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INSTRUCTIONS FOR USE

Clip Device for Left Atrial Appendage Closure Surgery

INTENDED PURPOSE

The Clip device for left atrial appendage closure surgery facilitates delivery and placement of AtriClip device for
exclusion of the heart’s left atrial appendage.

INDICATION FOR USE

beams, Nitinol springs, and covered in a knit-braided Polyethylene Terephthalate fabric that contains a small fraction
of titanium dioxide. Detailed materials information for implanted Clip sizes 35mm to 50mm are below:

COMPLICATIONS

Material Mass (g) CAS #
Titanium Grade 2 0.51t00.72 7440-32-6
Polyurethane 0.52t0 0.68 9009-54-5
Nitinol 0.27t00.39 Nickel, 7440-02-0
Titanium, 7440-32-6
Polyethylene Terephthalate 0.35t00.39 25038-59-9
Titanium Dioxide 0.001t0 0.002 13463-67-7
ENVIRONMENTAL SPECIFICATIONS
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) Clip device for left atrial appendage closure surgery
2. One (1) Implant Card and one (1) Implant Card Leaflet

The Clip device for left atrial appendage closure surgery is supplied STERILE and NON-PYROGENIC in an unopened,
undamaged package. For single use only. Do not re-sterilize. Do not re-use.

SYSTEM ACCESSORIES

Other devices, not included with the System, may be used in conjunction with the Clip device for left atrial appendage
closure surgery. These may include but are not limited to the following:

« Selection Guide (CGG100) (Guide)—Packaged Separately
CLIP DEVICE FOR LEFT ATRIAL APPENDAGE CLOSURE SURGERY

(ACH235, ACH240, ACH245, ACH250) - ATRICLIP FLEX
NOMENCLATURE (SEE FIGURE 1)

[11  Gillinov-Cosgrove Clip [5]  Suture Cutting Zone
[2]  Suture Anchors [6]  Handle

[3]  Deployment Loop [71  Plunger

[4]  Shaft?

“The entire length of the ACH2 device's shaft is malleable. It is intended for adjustments up to 45°in all planes.

The Clip device for left atrial appendage closure surgery is indicated for use in patients at high risk of
thromboembolism for whom left atrial appendage exclusion is warranted.

CONTRAINDICATIONS

1. Do not use this device as a contraceptive tubal occlusion device.

2. Do not use this device if the patient has a known allergy to Nitinol (nickel titanium alloy).

3. Do not use this device if evidence of systemic infection, bacterial endocarditis, or in presence of infected operating
field.

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

Elimination of left atrial appendage, a source of thrombus, resulting in reduction in thromboembolic events.

SYSTEM DESCRIPTION

/N warning A\

Read all instructions carefully for the Clip device for left atrial appendage closure surgery before use and use
the device only as intended. Use of the Clip device for left atrial appendage closure surgery should be limited to
properly trained and qualified medical personnel. Improper use of this system may lead to device malfunction,

failure to provide intended therapy, and/or serious injury to user or patient.

Do not use on tissue which, in the opinion of the surgeon, would not be able to tolerate conventional suture
materials or conventional closure techniques (such as surgical stapling). Doing so may result in: tissue trauma,
dehiscence, tissue tearing, displacement, and/or lack of desired hemostasis.

AtriClip placement that allows blood flow into the LAA may not result in complete exclusion and/or electrical
isolation.

DO NOT RESTERILIZE. The Clip device for left atrial appendage closure surgery is provided STERILE and is intended
for SINGLE use only. Re-sterilization may cause loss of function or injury to patient.

Evaluate if thrombus is present in LAA. Management of thrombus is dependent on surgeon’s standard of care.
Itis not recommended to place Clip on LAA if there is evidence of thrombus in LAA. Doing so may result in serious

« Airembolism

« Allergic reaction to anesthesia, anticoagulant, implant
material

« Anaphylactic shock

« Anesthesia risks

« Aneurysm

« Angina

« Arthythmia needing medical treatment (new onset)

« Arterial or venous dissection and/or perforation

« Arterial rupture

« Arterial spasm

« Arteriovenous fistula

« Atelectasis (major lung collapse with significant symptoms
such as cyanosis, extreme shortness of breath, dyspnea, and/
or stabbing pain on the affected side)

« Atrial rupture

« Atrio-esophageal fistula

« AV block requiring permanent pacemaker (new onset)

« Bleeding requiring intervention

« Blood vessel damage

« Cardiac perforation

« Cardiac tamponade

« Cardiac valve injury

« Cerebrovascular accident (CVA)/Transient Ischemic Attach
(TIA)/stroke (ischemic or hemorrhagic)

« Chest pain/discomfort

« Compression of coronary artery

« Conduction disturbances

« Congestive heart failure (new onset or exacerbation)

« Coronary artery injury

« Death

« Device breakage/inability to remove

« Device-related death

« Diaphragmatic paralysis (unilateral or bilateral)

