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INSTRUCTIONS FOR USE
AtriClip® Selection Guide
INTENDED PURPOSE

The AtriClip Selection Guide (Guide) is used to aid in the selection of the appropriate AtriClip size for exclusion of the
left atrial appendage with the Clip Device for Left Atrial Appendage Closure Surgery.

INDICATION FOR USE

The AtriClip Selection Guide (Guide) is used to aid in the selection of the appropriate AtriClip size for exclusion of the
left atrial appendage with the Clip Device for Left Atrial Appendage Closure Surgery.

CONTRAINDICATIONS

None known

INTENDED USER

Licensed medical doctors who perform cardiac and/or thoracic procedures.

INTENDED PATIENT POPULATION

Patients at high risk of thromboembolism who are anatomically eligible for left atrial appendage exclusion.

INTENDED CLINICAL BENEFIT

Appropriate selection of AtriClip size to ensure exclusion of left atrial appendage and to achieve clinical benefits of
AtriClip LAA Exclusion System.

DEVICE DESCRIPTION

The Guide is an accessory that works in conjunction with the AtriClip LAA Exclusion System. The AtriClip LAA Exclusion
System is comprised of the AtriClip LAA Exclusion Device (Clip), the AtriClip Applier, and the Guide.

The Guide is a single patient use surgical instrument designed to assist in the selection of the appropriate Clip.

The Guide is malleable and may be placed directly adjacent to the Left Atrial Appendage (LAA) for sizing. The markings
on the Guide facilitate the evaluation of the structure and selection of the appropriate Clip size. The markings on

the Guide are 4 mm +/- 0.5 mm (0.16 in +/- 0.02 in) shorter than the Clip nominal dimensions to approximate the

appendage compression when the Clip is applied. Tissue thickness, appendage geometry, and other factors can affect
sizing decisions. Therefore, it is the physician’s judgment to select the appropriate size.

The Guide (CGG100) is a sterile accessory composed of aluminum and cured polyurethane ink. It is not made with
natural rubber latex and does not contain phthalates.

ENVIROMENTAL SPECFICATIONS

Storage Transit

Temperature: -29°C/-20°F to 60°C/140°F Temperature: -29°C/-20°F to 60°C/140°F

Relative Humidity: 15% to 85% Relative Humidity: 30% to 85%

Atmospheric Pressure: N/A Atmospheric Pressure: N/A

PACKAGE CONTENTS

1. One (1) Guide

The Guide is supplied STERILE and NON-PYROGENIC in an unopened, undamaged package. For single use only. Do not
re-sterilize. Do not re-use.

ATRICLIP SELECTION GUIDE

NOMENCLATURE (SEE FIGURE 1)

[1] Handle
[2] Base
[3] Indication Mark

RETURN OF USED PRODUCTS

If, for any reason, this product must be returned to AtriCure, Inc., a return of goods authorization (RGA) number is
required from AtriCure, Inc., prior to shipping.

If the product has been in contact with blood or body fluids, it must be thoroughly cleaned and disinfected before
packing. It should be shipped in either the original carton or an equivalent carton, to prevent damage during
shipment; and it should be properly labeled with an RGA number and an indication of the biohazardous nature of the
contents of shipment.

Instructions for cleaning and materials, including appropriate shipping containers, proper labeling, and an RGA
number may be obtained from AtriCure, Inc.

DISCLAIMER STATEMENTS

HUGNG DAN LUA CHON ATRICLIP

DANH PHAP (XEM HINH 1)

Wl Tay cdm
[2] Dé
3] Dau chi dinh

Users assume responsibility for approving the acceptable condition of this product before it is used, and for ensuring
that the product is only used in the manner described in these instructions for use, including, but not limited to,
ensuring that the product is not re-used.

Under no circumstances will AtriCure, Inc. be responsible for any incidental, special or consequential loss, damage, or
expense, which is the result of the deliberate misuse or re-use of this product, including any loss, damage, or expense
which is related to personal injury or damage to property.

