IFU-0526.A °
2026-02 t ° ®
e AtriCure
en Cryoablation probe for cardiac arrhythmia treatment\vi Dau do d6t lanh diéu tri réi loan
nhip tim
en Instructions for Use\vi Hudng dan st dung

en Commercial Name\vi Tén thuang mai: cryolCE® system cryoablation probe
[#1crv03

en FIGURE 1\vi HINH 1
en Cryoablation probe for cardiac arrhythmia treatment and Form Tool\
vi Dau do dét lanh diéu tri réi loan nhip tim va dung cu tao hinh

en FIGURE 2\vi HINH 2
en Probe Connections to ACM\vi Dau néi ctia dau do véi ACM

en FIGURE 3\vi HINH 3
en Probe Retraction\vi Phan rut lai dau do

AT ) :
a
A .
Rl
e |
J

en FIGURE 4\vi HINH 4
en Recommended Form Tool Usage\
vi Cach dung dung cu tao hinh theo khuyén nghi

b

en13mm

en13mm en26mm (0.5inch)\
(0.5inch)\ (Tinch)\ vi13mm
vi26mm (0,5inch)

vil3mm
H (0,5inch) (Tinch)

en [a] Bending 13 mm (0.5 inch)\vi [a]

Uén 13 mm (0,5 inch)

en [b] Bending 26 mm (1 inch)\vi [b] U6n 26 mm (11inch)

en [c] Straightening\vi [c] Dui thing

en FIGURE 5\vi HINH 5

en Recommended Rigid PROBE Shaft Bending\
vi Cach uén truc DAU DO ciing theo khuyén nghi

en 5 cm (2.0 inches)\
vi5cm (2,0inch)

en FIGURE 6\vi HINH 6

en ACM Operating Modes\vi Cac ché d hoat dong ciia ACM

&N

en READY Mode
(green)\

vi Ché& d6 READY
(xanh luc)

o=

en FREEZE Mode
(blue)\
vi Ché d6 FREEZE
(xanh lam)

o=
@

en DEFROST Mode
(orange)\

vi Ché d6 DEFROST
(mau cam)

INSTRUCTIONS FOR USE

Cryoablation probe for cardiac arrhythmia treatment

INTENDED PURPOSE

The Cryoablation probe for cardiac arrhythmia treatment was designed for treatment of cardiac arrhythmias by
achieving controlled temperatures ranging from-50°C (-58°F) to -70°C (-94°F). The PROBE is a sterile, single-use
cryosurgical instrument designed for use with the AtriCure Cryo Module (ACM).

INDICATIONS FOR USE

A\ warniNG AN

Carefully read ALL instructions PRIOR to use. Failure to follow these instructions, warnings,
and cautions may lead to device damage and/or patient injury.

Carefully read ALL instructions PRIOR to use. Failure to follow CryolCE Box (ACM) Console Warnings,
Cautions, product description, flow rates, and features may lead to device damage and/or patient injury.
Use of the PROBE should be limited to properly trained and qualified medical personnel.

Failure to provide intended therapy and/or serious injury could occur with improper use of this device.
The ACM Components are not suitable for use in the presence of a flammable anesthetic mixture
which can cause a fire or explosion, resulting in user and patient injury or death.

The Cryoablation probe for cardiac arrhythmia treatment is indicated for use in the cryosurgical treatment of cardiac
arrhythmias by freezing target tissues, creating an inflammatory response (cryonecrosis) that blocks the electrical
conduction pathway.

CONTRAINDICATIONS

There are no known contraindications.

SYSTEM DESCRIPTION

The AtriCure Cryoablation probe for cardiac arrhythmia treatment creates cryoablation lesions in tissue by delivering a
aryogenic Nitrous Oxide (N,0) energy source from the console to the tip of the connected probe. The system provides
controlled lesion forming temperature that is below -40°C (-40°F).

The system is comprised of the following components:

1. Single-use Cryoablation probe for cardiac arrhythmia treatment (referred to hereafter as PROBE) and forming
tool (referred to hereafter as TOOL).

2. AtriCure cryolCE BOX (referred to hereafter as CONSOLE).
3. AtriCure cryolCE BOX components and N, 0 gas cylinder (not provided).

