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IMPLANT CARD LEAFLET

INSTRUCTIONS FOR COMPLETION:

UDI-DI:(01) 10840143913617

The following information should be completed by the healthcare institution/provider on the
front of the implant card (See FIGURE 1).

o
|I| ? Patient Identification

Procedure Date

+
'ﬁ‘ Name and Address of the Implanting Healthcare Institution/Provider

Once the implant card is populated with the information above, peel the card from the backer,
fold along the perforation, and bond it together. Give both the implant card leaflet and implant
card to the patient.

PATIENT INFORMATION:

The implant card serves as a record of the Atrial Closure implant you have received. The
information on the implant card helps communicate information about this implant. It can be
presented to physicians or airport security. The implant card should be presented anytime you
are subject to a Magnetic Resonance Imaging (MRI) screening, as the information helps ensure
the MRI does not interfere with the implanted device.

In the event you need to get a replacement card for your implant, you will need to have the
UDI and lot information for your device off the rear of the card (See FIGURE 2). Contact the
manufacturer to request a replacement card.

In the unlikely event of any issues with the implant, the information on the implant card will
ensure that your physician can inform you if you are impacted.

Device lifetime is equal to patient lifetime.

MR CONDITIONAL

Non-clinical testing demonstrated that the Clip device for left atrial appendage closure
surgery is MR Conditional. A patient with this device can be scanned safely in an MR system
immediately after placement under the following conditions:

« Static magnetic field of 1.5-Tesla and 3-Tesla, only.

+ Maximum spatial gradient magnetic field of 4,000-gauss/cm (40-T/m)(extrapolated) or
less.

+ Maximum MR system reported, whole body averaged specific absorption rate (SAR) of
4-W/kg for 15 minutes of scanning (i.e., per pulse sequence) in the First Level Controlled
Operating Mode of operation for the MR system.

« The scan conditions defined for the Clip device for left atrial appendage closure surgery are
expected to produce a maximum temperature rise of 2.9°C (5.22°F) for Gillinov-Cosgrove
Clip (ACH1, ACH2, PROT, PRO2 devices) and 3.1°C (5.58°F) for V Clip (FLEX-V, PRO-V
devices) after 15-minutes of continuous scanning (i.e., per pulse sequence).
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Terephthalate
Titanium Dioxide

*Not all products/models may be available in your specific country. Contact your local AtriCure
representative to check availability.

TO'RO1 QUANG CAO THE CAY GHEP @

HUGNG DAN HOAN THANH:

16 chiic/nha cung cdp dich vu chdm séc stic khoe phai dién céc thong tin sau vao mét trudc clia
thé céy ghép (Xem HINH 1).

(]
ll' 7 Thong tin nhan dang bénh nhén

Ngay thuc hién tha thuat

o + Tén va dia chi ctia T6 chiic/Nha cung cdp dich vu chdm sdc stic khoe cdy

h'ﬁ ghép

Sau khi thé cdy ghép dugc dién day du thong tin néu trén, hay béc thé ra khoi mét sau, gap doc
theo 16 thing va dén lai vdi nhau. Dua c td roi quang cdo thé cdy ghép va thé cdy ghép cho
bénh nhan.

THONG TIN BENH NHAN:

Thé cdy ghép d6ng vai trd 1a mdt hd so di liéu cdy ghép Déng tdm nhi ma ban da nhén dugc.
Thong tin trén thé cdy ghép gitip truyén dat thong tin vé thiét bj cdy ghép nay. Ban ¢6 thé xudt
trinh thé nay cho cac bac st hodc nhéan vién an ninh san bay. Ban phéi xudt trinh thé cdy ghép
bét c khi nao chup cdng hudng tir (MRI), vi thdng tin nay gidp dam bao MRI khong lam énh
hudng dén thiét bi cdy ghép.

Trong trutng hgp can Iy thé thay thé cho thiét bi cdy ghép ctia minh, ban sé phai cd thong tin
UDI va 16 chia thiét bi & phia sau thé (Xem HINH 2). Hay lién hé véi nha san xuét dé yéu cau the
thay thé.

Trong trutng hgp khong chdc chan xdy ra bt ky van dé nao vdi thiét bi cdy ghép, thong tin trén
thé cdy ghép sé gilip bac si cia ban théng bao cho ban néu ban b dnh hudng.

Thiét bi st dung tron doi.
TUGNG THICH V61 MR G MOT SO DIEU KIEN

Thi nghiém phi ldm sang da ching minh rang Bo kep dung trong phau thuat dong tiéu nhi tréi
tuong thich vdi MR & mot s6 diéu kién. Ngay sau khi dét thiét bi nay, bénh nhan ¢6 thé chup MR
ma khong bi anh hudng trong cac diéu kién sau:

« Chi 6 tir trudng tinh 1,5 Tesla va 3 Tesla.

« Tirtruong gradient khdng gian toi da tir4.000 gauss/cm (40-T/m) (ngoai suy) tré xudng.

- Hé thdng MR toi da duoc bao cdo, tdc do hap thu riéng (SAR) trung binh clia toan bo co
thé 1a 4 W/kg trong 15 phiit quét (tuic Ia trén méi chudi xung) trong Ché do van hanh dugc
ki€m soat ¢ cap do dau tién cia hé thong MR.

- (ac diéu kién quét dugc xac dinh cho Bo kep dung trong phau thudt dong ti€u nhi tréi du
kién sé tao ra muic tang nhiét do t6i da la 2,9°C (5,22°F) ddi véi Kep Gillinov-Cosgrove (céc
thiét bj ACH1, ACH2, PRO1, PR02), va 3,1°C (5,58°F) ddi vdi Kep V (thiét bj FLEX-V, PRO-V)
sau 15 phut quét lién tuc (tdc la theo chuoi xung).

THIET BI CHUA BANG CHU GIAI KY HIEU
CLIP CGC CLIPV Ma dinh
Tenthiét b danh thiét bi
Titan Loai 2 Titan Loai 5 duy nhét
Polyethyl Trang web
Polyurethane Teréphthalate LOT Malo . thong tin cho
bénh nhén
Nitinol Titan Dioxit Tuong thich
Polyethylene u Nha san xuét v6i MR & mot
Terephthalate 50 diéu kién
Titan Dioxit

*Khong phai tét cd san pham/mau déu dugc cung cdp tai qudc gia cu thé cda ban. Lién hé véi
dai dién AtriCure dia phuong d€ kiém tra tinh trang ¢6 san.

AtriCure Inc.

7555 Innovation Way
Mason, Ohio 45040 USA
+1866 349 2342
+1513 7554100



IFU-0520.A
2026-04
Page 2 of 2

This Page Intentionally Left Blank



