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6. srpnja 2021.

HITNO: SIGURNOSNA OBAVIJEST -PI1-21-4115

Kosarice Ecoflex, kosarice High Flex i kompleti za
bilijarnu endoprotezu Gastrotop

Brojevi REF i lot: pogledajte Dodatak 1.

Vrsta radnje: povlaCenje proizvoda

Dostaviti: klinickom osoblju, voditeljima upravljanja rizikom, biomedicinskom
osoblju

Ovo pismo sadrzava vazne informacije koje zahtijevaju vasu neposrednu pozornost.

Postovani korisnice / postovana korisnice,

tvrtka BD provodi ovu sigurnosnu korektivnu mjeru za potrebe povlacenja proizvoda odredenih
brojeva lot tvrtke Angiomed GmbH & Co. Kosarice Ecoflex, kosarice High Flex i kompleti za
bilijarnu endoprotezu Gastrotop tvrtke Medizintechnik KG (podruznica u stopostotnom vlasnistvu
tvrtke Becton Dickinson and Company (BD)). Prema nasoj evidenciji distribucije postoji mogué¢nost
da je vasa organizacija primila sporne proizvode.

Opis problema

Sporne kosarice Ecoflex, kosarice high Flex i kompleti za bilijarnu endoprotezu Gastrotop
povlace se jer je tvrtka BD putem ispitivanja otkrila postojanje sitne rupe u plitici pakiranja koja moze
potencijalno ugroziti sterilnost proizvoda. Tvrtka BD na temelju ispitivanja procjenjuje da priblizno 50 %
proizvoda ima navedeni nedostatak. Do trenutka ove obavijesti nisu primije¢ene prijave kupaca
povezane s navedenim nedostatkom. Prikaze nedostatka moguce je vidjeti na slikama u nastavku:
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Povlagenje ovog proizvoda ograni¢eno je na Sifre proizvoda / brojeve lot navedene u Dodatku 1.
Obavijest se ne odnosi ni na koje druge Sifre proizvoda ili brojeve lot. U Dodatku 2 moguce je pregledati
lokacije Sifri proizvoda / brojeva lot.

Klini¢ki ucéinak

Ovaj bi nedostatak mogao uzrokovati posljedice za zdravlje, uklju€ujuci infekcije razli€itih intenziteta.
Pracenje pacijenta, ukljuujuéi, izmedu ostalog, primjenu antimikrobnog lijecenja i bilo kakva kontrola
pacijenta, izvrSavaju se prema nahodenju odgovornog lije¢nika. Tvrtki BD nisu poznate prijave
nezeljenih dogadaja povezanih s ovim nedostatkom proizvoda.

Preporuke za poduzimanje radnji za korisnika:

1. Pregledajte svoju zalihu, pronadite, odvojite i unistite sve jedinice spornih koSarica Ecoflex,
kompleta za bilijarnu endoprotezu Gastrotop i koSarica High Flex koje imaju brojeve lot
navedene u Dodatku 1.

2. Ako ste dalje distribuirali navedene proizvode, utvrdite kojim ste ih ustanovama poslali, odmah
ih obavijestite o0 ovom povla¢enju proizvoda i savjetujte im da uniste proizvode na koje se
ova obavijest odnosi.

3. Ispunite obrazac za odgovor korisnika na 3. stranici te navedite:
o koli¢inu proizvoda koje ste unistili ILI
o izjavu da Vasa organizacija nema spornih proizvoda u zalihama.

4. Posaljite ispunjeni obrazac za odgovor korisnika na <<ovdje upiSite pojedinosti za kontakt>> Sto
je prije moguce, a najkasnije do 6. kolovoza 2021. kako biste primili zamjenski proizvod.

Osoba za kontakt

Ako imate bilo kakvih pitanja o ovoj obavijesti, obratite se lokalnom predstavniku tvrtke BD ili lokalnoj
podruznici tvrtke BD na broj <<ovdje upiSite broj telefona>> ili putem e-poste <<ovdje upiSite adresu
e-poste za kontakt>>.

Potvrdujemo da su odgovarajuce regulatorne agencije obavijeStene o ovim radnjama.

