARKNING AV MEDICINSK UTRUSTNING:
KALLREFERENS FOR ERKANDA SYMBOLER SOM FINNS KVAR HOS TILLVERKAREN I FILEN FOR MEDICINSK UTRUSTNING; GRAFISCHE SYMBOLEN VOOR DE ETIKETTERING VAN MEDISCHE HULPMIDDELEN: BRONVERMELDING VOOR ERKENDE SYMBOLEN WORDT
DOOR DE FABRIKANT BEWAARD IN HET DOSSIER VAN HET MEDISCH HULPMIDDEL; GRAFISKE SYMBOLER FOR M/ERKNING AF MEDICINSK PRODUKT: KILDEHENVISNINGER TIL ANERKENDTE SYMBOLER OPBEVARES HOS PRODUCENTEN | FILEN VEDRGRENDE DET
MEDICINSKE PRODUKT; [PAQIKA ZYMBOAA 1A TH ZHMANZH IATPIKQN ZYZKEYQN: ANAOOPA MPOEAEYZHE 1A ANATNQPIZMENA X' YMBOAA NOY AIATHPO'YNTAI £TO APXEIO IATPIKQN ZYZKEYQN TOY KATAZKEYAZTH; SYMBOLE GRAFICZNE DO OZNACZANIA
WYROBU MEDYCZNEGO: REFERENCJE ZRODEOWE DLA UZNANYCH SYMBOLI ZACHOWANYCH PRZEZ PRODUCENTA W PLIKU WYROBU MEDYCZNEGO; GRAFIKUS SZIMBOLUMOK ORVOSI ESZKOZOK CIMKEZESEHEZ: AZ ISMERT SZIMBOLUMOK REFERENCIAFORRASA
AGYARTONAL LEVG ORVOSI ESZKOZ FAJLBAN TALALHATO; GRAFICKE SYMBOLY K OZNACENI ZDRAVOTNICKEHO PROSTREDKU: ODKAZ NA ZDROJ S UZNAVANYMI SYMBOLY, UCHOVAVANY U VYROBCE V DOKUMENTACI KE ZDRAVOTNICKEMU PROSTREDKU; TIBBI
CiHAZ ETIKETLERI iCiN GRAFiK SEMBOLLER: TANIMLANMIS SEMBOLLER ICIN KAYNAK REFERANS, TIBBI CIHAZ DOSYASINDA URETICIDE MEVCUTTUR; GRAFICKE SYMBOLY NA OZNACOVANIE ZDRAVOTNICKE) POMOCKY: REFERENCIA ZDROJA PRE ROZPOZNANE
SYMBOLY UCHOVAVANE U VYROBCU V SUBORE ZDRAVOTNICKE) POMOCKY; FPAOUYHY CUMBOJIW 3A ETUKVUPAHE HA MEAULIMHCK YPEQW: PEOEPEHTEH OAVN HA U3TOUHUKA 3A NPUETUTE CUMBO/H, U3MON3BAHM OT IPOU3BOAUTENA BB GANA 3A
MEANLNHCKOTO YCTPOICTBO; SIMBOLURI GRAFICE PENTRU ETICHETAREA DISPOZITIVELOR MEDICALE: REFERINTA SURSA PENTRU SIMBOLURILE RECUNOSCUTE PASTRATE LA PRODUCATOR IN DOSARUL DISPOZITIVULUI MEDICAL; FPAOUYECKME CUMBOMbI
HA ITUKETKAX MEZULIMHCKIX U3ZENUIA: NHOOPMALMA 06 OBLLEMPUHATLIX CUMBOMAX COAEPXKUTCA B CIPABOYHUKE, XPAHALLEMCA Y NPOWU3BOAUTENA B PETUCTPALIMOHHOM JOCHE MEAULIMHCKOTO U3JENMA; LAAKINNALLISTEN LAITTEIDEN
TUOTETARROISSA ESIINTYVAT SYMBOLIT: LAHDEVIITE VALMISTAJAN LAAKINNALLISTEN LAITTEIDEN TIEDOSTOSSA PIDETYILLE TUNNETUILLE SYMBOLEILLE; GRAFISKE SYMBOLER FOR MERKING AV MEDISINSK UTSTYR: KILDEHENVISNING FOR ANERKJENTE
SYMBOLER SOM OPPBEVARES HOS PRODUSENTEN I FILEN FOR MEDISINSK UTSTYR; MEDITSIINISEADME MARGISTUSE GRAAFILISED SUMBOLID: KASUTATUD SUMBOLITE VIITEALLIKAS, MIDA TOOTJA HOIAB MEDITSIINISEADME TOIMIKUS; GRAFISKIE SIMBOLI
MEDICINISKO IERICU APZIMESANAI: PIRMAVOTA ATSAUCE ATZITAJIEM SIMBOLIEM, KO RAZOTAJS PATUREJIS MEDICINISKAS IERICES LIETA; MEDICINOS PRIETAISY ETIKECIY GRAFINIAI SIMBOLIAI: PIRMINIS SUTARTINIY SIMBOLIY DOKUMENTAS LAIKOMAS
GAMINTOJO PATALPOSE, MEDICINOS PRIETAISO DOKUMENTY APLANKE; GRAFICNI SIMBOLI ZA OZNACEVANJE MEDICINSKEGA PRIPOMOCKA: REFERENCNI VIR ZA PRIZNANE SIMBOLE, KI JIH V DATOTEKI MEDICINSKEGA PRIPOMOCKA HRANI PROIZVAJALEC;
GRAFICKI SIMBOLI ZA 0ZNACAVANJE MEDICINSKOG UREDAJA: REFERENCA ZA POZNATE SIMBOLE ZADRZANA KOD PROIZVODACA U DATOTECI MEDICINSKOG UREDAJA; GRAFICKI SIMBOLI ZA 0ZNACAVANJE MEDICINSKOG SREDSTVA: IZVORNE REFERENCE ZA
PRIZNATE SIMBOLE ZADRZANE SU KOD PROIZVODACA U DATOTECI MEDICINSKOG SREDSTVA; FPAOUYKM CUMBOJIN 3A 03HAYYBAHE MEAULIMHCKI YPEQW: U3BOPHOTO YNATYBAHE 3A OOULIMIANHUTE CUMBOIN E 3AZIPXKAHO KAJ TPOU3BOAMTENOT BO
[DIATOTEKATA 3A MEAULIMHCKIOT YPEZ; FPAGIYHI CUMBOJIU HA ETUKETKAX MEQVYHIX BUPOBIB: [10BIAKOBA IHOOPMALYIA W00 CTAHAAPTHUX CUMBOIB 3BEPITAETHCA Y BUPOBHUKA B PEECTPALLIIHOMY JOCbE MEZAUYHOTO BUPOBY; GRAPHICAL
SYMBOLS FOR MEDICAL DEVICE LABELING: REFERENSI SUMBER UNTUK SIMBOL YANG DIAKUI ADALAH DISIMPAN PRODUSEN DALAM FILE PERANGKAT MEDIS; BIEU TUQNG HINH ANH DANH CHO NHAN DUNG CU Y TE: THAM KHAO NGUON DE BIET CAC BIEU TUQNG
CONG NHAN BUQC GI' LAI TAI NHA SAN XUAT TRONG TAP TIN DUNG CU Y TE;
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GRAPHICAL SYMBOLS FOR MEDICAL DEVICE LABELING: SOURCE REFERENCE FOR RECOGNIZED SYMBOLS RETAINED AT THE MANUFACTURER IN THE MEDICAL DEVICE FILE; GRAFISCHE SYMBOLE ZUR BESCHRIFTUNG VON MEDIZINPRODUKTEN:
QUELLREFERENZDOKUMENT FUJR ANERKANNTE SYMBOLE LIEGT BEIM HERSTELLER IN DER MEDIZINPRODUKTDATEI VOR; SYMBOLES GRAPHIQUES POUR L'ETIQUETAGE DES DISPOSITIFS MEDICAUX : LES REFERENCES SOURCES POUR LES SYMBOLES RECONNUS
SONT CONSERVEES CHEZ LE FABRICANT DANS LE DOSSIER DES DISPOSITIFS MEDICAUX ; SiMBOLOS GRAFICOS UTILIZADOS EN EL ETIQUETADO DE PRODUCTOS SANITARIOS: LA REFERENCIA ORIGINAL PARA LOS SiMBOLOS RECONOCIDOS LA GUARDA EL FABRICANTE
EN SU ARCHIVO DE PRODUCTOS SANITARIOS; SIMBOLI GRAFICI PER L'ETICHETTATURA DI DISPOSITIVI MEDICALI: FARE RIFERIMENTO AL TESTO SORGENTE PER | SIMBOLI RICONOSCIUTI CONSERVATI PRESSO IL PRODUTTORE NEL FILE DISPOSITIVI MEDICALI;
SIMBOLOS GRAFICOS PARA ROTULAGEM DE DISPOSITIVOS MEDICOS: REFERENCIA DE FONTE PARA SIMBOLOS RECONHECIDOS RETIDOS PELO FABRICANTE NO FICHEIRO DO DISPOSITIVO MEDICO; GRAFISKA SYMBOLER FOR MARKNING AV MEDICINSK UTRUSTNING:
KELLREFERENS FOR ERKANDA SYMBOLER SOM FINNS KVAR HOS TILLVERKAREN | FILEN FOR MEDICINSK UTRUSTNING; GRAFISCHE SYMBOLEN VOOR DE ETIKETTERING VAN MEDISCHE HULPMIDDELEN: BRONVERMELDING VOOR ERKENDE SYMBOLEN WORDT
DOOR DE FABRIKANT BEWAARD IN HET DOSSIER VAN HET MEDISCH HULPMIDDEL; GRAFISKE SYMBOLER FOR MARKNING AF MEDICINSK PRODUKT: KILDEHENVISNINGER TIL ANERKENDTE SYMBOLER OPBEVARES HOS PRODUCENTEN | FILEN VEDRARENDE DET
MEDICINSKE PRODUKT; [PAQIKA SYMBOAA 1A TH SHMANH IATPIKON SYSKEYON: ANAGOPA NIPOEAEYEHS 1A ANATNOPIEMENA T'YMBOAA 110Y AIATHPO'YNTAI £TO APXEIO IATPIKON SYEKEYON TOY KATATKEYASTH; SYMBOLE GRAFICZNE DO OZNACZANIA
WYROBU MEDYCZNEGO: REFERENCJE ZRODEOWE DLA UZNANYCH SYMBOLI ZACHOWANYCH PRZEZ PRODUCENTA W PLIKU WYROBU MEDYCZNEGO; GRAFIKUS SZIMBGLUMOK ORVOSI ESZKOZOK CIMKEZESEHEZ: AZ ISMERT SZIMBOLUMOK REFERENCIAFORRASA
AGYARTONAL LEVG ORVOSI ESZKGZ FAJLBAN TALALHATO; GRAFICKE SYMBOLY K OZNACENi ZDRAVOTNICKEHO PROSTREDKU: ODKAZ NA ZDROJ S UZNAVANYMI SYMBOLY, UCHOVAVANY U VYROBCEV DOKUMENTACI KE ZDRAVOTNICKEMU PROSTREDKU; TIBBI
CIHAZ ETIKETLER iGIN GRAFIK SEMBOLLER: TANIMLANMIS SEMBOLLER ICIN KAYNAK REFERANS, TIBBI CIHAZ DOSYASINDA URETICIDE MEVCUTTUR; GRAFICKE SYMBOLY NA OZNACOVANIE ZDRAVOTNICKE) POMOCKY: REFERENCIA ZDROJA PRE ROZPOZNANE
SYMBOLY UCHOVAVANE U WWROBCU V SUBORE ZDRAVOTNICKE) POMOCKY; FPAQMYHY CUMBOJTV 3A ETKMPAHE HA MEJMLIMHCKM YPE/IU: PEOEPEHTEH @AV HA U3TOUHIKA 3A IPUETUTE CUMBONT, U3MION3BAHY OT POU3BOMUTENA BbB OAINA 3A
MEAVLMHCKOTO YCTPOMCTBO; SIMBOLURI GRAFICE PENTRU ETICHETAREA DISPOZITIVELOR MEDICALE: REFERINTA SURSK PENTRU SIMBOLURILE RECUNOSCUTE PASTRATE LA PRODUCATOR IN DOSARUL DISPOZITIVULUI MEDICAL; FPAOUYECKVIE CUMBO/IbI
HA STUKETKAX MEAVLIVHCKVX U3ENNIL: IHOOPMALA O OBLUENPUHATLIX CAMBONIAX COTIEPYKUTCA B CTIPABOYHUKE, XPAHSLLIEMCA Y POU3BOMUTENA B PETCTPALIOHHOM J10ChE MEMUMHCKOTO U3MENMSA; LAKKINNALLISTEN LAITTEIDEN
TUOTETARROISSA ESIINTYVAT SYMBOLIT: LEHDEVIITE VALMISTAJAN LARKINNALLISTEN LAITTEIDEN TIEDOSTOSSA PIDETYILLE TUNNETUILLE SYMBOLEILLE; GRAFISKE SYMBOLER FOR MERKING AV MEDISINSK UTSTYR: KILDEHENVISNING FOR ANERKJENTE
SYMBOLER SOM OPPBEVARES HOS PRODUSENTEN | FILEN FOR MEDISINSK UTSTYR; MEDITSIINISEADME MARGISTUSE GRAAFILISED SUMBOLID: KASUTATUD SUMBOLITE VIITEALLIKAS, MIDA TOOTJA HOIAB MEDITSIINISEADME TOIMIKUS; GRAFISKIE SIMBOLI
MEDICINISKO IERICU APZIMESANAL: PIRMAVOTA ATSAUCE ATZITAJIEM SIMBOLIEM, KO RAZOTAJS PATUREJIS MEDICINISKAS IERTCES LIETA; MEDICINOS PRIETAISY ETIKECIU GRAFINIAI SIMBOLIAL: PIRMINIS SUTARTINIY SIMBOLIY DOKUMENTAS LAIKOMAS
GAMINTOJO PATALPOSE, MEDICINOS PRIETAISO DOKUMENTY APLANKE; GRAFICNI SIMBOLI ZA OZNACEVANJE MEDICINSKEGA PRIPOMOCKA: REFERENCNI VIR ZA PRIZNANE SIMBOLE, K1 JIH V DATOTEKI MEDICINSKEGA PRIPOMOCKA HRANI PROIZVAJALEC;
GRAFICKI SIMBOLI ZA OZNACAVANJE MEDICINSKOG UREDAJA: REFERENCA ZA POZNATE SIMBOLE ZADRZANA KOD PROIZVODACA U DATOTECI MEDICINSKOG UREDAJA; GRAFICKI SIMBOLI ZA OZNACAVANJE MEDICINSKOG SREDSTVA: IZVORNE REFERENCE ZA
PRIZNATE SIMBOLE ZADRZANE SU KOD PROIZVODACA U DATOTECI MEDICINSKOG SREDSTVA; FPAOUYKYA CUMBOMIA 3A O3HAYYBAHE MEMULIMHCKY YPEMU: 3BOPHOTO YIATYBAHE 3A OOULVJATTHUTE CUMBOIIH E 3AIPXKAHO KAJ POV3BOIUTENOT BO
JIATOTEKATA 3A MEAMLIHCKIAOT YPENL; FPAGIYHI CUMBONT HA ETUKETKAX MEJIMYHUX BUPOBIB: [I0BIIKOBA IHOOPMALISI LLIO/I0 CTAH[IAPTHIX CUMBOMIB 3BEPITAETBCA Y BUIPOBHIIKA B PEECTPALIIIHOMY I0CbE MEMUYHOTO BUPOBY; GRAPHICAL
SYMBOLS FOR MEDICAL DEVICE LABELING: REFERENSI SUMBER UNTUK SIMBOL YANG DIAKUI ADALAH DISIMPAN PRODUSEN DALAM FILE PERANGKAT MEDIS; BIEU TUONG HINH ANH DANH CHO NHAN DUNG CU Y TE: THAM KHAO NGUGN DE BIET CAC BIEU TUONG
CONG NHAN BUGC GIiF LAI TAI NHA SAN XUAT TRONG TAP TIN DUNG CU Y TE;
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GRAPHICAL SYMBOLS FOR MEDICAL DEVICE LABELING: SOURCE REFERENCE FOR RECOGNIZED SYMBOLS RETAINED AT THE MANUFACTURER IN THE MEDICAL DEVICE FILE; GRAFISCHE SYMBOLE ZUR BESCHRIFTUNG VON MEDIZINPRODUKTEN:
QUELLREFERENZDOKUMENT FUR ANERKANNTE SYMBOLE LIEGT BEIM HERSTELLER IN DER MEDIZINPRODUKTDATEI VOR; SYMBOLES GRAPHIQUES POUR L'ETIQUETAGE DES DISPOSITIFS MEDICAUX : LES REFERENCES SOURCES POUR LES SYMBOLES RECONNUS
SONT CONSERVEES CHEZ LE FABRICANT DANS LE DOSSIER DES DISPOSITIFS MEDICAUX; SIMBOLOS GRAFICOS UTILIZADOS EN EL ETIQUETADO DE PRODUCTOS SANITARIOS: LA REFERENCIA ORIGINAL PARA LOS SIMBOLOS RECONOCIDOS LA GUARDA EL FABRICANTE
EN SU ARCHIVO DE PRODUCTOS SANITARIOS; SIMBOLI GRAFICI PER LETICHETTATURA DI DISPOSITIVI MEDICALI: FARE RIFERIMENTO AL TESTO SORGENTE PER I SIMBOLI RICONOSCIUTI CONSERVATI PRESSO IL PRODUTTORE NEL FILE DISPOSITIVI MEDICALI;
SIMBOLOS GRAFICOS PARA ROTULAGEM DE DISPOSITIVOS MEDICOS: REFERENCIA DE FONTE PARA SIMBOLOS RECONHECIDOS RETIDOS PELO FABRICANTE NO FICHEIRO DO DISPOSITIVO MEDICO; GRAFISKA SYMBOLER FOR MARKNING AV MEDICINSK UTRUSTNING:
KALLREFERENS FOR ERKANDA SYMBOLER SOM FINNS KVAR HOS TILLVERKAREN I FILEN FOR MEDICINSK UTRUSTNING; GRAFISCHE SYMBOLEN VOOR DE ETIKETTERING VAN MEDISCHE HULPMIDDELEN: BRONVERMELDING VOOR ERKENDE SYMBOLEN WORDT
DOOR DE FABRIKANT BEWAARD IN HET DOSSIER VAN HET MEDISCH HULPMIDDEL; GRAFISKE SYMBOLER FOR M/ERKNING AF MEDICINSK PRODUKT: KILDEHENVISNINGER TIL ANERKENDTE SYMBOLER OPBEVARES HOS PRODUCENTEN | FILEN VEDR@RENDE DET
MEDICINSKE PRODUKT; FPAGIKA ZYMBOAA [IA TH ZHMANEH IATPIKQN ZYIKEYQN: ANAOOPA POEAEYZHE [IA ANATNQPIZMENA X' YMBOAA 0Y AIATHPO'YNTAI £T0 APXEIO IATPIKQN IYZKEYQN TOY KATAZKEYAZTH; SYMBOLE GRAFICZNE DO OZNACZANIA
WYROBU MEDYCZNEGO: REFERENCJE ZRODEOWE DLA UZNANYCH SYMBOLI ZACHOWANYCH PRZEZ PRODUCENTA W PLIKU WYROBU MEDYCZNEGO; GRAFIKUS SZIMBOLUMOK ORVOSI ESZKOZOK CIMKEZESEHEZ: AZ ISMERT SZIMBOLUMOK REFERENCIAFORRASA
AGYARTONAL LEVO ORVOSI ESZKOZ FAJLBAN TALALHATO; GRAFICKE SYMBOLY K 0ZNACENi ZDRAVOTNICKEHO PROSTREDKU: ODKAZ NA ZDROJ S UZNAVANYMI SYMBOLY, UCHOVAVANY U VYROBCE V DOKUMENTACI KE ZDRAVOTNICKEMU PROSTREDKU; TIBBI
CiHAZ ETIKETLERI i¢iN GRAFIK SEMBOLLER: TANIMLANMIS SEMBOLLER ICIN KAYNAK REFERANS, TIBBI CIHAZ DOSYASINDA URETICIDE MEVCUTTUR; GRAFICKE SYMBOLY NA OZNACOVANIE ZDRAVOTNICKE) POMOCKY: REFERENCIA ZDROJA PRE ROZPOZNANE
SYMBOLY UCHOVAVANE U VYROBCU V SUBORE ZDRAVOTNICKE) POMOCKY; FPAOUYHM CUMBOJIW 3A ETUKVUPAHE HA MEAULIMHCK YPEQW: PEOEPEHTEH OAVN HA U3TOUHUKA 3A NPUETUTE CUMBO/H, U3MON3BAHM OT IPOU3BOAUTENA BbB GAINA 3A
MEANULNHCKOTO YCTPOICTBO; SIMBOLURI GRAFICE PENTRU ETICHETAREA DISPOZITIVELOR MEDICALE: REFERINTA SURSA PENTRU SIMBOLURILE RECUNOSCUTE PASTRATE LA PRODUCATOR iN DOSARUL DISPOZITIVULUI MEDICAL; FPAOUYECKME CUMBOMbI
HA STUKETKAX MEAVLWHCKIX U3QENMA. MUHOOPMALMA OB OBLLENPUHATLIX CUMBONAX COAEPYKUTCA B CIPABOYHUKE, XPAHALLEMCA Y NPOU3BOAMTENA B PETUCTPALMOHHOM OCHE MEAULMHCKOrO U3AENNA; LAAKINNALLISTEN LAITTEIDEN
TUOTETARROISSA ESIINTYVAT SYMBOLIT: LAHDEVIITE VALMISTAJAN LAAKINNALLISTEN LAITTEIDEN TIEDOSTOSSA PIDETYILLE TUNNETUILLE SYMBOLEILLE; GRAFISKE SYMBOLER FOR MERKING AV MEDISINSK UTSTYR: KILDEHENVISNING FOR ANERKJENTE
SYMBOLER SOM OPPBEVARES HOS PRODUSENTEN I FILEN FOR MEDISINSK UTSTYR; MEDITSIINISEADME MARGISTUSE GRAAFILISED SUMBOLID: KASUTATUD SUMBOLITE VIITEALLIKAS, MIDA TOOTJA HOIAB MEDITSIINISEADME TOIMIKUS; GRAFISKIE SIMBOLI
MEDICINISKO IERTCU APZIMESANAI: PIRMAVOTA ATSAUCE ATZITAJIEM SIMBOLIEM, KO RAZOTAJS PATUREJIS MEDICINISKAS IERICES LIETA; MEDICINOS PRIETAISY ETIKECIY GRAFINIAI SIMBOLIAI: PIRMINIS SUTARTINIY SIMBOLIY DOKUMENTAS LAIKOMAS
GAMINTOJO PATALPOSE, MEDICINOS PRIETAISO DOKUMENTY APLANKE; GRAFICNI SIMBOLI ZA OZNACEVANJE MEDICINSKEGA PRIPOMOCKA: REFERENCNI VIR ZA PRIZNANE SIMBOLE, K1 JIH V DATOTEKI MEDICINSKEGA PRIPOMOCKA HRANI PROIZVAJALEC;
GRAFICKI SIMBOLI ZA 0ZNACAVANJE MEDICINSKOG UREDAJA: REFERENCA ZA POZNATE SIMBOLE ZADRZANA KOD PROIZVODACA U DATOTECI MEDICINSKOG UREDAJA; GRAFICKI SIMBOLI ZA 0ZNACAVANJE MEDICINSKOG SREDSTVA: IZVORNE REFERENCE