HUGNG DAN SUf DUNG @

Hudng dan lua chon AtriClip®
MUC PiCH SU DUNG

/N cinnBho A\

Khong duing luc qua manh khi stt dung Ong thng dan. Sit dung lufc qua manh c thé gay tén thuong mo.
Doc tét ca céc hudng dan danh cho Gng thong dan trudc khi sit dung va chi sir dung thiét bi theo myc dich thiét
k€. Chi nhan vién y t€ da qua dao tao va c6 trinh do phu hgp méi dugc sit dung Ong théng dan. St dung thiét bi

nay khdng ding cach ¢4 thé dan dén truc trac thiét bi, khdng cung cap liéu phép diéu tri nhu mong mudn va/hoac
chdn thuong nghiém trong.

Khong udn cong Gng thong dan trong viing cac dau hiéu chi béo. Diéu nay c6 thé dan dén viéc xéc dinh kich c&
AtriClip tuong ting khdng chinh xdc. Viéc khéng xac dinh ding kich ¢ cda Kep ¢ thé dan dén: chan thuong mé,
nit md, rach mé, dich chuyén va/hodc thiéu kha nang cdm mau nhu' mong muén.

KHONG TAI KHU TRUNG. Ong thong dan dugc cung cap VO TRUNG va chi diing MOT LAN.

Viéc tai tiét tring cd thé gdy thuong tich cho bénh nhan.

Than trong khi sit dung Ong thong dan @& xéc dinh kich thudc AtriClip tuang ting. Viéc khong xéc dinh diing kich
¢ clia Kep ¢6 thé dan dén: chan thuong mé, niit mé, rach m, dich chuyén va/hodc thiéu kha ndng cdm mau nhu
mong mudn.

HUGNG DAN SU DUNG

/N warninGg A\

Do not apply excessive force when using the Guide. Using excessive force may cause tissue damage.
Read all instructions for the Guide before use and use the device only as intended. Use of the Guide should be
limited to properly trained and qualified medical personnel. Improper use of this device may lead to device
malfunction, failure to provide intended therapy, and/or serious injury.

Do not bend the Guide in the area of the indication marks. This may lead to incorrectly determining
corresponding AtriClip size. Failure to correctly size the Clip may result in: tissue trauma, dehiscence,
tissue tearing, displacement, and/or lack of desired hemostasis.

DO NOT RESTERILIZE. The Guide is provided STERILE and is intended for SINGLE use only.
Re-sterilization may cause injury to the patient.

Use caution when using the Guide to determine the corresponding AtriClip size. Failure to correctly size the Clip
may result in: tissue trauma, dehiscence, tissue tearing, displacement, and/or lack of desired hemostasis.

INSTRUCTIONS FOR USE

1. Using sterile technique, remove the Guide from its packaging.

/N warninGg A\

If the sterile package is damaged and/or the sterile barrier is breached, discard the device and
DO NOT USE to avoid the risk of patient infection.

/N CAUTION: Do not drop the device as this may induce damage to the device. If the device is dropped, do not use.
Replace with a new device.

2. Align the Guide adjacent with the LAA (See Figure 2).
NOTE: Evaluation should occur at the base of the appendage.
3. Evaluate the LAA and select the appropriate Clip size.
/N CAUTION: The Guide is to be used only to assist with selecting the appropriate Clip.

Huéng dan lva chon AtriClip (Huéng dan) dugc dung dé hd trg chon kich & AtriClip thich hap cho viéc loai trir tiéu nhi
trdi bang Hé thong loai trir AtriClip LAA.

CHi PINH SUDUNG

1. Sitdung kj thudt vé triing, 14y Ong thong dan ra khéi bao bi.

Hudng dan lya chon AtriClip (Hudng dan) dugc dung dé hd trg chon kich & AtriClip thich hgp cho viéc loai trir tiéu nhi
trai bang Heé thdng loai trir AtriClip LAA.

CHONG CHi PINH

/N cinnBho A\
Néu bao bi v triing bi hong va/hodc hang rao vé triing bi phé vé; hay loai bé thiét bj va KHONG SU' DUNG dé tranh
nguy co nhiém tring cho bénh nhan.

Chua biét
POITUONG SU DUNG

(Cac béc si dugc cép phép thuc hién cac tha thuat lién quan dén tim va/hoac long nguc.