Tvrtka BD posvecena je unaprjedivanju svijeta zdravlja. Nasi su glavni ciljevi sigurnost pacijenata i
korisnika te pruzanje kvalitetnih proizvoda. IspriCavamo se zbog neugodnosti koje Vam je ova situacija
mozda prouzro€ila i unaprijed Vam zahvaljujemo za pomoc¢ tvrtki BD u rjeSavanju navedenog
problema na najbrzi i naju€inkovitiji moguci nacin.

Srdacan pozdrav,
A 7
/fé/ LeerocAD

Lorna Darrock
Visi direktor, Odjel za upravljanje kvalitetom proizvoda nakon stavljanja na trziste
Odjel za upravljanje kvalitetom za regiju EMEA
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Obrazac za odgovor korisnika — PI-21-4115

Brojevi REF i lot za koSarice Ecoflex / kosarice High Flex i komplete
za bilijarnu endoprotezu Gastrotop: pogledajte Dodatak 1.

Procitajte zajedno sa sigurnosnom obavjeS¢u PI-21-4115 i vratite ispunjeni i potpisani obrazac sto je
prije moguce ili najkasnije do 6. kolovoza 2021. na <<ovdje upisite broj telefaksa / adresu e-poste>>.

¢ Potvrdujem da sam ovu obavijest proéitao/procitala i razumio/razumjela te da su poduzete
sve potrebne preporuc¢ene mjere.

Oznacite odgovarajuci okvir u nastavku
[] Ne posjedujemo nijedan od spornih proizvoda navedenih u Dodatku 1.
ILI

[] Posjedujemo sljedeée sporne proizvode iz Dodatka 1 te potvrdujem da su proizvodi unisteni (ispunite
Dodatak 1 tako da upiSete broj unistenih proizvoda i priloZite uz obrazac za odgovor kako bi vam bilo moguce
isporuciti zamjenske proizvode).

Naziv racuna/organizacije:

Odjel (ako je primjenjivo):

Adresa:

Postanski broj: Grad:

Ime i prezime osobe za kontakt:

Funkcija:
Telefonski broj za kontakt: Adresa e-poste za kontakt:
Potpis: Datum:

Ovaj obrazac potrebno je vratiti tvrtki BD kako bi se radnja smatrala provedenom za Va$ racun.
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Dodatak 1 — Sifre / brojevi lot spornih proizvoda

Kompleti za bilijarnu endoprotezu GASTROTOP
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Naziv proizvoda| Sifra proizvoda Broj lot Opis proizvoda Rok trajanja Broj unistenih
(REF) proizvoda proizvoda
Komplet za 36220010 ANER3982 GT-SP 8/15 24. travnja 2023.
bilijarnu X
ANEU4273 GT-DP9/ 4 31. srpnja 2023.
endoprotezu 36430010 il
GASTROTOP ANEV0629 GT-DP 9/ 4 7. kolovoza 2023.
36430020 ANEU4270 GT-DP9/7 31. srpnja 2023.
ANEV0635 GT-DP9/ 7 7. kolovoza 2023.