ZA PRIZNATE SIMBOLE ZADRZANE SU KOD PROIZVODACA U DATOTECI MEDICINSKOG SREDSTVA; FPA®IYHI CUMBO/II HA ETUKETKAX MEAUYHWX BUPOBIB: J0BIAKOBA IHOOPMALIIA LLIOI0 CTAHAAPTHUX CUMBOJIB 3GEPITAETBCA Y BUPOBHUKA B
PEECTPAL|IIHOMY A,0Cb€ MEAUYHOTO BIAPOBY; FPAOMYKI CUMBO/IA 3A 03HAYYBAHE MEAMLIMHCKM YPERM: U3BOPHOTO YIIATYBARE 3A OOULWIAHUTE CUMBOIN E 3AAPYKAHO KAJ IPOU3BOUTENOT BO AATOTEKATA 3A MEAULIHCKIOT YPER;
GRAPHICAL SYMBOLS FOR MEDICAL DEVICE LABELING: REFERENSI SUMBER UNTUK SIMBOL YANG DIAKUI ADALAH DISIMPAN PRODUSEN DALAM FILE PERANGKAT MEDIS; BIEU TUONG HINH ANH DANH CHO NHAN DUNG CU Y TE: THAM KHAO NGUON DE BIET CAC
BIEU TUONG CONG NHAN DUGC GIJ LAI TAI NHA SAN XUAT TRONG TAP TIN DUNG CU Y TE; U,Ja.ll el e Us &wadl dSys dy Jadizxd dawisoll 3_99_,11 &0 dadall o_,e>>l| M daoguw) )90)
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GRAPHICAL SYMBOLS FOR MEDICAL DEVICE LABELING: SOURCE REFERENCE FOR RECOGNIZED SYMBOLS RETAINED AT THE MANUFACTURER IN THE MEDICAL DEVICE FILE; GRAFISCHE SYMBOLE ZUR BESCHRIFTUNG VON MEDIZINPRODUKTEN:
QUELLREFERENZDOKUMENT FiJR ANERKANNTE SYMBOLE LIEGT BEIM HERSTELLER IN DER MEDIZINPRODUKTDATEI VOR; SYMBOLES GRAPHIQUES POUR L'ETIQUETAGE DES DISPOSITIFS MEDICAUX : LES REFERENCES SOURCES POUR LES SYMBOLES RECONNUS
SONT CONSERVEES CHEZ LE FABRICANT DANS LE DOSSIER DES DISPOSITIFS MEDICAUX; SIMBOLOS GRAFICOS UTILIZADOS EN EL ETIQUETADO DE PRODUCTOS SANITARIOS: LA REFERENCIA ORIGINAL PARA LOS SiMBOLOS RECONOCIDOS LA GUARDA EL FABRICANTE
EN SU ARCHIVO DE PRODUCTOS SANITARIOS; SIMBOLI GRAFICI PER L'ETICHETTATURA DI DISPOSITIVI MEDICALI: FARE RIFERIMENTO AL TESTO SORGENTE PER I SIMBOLI RICONOSCIUTI CONSERVATI PRESSO IL PRODUTTORE NEL FILE DISPOSITIVI MEDICALL;
SiMBOLOS GRAFICOS PARA ROTULAGEM DE DISPOSITIVOS MEDICOS: REFERENCIA DE FONTE PARA SiMBOLOS RECONHECIDOS RETIDOS PELO FABRICANTE NO FICHEIRO DO DISPOSITIVO MEDICO; GRAFISKA SYMBOLER FOR MARKNING AV MEDICINSK UTRUSTNING:
KHLLREFERENS FOR ERKANDA SYMBOLER SOM FINNS KVAR HOS TILLVERKAREN | FILEN FOR MEDICINSK UTRUSTNING; GRAFISCHE SYMBOLEN VOOR DE ETIKETTERING VAN MEDISCHE HULPMIDDELEN: BRONVERMELDING VOOR ERKENDE SYMBOLEN WORDT
DOOR DE FABRIKANT BEWAARD IN HET DOSSIER VAN HET MEDISCH HULPMIDDEL; GRAFISKE SYMBOLER FOR M/ZERKNING AF MEDICINSK PRODUKT: KILDEHENVISNINGER TIL ANERKENDTE SYMBOLER OPBEVARES HOS PRODUCENTEN I FILEN VEDRARENDE DET
MEDICINSKE PRODUKT; PAGIKA EYMBOAA 1A TH ZHMANEH IATPIKQN EYZKEYQN: ANAGOPA IPOEAEYEHE 1A ANATNOPIEMENA £YMBOAA 110Y AIATHPO'YNTAI £TO APXEIO IATPIKQN EYEKEYQIN TOY KATAZKEYASTH; SYMBOLE GRAFICZNE DO OZNACZANIA
WYROBU MEDYCZNEGO: REFERENCJE ZRODEOWE DLA UZNANYCH SYMBOLI ZACHOWANYCH PRZEZ PRODUCENTA W PLIKU WYROBU MEDYCZNEGO; GRAFIKUS SZIMBOLUMOK ORVOSI ESZKOZOK CIMKEZESEHEZ: AZ ISMERT SZIMBOLUMOK REFERENCIAFORRASA
AGYARTONAL LEVG ORVOSI ESZKOZ FAJLBAN TALALHATO; GRAFICKE SYMBOLY K OZNACENI ZDRAVOTNICKEHO PROSTREDKU: ODKAZ NA ZDROJ S UZNAVANYMI SYMBOLY, UCHOVAVANY U VYROBCE V DOKUMENTACI KE ZDRAVOTNICKEMU PROSTREDKU; TIBBI
CHAZ ETIKETLERI iGiN GRAFiK SEMBOLLER: TANIMLANMIS SEMBOLLER ICIN KAYNAK REFERANS, TIBBI CIHAZ DOSYASINDA URETICIDE MEVCUTTUR; GRAFICKE SYMBOLY NA OZNACOVANIE ZDRAVOTNICKE) POMOCKY: REFERENCIA ZDROJA PRE ROZPOZNANE
SYMBOLY UCHOVAVANE U VYROBCU V SUBORE ZDRAVOTNICKE) POMOCKY; FPA®MYHM CUMBOIIV 3A ETKUPAHE HA MEAVLIMHCKM YPE/I: PEOEPEHTEH ®AVN HA U3TOYHUKA 3A IPUETUTE CUMBOMH, U3NONI3BAHY OT NPOU3BOIUTENA BbB OAINA 3A
ME/VLIHCKOTO YCTPO/ICTBO; SIMBOLURI GRAFICE PENTRU ETICHETAREA DISPOZITIVELOR MEDICALE: REFERINTA SURSA PENTRU SIMBOLURILE RECUNOSCUTE PASTRATE LA PRODUCATOR IN DOSARUL DISPOZITIVULUI MEDICAL; FPAOUYECKVE CUMBOAbI
HA STUKETKAX MEAVLIMHCKVX U3ENNAT. NHOOPMALIVA O OBLUENPUHATBIX CUMBONIAX COJEEPXKUTCA B CTIPABOYHYKE, XPAHSLLIEMCA Y NPOU3BOMUTENA B PEFUCTPALIMOHHOM JI0CHE MEAMLMHCKOTO U3MENMS; LARKINNALLISTEN LAITTEIDEN
TUOTETARROISSA ESIINTYVAT SYMBOLIT: LEHDEVIITE VALMISTAJAN LARKINNALLISTEN LAITTEIDEN TIEDOSTOSSA PIDETYILLE TUNNETUILLE SYMBOLEILLE; GRAFISKE SYMBOLER FOR MERKING AV MEDISINSK UTSTYR: KILDEHENVISNING FOR ANERKJENTE
SYMBOLER SOM OPPBEVARES HOS PRODUSENTEN | FILEN FOR MEDISINSK UTSTYR; MEDITSIINISEADME MARGISTUSE GRAAFILISED SUMBOLID: KASUTATUD SUMBOLITE VIITEALLIKAS, MIDA TOOTJA HOIAB MEDITSIINISEADME TOIMIKUS; GRAFISKIE SIMBOLI
MEDICINISKO ERTCU APZIMESANAI: PIRMAVOTA ATSAUCE ATZITAJIEM SIMBOLIEM, KO RAZOTAJS PATUREJIS MEDICINISKAS IERTCES LIETA; MEDICINOS PRIETAISY ETIKECIY GRAFINIAI SIMBOLIAI: PIRMINIS SUTARTINIY SIMBOLIY DOKUMENTAS LAIKOMAS
GAMINTOJO PATALPOSE, MEDICINOS PRIETAISO DOKUMENTY APLANKE; GRAFICNI SIMBOLI ZA OZNACEVANJE MEDICINSKEGA PRIPOMOCKA: REFERENCNI VIR ZA PRIZNANE SIMBOLE, K1 JIH V DATOTEKI MEDICINSKEGA PRIPOMOCKA HRANI PROIZVAJALEC;
GRAFICKI SIMBOLI ZA 0ZNACAVANJE MEDICINSKOG UREDAJA: REFERENCA ZA POZNATE SIMBOLE ZADRZANA KOD PROIZVODACA U DATOTECI MEDICINSKOG UREBAJA; GRAFICKI SIMBOLI ZA OZNACAVANJE MEDICINSKOG SREDSTVA: IZVORNE REFERENCE

ZA PRIZNATE SIMBOLE ZADRZANE SU KOD PROIZVODACA U DATOTECI MEDICINSKOG SREDSTVA; FPA®IYHI CUMBOJTA HA ETUKETKAX MEZMYHYIX BUPOBIB: I0BIAKOBA IHOOPMALIA LLIO0 CTAHAPTHYX CUMBOJIB 3BEPITAETBCA Y BUPOBHUKA B
PEECTPALIIHOMY l0Cb€ MEFMYHOIO BUPOBY; FPAOUYKY CUMBOJIA 3A 03HAUYBAIE MEAMLIMHCKY YPEM: U3BOPHOTO YIIATYBAHE 3A OOULIIATHMTE CUMBOI E 3ATIPXXAHO KAJ POU3BOAUTENOT BO JATOTEKATA 3A METULIMHCKYOT YPER;
GRAPHICAL SYMBOLS FOR MEDICAL DEVICE LABELING: REFERENSI SUMBER UNTUK SIMBOL YANG DIAKUI ADALAH DISIMPAN PRODUSEN DALAM FILE PERANGKAT MEDIS; BIEU TUGNG HINH ANH DANH CHO NHAN DUNG CU Y TE: THAM KHAO NGUON DE BIET CAC
BIEU TUONG CONG NHAN DUGC G LAI TAINHA SAN XUAT TRONG TAP TINDUNG CUVTE; | jla=dl Lol (9 muaid| Sy du Jadimns Sanizall jgoyll gye rdadall 8342Y1 Caual) dogay )90)