PRODUCT DESCRIPTION

The PROBE is a single-use device. The probe shaft is malleable and supports forming by the user via the supplied TOOL.
ENVIRONMENTAL SPECIFICATIONS

DEVICE USE INSTRUCTIONS

SETTING UP THE SYSTEM

/N CAUTION: The PROBE s only compatible with the AtriCure cryolCE BOX. Do not use the PROBE with any other
system to prevent injury and/or equipment damage.

&(AUTION: Do not restrict, kink, clamp, or otherwise damage the Malleable Section of PROBE or Tubing, as this
may interrupt the gas supply path, preventing the PROBE from properly freezing and/or defrosting.

/N CAUTION: Follow standard guidelines for the safe handling and storage of high-pressure gas tanks.

/N\ CAUTION: Nitrous Oxide gas must be safely exhausted. Follow standard hospital guidelines for allowable
concentration levels.

1. Install and power on the CONSOLE and required components. The instructions for installing and operating the
CONSOLE, as well as a technical description of the system, are detailed in the cryolCE BOX™ User's Manual.

2. Turn the N,0 Cylinder tank valve fully counter-clockwise to open. Verify pressure is at least 4826 kPa (700 psi)
after the appropriate warming period.

3. Examine the device packaging to ensure the sterility of the product has not been compromised. Remove the
PROBE and TOOL from the package per standard sterile technique.

Temperature: 10°C/50°F to Temperature: -29°C/-20°F to Temperature: -29°C/-20°F to
40°C/104°F 60°C/140°F 60°C/140°F

/N warning A\

If the sterile package is dropped and/or damaged or the sterile barrier is breached,
discard device and DO NOT USE. Breach of sterile barrier can lead to infection.

Relative Humidity: 15% to 90% Relative Humidity: 30% to 85% Relative Humidity: 30% to 85%

Atmospheric Pressure: 98 to 105 kPA | Atmospheric Pressure: 98 to 105 kPA

(14.2t015.2 psi) (14.21015.2 psi) N/A

PACKAGE CONTENTS

1. One (1) PROBE
2. One (1) TOOL

The PROBE is supplied STERILE and NON-PYROGENIC in unopened, undamaged package. For single use only. Do not
re-sterilize. Do Not Re-Use.

INTENDED USER AND TARGET POPULATION

The AtriCure’s Cryoablation probe for cardiac arrhythmia treatment is a medical device for use by certified/licensed
medical doctors who perform cardiothoracic surgical procedures using AtriCure instrumentation for treatment of adult
patients with cardiac arrhythmias.

INTENDED CLINICAL BENEFITS

The clinical benefit of the cryolCE probes with the ACM is the restoration of normal sinus rhythm and freedom from
atrial arrhythmia (atrial fibrillation, atrial flutter, and atrial tachycardia).

/N\ CAUTION: Ensure the CONSOLE is in Ready Mode before attempting to connect the PROBE. The sudden release of
pressurized gas may cause the PROBE to recoil, which may injure the operator or patient.

4. With the CONSOLE in Ready Mode (see Figure 6), connect the PROBE Connectors to the CONSOLE Ports as
follows (see Figure 2):

a) Insert the blue Gas Inlet Connector into the blue Inlet Port.

b) While pushing back the locking sleeve on the orange Exhaust Port, insert the orange Gas Exhaust
Connector, then release the locking sleeve.

¢) Verify the Gas Inlet and Exhaust connectors are engaged by gently tugging on the hoses connectors.
Insert the red and black Temperature Connectors into the same-colored Thermocouple Ports.

NOTE: When connected correctly, the ACM will display current PROBE temperature. If not connected, the ACM will
display E-H.

FORMING THE MALLEABLE SECTION OF THE PROBE TO THE DESIRED SHAPE

NOTE: The Malleable Section of PROBE should only be formed using the TOOL, which maintains a safe bending radius
of 13:mm (0.5 inches) or greater.

NOTE: Use steady, firm pressure while forming rather than quick, intense force.

NOTE: If the same bend is desired in a different plane, do not twist the Malleable Section of PROBE; re-straighten the
Malleable Section of PROBE and create the same bend in the desired plane.

NOMENCLATURE
This instruction refers to features of the PROBE as follows (see Figure 1).
PROBE FEATURES
[1] Manifold [6] TOOL
[2] Temperature Connectors [71 Gas Inlet Connector
[3] Retractable Handle [8] Gas Exhaust Connector

[4] Rigid PROBE Shaft
[5] Malleable Section of PROBE

[9] Tubing

/N WARNING 2N
Forming the Malleable Section of PROBE in any way other than indicated in the following instructions
can damage the PROBE and potentially cause tissue damage.