« Drug reaction (significant reaction to any procedure related
medications requiring treatment, including allergic reaction
and anaphylactic shock)

« Emergency during procedure requiring a change in planned
access

- Empyema

« Endocarditis (bacterial)

« Esophageal injury

« Esophageal rupture

« Extension of cardiopulmonary/extracorporeal bypass

« Fever

INSTRUCTIONS FOR USE

Potential complications associated with the use of the ACH2 Clip device for left atrial appendage closure surgery and
procedure include, but are not limited to, those listed below:

« Gastric motility disorders

« Gastro-intestinal bleed

« Hematoma

« Hematuria

« Hemothorax

« Hypertension

« Hypotension

« latrogenic atrial flutter

« latrogenic lung injury (e.g., chest tube placement)
« Ischemia

« Kinking of coronary artery

« LAA dehiscence

« LAAtears

« Left atrial embolism

« Myocardial infarction (MI)

« Nerve injury (phrenic, laryngeal, thoracic, etc.)
« Pain/discomfort

« Pericardial effusion

« Pericarditis

« Permanent pacemaker

« Persistent chest pain (post discharge surgical incision pain,

not angina)

« Phrenic nerve paralysis

« Pleural effusion

« Pneumonia

« Pneumothorax

« Postoperative embolic complications

« Pseudoaneurysm

« Pulmonary edema

« Pulmonary embolism

« Renal insufficiency or failure

« Respiratory distress or failure (breathing problems)
« Sepsis

« Stenosis of left circumflex artery

« Sterility-related infection

« Superficial wound infection

« Surgical site infection

« Systemic adverse reaction due to device corrosion

« Thrombus and/or thromboembolism (including deep vein

thrombosis)

« Tissue injury

« Tissue perforation

« Tracheal esophageal trauma
- Vascular access complications

Surgeon judgment, with the assistance of the Guide, should determine what size Clip to apply.
This IFU is designed to assist in using this product. It is not a reference to surgical techniques.

CLIP SELECTION

N\ warninGg A

Carefully consider any presurgical treatment the patient may have undergone when selecting Clip size.
Preoperative radiotherapy may result in changes to tissue. These changes may, for example, cause the tissue
thickness to exceed the indicated range for the selected Clip size. Failure to correctly size the Clip may result in:
tissue trauma, dehiscence, tissue tearing, displacement, lack of desired hemostasis, and/or incomplete exclusion
of the structure.

1. Using the Guide, determine correct selection of the Gillinov-Cosgrove LAA Clip (See Figure 2). Clip sizes are located

The Clip device for left atrial appendage closure surgery contains the Gillinov-Cosgrove LAA Clip (Clip) for exclusion of
the heart’s left atrial appendage (LAA). The Clip is preloaded on a disposable Clip applier. The Clip device for left atrial
appendage closure surgery with preloaded Gillinov-Cosgrove Clip is not made with natural rubber latex and does not
contain phthalates.

The Clip device for left atrial appendage closure surgery is used to deliver a preloaded clip to the target LAA site. The
Gillinov-Cosgrove Clip is a permanent implant; device lifetime is equal to patient lifetime. The Clip was determined to
be “MR Conditional” per the requirements of standard ASTM F2503-20.

The Clip device for left atrial appendage closure surgery is a delivery and deployment device preloaded with a
Gillinov-Cosgrove LAA Clip. The Clip is a sterile, permanent implant composed of Grade 2 Titanium and Polyurethane

patient injury. on the device package.
Do not use the Clip in temperatures below 20°C (68°F). Application of Clip in temperatures below 20°C (68°F) may Labeled Clin Size LAA Size Range
affect device performance and result in incomplete exclusion of the structure. P 9
The safety and effectiveness of this device in atrial rhythm control management, either alone or in combination 35mm 29-35mm (1.14-1.38 in)
with ablative treatment, has not been established. 40 mm 34— 40mm (1.34—1.57in)
45mm 39—45mm (1.54 - 1.77in)
/N wARNING A 50 mm 44— 50mm (1.73 - 1.97 in)

@ The ACH2 devices contain small amounts of Nickel (CAS# 7440-02-0). Do not use the device if the
patient has sensitivity to Nickel as this may result in an adverse patient reaction.

/N warNING AN

Do not use on a LAA less than 29 mm (1.14in) in width and 1 mm (0.04 in) wall thickness. Doing so may result in:
tissue trauma, dehiscence, tissue tearing, displacement, and/or lack of desired hemostasis.
Do not use on a LAA greater than 50 mm (1.97 in) when tissue is uncompressed. Doing so may result in incomplete
exclusion of the structure.

2. Using sterile technique, remove the Clip device for left atrial appendage closure surgery from its packaging.
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N\ warning A\

If the sterile package is damaged and/or the sterile barrier is breached, discard 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.