LOT

Batch code; Chargencode; N° de lot; Codigo de lote; Codice Lotto;
Codigo do lote; Batchnummer; Partijnummer; Partinummer;
Ap1Bude maptidag; Kod partii; Tételazonositd kod; Kod davky; Parti
Kodu; Kéd vyrobnej sarze; MaptuaeH Homep; Codul lotului; Homep
cepu; Erdkoodi; Produksjonsnummer; Partiitahis; Partijas kods;
Partijos kodas; Koda serije; Kod serije; Kod serije; Homep naprii;
Kop Ha cepuja; Kode batch; M& 16; dilgall de goall 30y

Catalogue number; Katalog-Nr.; N° de reference; N.° de
referencia; N. di catalogo; NUmero de catélogo; Katalognr;
Catalogusnummer; Katalognummer; ApiOuég Katahdyou;
Numer katalogowy; Katalogusszam; Katalogové ¢islo; Katalog
numarasi; Katalégové cislo; KatanoxeHn Homep; Numar de
catalog; KatanoxHbiii Homep; Tuotenumero; Katalognummer;
Katalooginumber; Kataloga numurs; Katalogo numeris;
Kataloska stevilka; Kataloski broj; Kataloski broj; Homep 3a
KaTanorom; Katanowwku 6poj; Nomor katalog; S6 catald;

oadll ed)

Use-by-date; Verwenden vor; Date limite; Fecha de caducidad;
Data di scadenza; Usar até; Bast fore; Uiterste gebruiksdatum;
Anvendes inden; Xprion éwg; Termin przydatnosci do uzycia;

A szavatossag lejar; Pouzit do; Son Kullanim Tarihi; Pouzit

do; logeH po; Valabil pana la; icnonb3osatb fo; Viimeinen
kayttopaiva; Brukes innen; Kasutada enne; Izlietot lidz; Tinka
iki; Uporabiti do; Upotrijebiti do; Upotrebiti do; Bukopuctatu
[lo; Ynotpeb6eTte ro HajgouHa ao; Gunakan selambatnya; Han st

dung; d=>Mall =il Fa )6

|STERILE| EO|

Sterilized using ethylene oxide; Mit Ethylenoxid sterilisiert;
Stérilisé a 'oxyde d'éthyléne; Esterilizado con 6xido de etileno;
Sterilizzato con ossido di etilene; Esterilizado por 6xido

de etileno; Steriliserad med etylenoxid; Gesteriliseerd met
ethyleenoxide; Steriliseret med ethylenoxid; Amooteipwpévo
pe O&eidio Tou alBulevioy; Sterylizowane tlenkiem etylenu;
Etilén-oxid hasznalatéaval sterilizalt; Sterilizovano etylenoxidem;
Etilen oksit kullanilarak sterilize edilmistir; Sterilizované
etylénoxidom; CrepunusupaH c eTuneHoB okcupg; Sterilizat

cu etilen-oxid; CrepunnsoBaHo aTuneHokcugom; Steriloitu
eteenioksidilla; Sterilisert med etylenoksid; Steriliseerimisel
kasutatud ettileenoksiidi; Sterilizéts ar etilénoksidu; Sterilizuota
etileno oksidu; Sterilizirano z uporabo etilenoksida; Sterilizirano
primjenom etilen-oksida; Sterilisano kori$¢enjem etilen-
oksida; CrepunizoBaHo okcuaom etuneHy; CrepunusmpaHo co
KopucTetbe eTuneH okeng; Sterilized using ethylene oxide; V6
tring bang ethylene oxide; jaliyl .LMSI plasiwl P

1]

Consult instructions for use; Gebrauchsanweisung lesen;
Consulter le mode d'emploi; Consultar las instrucciones

de uso; Consultare le istruzioni per I'uso; Consultar as
instrucoes de utilizagdo; Se bruksanvisningen; Raadpleeg
gebruiksaanwijzing; Laes brugsanvisningen; Zupouleuteite
TIG 08nyieg xpriong; Zapoznac sie z instrukcja obstugi; Lasd a
haszndlati utasitast; Viz navod k pouziti; Kullanim talimatlarina
bakin; Pozri ndvod na pouZitie; Bvxkte HCTpyKLMKTE 3a
ynotpeba; Consultati instructiunile de utilizare; O3HakombTech
C UHCTPYKLMAMY Mo nprMeHeHmio; Katso kayttoohjeita; Les
bruksanvisningen; Vaadake teavet kasutusjuhistest; Skatiet
lietosanas instrukciju; Zr. naudojimo instrukcijas; Glejte
navodila za uporabo; Pogledajte upute za uporabu; Pogledajte
uputstvo za upotrebu; JUBITbCA IHCTPYKLIO 3 BUKOPUCTAHHS;
MpoBepeTe BO ynaTcTBOTO 3a ynotpeba; Lihat petunjuk
penggunaan; Tham khao huéng dan st dung; Wledss g=>1)
plascual

R

Do not resterilize; Nicht resterilisieren; Ne pas restériliser;

No volver a esterilizar; Non risterilizzare; Nao reesterilizar;

Far ej omsteriliseras; Niet opnieuw steriliseren; Ma ikke
resteriliseres; Mnv to emavanootelpwvete; Nie resterylizowac;
Tilos Gjrasterilizalni!; Nesterilizujte; Tekrar sterilize etmeyin;
Nesmie sa resterilizovat; He ctepunusnpaiite nosTopHo; A nu
se resteriliza; He nognexut nostopHoii ctepunusaumu; Ei saa
steriloida uudelleen; M ikke resteriliseres; Arge steriliseerige
korduvalt; Nesterilizét atkartoti; Nesterilizuoti pakartotinai;
Ne sterilizirajte ponovno; Nemojte ponovno sterilizirati;

Ne sterilisati ponovo; He ctepunisyatn nosTopHo; He
cTepunusupajTe ro noBTopHo; Jangan disterilkan ulang; Khong

dugc tai tiét trung; ewd=ill 8sle| Hlasy

®

Do not reuse; Nicht wiederverwenden; Ne pas réutiliser; No
volver a utilizar; Monouso; Nao reutilizar; Far ej ateranvandas;
Niet opnieuw gebruiken; Ma ikke genbruges; Mnv to
enavaypnotpomnoleite; Nie uzywac ponownie; Tilos ismételten
felhasznalni!; Nepouzivejte opakované; Tekrar kullanmayin;
Nepouzivajte opdtovne; He nsnonssaite noBTopHo; A nu se
reutiliza; ina ogHopa3soBoro ucnonb3osaHus; Ei saa kayttaa
uudelleen; M3 ikke gjenbrukes; Arge kasutage korduvalt;
Nelietot atkartoti; Nenaudoti pakartotinai; Ne uporabljajte
ponovno; Nije za ponovnu uporabu; Ne koristiti ponovo; He
3acTOCOBYBaTV MOBTOPHO; He ynoTpebyBajTe ro NOBTOPHO;
Jangan digunakan kembali; Khong dugc téi s dung;
plascuad 8sle| ylas

Non-pyrogenic; Nicht pyrogen; Apyrogéne; Apirégeno;
Apirogeno; Apirogénico; Icke pyrogen; Niet-pyrogeen;
Non-pyrogen; Mn mupetoyévo; Niepirogenne; Nem pirogén;
Nepyrogenni; Pirojenik degildir; Nepyrogénne; HenuporeHen;
Apirogen; AnuporeHHo; Pyrogeeniton; lkke-pyrogen;
Mitteplrogeenne; Nepirogéns; Nepirogeninis; Apirogeno;
Nepirogeno; Nepirogeno; AnlporeHva AnmpqreHo Non-
pyrogenic; Khéng cé tac nhan gay sot; UAaU .\Js.n g
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a
Keep away from sunlight; Vor Sonnenlicht schiitzen; Conserver
al'abri de la lumiere du soleil; No exponer a la luz del sol;
Tenere al riparo dalla luce del sole; Guardar ao abrigo da luz
solar; Far inte utsattas for solljus; Uit de buurt van zonlicht
houden; Beskyttes mod sollys; Alatnpeite To pakpid amé o
nAtakd ewc; Chroni¢ przed swiattem stonecznym; Napfénytdl
védve tartando; Chrante pred slune¢nim svétlem; Giines
1sigindan uzak tutun; Chrénte pred sinecnym svetlom; Masete
OT C/TbHYeBa cBeTNMHa; A se feri de lumina solara; bepeub ot
conHeuHbIx nyyen; Sailytettava suojattuna auringonvalolta; Ma
holdes unna sollys; Hoida eemal pdikesevalgusest; Sargat no
saules; Laikyti atokiai nuo saulés $viesos; Zascitite pred soncno
svetlobo; Cuvati zasti¢eno od sun¢eve svjetlosti; Drzite dalje od
sunceve svetlosti; beperTu Bif cOHAYHOrO NPOMiHHA; YyBajTe ro
HaCTpaHa ofj COHYeBa CBETINHA; Jauhkan dari cahaya matahari;
Khéng tiép xuc véi anh ndng; pueid| dsual o< lusy Ja.u:u
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Keep dry; Trocken halten; Conserver au sec; Mantener seco;
Mantenere asciutto; Manter seco; Forvaras torrt; Droog
houden; Opbevares tort; Alatnpsite 1o oteyvd; Chronic przed
wilgocig; Szérazon tartandd; Uchovavejte v suchu; Kuru

tutun; Udrzujte v suchu; Masete Ha cyxo mAcTo; A se feri de
umiditate; bepeub ot Bnary; Sailytettava kuivassa; Ma holdes
torr; Hoida kuivas; Uzglabat sausa vieta; Laikyti sausai; Hranite
na suhem; Cuvati na suhom; Drzite suvim; BeperTu Big Bonory;
OppxyBajTe ro cyso; Jaga agar tetap kering; Gir kho rdo;

Bl admy

Manufacturer; Hersteller; Fabricant; Fabricante; Produttore;
Fabricante; Tillverkare; Fabrikant; Producent; Kataokevaotig
Producent; Gyarté; Vyrobce; imalatc; Vyrobca; Mpoussoguten;
Producétor; Mpounssogutens; Valmistaja; Tilvirker; Tootja;
Razotajs; Gamintojas; Proizvajalec; Proizvodac; Proizvodac;
Bupo6Huk; MpownssoaunTen; Produsen; Nha san xudt; s,

el
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GRAPHICAL SYMBOLS FOR MEDICAL DEVICE LABELING: SOURCE REFERENCE FOR RECOGNIZED SYMBOLS RETAINED AT THE MANUFACTURER IN THE MEDICAL DEVICE FILE; GRAFISCHE SYMBOLE ZUR BESCHRIFTUNG VON MEDIZINPRODUKTEN:
QUELLREFERENZDOKUMENT FUR ANERKANNTE SYMBOLE LIEGT BEIM HERSTELLER IN DER MEDIZINPRODUKTDATEI VOR; SYMBOLES GRAPHIQUES POUR L'ETIQUETAGE DES DISPOSITIFS MEDICAUX : LES REFERENCES SOURCES POUR LES SYMBOLES RECONNUS
SONT CONSERVEES CHEZ LE FABRICANT DANS LE DOSSIER DES DISPOSITIFS MEDICAUX; SIMBOLOS GRAFICOS UTILIZADOS EN EL ETIQUETADO DE PRODUCTOS SANITARIOS: LA REFERENCIA ORIGINAL PARA LOS SIMBOLOS RECONOCIDOS LA GUARDA EL FABRICANTE
EN SU ARCHIVO DE PRODUCTOS SANITARIOS; SIMBOLI GRAFICI PER LETICHETTATURA DI DISPOSITIVI MEDICALI: FARE RIFERIMENTO AL TESTO SORGENTE PER | SIMBOLI RICONOSCIUTI CONSERVATI PRESSO IL PRODUTTORE NEL FILE DISPOSITIVI MEDICALI;
SIMBOLOS GRAFICOS PARA ROTULAGEM DE DISPOSITIVOS MEDICOS: REFERENCIA DE FONTE PARA SIMBOLOS RECONHECIDOS RETIDOS PELO FABRICANTE NO FICHEIRO DO DISPOSITIVO MEDICO; GRAFISKA SYMBOLER FOR MARKNING AV MEDICINSK UTRUSTNING:
KALLREFERENS FOR ERKANDA SYMBOLER SOM FINNS KVAR HOS TILLVERKAREN | FILEN FOR MEDICINSK UTRUSTNING; GRAFISCHE SYMBOLEN VOOR DE ETIKETTERING VAN MEDISCHE HULPMIDDELEN: BRONVERMELDING VOOR ERKENDE SYMBOLEN WORDT
DOOR DE FABRIKANT BEWAARD IN HET DOSSIER VAN HET MEDISCH HULPMIDDEL; GRAFISKE SYMBOLER FOR MARKNING AF MEDICINSK PRODUKT: KILDEHENVISNINGER TIL ANERKENDTE SYMBOLER OPBEVARES HOS PRODUCENTEN | FILEN VEDRGRENDE DET
MEDICINSKE PRODUKT; TPA®IKA ZYMBOAA IA TH ZHMANZH IATPIKQON LYZKEYQN: ANAQOPA POEAEYXHX 1A ANATNQPIZMENA Z'YMBOAA NOY AIATHPO'YNTAI LT0 APXEI0 IATPIKON ZYZKEYQN TOY KATAZKEYAZTH; SYMBOLE GRAFICZNE DO OZNACZANIA
WYROBU MEDYCZNEGO: REFERENCJE ZRODEOWE DLA UZNANYCH SYMBOLI ZACHOWANYCH PRZEZ PRODUCENTA W PLIKU WYROBU MEDYCZNEGO; GRAFIKUS SZIMBOLUMOK ORVOSI ESZKGZOK CIMKEZESEHEZ: AZ ISMERT SZIMBOLUMOK REFERENCIAFORRASA
AGYARTONAL LEVG ORVOSI ESZKOZ FAJLBAN TALALHATO; GRAFICKE SYMBOLY K 0ZNACENI ZDRAVOTNICKEHO PROSTREDKU: ODKAZ NA ZDROJ S UZNAVANYMI SYMBOLY, UCHOVAVANY U VYROBCE V DOKUMENTACI KE ZDRAVOTNICKEMU PROSTREDKU; TIBBI
CiHAZ ETIKETLERI iGN GRAFiK SEMBOLLER: TANIMLANMIS SEMBOLLER ICIN KAYNAK REFERANS, TIBBI CIHAZ DOSYASINDA URETICIDE MEVCUTTUR; GRAFICKE SYMBOLY NA 0ZNACOVANIE ZDRAVOTNICKE) POMOCKY: REFERENCIA ZDROJA PRE ROZPOZNANE
SYMBOLY UCHOVAVANE U VYROBCU V SUBORE ZDRAVOTNICKE) POMOCKY; FPAOUYHI CUMBO/IW 3A ETUKUPAHE HA MEAVLIMHCKY YPEQW: PEOEPEHTEH OAV HA U3TOUHUKA 3A IPUETUTE CUMBOAIH, U3MONI3BAHY OT NPOU3BOAUTENA BB OAINA 3A
MEAVULINHCKOTO YCTPOICTBO; SIMBOLURI GRAFICE PENTRU ETICHETAREA DISPOZITIVELOR MEDICALE: REFERINTA SURSA PENTRU SIMBOLURILE RECUNOSCUTE PASTRATE LA PRODUCATOR IN DOSARUL DISPOZITIVULUI MEDICAL; [PAOUYECKUE CUMBOTbI
HA STUKETKAX MEAVLIUHCKUX U3QENUA. UHOOPMALMA OB OBLLUENPUHATLIX CUMBONAX COAEPXKUTCA B CIPABOYHUKE, XPAHALLEMCA Y NPOU3BOAMTENA B PETUCTPALIMOHHOM OCHE MEAULIMHCKOrO U3AENNA; LAAKINNALLISTEN LAITTEIDEN
TUOTETARROISSA ESIINTYVAT SYMBOLIT: LAHDEVIITE VALMISTAJAN LAAKINNALLISTEN LAITTEIDEN TIEDOSTOSSA PIDETYILLE TUNNETUILLE SYMBOLEILLE; GRAFISKE SYMBOLER FOR MERKING AV MEDISINSK UTSTYR: KILDEHENVISNING FOR ANERKJENTE
SYMBOLER SOM OPPBEVARES HOS PRODUSENTEN | FILEN FOR MEDISINSK UTSTYR; MEDITSIINISEADME MARGISTUSE GRAAFILISED SUMBOLID: KASUTATUD SUMBOLITE VIITEALLIKAS, MIDA TOOTJA HOIAB MEDITSIINISEADME TOIMIKUS; GRAFISKIE SIMBOLI
MEDICINISKO IERICU APZIMESANAI: PIRMAVOTA ATSAUCE ATZITAJIEM SIMBOLIEM, KO RAZOTAJS PATUREJIS MEDICINISKAS IERICES LIETA; MEDICINOS PRIETAISY ETIKECIY GRAFINIAI SIMBOLIAI: PIRMINIS SUTARTINIY SIMBOLIY DOKUMENTAS LAIKOMAS
GAMINT0JO PATALPOSE, MEDICINOS PRIETAISO DOKUMENTY APLANKE; GRAFICNI SIMBOLI ZA OZNACEVANJE MEDICINSKEGA PRIPOMOCKA: REFERENCNI VIR ZA PRIZNANE SIMBOLE, K1 JIH V DATOTEKI MEDICINSKEGA PRIPOMOCKA HRANI PROIZVAJALEC;
GRAFICKI SIMBOLI ZA 0ZNACAVANJE MEDICINSKOG UREDAJA: REFERENCA ZA POZNATE SIMBOLE ZADRZANA KOD PROIZVODACA U DATOTECI MEDICINSKOG UREDAJA; GRAFICKI SIMBOLI ZA 0ZNACAVANJE MEDICINSKOG SREDSTVA: IZVORNE REFERENCE