Do not bend Malleable Section of the PROBE during FREEZE or DEFROST mode. It can cause a high pressurized
gas leak that can potentially lead to tissue perforation, unintended damage, or injury to user.

/N cauTion: Repetitive bends in the same location could damage the Malleable Section of PROBE causing device
malfunction.
/\ CAUTION: The PROBE malleable tip should not be bent into a radius of less than 13 mm (0.5 inches).
/\ CAUTION: Discontinue use immediately if a breach in the PROBE is suspected, to avoid the release of pressurized
N,0 gas and injury to the patient or user.

5. Prior to forming, ensure the CONSOLE is in READY Mode per Figure 6.

6. Retract the PROBE handle and rigid PROBE shaft to expose Malleable Section of PROBE. See Figure 3: Handle

and Rigid PROBE Shaft Retraction.
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/N CAUTION: The Malleable Section of PROBE has a limited functional life; if greater than 8 bends are intended, it is
recommended to use a second probe.

7. ltis always recommended to use the TOOL to create desired bends. The TOOL has two ends, the smaller end
radiusis 13 mm (0.5 inches) and the larger end radius is 26 mm (1.0 inch).

8. Typical procedures may require the following bend profiles created with the use of the TOOL, as illustrated in
Figure 4.

FORMING THE RIGID PROBE SHAFT

A(AUTION: The distal end of the Rigid PROBE Shaft should not be bent more than 5 cm (2.0 inches) from straight,
asillustrated in Figure 5.

/N CAUTION: Do not use the PROBE if damaged as it may result in device malfunction. Repetitive bends in the same
location could cause damage to the Rigid PROBE Shaft. The PROBE has a limited functional life; if greater than 7 Rigid
Probe Shaft bend cycles are intended, it is recommended to use a second probe.

USING THE PROBE TO PERFORM CRYOABLATION

NOTE: The PROBE ablates tissue via cryogenic energy delivered to the Malleable Section of PROBE. Cryoadhesion

of the Malleable Section of PROBE to tissue can occur when the PROBE reaches a temperature of 0°C (32°F) or
below. Other portions of the PROBE, including the Rigid PROBE Shaft, can become cold, and should be handled with
appropriate care.

/N CAUTION: Do not use the PROBE if damaged as it may result in device malfunction. The PROBE has a limited
functional life; if greater than 14 Freeze/Defrost cycles are intended, it is recommended to use a second probe.

9. With the PROBE in air, prime the system with a Pre-Freeze cycle: Set the CONSOLE Ablation Timer to 30 seconds
and press the Activation Button to engage FREEZE Mode. Wait for the system to cycle through FREEZE and
DEFROST, or manually advance via the Activation Button.

10. During the FREEZE cycle, if there are leaks in the blue inlet/orange exhaust connector, the sound of gas leaking will
be heard and/or frost will appear on the connections. Replace the device before continuing with the procedure.

NOTE: If PROBE does not reach desired DEFROST temperature, apply warm, sterile, saline to the tissue and PROBE area
as necessary.

17. After the CONSOLE is in Ready Mode and the PROBE temperature is above 0°C (32°F), repeat steps (11) to (16) to
create additional cryoablation lesions.
DISCONNECTING AND DISPOSING OF THE PROBE

18. Close N,0 Cylinder by turning the Valve fully clockwise.
19. Pull the red N,0 Manual Exhaust Knob or press the N,0 Exhaust Switch on the back of the CONSOLE to fully
depressurize the system.

/N CAUTION: Ensure the CONSOLE is in Ready Mode before attempting to disconnect the PROBE. The sudden release
of pressurized gas may cause the PROBE to recoil, which may injure the operator or patient.

20. Disconnect the PROBE from the CONSOLE and discard.

N\ warning A\

FOR SINGLE USE ONLY. DO NOT reuse, reprocess or resterilize. Reuse, reprocessing or resterilization may compromise
the structural integrity of the device and/or lead to device failure, which in turn may result in patient injury,
iliness or death. Reuse, reprocessing or resterilization may also create a risk of contamination of the device and/or
cause patient infection or cross-infection, including, but not limited to, the transmission of infectious disease(s)
from one patient to another. Contamination of the device may lead to injury, ilness or death of the patient.

N\ warninG AN

Ensure the CONSOLE is in READY Mode and the PROBE temperature is above 0°C before contacting tissue,
to avoid unintended cryoadhesion.