3. The Malleable Shaft of the Clip device for left atrial appendage closure surgery may be reshaped to aid in accessing
the LAA. Apply gentle pressure to shape the device Shaft as required for anatomical variations (See Figure 3).

NOTE: The entire length of the ACH2 device’s Shaft is malleable. It is intended for adjustments up to 45° in all planes.
/N CAUTION: Do not kink or excessively bend the Shaft as this may affect device performance.

/N CAUTION: Do not grasp the Deployment Loop to apply bend to Shaft, as this may result in damage to the device.
Apply bend by gently concentrating force under both thumbs. Excessive bending or kinking of the Shaft may affect
device performance. Do not attempt to twist the Deployment Loop, as this may cause damage to the device.

4. Using the Plunger on the Handle, gently open and close the Clip to ensure proper function.

/N warniNG AN

Do not open and close the Clip more than 3 times with the Plunger prior to deployment. This may lead to
incomplete exclusion of the structure.

CLIP POSITIONING

/N warning A\

Position and deploy Clip in a manner that provides direct visualization of all tissues being accessed. Direct
visualization, in this context, requires that the surgeon is able to see the heart directly, with or without assistance
from a camera, endoscope, etc., or other appropriate viewing technologies. Poor visualization may result in
suboptimal placement and damage or obstruction of surrounding structures.

5. Maneuver the Clip device for left atrial appendage closure surgery into the targeted dissection plane.
6. Gently open the Clip by depressing the Plunger.

NOTE: Maintain pressure on the Plunger in order to hold the Clip open. This device does not contain an automatic
locking function.

7. Orient the Clip applier with preloaded Clip at the tip of the LAA. Ensure the loops at the ends of the Clip are
pointed away from the LAA (See Figure 4).

8. Gently position the Clip at the base of the LAA (See Figure 5).

9. Position the Clip in a manner that provides clear visualization of all tissues being accessed.

10. While the Clip is still affixed to the Deployment Device, ensure that no surrounding structures interfere with or are
damaged by the Clip, and that the Clip is placed correctly.

11.1f the Clip is not placed correctly, gently open the Clip and reposition as needed.

DEPLOYMENT

/N warNING AN

Carefully evaluate Clip position, tissue thickness, and tissue width prior to Clip deployment. To determine
appropriate Clip size, refer to the Guide Instructions for Use. Failure to correctly size or deploy the Clip may result
in: tissue trauma, dehiscence, tissue tearing, displacement, and/or lack of desired hemostasis.

Unless medically necessary, do not attempt to reposition or remove the Clip after deployment.
This may result in tissue damage or tearing.

12. After the Clip is positioned correctly, release the Plunger to allow the Clip to close.
13. Deploy the Clip by manually cutting the suture at the designated Suture Cutting Zone on the handle (See Figure 6).

NOTE: After manually cutting the sutures, the Clip device for left atrial appendage closure surgery cannot be used to
reposition or remove the Clip.

14. Providing countertraction on the Clip, carefully remove the Deployment Loop from the LAA. Leave the Clip and
attachment suture behind (See Figure 7).

/N CAUTION: Take care to minimize manipulation of the LAA and Clip after Clip deployment.

15. After the Clip is deployed, remove the attachment sutures by gently pulling one at a time while providing
countertraction on the Clip per the surgeon’s discretion. Do not cut the Clip fabric (See Figure 8).

DISPOSAL INFORMATION

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.

RETURN OF USED PRODUCT

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

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.

HANDLING INFORMATION: GILLINOV-COSGROVE LAA CLIP

MRI SAFETY INFORMATION

MR CONDITIONAL

Non-clinical testing demonstrated that the Gillinov-Cosgrove Clip 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 Gillinov-Cosgrove Clip are expected to produce a maximum temperature rise
of 2.9°C(5.22°F) after 15-minutes of continuous scanning (i.e., per pulse sequence).

ARTIFACT INFORMATION

In non-clinical testing, the image artifact caused by the Gillinov-Cosgrove Clip extends approximately 10 mm (0.39 in)
from the Gillinov-Cosgrove Clip when imaged using a gradient echo pulse sequence and a 3-Tesla MR System.