ZA PRIZNATE SIMBOLE ZADRZANE SU KOD PROIZVODACA U DATOTECI MEDICINSKOG SREDSTVA; FPAQIYHI CMBOJM HA ETUKETKAX MEAWYHUX BUPOBIB: JOBIKOBA IHOOPMALYIA LLO/0 CTAHAAPTHUX CUMBOJIB 3BEPITAETHCA1Y BUPOBHUKA B
PEECTPAL|IHOMY J0CbE MEIUYHOTO BUPOBY; FPAGUYKI CUMBOIN 3A 03HAYYBAHE MEZULIMHCKI YPEZW: U3BOPHOTO YTATYBALE 3A OOULIMJAIHUTE CUMBONH E 3AZPXKAHO KAJ IPOU3BOAMTENOT BO IATOTEKATA 3A MEAVULIMHCKUOT YPEL;
GRAPHICAL SYMBOLS FOR MEDICAL DEVICE LABELING: REFERENSI SUMBER UNTUK SIMBOL YANG DIAKUI ADALAH DISIMPAN PRODUSEN DALAM FILE PERANGKAT MEDIS; BIEU TUONG HINH ANH DANH CHO NHAN DUNG CU Y TE: THAM KHAO NGUON DE BIET CAC

BIEU TUONG CONG NHAN BUGC GIIf LAI TAI NHA SAN XUAT TRONG TAP TINDUNG CUY TE; b | jlg2dl itdo (9 sl dSys dy baiionss B izl 390yl @30 bl 8302V Ciniuaid duogavy j90)

Do not use if package is damaged; Das Produkt nicht
verwenden, wenn die Packung beschddigt ist; Ne pas utiliser ce
produit si 'emballage est endommagé; No utilizar el producto
si el envase esta danado; Non utilizzare se la confezione &
danneggiata; Néo utilizar se a embalagem estiver danificada;
Anvand inte produkten om férpackningen &r skadad; Gebruik
het product niet als de verpakking beschadigd is; Ma ikke
anvendes, hvis pakningen er beskadiget; Mn xpnotpomoleite
TO TMPOIBVY, €AV N cuoKevaoia eival kateotpappévn; Nie
uzywa, jesli opakowanie zostato uszkodzone; Ne hasznalja,
ha a csomagolas sériilt!; Nepouzivejte, je-li obal poskozen;
Ambalaj hasar gérmusse kullanmayin; Nepouzivajte, ak je
obal poskodeny; He nanonseaiTe, ako NakeTsT e NOBpefeH;
Nu utilizati daca ambalajul este deteriorat; He ncnonb3osatb,
ecnv ynakoBKa nospexpaeHa; Ei saa kayttad, jos pakkaus on
vaurioitunut; Ma ikke brukes hvis emballasjen er skadet; Mitte
kasutada, kui pakend on kahjustatud; Nelietot, ja iepakojums
ir bojats; Nenaudokite, jeigu pakuoté pazeista; Ne uporabljajte,
e je embalaza poskodovana; Nemojte upotrebljavati ako je
pakiranje ostec¢eno; Ne koristiti ako je pakovanje oste¢eno;

He BrKOprCTOBYBaTH, AKLLO NaKyBaHHA NOWKOXKeHe; He
ynoTtpebyBajTe ro ako e oluTeTeHa ambanaxara; Jangan
digunakan jika kemasan rusak; Khong dugc st dung néu bao
bi bi hong; dalls g.ell olS 13] _slasidl Cizs

Packaging unit; Packungseinheit; Unité de conditionnement;
Unidad de envasado; Unita di imballaggio; Unidade de
embalagem; Férpackningsenhet; Verpakkingseenheid;
Pakkeenhed; Movada cuokevaciag; Jednostka opakowania;
Az eszkdz csomagolasa; Jednotka baleni; Ambalaj Birimi;
Jednotka balenia; OnakoBbuHa egnHuMua; Unitate de ambalare;
YnakoBouHas eavHuua; Pakkausyksikko; Pakningsenhet;
Pakketihik; lepakojuma vieniba; Pakuoté; Embalazna enota;
Ambalazna jedinica; Jedinica pakovanja; IHavBigyanbHa
ynakoBka; EguHuua ambanaxa; Unit Kemasan; Bon vi Béng
goi; dga=ll Ba>g

/N

Caution; Vorsicht; Attention; Precaucion; Attenzione;
Atencdo; Obs; Voorzichtigheid; Forsigtig; Mpoooxn; Uwaga;
Figyelem; Upozornéni; Dikkat; Upozornenie; BHumaHue;
Atentie; Mpepoctepexenne; Huomio; Forsiktig; Ettevaatust!;
Uzmanibu!; Démesio; Pozor!; Oprez; Oprez; YBara!; BHumaHue;
Perhatian; Can trong; 4.

MR conditional; Bedingt MRT-kompatibel; Compatible avec
I'IRM sous conditions; Compatibilidad condicionada con la
RM; A compatibilita con RM condizionata; Condicionado

ao ambiente de ressonancia magnética; MR-saker under
specifika betingelser; Onder bepaalde voorwaarden
MR-veilig; MR-betinget; Zupfato pe payvnTikr Topoypagia;
Warunkowo bezpieczne w rezonansie magnetycznym (MR);
MR-kdrnyezetben feltételesen biztonsdgos; Bezpecné pfi
vysetfeni MR za urcitych podminek; MR Kosullu; Podmienecne
kompatibilné s prostredim MR; Be3onacex npw onpegenexu
ycnosus Ha IMP; Acceptabil pentru RMN; He ansetca
npoTrBOMOKa3aHuem K nposeaexuto MPT; MRI-ehdollinen;
MR-tilpasset; MRT-keskkonnas turvaline kindlate
kasutustingimuste jargimisel; Saderigs ar MR; MRT (salyginis);
Varna uporaba v okolju z MR pod dolo¢enimi pogoji; Sigurna
uporaba u okolini s MR-om pod odredenim uvjetima; Uslovno
bezbedno koris¢enje u MR okruzenju; He € npoTunokasaHHAM
ansa nposefeHHsa MPT; YcnoBeHo komnatnubuneH 3a MP;

MR Conditional; Diéu kién MR; ubliall (1, Jg=all bg i

]

Date of manufacture; Herstellungsdatum; Date de fabrication;
Fecha de fabricacion; Data di produzione; Data de fabrico;
Tillverkningsdatum; Productiedatum; Fremstillingsdato;
Huepopnvia katackeung; Data produkcji; A gyartas

datuma; Datum vyroby; Uretim Tarihi; Datum vyroby; lata

Ha npowu3BogcTBo; Data fabricatiei; [Jata n3rotonenus;
Valmistuspadivamaarg; Tilvirkningsdato; Tootmiskuupaev;
Razosanas datums; Pagaminimo data; Datum izdelave; Datum
proizvodnje; Datum proizvodnje; [lata Bpo6HuLTBa; laTym
Ha Npou3eoAcTBO; Tanggal pembuatan; Ngay sdn xudt; &)t

el

Unique device identifier; Eindeutige Produktkennung;
Identifiant unique du dispositif; Identificador de dispositivo
Unico; Identificativo univoco del dispositivo; Identificador
exclusivo do dispositivo; Unik enhetsidentifierare; Unieke
hulpmiddelcode; Unik udstyrsidentifikator; Movadikéd
avayvwploTiko cuokeung Unikalny identyfikator urzadzenia;
Egységes termékazonositd kod; Jedinecny identifikator
zafizeni; Benzersiz cihaz tanimlayicisi; Jedinec¢ny identifikator
pomocky; YHukaneH ngeHtndukartop Ha nsgenvero; Numarul
unic de identificare a dispozitivului; YHrKanbHbin
npeHtndunkatop yctpoictsa; Yksildllinen laitetunniste; Unik
enhetsidentifikasjon; Seadme kordumatu tuvastamine; Unikals
ierices identifikators; Unikalus prietaiso identifikatorius;
Edinstveni identifikator pripomocka; Jedinstvena oznaka
uredaja; Jedinstveni identifikator medicinskog sredstva;
YHikanbHui ineHTUdikaTop npuctpoto; ipeHtndukauyuja
cneunduyHa 3a ypepor; Identifikasi perangkat unik; Ma nhan
dang thiét bi duy nhat; w,al jledl S)=e

EC[REP

Authorized representative in the European Community;
Bevollméchtigte Vertretung in der Europdischen
Gemeinschaft; Représentant agréé pour la Communauté
européenne; Representante autorizado en la Comunidad
Europea; Rappresentante autorizzato nella Comunita
europea; Representante autorizado na Comunidade Europeia;
Auktoriserad representant i Europeiska gemenskapen;

In de Europese Gemeenschap gevestigde gemachtigde;
Autoriseret repraesentant i Det Europaeiske Feellesskab;
E€ouaiodotnuévog avtimpdownog otnv Eupwraikr Kowotnta;
Autoryzowany przedstawiciel we Wspoélnocie Europejskiej;
Hivatalos képviselet az Eurdpai K6z6sségben; Opravnény
zastupce v Evropském spolecenstvi; Avrupa Toplulugu Yetkili
Temisilcisi; Opravneny zastupca v Eurépskom spolocenstve;
YnbiHOMOLLEH NpefcTasuTen B EBponeiickaTta 06LHOCT;
Reprezentant autorizat in Comunitatea Europeana;
YnonHomoueHHbIN npefcTasuTens B EC; Valtuutettu

edustaja Euroopan yhteistssa; Autorisert representant i Det
europeiske fellesskap; Volitatud esindaja Euroopa Uhenduses;
Pilnvarots parstavis Eiropas Savieniba; |galiotasis atstovas
Europos Bendrijoje; Pooblasc¢eni predstavnik v Evropski
skupnosti; Ovlasteni predstavnik u Europskoj zajednici;
Ovlasceni predstavnik u Evropskoj zajednici; YnoBHoBaxeHWiA
npeacTtaBHKK y €C; OBnacTeH npeTcTaBHUK Bo EBponckata
3aefHuUa; Perwakilan resmi di komunitas Eropa; Dai dién
dugc Uy quyén tai Cong déng chau Au; degomwll 8 deiso Jioo
dagysll )
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GRAPHICAL SYMBOLS FOR MEDICAL DEVICE LABELING: SOURCE REFERENCE FOR RECOGNIZED SYMBOLS RETAINED AT THE MANUFACTURER IN THE MEDICAL DEVICE FILE; GRAFISCHE SYMBOLE ZUR BESCHRIFTUNG VON MEDIZINPRODUKTEN:
QUELLREFERENZDOKUMENT FUR ANERKANNTE SYMBOLE LIEGT BEIM HERSTELLER IN DER MEDIZINPRODUKTDATEI VOR; SYMBOLES GRAPHIQUES POUR L'ETIQUETAGE DES DISPOSITIFS MEDICAUX : LES REFERENCES SOURCES POUR LES SYMBOLES RECONNUS
SONT CONSERVEES CHEZ LE FABRICANT DANS LE DOSSIER DES DISPOSITIFS MEDICAUX; SIMBOLOS GRAFICOS UTILIZADOS EN EL ETIQUETADO DE PRODUCTOS SANITARIOS: LA REFERENCIA ORIGINAL PARA LOS SIMBOLOS RECONOCIDOS LA GUARDA EL FABRICANTE
EN SU ARCHIVO DE PRODUCTOS SANITARIOS; SIMBOLI GRAFICI PER LETICHETTATURA DI DISPOSITIVI MEDICALI: FARE RIFERIMENTO AL TESTO SORGENTE PER | SIMBOLI RICONOSCIUTI CONSERVATI PRESSO IL PRODUTTORE NEL FILE DISPOSITIVI MEDICALI;
SIMBOLOS GRAFICOS PARA ROTULAGEM DE DISPOSITIVOS MEDICOS: REFERENCIA DE FONTE PARA SiMBOLOS RECONHECIDOS RETIDOS PELO FABRICANTE NO FICHEIRO DO DISPOSITIVO MEDICO; GRAFISKA SYMBOLER FOR MARKNING AV MEDICINSK UTRUSTNING:
KALLREFERENS FOR ERKENDA SYMBOLER SOM FINNS KVAR HOS TILLVERKAREN | FILEN FOR MEDICINSK UTRUSTNING; GRAFISCHE SYMBOLEN VOOR DE ETIKETTERING VAN MEDISCHE HULPMIDDELEN: BRONVERMELDING VOOR ERKENDE SYMBOLEN WORDT
DOOR DE FABRIKANT BEWAARD IN HET DOSSIER VAN HET MEDISCH HULPMIDDEL; GRAFISKE SYMBOLER FOR MARKNING AF MEDICINSK PRODUKT: KILDEHENVISNINGER TIL ANERKENDTE SYMBOLER OPBEVARES HOS PRODUCENTEN | FILEN VEDRORENDE DET
MEDICINSKE PRODUKT; FPAQIKA YMBOAA 1A TH SHMANZH IATPIKON YZKEYQN: ANAGOPA IPOEAEYZHE 1A ANATNOPIZMENA I'YMBOAA I0Y AIATHPO'YNTAI £TO APXE10 IATPIKON ZYZKEYQN TOY KATAZKEYAZTH; SYMBOLE GRAFICZNE DO OZNACZANIA
WYROBU MEDYCZNEGO: REFERENCJE ZRODEOWE DLA UZNANYCH SYMBOLI ZACHOWANYCH PRZEZ PRODUCENTA W PLIKU WYROBU MEDYCZNEGO; GRAFIKUS SZIMBOLUMOK ORVOSI ESZKGZOK CIMKEZESEHEZ: AZ ISMERT SZIMBOLUMOK REFERENCIAFORRASA
AGYARTONAL LEVG ORVOSI ESZKOZ FAJLBAN TALALHATO; GRAFICKE SYMBOLY K OZNACENi ZDRAVOTNICKEHO PROSTREDKU: ODKAZ NA ZDROJ S UZNAVANYMI SYMBOLY, UCHOVAVANY U VYROBCE V DOKUMENTACI KE ZDRAVOTNICKEMU PROSTREDKU; TIBBI
CIHAZ ETIKETLERI iCIN GRAFIK SEMBOLLER: TANIMLANMIS SEMBOLLER ICIN KAYNAK REFERANS, TIBBI CIHAZ DOSYASINDA URETICIDE MEVCUTTUR; GRAFICKE SYMBOLY NA OZNACOVANIE ZDRAVOTNICKE) POMOCKY: REFERENCIA ZDROJA PRE ROZPOZNANE
SYMBOLY UCHOVAVANE U VROBCU V SUBORE ZDRAVOTNICKE) POMOCKY; FPAOUYHY CUMBONY 3A ETUKUPAHE HA MEMLIUHCKM YPE/U: PEOEPEHTEH AV HA U3TOYHKA 3A IPUETUTE CUMBOAIM, U3MO/I3BAHM OT NIPOV3BO/UTENA BbB GAWNA 3A
ME[MLIMHCKOTO YCTPOVCTBO; SIMBOLURI GRAFICE PENTRU ETICHETAREA DISPOZITIVELOR MEDICALE: REFERINTA SURSA PENTRU SIMBOLURILE RECUNOSCUTE PASTRATE LA PRODUCATOR IN DOSARUL DISPOZITIVULUI MEDICAL; TPAOUYECKIE CUMBOJTbI
HASTUKETKAX MEAMLIMHCKUX U3ENWA. UHOOPMALMA OB OBLLENPUHATBIX CUMBOMAX COIEPXKUTCA B CTIPABOYHUKE, XPAHALUEMCA Y NPOU3BOJUTENSA B PETUCTPALIOHHOM JI0CbE MEAULIMHCKOTO U3MENNS; LAAKINNALLISTEN LAITTEIDEN
TUOTETARROISSA ESIINTYVAT SYMBOLIT: LEHDEVIITE VALMISTAJAN LAKINNALLISTEN LAITTEIDEN TIEDOSTOSSA PIDETYILLE TUNNETUILLE SYMBOLEILLE; GRAFISKE SYMBOLER FOR MERKING AV MEDISINSK UTSTYR: KILDEHENVISNING FOR ANERKJENTE
SYMBOLER SOM OPPBEVARES HOS PRODUSENTEN I FILEN FOR MEDISINSK UTSTYR; MEDITSIINISEADME MARGISTUSE GRAAFILISED SUMBOLID: KASUTATUD SUMBOLITE VIITEALLIKAS, MIDA TOOTJA HOIAB MEDITSIINISEADME TOIMIKUS; GRAFISKIE SIMBOLI
MEDICINISKO IERICU APZIMESANAL: PIRMAVOTA ATSAUCE ATZITAJIEM SIMBOLIEM, KO RAZOTAJS PATUREJIS MEDICINISKAS IERTCES LIETA; MEDICINOS PRIETAISY ETIKECIY GRAFINIAI SIMBOLIAI: PIRMINIS SUTARTINIY SIMBOLIY DOKUMENTAS LAIKOMAS
GAMINTOJO PATALPOSE, MEDICINOS PRIETAISO DOKUMENTY APLANKE; GRAFICNI SIMBOLI ZA 0ZNACEVANJE MEDICINSKEGA PRIPOMOCKA: REFERENCNI VIR ZA PRIZNANE SIMBOLE, KI JIH V DATOTEKI MEDICINSKEGA PRIPOMOCKA HRANI PROIZVAJALEC;
GRAFICKI SIMBOLI ZA OZNACAVAN)E MEDICINSKOG UREDAJA: REFERENCA ZA POZNATE SIMBOLE ZADRZANA KOD PROIZVODACA U DATOTECI MEDICINSKOG UREDAJA; GRAFICKI SIMBOLI ZA OZNACAVANJE MEDICINSKOG SREDSTVA: IZVORNE REFERENCE