11. Set the Ablation Timer to the desired ablation time. The timer is preset to a default of 120 seconds.
12. Navigate the PROBE to the target ablation site:

a) Identify the target site.

b) Reach the Malleable Section of PROBE through an appropriate-sized incision to the target.

¢) Under direct visualization, place the Malleable Section of PROBE against the target tissue.

/N warninGg AN

Do not use excessive force when using the PROBE to prevent tissue damage.
Do not use the PROBE to freeze tissue inside the beating heart. Use of the PROBE
to freeze tissue inside the beating heart may result in severe injury to the patient.
Cardiac surgical procedures may mechanically induce arrhythmias.
Cryo—ablation involving coronary vessels has been associated with subsequent clinically significant
arterial stenosis. It is unknown whether cryo—ablation with the PROBE will have such an effect, but as in all such
procedures, care should be taken to minimize unnecessary contact with coronary vessels during cryo—ablation.

13. Using the Retractable Handle, apply gentle pressure to the Malleable Section of PROBE, and avoid any PROBE
movement until after the freeze cycle completes.

14. Under direct visualization ensure that the PROBE Malleable Section of PROBE and Rigid PROBE Shaft are not in
contact with other anatomical structures not intended for ablation.

N\ warniNG AN

Before entering Freeze Mode, always confirm the placement of the Malleable Section of PROBE is as desired and
there is no undesired tissue contact with the Malleable Section of PROBE or Rigid PROBE Shaft,
to prevent unintended cryoadhesion and/or cryoablation.

15. Press the activation button or use the optional ACM footswitch to engage FREEZE Mode for the desired length of
time. The system will automatically cycle from FREEZE to DEFROST after the Ablation Timer has expired.

N\ warninG A\

Use care to avoid PROBE movement while cryoadhesion is present, to prevent inadvertent tissue damage.

16. Wait until the PROBE temperature has warmed to above 0°C (32°F) before attempting to remove the Malleable
Section of PROBE from the ablation site or moving the Rigid PROBE Shaft.

/N CAUTION: Use care while the CONSOLE is in Defrost Mode, as during N,0 gas venting, the PROBE may cool
sufficiently to cause cryoadhesion.

DISPOSAL

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 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.

TROUBLESHOOTING

PROBE does not reach desired defrost | Plugged gas supply path. Manually defrost by applying
temperature after freeze. warm saline to tissue and probe as

necessary.
PROBE does not reach the proper Empty or low N0 cylinder. Replace low or empty N,0 cylinder.
temperature. Gas not flowing, tubing is restricted. | Verify PROBE tubing is not pinched.
Gas leak in PROBE Shaft or tubing. | Replace PROBE.
N,0 tank valve closed. Fully open N,0 tank valve.
CONSOLE displays “---". Thermocouple Connectors not fully | Plug Thermocouple Connectors all

plugged into the CONSOLE.

PROBE internal wires are broken.

the way into the CONSOLE ports.
Replace PROBE.

Plug Thermocouple Connectors into
the matching colored CONSOLE Ports.

CONSOLE reads positive temperature | Thermocouple Connectors are
during ablation. plugged in reversed (red-to-black).

CONSOLE displays fault code, error | See CONSOLE User’s Manual.
code, maintenance needed, or low
cylinder pressure light.
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HUGNG DAN SU DUNG

Dau do ddt lanh diéu tri réi loan nhip tim

MUC BICH SU DUNG

Déu do dét lanh diéu tri r6i loan nhip tim dugc dung d& diéu tri rdi loan nhip tim bang cach dat nhiét d6 dugc kiém
soat trong khoang tir-50°C (-58°F) dén -70°C (-94°F). DAU DO Ia mot dung cu phau thuat lanh vo triing, sit dung mot
1&n, dugc dung véi BG phan Cryo AtriCure (ACM).

CHIi PINH SUDUNG

Déu do d6t lanh diéu tri r6i loan nhip tim dugc chi dinh d€ dung trong liéu phap phau thuat lanh d€ diéu tri rdi loan
nhip tim bang céch dong bang céc md dich, tao ra mt phan (ing viém (hoai ti lanh) ngan chan dutng dan dién.

CHONG CHi PINH

Khong ¢d chdng chi dinh da biét nao.