HUGNG DAN S/ DUNG @

Bd kep duing trong phau thuat dong tiéu nhi trai

MUC DiCH SU DUNG

BIEN CHUNG

Vat liéu Khéi lugng (g) CAS #

Titan Loai 2 0,51dén0,72 7440-32-6

Polyurethane 0,52 dén 0,68 9009-54-5
Nitinol 0,27 dén 0,39 Niken, 7440-02-0
Titan, 7440-32-6

Polyethylene Terephthalate 0,35d€én 0,39 25038-59-9

Titan Dioxit 0,001 dén 0,002 13463-67-7

THONG SO KY TH UAT MOI TRUONG
Béo quan Van chuyén

Nhiét d9: -29°C/-20°F dén 60°C/140°F Nhiét d9: -29°C/-20°F dén 60°C/140°F

D6 dm tuang ddi: 15% dén 85% Do dm tuang ddi: 30% dén 85%

Ap suat khi quyén: N/A Ap suat khi quyén: N/A

THANH PHAN BEN TRONG BAO Bi

1. Mét (1) Bo kep dung trong phau thudt dong ti€u nhi tréi
2. M@t (1) Thé cdy ghép va mdt (1) T roi quang cdo thé cdy ghép

BA kep diing trong phiu thuat dong tiéu nhi tréi dugc cung cdp VO TRUNG va KHONG GAY SOT trong bao bi chra mg,
khong bi hu hai. Chi dung mt lan. Khong khir triing lai. Khdng tai st dung.

PHU KIEN HE THONG

Cc thiét bi khac (khdng di kem Hé théng) ¢6 thé dugc diing cing véi Bo kep dung trong phéu thut dong tiéu nhi trdi.

Nhiing thiét bi nay ¢6 thé bao gém nhung khéng gidi han & nhitng muc sau:
« Ong thong dan tlty chon ((GG100) (Ong thong dan) — Dng gdi riéng

HE THONG LOAI TRU ATRICLIP LAA

(ACH235, ACH240, ACH245, ACH250) - ATRICLIP FLEX

DANH PHAP (XEM HINH 1)
[11  Kep Gillinov-Cosgrove [5]  Vung cat chi khau vét thuong
[21  Neo chi khu vét thuong [6]  Taycém
[31  Vongbung [71  Canddy
[4]  Truc?

2Toan b chiéu dai truc cda thiét bi ACH2 c6 th€ udn dugc. Truc nay dugc thiét ké dé diéu chinh 1én dén 45° trong moi
mét phang.

Bd kep duing trong phau thudt déng ti€u nhi trdi hd trg viéc dan truyén va dét thiét bi AtriClip dé loai trir tiéu nhf trdi.
CHi DINH SU DUNG

Bd kep duing trong phau thudt dong ti€u nhi trdi dugc dung cho nhiing bénh nhan c6 nguy co cao bi thuyén téc huyét
khai can phai loai trr ti€u nhi tréi.

CHONG CHi PINH

1. Khéng stt dung thiét bi nay lam thiét bi gay téc 6ng dan tring dé tranh thai.

2. Khong st dung thiét bi nay néu bénh nhéan da biét minh bj di ting véi Nitinol (hgp kim niken titan).

3. Khong sit dung thiét bi nay néu cé bang chitng nhiém trung toan than, viém ndi tam mac nhiém khudn hodc c
viing phau thugt bi nhiém tring.

POITUONG SU DUNG

(Cac béc si dugc cép phép thuc hién cac tha thuat lién quan dén tim va/hodc l6ng nguc.

POITUONG BENH NHAN

Bénh nhan c6 nguy co 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

Loai bd tiéu nhi trdi, nguén gay huyét khdi, dan dén giam cic bién c6 thuyén tic huyét khoi.

MO TA HE THONG

/N cAnu B0 A\

Doc kj moi hudng dan vé Bd kep dung trong phau thudt dong ti€u nhi trdi trudc khi st dung va dung ding muc
dich str dung. Chi nhan vién y té da qua dao tao va c6 dd trinh do méi duoc st dung Bo kep dung trong phau thugt
d6ng tiéu nhi trdi. Néu st dung hé thang nay khdng ding cach thi thiét bi ¢6 thé bi truc tréc, khong cung cap liéu

phap diéu tri nhu mong mudn va/hodc thuang tich nghiém trong cho ngudi ding hodc bénh nhan.

Khong sit dung trén mo vi theo ¥ kién cia bac s phau thuat, day 1a bo phan khéng thé chiu dugtc céc vat liéu chi

khau vét thuong thong thuong hodc céc ky thugt déng vét thuong thong thuang (chdng han nhu ghim phau
thudt). Lam nhu vy c6 thé dan dén: tn thuong mé, niit mé, rach m, dich chuyén va/hodc thiéu kha nang cdm
mau nhu' mong mudn.

Vi tri AtriClip cho phép mau chdy vao LAA ¢6 thé khong dan dén sy loai trir hoan toan va/hodc cach ly dién.
KHONGTAI KHUTRUN@. Bo kep duing trong phau thuat dong tiéu nhi tréi dugc cung cip VO TRUNG va chi dugc st
dung MOT LAN. Téi khir tring c6 thé gay mét chiic néing hoéc gdy thuong tich cho bénh nhan.

Dénh gid xem ¢6 huyét khdi 6 LAA hay khong. Viéc kiém soat huyét khéi phu thudc vao tiéu chudn chdm séc cia
bac si phau thudt. Khong nén dt Kep trén LAA néu c6 bang chiing vé huyét khai 6 LAA. Lam nhu vy ¢6 thé dan
dén thuang tich nghiém trong cho bénh nhan.