ZA PRIZNATE SIMBOLE ZADRZANE SU KOD PROIZVODACA U DATOTECI MEDICINSKOG SREDSTVA; FPAI4HI CUMBONIY HA ETUIKETKAX MEAUYHUX BUPOBIB: [I0BIIKOBA IHOOPMALLIA 111010 CTAHAAPTHUX CUMBOJIIB 3BEPITAETHCA Y BUPOGHUKA B
PEECTPAL|IVIHOMY [OCbE MEZUSHOO BIIPOBY; FPAOUYKM CIMBOJIU 3A 03HAYYBAHE MELVLIHCKY YPELY: U3BOPHOTO YITATYBAHE 3A OOMLIIATIHTE CUMBOAN E 3ABPXKAHO KAJ IPOU3BOMTENIOT BO ATOTEKATA 3A MEAWILIMHCKIOT YPER;
GRAPHICAL SYMBOLS FOR MEDICAL DEVICE LABELING: REFERENSI SUMBER UNTUK SIMBOL YANG DIAKUI ADALAH DISIMPAN PRODUSEN DALAM FILE PERANGKAT MEDIS; BIEU TUGNG HINH ANH DANH CHO NHAN DUNG CU Y TE: THAM KHAO NGUON BE BIET CAC
BIEU TUGNG CONG NHAN DUGC GI0Y LAI TAI NHA SAN XUAT TRONG TAPTIN DUNG CU Y TE; b g o 8 muuadl dSyds dy Jadimxs Baaizall jgoyl) g 50 :dulall 838>V suad deoga) j90)

ONLY

CAUTION: Federal law restricts this device to sale by or on

the order of a physician; VORSICHT: Laut US-Bundesgesetz

darf dieses Produkt nur an Arzte oder auf deren Anordnung
verkauft werden; ATTENTION : La loi fédérale limite la vente

de ce dispositif par un médecin ou sur ordonnance médicale;
PRECAUCION: La legislacién federal restringe la venta de

este dispositivo a médicos o bajo la prescripcién de un

médico; ATTENZIONE: la legge federale limita la vendita

di questo dispositivo ai medici o su prescrizione medica;
ATENGAO: A legislacao federal apenas permite a venda deste
dispositivo a médicos ou mediante prescricdo médica; OBS!
Enligt amerikansk federal lag far detta instrument endast

saljas av eller pa ordination av lakare; LET OP: Krachtens de
federale wetgeving mag dit instrument uitsluitend door of

op voorschrift van een arts worden verkocht; FORSIGTIG:
Amerikansk lovgivning begraenser dette udstyr til salg af en
leege eller efter dennes ordination; MPOXOXH: H opoomovSiakn
vopoBeoia twv HIMA emtpémnel Tnv TWANON AUTHAG TNG CUOKEUNG
pévo and 1aTpo iy Katomy evioArig latpou; UWAGA: przepisy
federalne dopuszczajg sprzedaz tego urzadzenia wytacznie
przez lub z przepisu lekarza; FIGYELEM: A szvetségi (USA)
torvények értelmében ezt az eszkozt csak orvos altal, vagy
orvosi rendelvényre szabad eladni; UPOZORNENI: Podle
federalnich zadkonl USA je prodej tohoto zafizeni omezen
pouze na lékare nebo lékarsky predpis; DIKKAT: Federal yasalara
gore bu cihaz yalnizca bir hekim tarafindan ya da bir hekimin
siparisiyle satilabilir, UPOZORNENIE: Federalny zékon (USA)
obmedzuje predaj tejto pomocky na lekéra alebo lekarsky
predpis; BHUMAHVIE: ®efiepanHOTO 3aKOHOAATENCTBO Ha

CALLl Hanara orpaH1YeHneTo ToBa YCTPOWCTBO Aa Ce NpoAasa
CaMmo Ha niekapu nnv no nopbyka Ha nekapu; ATENTIE: Legea
federala restrictioneaza comercializarea acestui aparat doar

de catre sau pe baza comenzii unui medic; BHUMAHUE!
(DepepanbHoe 3aKOHOAATENBCTBO Pa3peLUaeT Npofaxy
[IAHHOTO YCTPOICTBA TONLKO BPayam Win Mo 1x 3aKasy;
HUOMIO: Yhdysvaltain liittovaltion lain mukaan téman laitteen
saa myyda vain ladkari tai ladkarin maarayksesta; FORSIKTIG:
Ifelge amerikansk lovgivning kan dette utstyret bare selges av
eller etter rekvisisjon fra lege; ETTEVAATUST! Foderaalseadused
lubavad seda seadet midia ainult arstidel voi arsti korraldusel;
UZMANIBU! ASV federalie tiestbu akti $o ierici Jauj iegadaties
tikai arstam vai péc arsta pasGtijuma; DEMESIO: pagal
federalinius jstatymus $j prietaisg galima parduoti tik gydytojui
arba gydytojo nurodymu; POZOR: Po zvezni zakonodaji ZDA

je prodaja ali narocanje tega pripomocka dovoljeno samo
zdravnikom; OPREZ: Saveznim je zakonom (SAD-a) prodaja ovog
uredaja ogranic¢ena na lije¢nike ili prema njihovu nalogu; OPREZ:
Savezni zakoni ogranicavaju prodaju ovog uredaja na prodaju
od strane lekara ili po njegovom nalogu; YBATA! BignosigHo fo
depepanbHoro 3akoHopascTBa CLUA, npoaa Liboro NpucTpoio
[103BONEHO NNLLE NiKapaM abo 3a IXHIM NpU3HaYeHHAM;
BHUMAHWE: ®epepanHuoT 3akoH orpaHuyyBsa npogaxbata Ha
0BOj ypeq Aa Moxe /ia Ce BPLUM CaMo Of} CTpaHa Vv no Hanor
op nekap; PERHATIAN: Undang-undang Federal (AS) membatasi
penjualan perangkat ini hanya oleh atau atas perintah dokter;
CANTRONG: Luat lién bang han ché chi mua dung cu nay tir
hoac theo yéu cau clia bac sT; 130 zn Jyadll 0Bl Hasy 140
io 40l 9l capds dhalgy V] jlazl
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ENGLISH

INSTRUCTIONS FOR USE 10

MITRACLIP™ G4 SYSTEM 20
MitraClip™ G4 Clip Delivery System CDS07
MitraClip™ G4 Steerable Guide Catheter SGC0702

REUSABLE ACCESSORIES
Stabilizer SZRO1ST

Lift LFTO1ST

Support Plate PLTO1ST

WARNING: Read all instructions carefully. Failure to follow these instructions, warnings and
precautions may lead to device damage or patient injury. Use of the MitraClip™ G4 System
should be restricted to those physicians trained to perform invasive endovascular and 3.0
transseptal procedures and to those physicians trained in the proper use of the system.

Table of Contents

1.0  INTENDED USE
2.0 TARGET PATIENT POPULATION
3.0 CONTRAINDICATIONS 4.0
4.0 CLIP SIZE CONSIDERATIONS
5.0 WARNINGS
6.0 PRECAUTIONS
7.0 POTENTIAL COMPLICATIONS AND ADVERSE EVENTS
8.0  PATIENT COUNSELING AND PROVIDING INFORMATION TO THE PATIENT
9.0 HOW SUPPLIED
9.1 Contents
9.2 Sterile
9.3 Non-Sterile
10.0 STORAGE
11.0 MITRACLIP™ G4 SYSTEM DIMENSIONS

INTENDED USE

The MitraClip™ G4 System is intended for reconstruction of the insufficient mitral valve through tissue
approximation.

TARGET PATIENT POPULATION

Patients with significant symptomatic mitral regurgitation (VMR > 3+) due to primary abnormality of
the mitral apparatus (degenerative MR) who have been determined to be at prohibitive risk for mitral
valve surgery by a heart team, which includes a cardiac surgeon experienced in mitral valve surgery
and a cardiologist experienced in mitral valve disease, and in whom existing comorbidities would not
preclude the expected benefit from reduction of the mitral regurgitation.

Patients with symptomatic, moderate-to-severe or severe secondary (or functional) mitral
regurgitation (MR > Grade 3+) with a left ventricular ejection fraction (LVEF) > 20% and < 50%, and
a left ventricular end systolic dimension (LVESD) < 70 mm whose symptoms and MR severity persist
despite maximally tolerated GDMT as determined by a team of physicians (heart team) experienced in
the evaluation and treatment of heart failure and mitral valve disease.

Benefit over medical therapies has not been clearly demonstrated for other patient populations. The
prescribing clinician should carefully weigh the potential risks and benefits of this intervention in light
of the specific clinical characteristics in an individual patient.

CONTRAINDICATIONS
Patients with the following conditions should not be treated with the MitraClip™ G4 System:
e Patients who cannot tolerate, including allergy or hypersensitivity to, procedural anticoagulation or
post procedural anti-platelet regimen
o Patients with known hypersensitivity to clip components (nickel / titanium, cobalt, chromium,
polyester), or with contrast sensitivity
o Active endocarditis of the mitral valve
e Rheumatic mitral valve disease
e Evidence of intracardiac, inferior vena cava (IVC) or femoral venous thrombus
CLIP SIZE CONSIDERATIONS
o When selecting a Clip length, consider the leaflet length needed to engage all the frictional
elements for leaflet insertion.
0 MitraClip™ G4 NT and MitraClip™ G4 NTW Clip arm length is maximum 9 mm with 6 mm
of leaflet insertion needed for complete frictional element engagement.
0 MitraClip™ G4 XT and MitraClip™ G4 XTW Clip arm length is maximum 12 mm with 9 mm
of leaflet insertion needed for complete frictional element engagement.
o Note: Mitral Valve Area and gradient concerns also need to be considered when selecting
alonger Clip size.
o When selecting a Clip width, consider selecting a wider Clip for broader jets and greater
MR severity.

Note: Mitral Valve Area and gradient concerns also need to be considered when selecting a wider
Clip size.

5.0 WARNINGS
12.0 GLOSSARY OF ACRONYMS ) ) ) ) ) ) o
13.0 DEVICE DESCRIPTION The following anatomic considerations may result in suboptimal leaflet insertion and / or
- ) MitraClip™ G4 implantation. Patients with these conditions who undergo the MitraClip™ G4 procedure
13.1 MRl Safety Information may have an increased risk of serious adverse events which may be minimized with proper device
13.2 Reusable Accessories Overview usage and echocardiographic assessment. These events include the potential for increased procedure
14.0 REQUIRED ACCESSORIES time, tissue injury, and / or worsening MR which may require additional MitraClip™ G4 intervention or
150 ADDITIONAL REQUIRED EQUIPMENT NOT INCLUDED surgical "es"‘tme”tl‘ ot calcaton o rac
™ _RV. o Severe leaflet calcification in the grasping area
16.0 MITRAGLIP™ G4 PROGEDURE STEP-BY-STEP INSTRUCTIONS e Severe calcification of the annulus and / or subvalvular apparatus, such as the chordae
16.1 Definition of Terms tendinae
17.0 PATIENT PREPARATION o Severely restricted posterior leaflet
18.0 MITRACLIP™ G4 SYSTEM PREPARATION BEFORE USE o Cleftor perforation in the grasping area
181 Steerable Guide Catheter Preparation o |eaflet Flail gap = 10 mm and / or Leaflet Flail width > 15 mm
' " ) P o Coaptation length < 2 mm
18.2 Stabilizer Preparation o |ntracardiac mass
18:3 Clip Deivery System Preparation The following anatomic considerations may result in serious adverse events, including tissue injury.
19.0 ACCESS TO THE MITRAL VALVE worsening MR or in the case of the mitral valve area, mitral stenosis. If thesé events were to occur,’
20.0 STEERABLE GUIDE CATHETER INSERTION they can require additional percutaneous or surgical intervention for treatment. The occurrence of
21.0 CLIP DELIVERY SYSTEM INSERTION these events can be minimized with appropriate preoperative evaluation of the valve anatomy and
22.0 INITIAL MITRACLIP™ G4 SYSTEM POSITIONING IN THE LEFT ATRIUM requrgitant jet.
23.0 FINAL MITACLIP™ G4 SYSTEM POSITIONING o Mitral valve orifice area < 4 cm?
24.0 GRASPING THE LEAFLETS AND VERIFYING THE GRASP o Primary regurgitant jet outside of the A2-P2 area and / or presence of a clinically significant
25.0 CLOSING THE CLIP AND EVALUATING CLIP POSITION 2nd jet
26.0 MITRACLIP™ G4 IMPLANT PRE-DEPLOYMENT CLIP ASSESSMENT Patients with the following considerations in whom the Steerable Guide Catheter (SGC) is used may
27.0 CLIP DEPLOYMENT have an increased risk of having a serious adverse event. This may be avoided with preoperative
27.1 Deployment Step 1: Lock Line Removal valuation and proper device usage.
27.2 Deployment Step 2: Delivery Catheter Shaft Detachment  Previous interatrial septal patch or prosthetic atrial septal defect (ASD) closure device
7.3 Deplovment Sten 3: Griner Line Removal which could result in significant difficulty in visualization or technical challenges during
) pioy P - PP transseptal puncture and / or introducing the SGC into the left atrium.
28.0 ADDITIONAL MITRACLIP™ G4 IMPLANT PLACEMENT e Known or suspected unstable angina or myocardial infarction within the last 12 weeks
29.0 MITRACLIP™ G4 SYSTEM REMOVAL could increase the procedural morbidity and mortality, due to increased hemodynamic
29.1 MitraClip™ G4 System Removal After Clip Deployment stress secondary to general anesthesia. . o .
292 MitraClip™ G4 System Removal With Clip Attached e Patients with gct!ve mfgctlon have an |n;reased rl;k of developing an intraoperative and /
or postoperative infection, such as sepsis or soft tissue abscess.
30.0 PATENTS e Known or suspected left atrial myxoma could result in thromboembolism and tissue injury
due to difficulty with device positioning.
e Recent cerebrovascular event (CVA) may increase the procedural morbidity associated with
a transcatheter intervention, such as recurrent stroke.
Use caution when treating patients with hemodynamic instability requiring inotropic support or
mechanical heart assistance due to the increased risk of mortality in this patient population. The
safety and effectiveness of MitraClip in these patients has not been evaluated.
Patients with a rotated heart due to prior cardiac surgery in whom the System is used may have a
potential risk of experiencing adverse events such as atrial perforation, cardiac tamponade, tissue
damage, and embolism which may be avoided with preoperative evaluation and proper device usage.
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The MitraClip™ G4 Implant should be implanted with sterile techniques using fluoroscopy and
echocardiography (e.g. transesophageal [TEE] and transthoracic [TTE]) in a facility with on-site
cardiac surgery and immediate access to a cardiac operating room.

Read all instructions carefully. Use universal precautions for biohazards and sharps while handling
the MitraClip™ G4 System to avoid user injury. Failure to follow these instructions, warnings and
precautions may lead to device damage, user injury, or patient injury including:

o MitraClip™ G4 Implant erosion, migration or malposition

o Failure to deliver MitraClip™ G4 Implant to the intended site

o Difficulty or failure to retrieve MitraClip™ G4 system components

For the Clip Delivery System and Steerable Guide Catheter only: this device is designed for single use
only. Cleaning, re-sterilization and / or re-use may result in infections, malfunction of the device and
other serious injury or death.

For the Steerable Guide Catheter and Delivery Catheter only:

e The Guide Catheter: the distal 65 cm of the Steerable Guide Catheter with the exception of

the distal soft tip, is coated with a hydrophilic coating.

e The Delivery Catheter: coated with a hydrophilic coating for a length of approximately
131 cm.

e Failure to prepare the device as stated in these instructions and failure to handle the
device with care could lead to additional intervention or serious adverse event.

NOTE the “Use by” date specified on the package. Inspect all product prior to use. Do not use if the
package is open or damaged, or if product is damaged.

The MitraClip™ G4 System has not been tested in pregnant women. Effects on the developing fetus
have not been studied. The risks and reproductive effects are unknown at this time.

Safety and effectiveness of the MitraClip™ G4 System has not been established in pediatric patients.

Physicians should consider the following in counseling patients about the MitraClip™ G4 Implant:

o Discuss the risks associated with MitraClip™ G4 Implant placement.
e Discuss the risk / benefit considerations for the patient.

The following patient materials are included along with this product and shall be provided to the
patient:

A Patient Implant Card (provided in package) which shall include:

e Patient information (supplied by the physician).

e |mplant information (Physician to apply label peel away to Implant Patient Card).

e An Abbott Vascular website link to allow for rapid access to additional information regarding
the device, including warnings, precautions or measures to be taken by the patient or a
healthcare professional with regard to reciprocal interference with reasonably foreseeable
external influences, medical examinations or environmental conditions.