MO TA HE THONG

Déu do dét lanh diéu tri i loan nhip tim ctia AtriCure tao ra cc ton thuang ap dong & md bang cach cung cdp nqudn

nang lugng Nito oxit (N,0) dong lanh tir bang diéu khién dén du cta dau do dugc két ndi. Hé thdng cung cp nhiét o

hinh thanh tén thuong dugc kiém soat & mitc dudi -40°C (-40°F).

Hé thdng bao gom céc thanh phan sau:

1. Daudo d6t lanh diéu tri réi loan nhip tim st dung mot 14n (sau day goi la DAU DO) va dung cu tao hinh (sau day
goi la DUNG CU).

2. AtriCure cryolCE BOX (sau ddy goi la BANG DIEU KHIEN).

3. Cachg phan clia AtriCure cryolCE BOX va binh khi N,0 (khong dugc cung cap kem theo sén pham).

MO TA SAN PHAM

DAU DO I thiét bi sit dung mot Ian. Truc ddu do c6 thé udn duoc va gitip nqusi diing tao hinh thong qua DUNG (U
dugc cung cap.

THONG SO KY THUAT MOI TRUGNG

Nhiét d: 10°C/50°F dén Nhiét d: -29°C/-20°F dén Nhiét d9: -29°C/-20°F dén
40°C/104°F 60°C/140°F 60°C/140°F

D6 am tuong doi: 15% dén 90% D0 am tuong doi: 30% dén 85% D6 am tuong ddi: 30% dén 85%

Ap sudt khi quyén: 98 dén 105kPA | Ap sudt khi quyén: 98 dén 105 kPA
(14,2 d&n 15,2 psi) (14,2 d&n 15,2 psi)

Khong co

THANH PHAN BEN TRONG BAO Bi

1. Mgt (1) DAU DO

2. Mot (1) DUNG CY
DAU DO duoc cung céip VO TRUNG va KHONG GAY SOT trong bao bi chuia mé, khang bi hut hai. Chi diing mét [an. Khong
khit triing lai. Khong tai st dung.

POITUGNG SU DUNG VA DOI TUGNG MUC TIEU

Dau do dot lanh diéu tri r6i loan nhip tim cla AtriCure la thiét bi y té dugc st dung bdi céc bac sTy khoa cd chiing chi/
gidy phép hanh nghé thuc hién cic thi thuat phau thudt tim béng cic thiét bi ca AtriCure dé diéu tri chiing rdi loan
nhip tim cho bénh nhén truéng thanh.

LO1iCH LAM SANG DU KIEN

Loi ich 1dm sang ctia dau do cryolCE vai ACM 1 phuc hdi nhip xoang binh thuting va khéng bi réi loan nhip nhi (rung
tam nhi, cuéng nhiva nhip nhanh nhi).

DANH PHAP
Hudng dan nay dé cap dén cac bo phan cia AU DO nhu sau (xem Figure 1).
CACBO PHAN CUA PAU DO

[1]1 Van phan phoi [6] DUNGCU

[2] Dau nodi nhiét do

[3] Taycam kéo rit

[4] TrucDAU DO ciing

(5] Phan déudn ctia DAU DO

[71 Dau ndi 6ng cap khi
[8] Daundi dng xa khi
91 Ong

/N cinnBAo A\
Doc kj TOAN BO huéng dan TRUGC KHI st dung. Vi khong tuan theo cac hudng dan, canh bao va than trong nay
¢6 thé gay hu hong thiét bi va/hodc thuong tich cho bénh nhan.

Doc kj TOAN BO huéng dan TRUGC KHI st dung. Viéc khong tun theo cac Canh béo, Thén trong, mo ta sin pham,
cdng sudt dong dién va cac tinh nang ctia Bang diéu khién CryolCE Box (ACM) ¢6 thé gay hu hong thiét bj va/hodc
thuang tich cho bénh nhan.

Chinhan vién y té d3 qua dao tao va cé trinh dd phii hap méi duoc sit dung DAU DO.

(0 thé xdy ra trudng hgp khdng cung cap dugc liéu phap nhu dy kién va/hodc trutng hgp thuang tich nghiém
trong néu st dung thiét bi nay sai cach.

Khng sit dung cac bd phan ctia ACM khi ¢6 hén hap gay mé dé chdy c6 thé gdy chéy n6, dan dén thuang tich hodc
t(rvong cho ngudi duing va bénh nhan.