Khong sit dung Kep & nhiét do dudi 20°C (68°F). Viéc st dung Kep 6 nhiét dd dudi 20°C (68°F) ¢4 thé &nh huéng
dén higu suat clia thiét bi va dan dén khong loai bo hét cau tric.

Tinh an toan va hiéu qué cGa thiét bi nay trong viéc quan Iy kiém soat nhip nhi (riéng 1 hodc két hap vdi diéu tri
cat bo) chua dugc chiing minh.

« Bién chitng tdc mach sau phau thuat

« Bién chiing dudng vao mach méubit va/hodc thiing
dong mach hodc tinh mach

+ Chay mdu can can thiép

« Chdy mdu da day-ruot

« Chan thuong thuc quan khi quén

« Chiing loan nhip tim can diéu tri y t& (mdi khdi phat)

« Ching phinh dong mach

« Chiing xep phdi (xep phéi nang véi cac triéu chiing
nghiém trong nhu tim tai, khd thé cuc do, kho tha
va/hodc dau nhéi & bén bi dnh hudng)

« (o thdt dong mach

« Cuong nhi do diéu trj

« Dau nguc dai dang (dau vét mé sau xudt vién, khong
phéi dau thdt nguc)

« Dau nguc/khd chiu

« Dau tht nguc

Cac bién chitng tiém &n lién quan dén viéc st dung quy trinh va ACH2 Bo kep dung trong phau thuat déng tiéu nhf tréi
bao gom, nhung khong gidi han & nhitng bién ching dugc liét ké dudi day:

« Rdi loan dan truyén

« Rdi loan van dong da day

« Ruiro gdy mé

« Suy h hdp hodc suy gidm chic ndng hd hap (cac van

dé vé ho hap)

« Suy than
« Suy tim sung huyét (méi khdi phét hoac trim

trong han)

« S6c phan vé
- S6t
« Tai bién mach mau ndo (CVA)/Thiéu mau cuc bo

thoang qua (TIA)/d6t quy (thi€u méu cuc b hodc
xudt huyét)

« Thiéu mau cuc bg
« Thuyén tackhi

« Thuyén tac nhi trdi
« Thuyén tac phdi

+ Dau/kho chiu « Thing mo
« Dt mdy diéu hoa nhip tim vinh vién « Thiing tim
+ Gian nd hé thdng tudn hoan ngoai co thé/tim phéi « Tiéuraméu

« Gid phinh dong mach

« Huyét khdi va/hodc thuyén tc huyét khdi (bao gom
huyét khoi tinh mach sau)

+ Ha huyét ap

« Hep dong mach mi trdi

« Hdng thiét bi/khong théo dugc thiét bi

« Knhdi AV can dat méy diéu hoa nhip tim vinh vién
(mdi khéi phat)

« Liét cg hoanh (mgt hodc hai bén)

+ Liét day than kinh co hoanh

« Nhiém triing huyét

« Nhiém triing lién quan dén vo triing

« Nhiém triing vét thuong bé mat

« Nhiém triing vi tri phau thuat

« Nhéi dong mach vanh

+ Nhéi méu co tim (MI)

« Nén dong mach vanh

« Nit LAA

- Phil phéi

« Phan (ing bt lgi toan than do dn mon thiét bi

« Phan ting di ting véi thudc gay mé, thudc chdng
dong méu, vt liéu cy ghép

« Tran dich mang ngoai tim

« Tran dich mang phéi

« Tran khi mang phéi

« Tran méu mang phdi

« Tran md mang phéi

« Trudng hgp khdn cdp can thay déi dudng vao dy dinh

trong khi thuc hién tha thugt

« Tang huyét dp

« Tdcnghén tim

« Ton thuong md

« T6n thuong mach méu

« T6n thuong phéi do diéu tri (vi du: ddt 6ng nguc)
« T6n thuong than kinh (co hoanh, thanh quén,

ngui, v.v.)

« Ton thuong thuc quan

« Ton thuong van tim

« Ton thuong dong mach vanh

« Tuméu

« Titvong

« Tirvong lién quan dén thiét b
« Viém mang ngoai tim

« Viém ndi tam mac (vi khudn)

« Phan ting thudc (phan ting déng k€ ddi véi bét ky « Viém phéi
loai thudc nao lién quan dén thd thuat can diéu tri, « Vg thyc quén
bao gom phan ting di ting va s6c phan vé) « Vg tam nhi

+ Rach LAA
« Ro nhi-thyc quan
« Ro ddng tinh mach

HUGNG DAN SU DUNG

« Vo dong mach

Vigi su hé trg cila Ong thong dan, bac sf phu thuat sé dua ra phan dodn xac dinh kich thudc Kep can st dung.