6.0 PRECAUTIONS
Inspect all Reusable Accessories prior to use. DO NOT use if device damage is detected.
7.0 POTENTIAL COMPLICATIONS AND ADVERSE EVENTS

The following ANTICIPATED EVENTS have been identified as possible complications of the

MitraClip™ G4 procedure.

e Allergic reactions or hypersensitivity e Cardiac arrhythmias (including conduction
to latex, contrast agent, anaesthesia, disorders, atrial arrhythmias, ventricular
device‘ materials (nickel / titanium, cqbalt, arrhythmias)

Ch{-omlumf ;tqoIyester),tar?dtd‘rutgdreaCtlons to e Cardiac ischemic conditions (including

\a/n |00|39U ation, or an Ilp ﬁt? € nrjfgsh mydocardtlall)llnf/ar?tlgln, mygca)rdlal ischemia,

e Vascular access complications which may and unstable / stable angina)
require transfusion or vessel repair including: o Venous thromboembolism (including deep
0 wound dehiscence, vein thrombosis, pulmonary embolism, post
0 catheter site reactions, procedure pulmonary embolism)

0 Bleeding (including ecchymosis, 0ozing, e Stroke / Gerebrovascular accident (CVA) and
hemato?n(a, hemo?rhage,yretroperitonegl Transient Ischemic Attack (TIA)
hemorrhage), o System organ failure:

o Arteriovenous fistula, pseudoaneurysm, o Cardio-respiratory arrest
aneurysm, dissection, perforation / o Worsening heart failure
rupture, vascular occlusion o Pulmonary congestion

0 Emboli (air thrombotic material, implant, o Respiratory dysfunction / failure /
device component) atelgctasisy Y

. EynﬁSEs{;s?flJn’:EIrigtlgrlgy 0 Renal insufficiency or failure

0 Shock (including cardiogenic and

e Pericardial complications which may require anaphy(|acﬁc) 0 0
addltpnal mtervent,on, including: * Blood cell disorders (including coagulopathy,
o Pericardial effusion hemolysis, and Heparin Induced
o Cardiac tamponade Thrombocytopenia (HIT))

0 Pericarditis e Hypotension / hypertension

o Cardiac complications which may require e Infection including:

Sg%ggyaihmeéi\fgﬂ_ﬂorls or emergency cardiac o Urinary Tract Infection (UT])

! ' 0 Pneumonia

o Cardiac perforation o Septicemia

0 Atrial septal defect o Nausea / vomiting

e Mitral valve complications, which may f
complicate or prevent later surgical repair, * Chest pain
including: * Dyspnea
o0 Chordal entanglement / rupture e Edema .

o Single Leaflet Device Attachment (SLDA) * Fever or hyperthermia

o Thrombosis e Pain

o Dislodgement of previously implanted e Death
devices e Fluoroscopy, Transesophageal

o Tissue damage echocardiogram (TEE) and Transthoracic

o Mitral valve stenosis ecg(;pard!ogramtm E) -rﬁlated c(;)mptllcatlons:

. - " P o Skin injury or tissue changes due to

0 Permsten’; Qr residual mitral regurgitation exposure to fonizing radiation

0 Endocarditis o Esophageal irritation

o Esophageal perforation
0 Gastrointestinal bleeding
8.0  PATIENT COUNSELING AND PROVIDING INFORMATION TO THE PATIENT

Patients undergoing any procedures known to potentially be associated with bacteremia after

implantation of the MitraClip™ G4 Implant should be prescribed prophylactic antibiotic therapy prior
to such procedures.

Short-term anticoagulation therapy may be necessary after mitral valve repair with the MitraClip™ G4
Implant. Prescribe anticoagulation and other medical therapy per institutional guidelines.

All patients should be advised to limit strenuous physical activity for at least the first month post-
procedure or longer if warranted.

9.0 HOW SUPPLIED
9.1 Contents
Clip Delivery System contents:
One (1) Clip Delivery System with the MitraClip™ G4 Implant, one (1) Implant Patient Card
Steerable Guide Catheter contents:
One (1) Steerable Guide Catheter, one (1) Dilator, one (1) Silicone Pad, three (3) Fasteners
9.2 Sterile
The Clip Delivery System and Steerable Guide Catheter are sterilized with ethylene oxide gas and
provided in a thermoformed tray with lid, in a sealed pouch. Parts of the devices that are in either
direct or indirect contact with circulating blood are non-pyrogenic.
Note the product “Use By” date specified on the package. DO NOT use if the “Use by” date has
passed. These devices are intended for single-use only. Do not reuse. Do not resterilize. This single
use device cannot be reused on another patient, as it is not designed to perform as intended after
the first usage. Changes in mechanical, physical, and / or chemical characteristics introduced
under conditions of repeated use, cleaning, and / or resterilization may compromise the integrity
of the design and / or materials, leading to contamination due to narrow gaps and / or spaces and
diminished safety and / or performance of the device. Absence of original labeling may lead to
misuse and eliminate traceability. Absence of original packaging may lead to device damage, loss of
sterility, and risk of injury to the patient and / or user. Inspect all product prior to use. Do not use if the
package is open or damaged, or if product is damaged. Do not reinsert the CDS or Clip after single
use in the patient.
The white Guide tip shape retainer and transparent protective tubing are provided sterile and
pre-installed on the distal tip of the Steerable Guide Catheter. The Fasteners and the Silicone Pad
used with the Stabilizer are provided sterile with the Steerable Guide Catheter. The Dilator, Fasteners
and the Silicone Pad are intended for single use only. Do not reuse. Do not resterilize, as this can
compromise device performance and increase the risk of cross contamination due to inappropriate
reprocessing.
9.3 Non-Sterile
CAUTION: The Stabilizer, Support Plate and Lift are provided non-sterile. Follow the
cleaning and sterilization instructions provided with the Stabilizer, Support Plate and Lift.
10.0 STORAGE
Handle with care. Store in original packaging. Keep dry. Keep away from sunlight.
11.0 MITRACLIP™ G4 SYSTEM DIMENSIONS
Table 1: MitraClip™ G4 System Dimensions
Component | Dimension
Delivery Catheter
Extended Length (from Sleeve curved at 90 < 65mm
degrees)
Steerable Sleeve
Working Length 109.5 cm
Catheter Distal Shaft Outer Diameter 5.3 mm (16 Fr)
I Clip Sizes
MitraClip™ G4 Implant T T Ginw GaxT | GaxTw
Glrasplng Width at 120 degrees (Figure 1A, 17 mm minimum 22 mm minimum
Figure 2A)
Clip Width at 180 degrees (Figure 1B and 2B) | 20 mm nominal 25 mm nominal
Arm Width (Figures 1D and 1E, Figures 2D 4 mm 6 mm 4 mm 6 mm
and 2E) maximum | maximum | maximum | maximum
Arm Length (Coaptation Length) (Figure 1C, . .
Figure 20) 9 mm maximum 12 mm maximum
Steerable Guide Catheter
Working Length 80.0 cm
Catheter Proximal Shaft Outer Diameter 8.4 mm (25 Fr)
Catheter Distal Shaft / Tip Outer Diameter
(Septal Crossing) 7.7 mm (23 Fi)
Dilator
Working Length 122.0 cm
Shaft Inner Diameter 1.0 mm (3 Fr)
Shaft Outer Diameter 5.4.mm (16 Fr)
Distal Tip Outer Diameter 1.5 mm (4 Fr)

Printed on: 2020-08-26

CJ Abbott



Figure 1: MitraClip™ G4 NT and NTW Implant Dimensions The Clip Delivery System (Figures 4 and 5) is used to advance and manipulate the implantable
MitraClip™ G4 Implant for proper positioning and placement on the mitral valve leaflets. The Clip
Delivery System is designed to deploy the Implant in a way that requires multiple steps to ensure safe
delivery of the device.

The outer surfaces of the Delivery Catheter and the Steerable Guide Catheter have a hydrophilic
coating. The coatings are intended to decrease friction during insertion into the vasculature (Steerable
Guide Catheter) and decrease friction between the Steerable Sleeve and the Delivery Catheter.

The MitraClip™ G4 Implant (Figure 6) is a percutaneously implanted mechanical Clip. There

are four Implant sizes in the MitraClip™ G4 product family (G4 NT, G4 XT, G4 NTW, G4 XTW).

The MitraClip™ G4 Implant grasps and coapts the mitral valve leaflets resulting in fixed approximation
of the mitral leaflets throughout the cardiac cycle. The MitraClip™ G4 Implant is placed without the
need for arresting the heart or cardiopulmonary bypass. The implantable MitraClip™ G4 Implant

is manufactured with metal alloys and polyester fabric (Clip cover) that are commonly used in
cardiovascular implants.

The MitraClip™ G4 Implant Arms can be adjusted to any position from fully opened, fully inverted
and fully closed. These positions are designed to allow the MitraClip™ G4 Implant to grasp and
approximate the leaflets of the mitral valve using controls on the Delivery Catheter Handle. The
MitraClip™ G4 Implant can be locked, unlocked and repeatedly opened and closed. The Grippers can
be raised or lowered repeatedly, either simultaneously or independently.

The MitraClip™ G4 Implant can be removed using standard surgical techniques and can be disposed
of according to institutional guidelines.

The Steerable Guide Catheter (Figure 3a) is used to introduce the Clip Delivery System into the left
side of the heart through the interatrial septum. The Steerable Guide Catheter is also used to position
and orient the Clip Delivery System to the appropriate location above the mitral valve. The Steerable
Guide Catheter can also be attached to a fluid filled pressure monitoring system (not provided) to
measure left atrial pressures. The Dilator (Figure 3b) is used for the introduction of the Steerable
Guide Catheter into the femoral vein and left atrium.

13.1 MRI Safety Information
Non-clinical testing has demonstrated that the MitraClip™ G4 Implants are MR Conditional. A patient
with this device can be safely scanned in an MR system meeting the following conditions:

o Static magnetic field of 1.5-Tesla (1.5 T) or 3-Tesla (3.0 T)

e Maximum spatial field gradient of 4,000 Gauss/cm (40 T/m)
e Maximum MR system reported, whole body averaged specific absorption

rate (SAR) of 2 W/kg (Normal Operating Mode).

Under the scan conditions defined above, MitraClip™ G4 Implants are expected to produce a
maximum temperature rise of less than or equal to 3.1°C after 15 minutes of continuous scanning.

In non-clinical testing, the image artifact caused by a pair of MitraClip™ G4 Implants extends
approximately 40 mm beyond the MitraClip™ G4 Implants when imaged with a spin echo or gradient
echo pulse sequence in a 3 T magnetic resonance imaging system. The presence of additional
implants in a patient’s valve may increase the image artifact size when imaged in an MRI system.

13.2 Reusable Accessories Overview

Several accessories are used in conjunction with the MitraClip™ G4 System including: 1) a Stabilizer,
2) a Lift, 3) a Support Plate, 4) a Silicone Pad, and 5) Fasteners. The Stabilizer is provided separately
as a non-sterile reusable device and must be cleaned and sterilized prior to each use. The Stabilizer
is used on the sterile field to support and position the Steerable Guide Catheter and Clip Delivery
System during the procedure. The Lift and Support Plate are provided separately as non-sterile

12.0 GLOSSARY OF ACRONYMS reusable devices and must be cleaned prior to each use. The Lift and Support Plate are used outside
- - - - the sterile field to provide a stable platform for the Stabilizer and MitraClip™ G4 System during the
Guide: | Steerable Guide Catheter | RA: | Right Atrium procedure. Follow the cleaning and sterilization instructions provided with the Stabilizer, Support Plate

and Lift. The Silicone Pad and Fasteners are single use accessories and are provided sterile with the
Steerable Guide Catheter packaging. The Silicone Pad is used on the sterile field under the Stabilizer
Sleeve: | Steerable Sleeve LV: Left Ventricle to prevent incidental movement of the Stabilizer during the procedure. The Fasteners are used on the
sterile field to secure the Steerable Guide Catheter and Clip Delivery System to the Stabilizer.

CDS: Clip Delivery System LA: | Left Atrium

DC: Delivery Catheter RO: | Radiopaque

Clip: MitraClip™ G4 Implant MR: | Mitral Regurgitation

13.0 DEVICE DESCRIPTION

The MitraClip™ G4 System consists of two parts: 1) the Clip Delivery System and 2) the Steerable
Guide Catheter.

The Clip Delivery System consists of three major components: 1) the Delivery Catheter 2) the
Steerable Sleeve and 3) the MitraClip™ G4 Implant. The Clip Delivery System is introduced into the
body through a Steerable Guide Catheter which includes a dilator. The Clip Delivery System and
Steerable Guide Catheter constitute the MitraClip™ G4 System.

MITRACLIP G4 SYSTEM
I
I I
CLIP DELIVERY SYSTEM STEERABLE GUIDE CATHETER
DELIVERY STEERABLE MITRACLIP G4
CATHETER SLEEVE IMPLANT DILATOR
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Legend of Figure Labels

Figure 3a: Steerable Guide Catheter
1 Hemostasis Valve

2 Alignment Marker

3 Flush Port

4 +/- Knob

5 Proximal Shaft

6 Distal Shaft

7 Radiopaque Tip Ring

Figure 3b: Dilator

8 Rotating Hemostatic Valve
9 Flush Port

10 Echogenic Spiral Groove

Figure 4: CDS Handles

11 Actuator Knob

12 Release Pin

13 Arm Positioner

14 Lock Lever Cap

15 Lock Lever

16 Gripper Levers

17 Gripper Lever Latch

18 Delivery Catheter Top Flush Port
(Bottom Flush Port Not Shown)

19 Delivery Catheter Handle

20 Delivery Catheter Fastener

21 Sleeve Flush Port

22 A/P Knob

23 M/L Knob

24 Steerable Sleeve Handle

Figure 5: CDS Distal End
25 Longitudinal Alignment Marker
26 Key
27 Steerable Sleeve Shaft
28 Radiopaque Alignment Markers
28a Proximal
28b Distal
29 Sleeve Radiopaque Tip Ring
30 Delivery Catheter Shaft
31 Delivery Catheter Radiopaque Ring
32 MitraClip™ G4 Implant

Figure 6: MitraClip™ G4 Implant Device
Positions

A Clip fully closed (low profile)

B Clip at 180 degrees

C Clip at 120 degrees

D Clip at 60 degrees

E Clip at 20 degrees

F Clip fully inverted

Figure 3a: Steerable Guide Catheter

2
+—1
3
4
5—>
§:§
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Figure 3b: Dilator

\ 8

9
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7

A: Clip fully closed

Figure 4: CDS Handles

B: Clip at 180 degrees

Figure 5: CDS Distal End

C: Clip at 120 degrees

D: Clip at 60 degrees

E: Clip at 20 degrees

F: Clip fully inverted

The Steerable Guide Catheter and Clip Delivery System (Steerable Sleeve, Delivery Catheter and Clip) are
steered and actuated by the use of control knobs, levers and fasteners located on the handles.

Table 2: MitraClip™ System Handle Controls

Delivery Catheter

Arm Positioner
DC Fastener
Lock Lever Cap
Release Pin
Actuator Knob

Device Control Function

Steerable Guide Catheter +/- Knob Tip deflection
M/L Knob Tip deflection

Steerable Sleeve A/P Knob Tip deflection
Lock Lever Locks-Unlocks Clip
Gripper Levers Raises-Lowers Grippers

Opens-Closes Clip Arms
Locks-Unlocks DC translation / torque
Controls removal of Lock Line
Prevents Actuator Knob turning
Rotates for Clip deployment

14.0 REQUIRED ACCESSORIES

SZR01: One (1) Stabilizer
LFTO1: One (1) Lift
PLTO1: One (1) Support Plate

One (1) Silicone Pad, three (3) Fasteners (All are included sterile with the Steerable Guide Catheter)
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15.0 ADDITIONAL REQUIRED EQUIPMENT NOT INCLUDED
Transseptal sheath and guidewire
Transseptal needle
Exchange length supportive guidewire
High pressure three way stopcocks (5)
Arterial high pressure extension tubing (3)
50-60 cc syringes with luer fitting (2)
1000 ml pressure bags (2)
Sterile IV tubing with thumbwheel occluders (2)
Heparinized sterile saline solution (2) 1 liter bags

Rolling IV Pole

Sterile Basin

16.0 MITRACLIP™ G4 PROCEDURE STEP-BY-STEP INSTRUCTIONS
DEFINITION OF TERMS

16.1

Defined Terms are in italics throughout document.

TERM

DEFINITION AND RELATED TECHNIQUE

Lock the
Clip

W N =

. Rotate the Lock Lever outward.
. Fully advance the Lock Lever.
. Rotate the Lock Lever inward to engage the lever.

Unlock the
Clip

. Rotate the Lock Lever outward and then retract the lever until the mark on the

lever is fully exposed.

. Rotate the Lock Lever inward to engage the lever.

Open the
Clip Arms

N —

. Confirm the Clip is unlocked.
. Turn the Arm Positioner at least 1/2 turn in the “Close” (clockwise) direction.
. Turn the Arm Positioner in the “Open” (counter-clockwise) direction until the

desired Clip Arm Angle is achieved.

NOTE 1: If Clip does not open smoothly, retract the Lock Lever farther, then
repeat steps 2 — 3.

NOTE 2: If the Clip Arms fail to open visibly (as observed under fluoroscopic
guidance), use the following techniques in the order provided, as
needed:

A. Stop and return Arm Positioner to Neutral. Retract Lock Lever farther, then
turn the Arm Positioner farther in the “Close” direction before turning in the
“Open” direction. Advance the lock lever just enough so that the mark on the
lever is still fully exposed.