KOSARICE ECOFLEX

EMEAFA116 Rev 1

Naziv proizvoda| Sifra proizvoda Broj lot Opis proizvoda Rok trajanja Broj unistenih
(REF) proizvoda proizvoda
42285080 ANEU0615 EFK 4,0/20/30/ 90/5 03-Jul-23
42245060 ANEQ3802 EFK 2,5/10/20/ 90/4/H 20-Mar-23
ANEW3001 EFK 2,5/15/25/ 90/4/H 18-Sep-23
ANEX4445 EFK 2,5/15/25/ 90/4/H 23-Oct-23
ANEX4446 EFK 2,5/15/25/ 90/4/H 23-Oct-23
ANEP4974 EFK 2,5/15/25/ 90/4/H 28-Feb-23
ANEP4978 EFK 2,5/15/25/ 90/4/H 28-Feb-23
ANEP4988 EFK 2,5/15/25/ 90/4/H 28-Feb-23
KOSARICE ANEQ3803 EFK 2,5/15/25/ 90/4/H 20-Mar-23
ECOFLEX ANEQ3805 EFK 2,5/15/25/ 90/4/H 20-Mar-23
42245070 ANEQ3807 EFK 2,5/15/25/ 90/4/H 20-Mar-23
ANEQ3809 EFK 2,5/15/25/ 90/4/H 20-Mar-23
ANER2601 EFK 2,5/15/25/ 90/4/H 17-Apr-23
ANER1609 EFK 2,5/15/25/ 90/4/H 10-Apr-23
ANER3991 EFK 2,5/15/25/ 90/4/H 24-Apr-23
ANER2603 EFK 2,5/15/25/ 90/4/H 17-Apr-23
ANER2606 EFK 2,5/15/25/ 90/4/H 17-Apr-23
ANER3992 EFK 2,5/15/25/ 90/4/H 24-Apr-23
ANER3994 EFK 2,5/15/25/ 90/4/H 24-Apr-23
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ANER3995 EFK 2,5/15/25/ 90/4/H 24-Apr-23
ANES3926 EFK 2,5/15/25/ 90/4/H 29-May-23
ANEU3335 EFK 2,5/15/25/ 90/4/H 24-Jul-23
ANEU4277 EFK 2,5/15/25/ 90/4/H 31-Jul-23
ANEV0639 EFK 2,5/15/25/ 90/4/H 07-Aug-23
ANEV2879 EFK 2,5/15/25/ 90/4/H 21-Aug-23
ANEV1908 EFK 2,5/15/25/ 90/4/H 14-Aug-23
KOSARICE HIGHFLEX
Naziv Sifra proizvoda Broj lot Opis proizvoda Rok trajanja Broj unistenih
proizvoda (REF) proizvoda proizvoda
42240010 ANER4854 HFK 2,5F/10/20/ 65/3/H 30-Apr-23
42240060 ANEP4989 HFK 2,5F/10/20/ 90/3/H 28-Feb-23
42240070 ANES1983 HFK 2,5F/15/25/90/30/H 15-May-23
ANEP2560 HFK 2,5F/10/20/ 90/4/H 14-Feb-23
ANEP4972 HFK 2,5F/10/20/ 90/4/H 28-Feb-23
CORARICE ANEP4976 HFK 2,5F/10/20/ 90/4/H 28-Feb-23
HIGHFLEX 42241060 ANEP4980 HFK 2,5F/10/20/ 90/4/H 28-Feb-23
ANEP4983 HFK 2,5F/10/20/ 90/4/H 28-Feb-23
ANEP4987 HFK 2,5F/10/20/ 90/4/H 28-Feb-23
ANEQQ918 HFK 2,5F/10/20/ 90/4/H 06-Mar-23
ANEW1595 HFK 2,5F/15/25/ 90/4/H 11-Sep-23
ANEW2999 HFK 2,5F/15/25/ 90/4/H 18-Sep-23
ANEW1598 HFK 2,5F/15/25/ 90/4/H 11-Sep-23
ANEW2995 HFK 2,5F/15/25/ 90/4/H 18-Sep-23
ANEW2997 HFK 2,5F/15/25/ 90/4/H 18-Sep-23
42241070 ANEW1599 HFK 2,5F/15/25/ 90/4/H 11-Sep-23
ANEX4442 HFK 2,5F/15/25/ 90/4/H 23-Oct-23
ANEX5669 HFK 2,5F/15/25/ 90/4/H 30-Oct-23