Hudng dan st dung nay nhdm muc dich hé trg viéc st dung san phdm nay. Day khong phdi la tai liéu tham khéo vé céc
ky thudt phau thuat.

LUA CHON KEP

N\ cinnsio A\

Khi chon kich thudc Kep, hay can than xem xét bat ky phuong phap diéu tri trudc phau thudt nao ma bénh nhan 6
thé da trdi qua. Xa tri trudc phau thuat c6 th€ dan dén thay d6i mo. Vi du: nhitng thay ddi nay cd thé khién do day
cia md vugt qua pham vi dugc chi dinh déi vdi kich thudc Kep da chon. Néu khdng xéc dinh ding kich thudc Kep
thi ¢6 thé dan dén: t6n thuong mé, niit mo, rach mo, dich chuyén, thi€u kha ndng cdm méau nhu mong mudn va/
hodc khong loai bo hét cau tric.

Bd kep duing trong phau thudt déng ti€u nhi trdi chita Kep Gillinov-Cosgrove LAA (Kep) d€ loai trir tiéu nhi tréi (LAA).

Kep dugc dat s&n trén Dung cu gdn kep dung mét In. Bo kep dung trong phau thuat déng tiéu nhi tri da d&t san Kep
Gillinov-Cosgrove khdng dugc lam bang m cao su ty nhién va khdng chia phthalate.

Bd kep dung trong phau thudt déng ti€u nhi trdi dugc dung dé dua mot kep dat sdn dén vi tri LAA muc tiéu. Kep
Gillinov-Cosgrove la mgt thiét bi cdy ghép vinh vién; ¢ tac dung tron ddi. Kep nay dugc xac dinh la“Tuong thich véi
MR & mot s6 diéu kién” theo cac yéu cdu cia tiéu chudn ASTM F2503-20.

Bd kep duing trong phau thudt déng ti€u nhi tri la mot thiét bi truyén dan va bung dugc dat sén Kep Gillinov-
Cosgrove LAA. Kep la mgt bd phéan cdy ghép vinh vién, v triing bao gom hé chiu luc Titan va Polyurethane Loai 2, 1o xo
Nitinol va dugc boc trong mdt loai vai Polyethylene Terephthalate bén dan o chita mgt phan nh titan dioxit. Dui day
1a thdng tin chi tiét vé vat liéu ca Kep cdy ghép cd kich thudc tir 35 mm dén 50 mm:

1. Sirdung Ong thong dan, lva chon diing Kep Gillinov-Cosgrove LAA (Xem Hinh 2). Kich thudic kep co trén bao bi
thiét bi.

Kich thuéc kep ghi trén nhan Pham vi kich & LAA
A\ cinnsio A 35mm 29-35mm (1,14-1,38in)
@ Cacthiét bi ACH2 chita mot lugng nhd Niken (CAS# 7440-02-0). Khong sit dung thiét bi néu bénh nhan 40mm 34-40mm (1,34 -1,57n)
nhay cdm véi Niken vi diéu nay c6 th€ dan dén phan ting bat Igi cho bénh nhan. 45mm 39— 45mm (1,54—177in)
50mm 44-50mm (1,73 -1,97in)
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/N cAnu B0 A\

Khong st dung trén LAA ¢6 chiéu rong dudi 29 mm (1,14 in) va do day thanh Tmm (0,04 in). Lam nhu vy ¢6 thé
dan dén: ton thuong md, nit mé, rach mé, dich chuyén va/hodc thiéu kha nang cdm mau nh mong mugn.
Khong st dung trén LAA 16n hon 50 mm (1,97 in) khi md khong dugc nén. Lam nhu vy c6 thé dan dén viéc loai trir
khong hét cau tric.

2. Strdung ky thuét vé tring, 1y Bo kep dung trong phau thuét dng tiéu nhi trdi ra khdi bao bi.

YiNITTIOWAN
Néu bao bi vé triing bi hdng va/hodc hang rao vé triing bi phé vé, hdy loai bé thiét bi va KHONG SUDUNG dé tranh
rdii ro nhiém tring cho bénh nhan.

&THAN TRONG: Khong lam roi thiét bj vi diéu nay cd thé gay hu hdng cho thiét bi. Khdng st dung thiét bj da bi rai.

Thay bang thiét bi mdi.

3. (6 thé dinh hinh lai Truc udn cta Thiét bi kep dung trong phau thudt dong tiéu nhi tréi dé hé trg tiép can LAA.
Dung luic nhe nhang d& dinh hinh Truc thiét bi theo yéu cau danh cho cac bién thé gidi phau (Xem Hinh 3).

LUU ¥: Toan bd chiéu dai Truc cla thiét bi ACH2 c6 thé udn dugc. Truc nay durgc thiét ké dé diéu chinh én dén 45°

trong moi mt phang.