B. Turn the Arm Positioner to Neutral, then incrementally iterate the amount of
Arm Positioner rotation in the “Close” direction followed by rotation in the
“Open” direction. Iterate until Clip opens or until it is no longer possible to
rotate the Arm Positioner in the “Close” direction. Advance the lock lever just
enough so that the mark on the lever is still fully exposed.

C. Tumn the Arm Positioner to Neutral, iterate the amount of Lock Lever
retraction past the mark in 5 mm increments, and rotate the Arm Positioner
fully in the “Close” direction, before rotating in the “Open” direction, until Clip
opens. Advance the lock lever just enough so that the mark on the lever is
still fully exposed.

D. Advance the Gripper Lever and repeat NOTE 2, Step C. Retract the Gripper
Lever after Clip opens.

E. Ifinthe LA and free of tissue, release the DC Fastener, then release the
Sleeve curves and repeat NOTE 2, Step C.

WARNING: Do release the DC Fastener before releasing Sleeve
curves, otherwise it may result in device damage and /
or device or component embolization.

F.If the Clip does not open after performing all steps in NOTE 2, DO NOT use
the device.

Arm
Positioner to
Neutral

Turn the Arm Positioner in the “Close” or “Open” direction until no resistance to
turning is noted.

Invert the
Clip Arms

1.

2.
3. Turn the Arm Positioner in the “Open” direction until a Clip Arm Angle of 180° is

Confirm the Clip is unlocked.
Turn the Arm Positioner at least 1/2 turn in the “Close” direction.

observed under fluoroscopic guidance. Note the orientation of the blue line on the
Arm Positioner.

. Continue turning the Arm Positioner in the “Open” direction until the Clip Arms

invert, no more than 1 full turn from 180°. DO NOT over-invert the Clip Arms. DO
NOT turn Arm Positioner more than 1 full turn past a Clip Arm Angle of 180° or
past when resistance is first noted.

WARNING: Turning the Arm Positioner in the “Open” direction more
than 1 full turn past a Clip Arm Angle of 180° or turning past
when resistance is first noted may result in device damage
which could cause the Clip to become non-functional
and lead to embolization, and / or conversion to surgical
intervention.

Raise the
Gripper(s)

() Simultaneously - Confirm Gripper Levers are latched. Slowly retract the Gripper

Levers until a hard stop is reached (under fluoroscopic and echocardiographic
observation).
or

(b) Independently - Unlatch the Gripper Levers and slowly retract the desired Gripper

Lever until a hard stop is reached (under fluoroscopic and echocardiographic
observation). Re-latch the Gripper Levers.

TERM DEFINITION AND RELATED TECHNIQUE
() Simultaneously - Confirm the Gripper Levers are latched and fully advance the

Lower the Gripper Levers. o

Grippers) (b) Independently - Unlatch the Gripper Levers and fully advance the desired Gripper
Lever(s). Re-latch the Gripper Levers.

Identify 1. Unlatch the Gripper Levers.

Grinoer 2. Advance and retract the Gripper Lever with the tactile marker under imaging

Origg tation (echocardiography) to identify Gripper Lever to the corresponding leaflet.

3. Once Gripper(s) are identified, Raise the Gripper(s) until ready for leaflet capture.

Clip Arm e Angle between the inner edges of both Clip Arms.

Angle o All Clip Arm Angles are measured using fluoroscopy with optimal view allowing
clear observation of the tip of the Clip and both arms in the same plane so they
appear as a “V” (see Figure 6).

Grasping A Clip Arm Angle of approximately 120 degrees.

Arm Angle

Fully Close Turn the Arm Positioner in the “Close” direction until the Clip Arms contact the DC.

the Clip e Under direct visualization, the Clip is fully closed when the Clip Covering contacts

Arms the DC.

e Under fluoroscopic observation, the Clip is fully closed when the inner edges of the
Clip Arms are parallel.

Establish Verification step to confirm that the pre-deployment Clip Arm Angle will reflect the Clip

Final Arm Arm Angle post-deployment.

Angle 1. With the Lock Lever fully advanced, and the Arm Positioner to Neutral (note the
orientation of the blue line on the Arm Positioner), turn the Arm Positioner 1 turn in
the “Open” direction (confirm blue line has returned to the original orientation). The
Clip Arms may open slightly (~5°) and then remain in a stable position.

NOTE: If continued opening of the Clip Arms is noted, reconfirm that the Lock Lever
is completely advanced. Close the Clip Arms, and Establish Final Arm Angle.
WARNING: DO NOT turn the Arm Positioner more than 1 turn in the
“Open” direction from neutral. Failure to stop turning the Arm
Positioner at 1 turn in the “Open” direction past neutral may
result in Clip opening or device damage which could cause the
Clip to become non-functional and lead to embolization and / or
conversion to surgical intervention.

Left Atrial If using left atrial pressure capability, connect a fluid filled pressure monitoring system

Pressure (not supplied) to the luer port of the Guide valve housing. Calibrate the pressure

Capability monitoring system and obtain measurements via the manufacturer’s instructions for

use.

NOTE: Ensure no bubbles are present after inserting the CDS into the Guide. When
measuring left atrial pressure, ensure the Clip is not obstructing the Guide
Lumen, the Guide RO Tip Ring is between the RO Alignment Markers of the
Sleeve, and the Sleeve is not deflected more than 90 degrees as this may
impair Guide lumen patency.

17.0  PATIENT PREPARATION

171
17.2

17.3

17.4

Prepare the patient per institution’s standard practice for transseptal catheterization.

Place support plate under patient’s leg in the region between the area of the upper leg and
the knee and place the Lift over the ipsilateral lower extremity prior to draping the patient.
Place the Lift on the Support Plate such that the front edge (i.e., the edge that corresponds
with the shorter legs of the Lift) is approximately 80 cm from the patient’s mid sternum.
Adjust the height of the Lift so that the front edge of the Lift is close to the patient’s leg but
is not impinging on it. Adjust the back legs to be 2 or 3 notches above the front legs (i.e.,
the back legs of the Lift are taller than the front legs).

CAUTION:  Ensure the Lift and Support Plate are covered completely by sterile

17.5

drape during the procedure. Use towels as necessary to minimize direct
contact between the patient and all surfaces of both the Lift and Support
Plate.

Prepare the patient for invasive hemodynamic monitoring.

18.0 MITRACLIP™ G4 SYSTEM PREPARATION BEFORE USE
WARNING: DO NOT use the MitraClip™ G4 System after the “Use By” date stated

on the package label, and never reuse or re-sterilize the system. Use of
expired, reused, or re-sterilized devices may result in infection.

WARNING: Always inspect the MitraClip™ G4 System and its packaging to verify

no damage has occurred as a result of shipping and handling and that
the sterile barrier has not been compromised. DO NOT use the device if
damage is detected. Use of product with a compromised sterile barrier
may result in infection. Use of damaged product may result in patient
injury.

e DO NOT remove the protective cover placed over the Clip.

WARNING: DO NOT handle the Clip directly; leave it in the protective cover to avoid

18.1

potential contamination. Removal of the protective cover may result
in infection. Removal of the protective cover may result in damaged
product which may result in patient injury.

e The preparation is most easily accomplished with the aid of an assistant.

Steerable Guide Catheter Preparation

WARNING: All lumens contain air when shipped. Use proper de-airing
techniques before and during use to minimize the risk of air
embolism.
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18.2

18.3

18.1.1 Carefully remove the white Guide tip shape retainer and transparent protective
tubing from the Guide tip.

18.1.2 Inspect Steerable Guide Catheter and Dilator to verify they are undamaged.
WARNING: DO NOT use if damage is detected. Use of damaged

product may result in air embolism, vascular and / or
cardiac injury.
18.1.3 Remove the sterile package containing Fasteners and Silicone Pad from the
Steerable Guide Catheter tray.
18.1.4 Fill a basin with heparinized saline.
18.1.5 Flush and de-air the Guide and Dilator with heparinized saline:
18.1.5.1  Connect 3-way stopcocks to the Guide and Dilator flush ports, de-
air the Dilator, and close the stopcock and the Rotating Hemostatic
Valve.
Hydrate 5-10 cm of the distal end of the Dilator with heparinized
saline and insert the Dilator approximately 10 cm into Guide then
remove.
Connect high pressure tubing and a 50-60 cc syringe filled with
heparinized saline to the Guide flush port.

18.1.6.2

18.1.53

18.1.5.4  De-air the Guide.
18.1.5.4.1  With the tip raised, displace all air from the Guide
while tapping along the length of the catheter shaft.
18.1.5.4.2  Cover the Guide tip with finger once heparinized
saline exits the Guide.
18.1.5.4.3  Close the Guide stopcock.

18.1.6 Submerge the Guide tip in the basin of heparinized saline.

18.1.7 While the Guide tip is submerged in the basin of heparinized saline, remove
finger from Guide tip and check the Guide valve for leaks by raising the handle
to a vertical position for a minimum of 30 seconds.

18.1.8 Hydrate 5-10 cm of the distal end of the Dilator with heparinized saline.

18.1.9 Cover the Guide tip with finger and insert the Dilator into the Guide while Guide
tip remains submerged in the basin of heparinized saline.
18.1.9.1  While advancing the Dilator, continually watch for air in the Guide

Hemostasis Valve housing. If needed, remove finger from Guide tip
and aspirate while assuring the Guide tip is submerged.

18.1.10  Remove finger from tip of Guide when the Dilator tip approaches the Guide tip.

18.1.11 Position the Dilator to create a smooth transition.

Stabilizer Preparation

Assemble the sterilized Stabilizer. Set the Stabilizer aside in a protected sterile environment

for later use.

Clip Delivery System Preparation

18.3.1 Release the DC Fastener and rotate the DC Handle 90 degrees clockwise
when the CDS is removed from packaging. Secure the DC Fastener.

18.3.2 Inspect all Clip Delivery System parts, including the Clip, DC shaft, and Sleeve
to verify they are undamaged.

WARNING: DO NOT use the device if damage is detected. Use of
damaged product may result in air embolism, Implant
or device component embolization, vascular and / or
cardiac injury.

Sleeve Preparation

18.3.3 Connect 3-way stopcocks to the Sleeve flush port and bottom DC flush port.

18.3.4 Remove the cap from the Clip Introducer and place the cap on the top flush
port of the DC Handle.

18.35 Connect a 3-way stopcock to the Clip Introducer flush port.

18.3.6 Attach a 50-60 cc syringe filled with heparinized saline to the 3-way stopcock
on the Clip Introducer, de-air the Clip Introducer, and close the stopcock.

18.3.7 Connect one high pressure tube to each drip line from the pressurized bags
with sterile heparinized saline; flush and de-air the lines.

18.3.8 Connect one high pressure tube to the 3-way stopcock on the bottom flush
port of the DC Handle and one high pressure tube to the 3-way stopcock on
the flush port of the Sleeve Handle.

18.3.9 Flush and de-air the Sleeve with heparinized saline.

18.3.9.1  While flushing, release the DC Fastener, retract and advance the

DC Handle to remove residual air from the lumen.

WARNING: DO NOT use excessive force when pulling
the DC (Delivery Catheter) Radiopaque Ring
against the Sleeve tip, while translating the
DC shaft. It may result in device damage
including distal tip embolization.

18.3.10  Secure the DC Fastener with DC Handle fully advanced.

Delivery Catheter Preparation

CAUTION: DO NOT handle the Clip directly; leave in the protective cover to avoid
potential contamination. Removal of the protective cover may result in
damaged product which may result in patient injury.

18.3.11 Temporarily remove the cap from top flush port of the DC Handle to flush and
de-air DC Handle and all lumens of the DC with heparinized saline.

18.3.12  After de-airing the DC Handle chamber, replace the cap to close off top flush
port of the DC Handle.

18.3.13  Retract and advance the Lock Lever several times to remove residual air from
the lumens.

WARNING: DO NOT retract the Lock Lever forcefully. It may result in the inability
to lock or unlock the Clip. Damage could occur causing the Clip to not
unlock or open. Inability to open the Clip may result in valve injury or
lead to deployment of the Clip in an unintended location.

18.3.14  Loosen the Lock Lever Cap to de-air. DO NOT turn Lock Lever Cap more than
1/2 turn in the “Open” direction. After de-airing, tighten the Lock Lever Cap.

18.3.15  With the tip raised and the shaft held taut, displace all air from the DC and
Sleeve while tapping along the length of the catheter shaft.

18.3.16  Confirm continuous flow from the distal end of the DC and Sleeve.

Delivery Catheter and Clip Inspection

WARNING: DO NOT handle the Clip directly, leave in the protective cover to avoid

18.3.17
NOTE:

potential contamination. Removal of the protective cover may result in
infection. Removal of the protective cover may result in damaged product
which may result in patient injury.
Raise the Gripper(s), Unlock the Clip, and confirm the Clip is at Grasping Arm Angle.
If Clip Arm Angle is greater than Grasping Arm Angle, close the Clip to Grasping Arm Angle;
if Clip Arm Angle is less than Grasping Arm Angle, Open the Clip Arms to Grasping Arm
Angle.

18.3.18  Lower the Gripper(s) once to de-air the lumens.
18.3.19  Close the Clip Arms to approximately 60 degrees and Lock the Clip.
18.3.20  Close the Clip Arms to approximately 20 degrees and Establish Final Arm

Angle.

WARNING: DO NOT turn the Arm Positioner more than 1 turn in the “Open”
direction from neutral. Failure to stop turning the Arm Positioner at 1
turn in the “Open” direction past neutral may result in Clip opening or
device damage which could cause the Clip to become non-functional
and lead to embolization and / or conversion to surgical intervention.

18.3.21 Return the Arm Positioner to Neutral.

18.3.22  Raise the Gripper(s), Unlock the Clip, and Invert the Clip Arms.

WARNING: DO NOT retract the Lock Lever forcefully. It may result in the inability
to lock or unlock the Clip. Damage could occur causing the Clip to not
unlock or open. Inability to open the Clip may result in valve injury or
lead to deployment of the Clip in an unintended location.

WARNING: Turning the Arm Positioner in the “Open” direction more than 1 full
turn past a Clip Arm Angle of 180° or turning past when resistance is
first noted may result in device damage which could cause the Clip to
become non-functional and lead to embolization, and / or conversion
to surgical intervention.

18.3.23  Lock the Clip, Fully Close the Clip Arms, and Lower the Gripper(s).

18.3.24  Release the DC Fastener and torque the DC Handle clockwise and counter-
clockwise % turn while translating the shaft.

18.3.25  Retract the DC fully against the sleeve and secure the DC Fastener.

WARNING: Do not use excessive force when pulling the DC (Delivery Catheter)
Radiopaque Ring against the Sleeve tip while translating the DC shaft.
It may result in device damage including distal tip embolization.

Without removing the protective cover, carefully slide the Clip Introducer over
the Clip and stop when the tip of the Clip is just proximal to the tip of the Clip
Introducer.

WARNING: DO NOT compress the Clip Arms. Compressing the Clip Arms may
result in inability to open the Clip. Inability to open the Clip may result
in valve injury or lead to deployment of the Clip in an unintended
location.

WARNING: Fully Close the Clip Arms before insertion or retraction into the
Clip Introducer. Failure to do so may result in difficulty or inability
to advance or retract the Clip, which may result in vascular and /
or cardiac injury, air embolism, and / or the need for surgical
intervention.

18.3.26

18.3.27  Return the Arm Positioner to Neutral.
18.3.28  Temporarily discontinue heparinized saline flushes.
18.3.29  Re-start heparinized saline flushes just before the use of CDS.
WARNING:
e Heparinized saline flush should be continuous throughout the
procedure.
o Discontinuing flush may result in air embolism and / or thrombus
formation.

e Ensure flow is visible through the drip chamber and that the tubing is
free from kinks and / or obstruction.
e Ensure pressure of 300 mmHg is maintained.

19.0 ACCESS TO THE MITRAL VALVE

NOTE:

191

19.2

19.3

This is a suggested sequence for the procedure. Variations may be used based upon

patient anatomy.

Access the LA to accommodate the Guide tip using transvenous, transseptal techniques

and equipment.

Heparinize the patient.

WARNING: Failure to administer heparin once transseptal access has been
achieved may result in thrombus formation.

Carefully place an exchange length supportive guidewire in the left upper pulmonary vein or

LA. Dilate the subcutaneous tissue and femoral vein to accommodate the Guide shaft using

standard dilation technique.
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20.0 STEERABLE GUIDE CATHETER INSERTION
WARNING: Confirm a smooth transition between the Dilator and the tip of the Guide to

minimize the risk of vascular and / or cardiac injury.

CAUTION: Always use pressure monitoring, echocardiography and fluoroscopy for

guidance and observation during use of the MitraClip™ G4 System.

WARNING: Always use a careful, deliberate, and iterative approach to positioning the

20.1
20.2
20.3

MitraClip™ G4 System. It is recommended to make multiple small adjustments
rather than single large adjustments. Large adjustments may result in
vascular and / or cardiac injury.

Rotate the +/- Knob in the “-” direction until the Guide curve is substantially straightened.
Wet the surface of the Guide shaft with sterile saline.
Insert the Guide-Dilator assembly over the stationary guidewire into the femoral vein.