ANEX5672 HFK 2,5F/15/25/ 90/4/H 30-Oct-23
ANEP2558 HFK 2,5F/15/25/ 90/4/H 14-Feb-23
ANEP2561 HFK 2,5F/15/25/ 90/4/H 14-Feb-23
ANEP4973 HFK 2,5F/15/25/ 90/4/H 28-Feb-23
42241070 ANEP4977 HFK 2,5F/15/25/ 90/4/H 28-Feb-23
ANEP4981 HFK 2,5F/15/25/ 90/4/H 28-Feb-23
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ANES0838 HFK 2,5F/15/25/ 90/4/H 08-May-23
ANES0840 HFK 2,5F/15/25/ 90/4/H 08-May-23
ANES1981 HFK 2,5F/15/25/ 90/4/H 15-May-23
ANES1987 HFK 2,5F/15/25/ 90/4/H 15-May-23
ANES1986 HFK 2,5F/15/25/ 90/4/H 15-May-23
ANES2818 HFK 2,5F/15/25/ 90/4/H 20-May-23
ANES2822 HFK 2,5F/15/25/ 90/4/H 20-May-23
42241110 ANET3664 HFK 2,5F/10/20/120/4/H 26-Jun-23
ANEP2562 HFK 2,5F/15/25/120/4/H 14-Feb-23
ANEP4984 HFK 2,5F/15/25/120/4/H 28-Feb-23
142241120 ANER4860 HFK 2,5F/15/25/120/4/H 30-Apr-23
ANES2819 HFK 2,5F/15/25/120/4/H 20-May-23
ANES2823 HFK 2,5F/15/25/120/4/H 20-May-23
ANET0715 HFK 2,5F/15/25/120/4/H 05-Jun-23
ANEQ5143 EFK 2,5/10/20/ 65/4/H 27-Mar-23
ANER2604 EFK 2,5/10/20/ 65/4/H 17-Apr-23
ANES3924 EFK 2,5/10/20/ 65/4/H 29-May-23
42245010 ANES3925 EFK 2,5/10/20/ 65/4/H 29-May-23
ANET0718 EFK 2,5/10/20/ 65/4/H 05-Jun-23
ANET0719 EFK 2,5/10/20/ 65/4/H 05-Jun-23
ANET1656 EFK 2,5/10/20/ 65/4/H 12-Jun-23
42251030 ANET2655 HFK 4,0F/20/30/ 65/4/H 19-Jun-23
ANEP4990 HFK 4,0F/20/30/ 90/4/H 28-Feb-23
ANEQ3808 HFK 4,0F/20/30/ 90/4/H 20-Mar-23
42251080 ANEQ3804 HFK 4,0F/20/30/90/4/H 20-Mar-23
ANET3663 HFK 4,0F/20/30/ 90/4/H 26-Jun-23
ANEU0614 HFK 4,0F/20/30/ 90/4/H 03-Jul-23
ANEQ2454 HFK 4,0F/20/30/ 65/5/H 13-Mar-23
ANER0633 HFK 4,0F/20/30/ 65/5/H 03-Apr-23
42252030 ANER4855 HFK 4,0F/20/30/ 65/5/H 30-Apr-23
ANEU0610 HFK 4,0F/20/30/ 65/5/H 03-Jul-23
ANEU1366 HFK 4,0F/20/30/ 65/5/H 10-Jul-23
ANEV2880 HFK 4,0F/20/30/ 90/5/H 21-Aug-23
42252080 ANEY1794 HFK 4,0F/20/30/ 90/5/H 12-Nov-23
ANEP2563 HFK 4,0F/20/30/ 90/5/H 14-Feb-23
ANEQ2459 HFK 4,0F/20/30/ 90/5/H 13-Mar-23
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ANER3998 HFK 4,0F/20/30/ 90/5/H 24-Apr-23
ANER4858 HFK 4,0F/20/30/ 90/5/H 30-Apr-23
42263030 ANER0635 HFK 4,6F/20/30/ 65/6/H 03-Apr-23
ANEW2996 HFK 2,5F/10/20/ 90/3 18-Sep-23
42270060 ANEX4440 HFK 2,5F/10/20/ 90/3 23-Oct-23
ANET3665 HFK 2,5F/10/20/ 90/3 26-Jun-23
ANER4856 HFK 2,5F/15/25/ 90/3 30-Apr-23
42270070 ANET1650 HFK 2,5F/15/25/ 90/3 12-Jun-23