POI TUONG BENH NHAN

Bénh nhén ¢6 nguy ca cao bj thuyén téc huyét khdi dd diéu kién vé mat gidi phau dé loai trir ti€u nhi trdi.

LO1iCH LAM SANG DU KIEN

Lua chon kich ¢ AtriClip phu hgp d€ dam bao cho viéc loai trir tiéu nhi tréi va dé dat dugc loi ich [am sang ctia Hé
thdng loai trir AtriClip LAA.

MO TA THIET BI

Ong thong dan Ia mét phu kién hoat dong ciing véi H& théing loai trir AtriClip LAA. Hé théng loai trir AtriClip LAA bao
g6m Thiét bi loa trir AtriClip LAA (Kep), Dung cu gan kep AtriClip va Ong thong dén.

Ong thong dan Ia mét dung cu phiu thuat diing cho mot bénh nhan dugc thiét k& dé h tro lua chon Kep thich hop.
Ong thong dan dé udn va cd thé dugc dat truc tiép canh Tiéu nhi trai (LAA) dé xac dinh kich 3. Cc vach danh ddu trén
Ong thong dan tao diéu kién thuan Igi cho viéc danh gid ciu triic va Iua chon kich thugc Kep thich hop. Cac vach dénh
dau trén Gng thong dan ngan hon 4 mm +/- 0,5 mm (0,16 in ++/- 0,02 in) so vi kich thuéc danh dinh ctia Kep dé uéc
tinh Iyc nén phan phu khi st dung Kep. D day mé, hinh dang tiéu nhi va cac yéu t6 khéc c6 th€ anh hugng dén quyét
dinh kich thudc. Do d6, bac si sé ra quyét dinh chon kich c& ph hgp.

6ng thong dan (CGG100) 1a mdt phu kién vé tring bao gém nhdm va myc polyurethane da dugc x Iy. San phdm nay

Clip Size LAA Size Range khong dugc lam bang mu cao su tu nhién va khong chita phthalate.
35 mm 29-35mm (1.14—1.381n) THONG SO KY THUAT MOI TRUGNG
40mm 34-40mm (1.34-1.57in) "
Bao quan Vén chuyén
45mm 39-45mm (1.54-1.77in)
Nhiét do: -29°C/-20°F dén 60°C/140°F Nhiét d: -29°C/-20°F dén 60°C/140°F
50 mm 44-50mm (1.73-1.97in)
D6 dm tuang ddi: 15% dén 85% Do dm tuong ddi: 30% dén 85%
DISPOSAL INFORMATION Ap suat khi quyén: N/A Ap suét khi quyén: N/A

After use, this device should be treated as medical waste and disposed of following hospital protocol.

SERIOUS INCIDENT

Any serious incident that has occurred in relation to this device should be reported to AtriCure and the competent
authority of the Member State in which the user and/or patient is located.

THANH PHAN BEN TRONG BAO Bi

1. Mot (1) 6ng thong dan

Ong thong dan dugc cung cip VO TRUNG va KHONG GAY ST trong bao bi chua mé, khong bi hu hai. Chi diing mét lan.
Khong khi tring lai. Khong téi st dung.

ATH[\N TRONG: Khéng lam rai thiét bi vi diéu nay c6 thé gay hu hdng cho thiét bi. Khong st dung thiét bi da bi rai.
Thay bang thiét bi mdi.

2. (Can chinh (jng thong dan lién ké véi LAA (Xem Hinh 2).
LUU Y: Nén danh gia tai vi tr cGia phan phu.
3. Danh gid LAA va chon kich thudc Kep thich hop.
ATH[\N TRONG: Chi dugc stt dung Ong thong dan dé hé trg chon Kep thich hap.

Kich thudc kep Pham vi kich ¢& LAA
35mm 29-35mm (1,14-1,381in)
40mm 34-40mm (1,34-1,57in)
45mm 39-45mm(1,54-1,77in)
50 mm 44-50mm (1,73 - 1,97 in)

THONG TIN THAI BO

Sau khi st dung, thiét bi nay nén dugc coi la chdt thai y té va x Iy theo quy trinh cta bénh vién.
SU CO NGHIEM TRONG

Phai bao cdo moi sy cd nghiém trong lién quan dén thiét bi nay cho AtriCure va g quan c6 tham quyén ctia Quéc gia
thanh vién noi c6 nqui dung va/hodc bénh nhan.