HUGNG DAN SU DUNG THIET Bl
THIET LAP HE THONG

/N THAN TRONG: DAU DO chi tuong thich véi AtriCure cryolCE BOX. Khong st dung DAU DO véi hé théng nao khac dé
tranh géy thuong tich va/hodc lam hu héng thiét bi.

ATH[\N TRONG: Khong thu hep, xoan, kep hodc lam hong Phan dé uon ctia DAU DO hodc Gng, vi viéc nay 6 thé
lam gian doan dutng cap khi, khién DAU DO khng déng bang va/hodc r dong diing cach.

A THAN TRONG: Tuan theo cac hung dén tiéu chudn vé x{r1y va bdo quan an toan cdc binh chita khi p sudt cao.

A THAN TRONG: Khi Nito oxit phai dugtc xa mot cach an toan. Tuan thi céc huéng dan tiéu chudn ca bénh vién vé
miic nong do cho phép.

1. Lap dat va bat ngudn BANG DIEU KHIEN ciing nhu cac thanh phan cdn thiét. Hudng d3n 13p dat va van hanh
BANG DIEU KHIEN ciing nhu md t kj thuat ctia hé théing duoc néu chi tiét trong Huong dén st dung cryolCE
BOX™.

2. Xoay hét & van binh chifa N0 ngugc chiéu kim ddng ho d€ mé. Xac minh 4p sudt it nhét Ia 4.826 kPa (700 psi)
sau khoang thai gian lam nong thich hgp.

3. Kiém tra bao bi thiét bi d& ddm bao sin pham vén dugc vo tring nguyén ven. Ly DAU DO va DUNG CU ra khei
bao bi theo kj thudt vé triing tiéu chuan.

VANCITTINWAN
Néu bao bi v tring bi rai va/hoéc bi hdng hoac hang rao vo triing bi pha v, héy loai bd thiét bi va KHONG SU
DUNG. Hang rao vd tring bj phd v ¢6 thé dan dén tinh trang nhiém trung.

/\ THAN TRONG: Dam bio BANG BIEU KHIEN & Ché g Ready (San sang) trudc khi c6 géng ndi DAU DO. Viéc gidi
phong khi nén dét ngot 6 thé khién DAU DO bi giat lai, gay thuong tich cho ngudi vén hanh hodc bénh nhan.

4. Khi BANG DIEU KHIEN & Ché @9 Ready (xem Hinh 6), héy ndi cac Dau ndi DAU DO vdi cac (6ng ciia BANG DIEU
KHIEN nhu sau (xem Hinh 2):

a) (3m Dau ndi dng cap khi mau xanh lam vao (6ng cdp mau xanh lam.
b) Trong khi ddy dau boc khéa trén Cong xa mau cam vé phia sau, hay cdm Dau ndi xa khi mau cam réi nha
dau boc khda.

0 Kiém tra cdc Dau ndi cdp khi va xa khi xem da khdp hay chua bang cach kéo nhe cac dau ndi 6ng.
(3m Dau ndi nhiét do mau do va mau den vao céc (3ng cap nhiét dién cing mau.
LUU Y: Khi duigc két néi diing, ACM sé hién thi nhiét ¢ DAU DO hién tai. Néu chua két ngi, ACM sé hién thi E-H.
TAO HINH PHAN DE UGN CUA DAU DO THANH HINH DANG MONG MUON

LUU Y: Chi nén diing DUNG CU d& tao hinh phan dé un ctia DAU DO, duy tri ban kinh u6n an toan tit 13 mm (0,5 inch)
trg 1én.

LUU Y: St dung &p luic 6n dinh, chéc chin trong khi tao hinh thay vi diing lyc manh, nhanh.

LUU Y: Néu mudn uén tuong t trén mot mét phang khac, khong xoén Phén dé udn ciia DAU DO; dudi thang lai Phén
dé uén cia DAU DO rdi udn tuong tuf trén mét phang mong mudn.

/N cinnBAo A\
Viéc tao hinh Phan dé uén ciia DAU DO theo bat ky céch nao khéc vdi chi dinh trong cc hudng dan sau day co thé
lam hong DAU DO va c6 kha nang gay tén thuong mo.
Khdng uén Phan dé udn ciia BAU DO trong ché do FREEZE (DONG BANG) hoéic ché do DEFROST (RA DONG).
Uén phan nay c6 thé gay rd ri khi dp sudt cao 6 kha nang gay thing mé, tdn thuong ngoai
¥ mudn hodc thuong tich cho nguoi ding.