ANEUO0611 HFK 2,5F/15/25/ 90/3 03-Jul-23
ANEQ5147 HFK 2,5F/10/20/120/3 27-Mar-23
42270110 ANER2600 HFK 2,5F/10/20/120/3 17-Apr-23
ANER1613 HFK 2,5F/10/20/120/3 10-Apr-23
ANEZ1838 HFK 2,5F/10/20/ 65/4 11-Dec-23
ANEZ3173 HFK 2,5F/10/20/ 65/4 17-Dec-23
ANEQ0914 HFK 2,5F/10/20/ 65/4 06-Mar-23
ANEQQ915 HFK 2,5F/10/20/ 65/4 06-Mar-23
ANEQQ925 HFK 2,5F/10/20/ 65/4 06-Mar-23
42271010 ANEQ0926 HFK 2,5F/10/20/ 65/4 06-Mar-23
ANEQ2452 HFK 2,5F/10/20/ 65/4 13-Mar-23
ANEQ2458 HFK 2,5F/10/20/ 65/4 13-Mar-23
ANES1979 HFK 2,5F/10/20/ 65/4 15-May-23
ANES2820 HFK 2,5F/10/20/ 65/4 20-May-23
ANEV2881 HFK 2,5F/10/20/ 65/4 21-Aug-23
ANEQ5275 HFK 2,5F/15/25/ 65/4 27-Mar-23
42771020 ANER0630 HFK 2,5F/15/25/ 65/4 03-Apr-23
ANER4851 HFK 2,5F/15/25/ 65/4 30-Apr-23
ANEWO0650 HFK 2,5F/10/20/ 90/4 04-Sep-23
ANEV1906 HFK 2,5F/10/20/ 90/4 14-Aug-23
ANEV3791 HFK 2,5F/10/20/ 90/4 28-Aug-23
ANEW3000 HFK 2,5F/10/20/ 90/4 18-Sep-23
ANEW1597 HFK 2,5F/10/20/ 90/4 11-Sep-23
ANEX0388 HFK 2,5F/10/20/ 90/4 02-Oct-23
ANEX0393 HFK 2,5F/10/20/ 90/4 02-Oct-23
ANEX1771 HFK 2,5F/10/20/ 90/4 09-Oct-23
ANEX3275 HFK 2,5F/10/20/ 90/4 16-Oct-23
ANEY1790 HFK 2,5F/10/20/ 90/4 12-Nov-23
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ANEY3336 HFK 2,5F/10/20/ 90/4 20-Nov-23
ANEY4411 HFK 2,5F/10/20/ 90/4 27-Nov-23
ANEZ1839 HFK 2,5F/10/20/ 90/4 11-Dec-23
ANEZ3174 HFK 2,5F/10/20/ 90/4 17-Dec-23
ANEZ3175 HFK 2,5F/10/20/ 90/4 17-Dec-23
42271060 ANFN1246 HFK 2,5F/10/20/ 90/4 14-Jan-24
ANEP4982 HFK 2,5F/10/20/ 90/4 28-Feb-23
ANEP4975 HFK 2,5F/10/20/ 90/4 28-Feb-23
ANER0631 HFK 2,5F/10/20/ 90/4 03-Apr-23
ANER1612 HFK 2,5F/10/20/ 90/4 10-Apr-23
ANER1611 HFK 2,5F/10/20/ 90/4 10-Apr-23
ANER2602 HFK 2,5F/10/20/ 90/4 17-Apr-23
ANES3927 HFK 2,5F/10/20/ 90/4 29-May-23
ANET1651 HFK 2,5F/10/20/ 90/4 12-Jun-23
ANET2654 HFK 2,5F/10/20/ 90/4 19-Jun-23
ANEU0607 HFK 2,5F/10/20/ 90/4 03-Jul-23
ANEU3333 HFK 2,5F/10/20/ 90/4 24-Jul-23
ANEU4275 HFK 2,5F/10/20/ 90/4 31-Jul-23
ANEU4276 HFK 2,5F/10/20/ 90/4 31-Jul-23
ANEU4278 HFK 2,5F/10/20/ 90/4 31-Jul-23
ANEV0645 HFK 2,5F/15/25/ 90/4 07-Aug-23
ANEY1796 HFK 2,5F/15/25/ 90/4 12-Nov-23
ANEP2559 HFK 2,5F/15/25/ 90/4 14-Feb-23
ANEQ0917 HFK 2,5F/15/25/ 90/4 06-Mar-23
ANEQ0922 HFK 2,5F/15/25/ 90/4 06-Mar-23
ANEQ0924 HFK 2,5F/15/25/ 90/4 06-Mar-23