TRA LAI SAN PHAM DA SU DUNG

Néu vi bét ky Iy do gi ma phai trd lai sén phdm nay cho AtriCure, Inc., thi cén phdi cd s6 Gy quyén trd lai hang héa
(RGA) clia AtriCure, Inc., trudc khi van chuyén.

Néu sén phdm da tiép xtic véi mau hodc dich co thé, phai 1am sach va khi trung san phdm kj lung trudc khi déng goi.
San phdm phai dugc van chuyén trong thing carton ban dau hoac thuing carton tuang duong, dé tranh hu hong trong
qué trinh van chuyén; dong thai phai dugc dan nhan ¢d s6 RGA va chi béo vé tinh chét nguy hiém sinh hoc cla céc
thanh phan trong g6i hang van chuyén.

Hudng dan vé cach vé sinh va vat liéu, bao gom cac thing van chuyén thich hgp, céch ghi nhan thich hgp va s6 RGA ¢6
thé Iy tir AtriCure, Inc.

TUYEN BO MIEN TRU TRACH NHIEM

Ngudi dung chiu trach nhiém kiém tra tinh trang sit dung ducc cia sén phdm nay trudc khi st dung va dam bdo chi sir
dung sén phdm theo m ta trong céc hudng dén st dung nay, bao gém, nhung khong gidi han 6 viéc dam bdo réng sé
khdng tai sit dung san pham.

Trong moi truding hap, AtriCure, Inc. s& khdng chiu trach nhiém cho bét ky ton thét, thiét hai hodc chi phi ngdu nhién,
déc biét hodc do hau qua, la két qua ctia viéc ¢8 y sit dung sai hoac téi sir dung sén phdm nay, bao gdm moi tén that,
thiét hai hoac chi phi lién quan dén thuong tich ca nhan hoac thiét hai vé tai san.
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AtriCure

en SYMBOLS GLOSSARY\ vi BANG CHU GIAI KY HIEU

en Refer to the outer package label to see which symbols apply to this product.\
viTham khdo nhén bao bi bén ngoai dé xem ky hiéu nao ap dung cho san phdm nay.

en Non-pyrogenic\vi Khang gay sot

en Use-by date\vi Han st dung

#| X

en Model Number\vi 56 model

en Catalogue Number\vi S6 danh muc
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i
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en Single Sterile Barrier System with
Protective Packaging Outside\vi Hé
thdng rao can vo tring don cé bao bi
béo vé bén ngoai

en Single Sterile Barrier System with
Protective Packaging Inside\vi Hé
thdng rao can vo trang don cd bao bi
bao vé bén trong

en Consult Instructions For Use\
viTham khéo Huéng dan st dung

en Sterilized using irradation\
viTiét tring bang cach chiéu xa

en Do not re-use\vi Khong tai st dung

en Do not re-sterilize\vi Khong téi
khirtring

en Manufacturer\vi Nha san xudt

en Caution\vi Thén trong

en Not made with natural rubber latex\
vi Khong dugc lam béng md cao su
tu nhién

en Does not contain phthalates\
vi Khong chia phthalate

8L ® 5

en Unique Device Identifier\
vi Ma dinh danh thiét bi duy nhdt

en Do not use if package is damaged\
vi Khdng st dung néu bao bi bi hng

-
=

(o)

en Lot Number\vi 56 16

goa>e 0@

en Medical Device\vi Thiét bi y té

en Country of Manufacture\
vi Qudc gia san xudt

en Keep dry\vi Git kho

G| &,

en Contains Hazardous Substances\
vi Chifa cac chat nguy hiém

140°F
60°C
-20°F
29°C

en Transit Temperature Limit\
vi Gidi han nhiét do van chuyén

85%
‘
30%

en Transit Humidity Limit\vi Giéi han d am van chuyén
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