A THAN TRONG: Viéc u6n nhiéu Ian & cling mot vi tri c6 thé [am héng Phén d& u6n ciia DAU DO va khién thiét bi
hoat dong sai cach.
A THAN TRONG: Khong dugc uén dau dé usn cia DAU DO thanh ban kinh nhd hon 13 mm (0,5 inch).
YN THAN TRONG: Ngimg st dung ngay 13p tiic néu nghi ngd thdy DAU DO bi v, dé trénh gidi phong khi nén N,0va
gay thuang tich cho bénh nhan hodc nquai dung.

5. Truc khi tao hinh, hay ddm bao BANG BIEU KHIEN & Ché d READY theo Hinh 6.

6. Rt lai tay cdm DAU DO va truc AU DO citng délam 1 Phan dé uon ciia DAU DO. Xem Hinh 3: Tay cdm va Bo
phan rit lai truc AU DO ciing.
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AN THAN TRONG: Phan dé udn ctia DAU DO 6 thoi gian hoat dong gidi han, néu du dinh udn hon 8 Ian, thi ban nén
stt dung dau do thi hai.
7. Bannén dung DUNG CU dé udn nhu mong mudn. DUNG CU ¢6 hai dau, d&u nhé hon ¢ ban kinh 13 13 mm
(0,5 inch) va dau I6n hon ¢6 bén kinh 1a 26 mm (1,0 inch).
8. Cacthd thudt thong thudng cd thé yéu ciu tao mat cét uén sau day bang DUNG CU, nhu minh hoa trong Hinh 4.

TAO HINH TRUC PAU DO CUNG

A\ THAN TRONG: Khong dugic uén dau xa ctia Truc DAU DO ciing qua 5 cm (2,0 inch) so véi khi dudi thing, nhu
minh hoa trong Hinh 5.

A\ THAN TRONG: Khong st dung néu DAU DO bi héng vi viéc nay c6 thé khién thiét bi hoat dong sai céch. Caclan
udn I3p lai trén cling mot vi tri ¢6 thé lam héng Truc DAU DO ciing. DAU DO ¢6 thai gian hoat déng gidi han, néu du
dinh thyc hién hon 7 chu ky udn Truc dau do cting, thi ban nén diing dau do thi hai.

sU DUNG DAU DO DE THUC HIEN AP DONG

LUU Y: DAU DO cit bo md bing ning Iugng déng lanh dugc cung cép qua Phan dé udn ctia DAU DO. (6 thé xay ra hién
tugng két dinh lanh Phén dé udn ciia DA DO véi mé khi DAU DO dat dén mic nhiét do 0°C (32°F) trd xuéng. Cac phan
khéc ctia DAU DO, bao gom Truc DAU DO ciing, c6 thé tré nén lanh va can dugc xi Iy thich hop.

/\ THAN TRONG: Khang sit dung néu DAU DO bi héng vi viéc nay ¢ thé khién thiét bi hoat dong sai cach. DAU DO
€6 thai gian hoat dong gidi han, néu du dinh thuc hién han 14 chu ky Dong bang/Ra dong, thi ban nén st dung dau
do thit hai.

9. Khi DAU DO tiép xiic véi khong khi, hy moi hé thong béng chu ky Déng bang sin: it B hen gids cit b trén
BANG DIEU KHIEN thanh 30 gidy réi nhan Niit Activation (Kich hoat) dé bat Ché do FREEZE. Chs hé théing chuyén
tr FREEZE sang DEFROST hodc nhan Nt Activation d€ chuyén thi cong.

10. Trong chu ky FREEZE, néu dau ndi ng cap mau xanh lam/dau néi 6ng xd mau cam bj ro ri khi, thi ban sé nghe
thdy am thanh 10 ri khi va/hodc xudt hién suong gia trén cac dau ndi. Thay thé thiét bi trudc khi tiép tuc quy
trinh.

ATH[\N TRONG: Chii § cdn than khi BANG DIEU KHIEN & Ché do Defrost, vi trong qua trinh thodt khi N0, DAUDO 6
thé dd lanh d€ gay ra hién tugng két dinh lanh.

LUU Y: Néu DAU DO khdng dat dén nhiét @ DEFROST mong mudn, hy diing nudc mugi &m, vo triing cho mé va viing

DAU DO khi can.