&TH[\N TRONG: Khong xodn hodc udn cong Truc qua mdic vi diéu nay cd thé anh huéng dén hiéu sudt cda thiét bi.

&TH[\N TRONG: Khong ndm Vong bung dé udn cong Truc, vi diéu nay ¢6 thé dan dén hu hdng thiét bi. Dung luc nhe

& c& hai ngn tay céi d€ udn cong. Hiéu sudt cda thiét bi c6 thé bi anh huging néu udn cong hodc xodn truc qua mdic.

Khong 6 géng vin Vong bung, vi diéu nay 6 thé gay hu hdng cho thiét bi.

4. St dung Can ddy trén Tay cdm, nhe nhang m& va dong Kep d€ dam bao hoat dong binh thutng.

/N cinnBho A\
Khéng mé& va dong Kep qud 3 an bang Can ddy trudc khi bung. Diéu nay c6 thé dan dén viéc loai trir khong hét
cau tric.
PINH VI KEP
N\ cinugio /A

Dinh v va bung Kep theo cach gidp hién thi truc ti€p tat ca cdc mé dang dugc tiép can. Hién thi tryc tiép, trong bdi

canh nay, yéu cu béc si phdu thudt cd thé nhin thdy tim truc tiép, cho du cd hodc khdng ¢6 su hd trg tir mdy anh,

thiét bi ndi soi, v.v., hodc céc cdng nghé quan sat thich hgp khac. Kha néng hién thi kém c6 thé dan dén vi tri dudi
mifc t6i uu va lam héng hodc can trg cc cdu trdc xung quanh.

5. Diéu khién Bo kep dung trong phau thuat déng ti€u nhi trai vao mét phéng béc tach muc tiéu.

6. An Can ddy d& nhe nhang mé Kep.

LUU ¥: Duy tri dp luc 1én Can ddy dé gii cho Kep md. Thiét bi nay khong 6 chiic néng khda ty dong.

7. Dinh huéng Dung cu gan kep da dat sén Kep 6 dau LAA. Dam bdo cac vong & cudi Kep hudng ra khéi LAA (Xem
Hinh 4).

8. Nhe nhang dt Kep & d& LAA (Xem Hinh 5).

9. Dét Kep theo cach gitip nhin thay r tat ¢& cic md dang duoc ti€p can.

10.Trong khi Kep van gan vao Thiét bi bung, hay dam bao réng khdng ¢6 cdu tric xung quanh nao bj Kep can tré hodc
1am hdng, va dam béo Kep dugc dat chinh xdc.

11.Néu Kep khong dugc dét chinh xac, hay nhe nhang mé Kep va diéu chinh lai vi tri néu can.

BUNG

/N cinnBio A\

Danh gid can thén vi tri Kep, d6 day mo va chiéu rong mé trudi khi bung Kep. D€ xéc dinh kich thudc Kep thich
hap, hay tham khao Hudng dan st dung. Viéc khdng xac dinh diing kich thuc hodc bung Kep sai cch ¢6 thé dan
dén: tn thuang mé, niit mé, rach md, dich chuyén va/hodc thiéu kha nang cdm méu nhu mong mudn.

Trlr khi can thiét vé mat y té, khdng cd gang diéu chinh lai vi tri hodc thao Kep sau khi bung.

Diéu nay c6 thé dan dén tén thuong hodc rach mo.

12. Sau khi dat Kep vao diing vi tri, hdy nha Can ddy dé Kep cd thé dong lai.
13.Bung Kep bang cdch cdt chi tha cng tai Viing cét chi khau vét thuong dugc chi dinh trén tay cdm (Xem Hinh 6).

LUU ¥: Sau khi cdt chi tha cong, khdng thé stt dung Bo kep dung trong phau thuat déng tiéu nhi trdi dé diéu chinh lai
vj tri hodc thdo Kep.

14. Ghim Kep, can than théo Vong bung ra khéi LAA. D& lai Kep va chi khau dinh kém phia sau (Xem Hinh 7).
ATHAN TRONG: Can than dé gidm thiéu thao tac ctia LAA va Kep sau khi bung Kep.

15. Sau khi Kep dugc bung, hay thao chi khau dinh kém bang cach kéo nhe ting chi mot trong khi ghim Kep theo
quyét dinh clia béc st phau thuat. Khong cat Vi boc kep (Xem Hinh 8).

THONG TIN THAI BO

Sau khi st dung, thiét bi nay nén dugc coi la chdt théi y t& va x Iy theo quy trinh cta bénh vién.
SU €O NGHIEM TRONG

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 nhan bao bi bén ngoai dé xem ky hiéu nao ap dung cho san pham nay.

Phai bdo cdo moi su cd nghiém trong lién quan dén thiét bi nay cho AtriCure va co quan 6 tham quyén ctia Qudc gia
thanh vién noi ¢d nguai dung va/hodc bénh nhan.