WARNING: DO NOT use excessive force to advance or manipulate the Guide-Dilator

20.6

20.7
20.8

20.10

20.11

assembly. If resistance is encountered, use echocardiography and / or
fluoroscopy to assess before proceeding. Use of excessive force may result in
arrhythmias, vascular and / or cardiac injury, including creation of a clinically
significant atrial septal defect.
Advance the Guide-Dilator assembly to the RA. Rotate the +/- Knob to Neutral, then place
tip of the Dilator partially across the atrial septum.
Slowly dilate the atrial septum by gradually advancing the tip of the Guide-Dilator assembly.
WARNING: DO NOT rapidly advance the Guide-Dilator assembly across the
atrial septum. Rapid advancement may result in vascular and / or
cardiac injury.
Advance the Guide-Dilator assembly until the tip of the Guide extends approximately 3 cm
inthe LA.
Adjust Guide deflection and torque to position the tip away from adjacent tissues.
Place the Silicone Pad on the sterile drape over the Lift. Place the Stabilizer onto the
Silicone Pad.
Secure the Guide in the Stabilizer slot using the Fastener. Ensure the Fastener engages the
metallic tube on the Guide shaft. The Guide handle should be immediately adjacent to the
Stabilizer, such that they are in contact with each other.
Retract the Dilator approximately 5 cm into the Guide, leaving the guide wire in the left
upper pulmonary vein or LA.
CAUTION: Always loosen the Fastener before torquing the Guide to prevent
stripping the screw.
Retract the guidewire into the tip of the Dilator. Remove the Dilator and guidewire while
gently aspirating the Guide (starting when the Dilator is approximately halfway retracted into
the Guide, approximately 40 cm) using a 50-60 cc syringe. Cover Guide Hemostasis Valve
with finger upon Dilator removal.
NOTE: Avoid contacting tissue or creating a vacuum in the Guide lumen. If
necessary, position the Guide handle below the level of the LA to allow
blood to fill the Guide lumen.

WARNING: DO NOT create a vacuum while removing the dilator from the
Guide; air may enter the lumen of the Guide which may result in
air embolism.

WARNING: Failure to fully retract guidewire into the Dilator may result in air
embolism.

21.0 CLIP DELIVERY SYSTEM INSERTION

211

213
214

Confirm the Guide lumen is completely de-aired.

WARNING: To minimize the potential of air embolism, DO NOT introduce the
CDS into the Guide until the Guide lumen has been completely
de-aired.

Confirm there is a slow, continuous heparinized saline flush through both the Sleeve and the DC

and that the tip of the Clip is just proximal to the tip of the Clip Introducer.

CAUTION: Failure to continuously flush the CDS with heparinized saline may reduce
device performance.
WARNING:
e Heparinized saline flush should be continuous throughout the
procedure.
e Discontinuing flush may result in air embolism and / or thrombus
formation.

e Ensure flow is visible through the drip chamber and that tubing is free
from kinks and / or obstruction.

e Ensure pressure of 300 mmHg is maintained.
Carefully remove the protective cover surrounding the Clip and the Clip Introducer.
Confirm that the stopcock on the Clip Introducer flush port is closed and that the Clip
Introducer is de-aired.
While flushing heparinized saline on the Guide Hemostasis Valve, place the tip of the Clip
Introducer against the Guide Hemostasis Valve and advance the Clip Introducer straight into
the valve in a continuous motion while rotating the Clip Introducer in small clockwise and
counterclockwise motions until the Clip can be observed distal to the valve.

WARNING: DO NOT continue to advance the Clip Introducer if resistance is
felt; the Guide Hemostasis Valve, Clip Introducer or the Clip may
be damaged. Damage to these components may result in air
embolism, vascular or cardiac injury.

WARNING: To minimize the potential of air embolism, ensure proper de-airing

when inserting the Clip Introducer into the Guide Hemostasis
Valve.
Leave the Clip Introducer fully inserted in the Guide Hemostasis Valve throughout the
procedure.

21.7  Align the Longitudinal Alignment Marker on the Sleeve shaft with the Alignment Marker on
the Guide Hemostasis Valve.

21.8  Turn the +/- Knob to neutral then carefully advance the CDS through the Guide under
fluoroscopic guidance. Stop when tip of the Clip is even with the tip of the Guide.

NOTE: If resistance to CDS advancement is felt, reduce Guide deflection.

21.9  Under echocardiographic guidance, advance the CDS and retract the Guide iteratively as
needed while maintaining the Guide in the LA. Stop when the Guide RO Tip Ring is between
the RO Alignment Markers of the Sleeve, as confirmed under fluoroscopic guidance.

21.10  Position the Sleeve Handle in the Stabilizer slot.
21.11  Confirm that the Clip is free from the left atrial wall and valve tissue.

WARNING: Failure to confirm that the Clip is free from the left atrial wall and valve tissue
may result in cardiac injury.

22.0 INITIAL MITRACLIP™ G4 SYSTEM POSITIONING IN THE LEFT ATRIUM

24.0

NOTE: Positioning is achieved with iterative adjustments of the Guide and CDS using torque,
translation, and knob adjustments. The goals of positioning are:

A.  Positioning the Clip centrally over the valve with respect to anterior-posterior and medial-lateral
directions.

B.  Aligning the Clip so the DC Shaft is perpendicular to the plane of the mitral valve.
C. Positioning the distal tip of the Clip at least 1 cm above the leaflets.

WARNING: Excessive torque on the Guide and translation of the MitraClip™ G4
System may inadvertently displace the tip of the Guide from the
LA, which may result in arrhythmias or cardiac injury.

WARNING: DO NOT continue to rotate or manipulate any of the knobs if

significant resistance is noted; device damage may occur and
result in cardiac injury.

221 Adjust the Guide position as necessary to maintain that the Clip is free from adjacent tissue.

22.2  Adjust Sleeve deflection using the M/L Knob and / or the A/P Knob to deflect the Clip
towards the apex. Retract the DC Radiopaque Ring against the Sleeve tip as necessary.

22.3  During Sleeve deflections confirm that the Guide RO Tip Ring is between the RO Alignment

Markers of the Sleeve prior to making maximum Sleeve deflections.

WARNING: DO NOT deflect the Sleeve tip more than 90 degrees as device
damage may occur. Use of damaged product may result in cardiac
injury.

22.4  Secure the Sleeve handle in the Stabilizer using the Fastener.

22.5  To reposition the MitraClip™ G4 System, move the Stabilizer with the system until
positioning is adequate.

22.6  Adjust the MitraClip™ G4 System position to maintain adequate height above the mitral
valve in the LA.

WARNING: Maintain the Clip above the leaflets until ready to grasp to
minimize the risk of Clip entanglement in the chordal apparatus.
Clip entanglement may result in cardiac injury, worsening
mitral regurgitation, difficulty or inability to remove the Clip and
conversion to surgical intervention.
FINAL MITRACLIP™ G4 SYSTEM POSITIONING
231 Raise the Gripper(s).
CAUTION: Raising the Grippers more often than needed or retracting the
Gripper Lever forcefully may damage the Gripper cover or Gripper
line and impair CDS performance.
23.2  Unlock the Clip and Open the Clip Arms to approximately 180 degrees.
WARNING: DO NOT RETRACT THE LOCK LEVER FORCEFULLY. Retracting the
Lock Lever forcefully may result in the inability to unlock Clip.
Inability to open the Clip may result in valve injury or lead to
deployment of the Clip in an unintended location.
23.3  Adjust the MitraClip™ G4 System to reposition the Clip as necessary. Confirm that the distal
tip of the Clip is at least 1 cm above the leaflets.
23.4  Rotate the DC handle to align the Clip Arms perpendicular to the line of coaptation. DO NOT
rotate the Clip more than 90 degrees in each direction.
23.5  Carefully translate the DC shaft multiple times to release stored torque. Fully retract the DC.
WARNING: Fully release stored torque. If not done, it may result in unwanted
Clip Arm orientation changes during grasping. Torque of the DC
Handle more than 180 degrees may result in DC damage and
cardiac injury.
23.6  Identify Gripper Orientation.
23.7  Close the Clip to a Clip Arm Angle of approximately 60 degrees.

23.8  Complete final MitraClip™ G4 System positioning in the LA using multiple imaging planes.
Re-secure the Guide and Sleeve Fasteners as appropriate.

GRASPING THE LEAFLETS AND VERIFYING THE GRASP

241 Advance the DC distally to position the Clip approximately 2 cm below the valve. Ensure
that the Clip Arms are oriented perpendicular to the line of coaptation.

WARNING: Do confirm that the Clip Arms are perpendicular to the line of
coaptation. Failure to do so may result in loss of leaflet capture
and insertion. Loss of leaflet capture and insertion may result in
inadequate reduction of mitral regurgitation and may result in a
single leaflet device attachment (SLDA).
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24.2
24.3

24.4

24.6

WARNING: DO NOT make substantial Clip Arm orientation adjustment in the

LV. Clip entanglement in chordae may result in cardiac injury

and worsening mitral regurgitation; and may result in difficulty

or inability to remove the Clip, and conversion to surgical

intervention.

Always ensure that either the Grippers are raised or that the Clip

is closed while in the LV to avoid potential cardiac injury.

Open the Clip Arms to the Grasping Arm Angle.

Without using excessive force, retract the DC to grasp the anterior and posterior leaflets.

WARNING: An improper grasp will allow one or both leaflets to move freely.
Closing and deploying the Clip in this situation may result in
loss of leaflet capture and insertion. Loss of leaflet capture
and insertion may result in inadequate reduction of mitral
regurgitation and may result in a single leaflet device attachment
(SLDA).

If the grasp appears satisfactory, Lower the Gripper(s) onto the leaflets.

NOTE:  Simultaneous leaflet capture with both Grippers should be attempted first. If

unsuccessful, Raise the Gripper(s) to release leaflet capture and Lower the
Gripper(s) to capture leaflets. Raising and lowering Gripper(s) can be done
simultaneously or independently.

WARNING: DO NOT advance the DC handle or adjust the position of the
MitraClip™ G4 System in a way that increases tension on the
leaflets after grasping the leaflets, as valve injury may occur.

24.41 If both Grippers have not lowered:

24.411  Lock the Clip.

24.41.2  Confirm both Grippers have lowered.

24.41.3  Unlock the Clip.

Failure to confirm that both Grippers have been lowered onto
the leaflets prior to closing the Clip may result in loss of leaflet
capture and insertion. Loss of leaflet capture and insertion may
result in inadequate reduction of mitral regurgitation and may
result in a single leaflet device attachment (SLDA).

Close the Clip until the Clip Arm Angle is approximately 60 degrees. Release tension on the

DC and secure the DC Fastener.

Use echocardiographic imaging to verify insertion of both leaflets and satisfactory grasp by

observation of:

e Leaflet immobilization

e Single or multiple valve orifice(s)

e Limited leaflet mobility relative to the tips of both Clip Arms

e Adequate MR reduction

24.6.1 If grasping fails to hold both leaflets and the Clip retracts to the LA, reposition

the MitraClip™ G4 System.
24.6.1.1  Open the Clip Arms and reorient the Clip Arms in the LA, as needed,
then repeat grasping steps (refer to Section 23.0 and 24.0).
24.6.1.1.1  If significant repositioning is necessary, Fully Close
the Clip Arms and Lower the Gripper(s) then repeat
positioning and grasping steps.

24.6.2 If the Sleeve limits DC travel during grasping, an inadequate grasp may require

repositioning of the MitraClip™ G4 System.

24.6.21  Raise the Gripper(s)and Open the Cljp Arms to approximately
180 degrees and advance the DC handle. Repeat positioning and
grasping steps as necessary (refer to Section 23.0 and 24.0).

WARNING:

WARNING:

25.0 CLOSING THE CLIP AND EVALUATING CLIP POSITION

251

25.3

Lock the Clip.

WARNING: Failure to Lock the Clip may result in loss of leaflet capture and
insertion. Loss of leaflet capture and insertion may result in
inadequate reduction of mitral regurgitation and may result in a
single leaflet device attachment (SLDA).

Slowly close the Clip just until the leaflets are coapted and MR is sufficiently reduced. The

Clip should maintain a distinct “V” shape.

WARNING: DO NOT use excessive force to close the Clip further than is

necessary to adequately reduce MR. Leaflet injury may occur.

DO NOT close the Clip too tightly as it may result in leaflet injury

or an inability to deploy the Clip. Inability to deploy the Clip may

result in worsening mitral regurgitation, cardiac injury, a single
leaflet device attachment (SLDA), and / or conversion to surgical
intervention.

Failure to turn the Arm Positioner at least ¥z turn in the “Close”

direction after locking the Clip may result in loss of leaflet capture

and insertion. Loss of leaflet capture and insertion may result in

inadequate reduction of mitral regurgitation and may result in a

single leaflet device attachment (SLDA).

Use echocardiographic imaging to verify valve function, satisfactory coaptation, and

insertion of both leaflets by observation of:

e Leaflet immobilization

e Single or multiple valve orifice(s)

e Limited leaflet mobility relative to the tips of both Clip Arms
e Adequate MR reduction

25.3.1 If the Clip position is not satisfactory, Raise the Gripper(s), Unlock the Clip and
Invert the Clip Arms.

WARNING:

WARNING: Turning the Arm Positioner in the “Open” direction more than 1 full
turn past a Clip Arm Angle of 180° or turning past when resistance is
first noted may result in device damage which could cause the Clip to
become non-functional and lead to embolization, and / or conversion
to surgical intervention.

25.3.2 Retract the inverted Clip into the LA.

25.3.3 Confirm both leaflets move freely.

25.3.4 Repeat positioning steps, as necessary, then repeat grasping steps.

26.0 MITRACLIP™ G4 IMPLANT PRE-DEPLOYMENT CLIP ASSESSMENT

27.0

26.1

26.2

26.3
26.4

Confirm DC Handle is secure.

WARNING: Do secure the DC Handle. If not done, it may result in leaflet
injury or loss of leaflet insertion with resultant worsening mitral
regurgitation, single leaflet device attachment (SLDA), and / or
conversion to surgical intervention.

Establish Final Arm Angle.

WARNING: DO NOT turn the Arm Positioner more than 1 turn in the “Open”
direction from neutral. Failure to stop turning the Arm Positioner
at 1 turn in the “Open” direction past neutral may result in Clip
opening or device damage which could cause the Clip to become
non-functional and lead to embolization and / or conversion to
surgical intervention.

Turn the Arm Positioner to the “closed” side of the neutral position.

Perform mean pressure gradient assessment prior to proceeding to deployment.

CLIP DEPLOYMENT

271

27.2

Deployment Step 1: Lock Line Removal

27141 While holding the ends of the Lock Line remove the Lock Lever Cap and “0”
ring. Unwrap the two ends of the Lock Line in a counterclockwise direction.
Separate the ends of the Lock Line and remove the plastic cover from the lines
so that no twists or knots are present.

WARNING: Do not let Line unravel freely. Do not remove Lock Line
or plastic covers if line is bunched. Letting Line unravel
freely may result in knots in the line. Removing Line
if it is bunched may result in difficulty or inability to
remove line due to knots or twists.

27.1.2 Grasp one of the free ends of the Lock Line, confirm the line moves freely,
and slowly remove the Lock Line. Pull the Lock Line coaxial to the Lock Lever.

If resistance is noted, stop and pull on the other free end to remove the Lock

Line.

2713 Establish Final Arm Angle.

NOTE: The Clip Arms may open slightly (~5°) and then remain in a stable
position. If Arms open more than slightly, close the Clip to the
desired Arm position and re-£stablish Final Arm Angle.

WARNING: DO NOT turn the Arm Positioner more than 1 turn in the
“Open” direction from neutral. Failure to stop turning
the Arm Positioner at 1 turn in the “Open” direction past
neutral may result in Implant opening or device damage
which could cause the Implant to become non-functional
and lead to embolization and / or conversion to surgical
intervention.

27.1.4 Turn the Arm Positioner to Neutral.
Deployment Step 2: Delivery Catheter Shaft Detachment
27.21 Confirm that the Arm Positioner is Neutral. Remove the Release Pin from the

DC Handle.

27.2.2 Turn the Arm Positioner in the “Open” direction until the Release Pin groove is
fully exposed.

NOTE: After the Release Pin is removed, turning the Arm Positioner in the
“Open” direction will not open the Clip Arms.

27.2.3 Turn the Actuator Knob of the DC approximately 8 turns in the direction of the
arrow printed on the Actuator Knob.

If it is difficult to turn the Actuator Knob, STOP and confirm that the Arm

Positioner has been turned in the “Open” direction, such that the Release Pin

groove is fully exposed.

WARNING: Stop turning the Actuator Knob when resistance is felt,
otherwise it may result in inability to deploy the Clip.
Inability to deploy the Clip may result in worsening mitral
regurgitation, cardiac injury, a single leaflet device
attachment (SLDA), and / or conversion to surgical
intervention.

2724 Retract the Actuator Knob approximately 0.5 cm after it is fully unthreaded.
27.2.5 Fully retract the Gripper Levers.

WARNING: Do retract the Gripper Levers fully prior to retracting the
DC Handle. Failure to retract the Gripper Levers may result
in higher forces to deploy the clip. This may result in
worsening mitral regurgitation, cardiac injury or a single
leaflet device detachment (SLDA).

27.26 Release the DC Fastener, and slowly retract the DC Handle until the DC

Radiopaque Ring is against the tip of the Sleeve.

27.2.6.1  If resistance is felt during DC Detachment and Clip separation
from the DC can be confirmed by fluoroscopy, confirm the Gripper
Levers are fully retracted. If resistance is still felt, access the
Gripper Lines.
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