42271070 ANEQ2450 HFK 2,5F/15/25/ 90/4 13-Mar-23
ANEQ2455 HFK 2,5F/15/25/ 90/4 13-Mar-23
ANEQ2457 HFK 2,5F/15/25/ 90/4 13-Mar-23
ANER4852 HFK 2,5F/15/25/ 90/4 30-Apr-23
ANET1652 HFK 2,5F/15/25/ 90/4 12-Jun-23
ANEU1367 HFK 2,5F/15/25/ 90/4 10-Jul-23
ANEU2175 HFK 2,5F/15/25/ 90/4 17-Jul-23
42271110 ANEQO916 HFK 2,5F/10/20/120/4 06-Mar-23
ANER4859 HFK 2,5F/10/20/120/4 30-Apr-23
42271120 ANEQ3806 HFK 2,5F/15/25/120/4 20-Mar-23
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ANEX1770 HFK 4,0F/20/30/ 90/4 09-Oct-23
ANEX4448 HFK 4,0F/20/30/ 90/4 23-Oct-23
ANEY1789 HFK 4,0F/20/30/ 90/4 12-Nov-23
42281080 ANEY4409 HFK 4,0F/20/30/ 90/4 27-Nov-23
ANFN1248 HFK 4,0F/20/30/ 90/4 14-Jan-24
ANEQ3810 HFK 4,0F/20/30/ 90/4 20-Mar-23
ANEQ3811 HFK 4,0F/20/30/ 90/4 20-Mar-23
42282030 ANER4861 HFK 4,0F/20/30/ 65/5 30-Apr-23
42282080 ANES1984 HFK 4,0F/20/30/ 90/5 15-May-23
ANEP4985 HFK 4,6F/20/30/ 90/6 28-Feb-23
ANER4857 HFK 4,6F/20/30/ 90/6 30-Apr-23
42293080 ANET0717 HFK 4,6F/20/30/ 90/6 05-Jun-23
ANEU1365 HFK 4,6F/20/30/ 90/6 10-Jul-23
ANEU1368 HFK 4,6F/20/30/ 90/6 10-Jul-23
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Identifikacija Sifre proizvoda / broja lot
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Reprezentativne oznake
ECOFLEX \\_@_i 10mm
basket, hgz|lica|d I
anier, hélicoida L
drbchen, helikal ——p] 20mm
cestino, elicoidale wite/fil/ 4
cesta, espiral Draht/filo/
korfje, spiraalvormig guia /draad
§  angiomed ECOFLEXBASKET catheter/cathéter/ 2,5F[0,83mm] N Sifra
H 3 Katheter/catetere/ H
B REF 42245010 LOT ANUGXXXX catéter/kathoter S G pr0|zvoda
12 anglomed ECOFLEX BASKET
8 4.wire; 2,5F-cath. - 65em
= REF 42245010 LOT ANUGKXX [rer] 42245010 8 2999-01 [tor] ANUGKM=2999-01 .
LT e
l»h\IIIHHII IIhlINIII\ll !lHll!IH’I'l!INI!I\I\ L
X
GASTROTOP l‘ L —p 15cm
Biliary Endoprosthesis Set
Kit d"Endoprothése Biliaire
Gallen-Endoprothesen Set [0} 8F[2,67mm]
Set Endoprotesi Biliare
Equ|Eo de Endoprotesis Biliar
Gal-Endoprothese-Set single pigtail/pigtai unique/ Einfachpigtail/
5 STROTOP- biliary stent - set pigtail singolo/pigtail sencillo/enkelvoudige pigtail -
E ?sl,‘lglc?zn;ﬁ:%lﬁﬁogﬁ HISY SEIRess Slfra
b REF 36220010 LOT ANUGXXXX prOiZVOda
5 agﬁé&rgieAngﬁlROTOP biliary stent - set
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