TRA LAI SAN PHAM DA SU DUNG

en Non-pyrogenic\vi Khong géy sot

en Use-by date\vi Han st dung

N&u vi bét ky Iy do gi ma phai trd lai san phdm nay cho AtriCure, Inc., thi cén phai cd s& Gy quyén trd lai hang hoa
(RGA) ctia AtriCure, Inc., trudc khi van chuyén.

Néu san phdm da ti€p xdc véi mau hodc dich co thé, phdi lam sach va khi tring san pham ky lugng trudc khi dong goi.

San pham phai dugc van chuyén trong thung carton ban dau hodc thuing carton tuong duong, dé tranh hu hdng trong
quad trinh van chuyén; dng thai phai dugc dan nhén ¢6 s6 RGA va chi béo vé tinh chét nguy hiém sinh hoc cla céc
thanh phan trong géi hang van chuyén.

Hudng dan vé cach vé sinh va vat ligu, bao gom cac thiing van chuyén thich hgp, céch ghi nhén thich hgp va s6 RGA ¢6
thé Idy tir AtriCure, Inc.

TUYEN BO MIEN TRU TRACH NHIEM

= | X

en Model Number\vi S6 model

en Catalogue Number\vi S6 danh
muc

|

en Single Sterile Barrier System with

Protective Packaging Outside\vi Hé

thdng rao can vé tring don ¢6 bao bi
béo vé bén ngoai

O |

en Single Sterile Barrier System
with Protective Packaging Inside\
vi Hé thdng rao can vd triing don
¢ bao bi bao vé bén trong

en Consult Instructions For Use\
vi Tham khao Hudng dan st dung

SEED

en Sterilized by irradation\
viTiét tring bang chiéu xa

Nguoi dung chiu trach nhiém kiém tra tinh trang st dung duoc ctia san phdm nay trudc khi st dung va dam béo chi sir
dung sén pham theo md t& trong céc hudng dan sir dung nay, bao gém, nhung khong gidi han 6 viéc dam bdo réng sé
khéng téi sit dung sén pham.

Trong moi trudng hap, AtriCure, Inc. s& khdng chiu trach nhiém cho bét ky tén that, thiét hai hodc chi phi ngau nhién,
dac biét hodc do hau qua, la két qua clia viéc ¢ ¥ sit dung sai hodc tai sit dung san phdm nay, bao gém moi ton that,
thiét hai hodc chi phi lién quan dén thuong tich ¢d nhan hodc thiét hai vé tai san.

THONG TIN XU LY: KEP GILLINOV-COSGROVE LAA

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

en Do not re-sterilize\vi Khong tai
khi tring

en Manufacturer\vi Nha san xuat

en Caution\vi Than trong

THONG TIN AN TOAN MRI

TU'GNG THICH V61 MR G MOT SO BIEU KIEN

Tht nghiém phi lam sang da chting minh réng Kep Gillinov-Cosgrove tuang thich véi MR & mt so diéu kién. Ngay sau
khi dt thiét bi nay, bénh nhan c6 thé chup MR ma khong bi anh huding 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 (40T/m) (ngoai suy) tré xudng.
- Hé thong MR t6i da dugc bdo cdo, toc do hap thu riéng (SAR) trung binh cdia toan bg co thé 1a 4 W/kg trong
15 phit quét (ttic 1a trén mdi chudi xung) trong Ché dd van hanh dugc kiém soat ¢ cap do dau tién cia hé thong
MR.
- Cacdiéu kién quét dugc xac dinh cho Kep Gillinov-Cosgrove du kiénsé tao ra muic tang nhiét do t6i da la 2,9°C
(5,22°F) sau 15 phut quét lién tuc (tic Ia trén moi chudi xung).

THONG TIN VE ANH GIA

en Not made with natural rubber

B> i L|® &

latex\ en Does not contain phthalates\
vi Khong dugc 1am bang md cao su vi Khong chia phthalate
tu nhién
en MR Conditional\ nbe m:jtal:;z Ieri(kage ’
ViTuong thich v6i MR & mot s6 L anasel
i vi Khong st dung néu bao bi bi
diéu kién R
j héng

-
=

(o)

en Lot Number\vi 56 16

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

en Country of Manufacture\vi Quéc
gia san xudt

g8 @ & >®

en Keep dry\vi Gitt khd

G| K

en Contains Hazardous Substances\
vi Chia cac chdt nguy hiém

g

en Medical Device\vi Thiét bi y té

Trong tht nghiém phi [am sang, anh gia do Kep Gillinov-Cosgrove gay ra kéo dai khoang 10 mm (0,39 in) tinh tir Kep
Gillinov-Cosgrove khi chup dnh béng chudi xung cong hudng gradient va Hé thong MR 3 Tesla.

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

al

AtriCure Inc.
7555 Innovation Way

Mason, Ohio 45040 USA

+1866 349 2342
+1513 7554100
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