17. Sau khi BANG DIEU KHIEN 6 Ché o Ready va nhiét do DAU DO 1a trén 0°C (32°F), hay lap lai cac budc tir (11) dén

(16) dé tao thém cac tén thuong ap

dong.

NGAT KET NOI VA THAI BO PAU DO

18.6ng binh khi N,0 béng cach xoay Van hoan toan theo kim dong ho.
19. Kéo Nim x4 thd cong N,0 mau d8 hogc nhén Cong téc xa N.0 & mat sau BANG DIEU KHIEN dé giam 4p hé thong

hoan toan.

/\ THAN TRONG: Dam bao BANG BIEU KHIEN & Ché do Ready trudc khi c6 giing ngiit két ni DAU DO Viéc gidi
phéng khi nén dot ngot co thé khién DAU DO bi giat lai, gy thuang tich cho ngui van hanh hodc bénh nhan.

20. Ngat két ndi DAU DO khoi bang DIEU KHIEN va thai bo.

N cinnBio A\

CHi DUNG MOT LAN. KHONG tai st dung, tai xi f hodic khi triing lai. Viéc tai st dung, tai xi f hodic khi triing lai
¢6 thé dnh hudng dén tinh toan ven cdu tric cla thiét bj va/hodc dan dén hong thit bi, tir d6 ¢ thé gay ra thuong
tich, bénh tét hodc i vong cho bénh nhan. Viéc tai st dung, tai x{ Iy hodc khi triing lai ciing c6 thé tao ra nquy co
nhiém bén thiét bj va/hodc gay nhiém trung hogc Iy nhiém chéo cho bénh nhén, bao gém nhung khdng gidi han
6, viéc lay truyén (cac) bénh truyén nhiém tir bénh nhan nay sang bénh nhan khéc. Thiét bi nhiém ban ¢6 thé gay

thuang tich, bénh tat hodc tl vong cho bénh nhan.

/N cinnBho /A
Dam bao rang BANG DIEU KHIEN & Ché d6 READY va nhiét @ DAU DO trén 0°C trudc khi tiép xic véi mé, dé tranh
hién tugng két dinh lanh khong mong mudn.

11.Dat Bo hen gior cdt bo thanh thoi gian cdt bd mong mudn. Bo hen git dugc dat trudc thanh mac dinh 13 120 giay.
12. Di chuyén BAU DO dén vi tri céit bd muc tiéu:

a) Xdcdinh vi tri muc tiéu.

b) Tiép can Phan dé udn cia DAU DO thong qua mét duding rach c6 kich thudc phi hop dén muc tiéu.

¢) Khi nhin thay ré rang, hay dat Phan d& uén cia DAU DO vao mo dich.

N\ cinnBio /A
DE tranh 1am t6n thuong mo, khong duoc tac dong luc qua manh khi si dung DAU DO.
Khong diing DAU DO dé déng bing md bén trong tim dang dap. Viéc st dung DAU DO dé dong bang mo bén trong
tim dang dap c6 thé dan dé&n thuong tich nghiém trong cho bénh nhan.
(dc th thudt phau thugt tim cd thé gay rdi loan nhip tim vé mét co hoc.
Phuang phap ap dong bao gom dong mach vanh lién quan dén tinh trarjg hep dong mach lam sang sau do.
Chua c6 bang chiing no cho théy liéu phuang phép ap dong béing DAU DO c6 téc dung d6 hay khong.
Tuy nhién, trong moi quy trinh nhu vy, can can than dé gidm thiéu sy tiép xic khong cin
thiét véi dong mach vanh khi ap dong.

13. Sit dung Tay cdm kéo riit, &n nhe vao Phan dé udn cia DAU DO va tranh moi thao tac di chuyén DAU DO cho dén
khi chu ky dong bang hoan tat.

14. Quan sat truc tiép dé dam bao ring Phan dé udn cia DAU DO va Truc DAU DO cing déu khong tiép xiic véi céc cu
tric gidi phau khac khong phai la muc tiéu cat b.

N\ cinngio A\

Trudc khi chuyén sang Ché do Freeze, ludn xdc nhan Phan dé uén cia DAU DO\& vi tri mong mudn va khdng cd sy
iép xiic gita md khdng mong muén va Phan dé uén ciia DAU DO hodc Truc DAU DO ciing, @€ tranh hién tugng két
dinh lanh va/hodc p dong ngoai y mudn.

15. Nhan niit kich hoat hodc diing cong tac ban dap ACM tlly chon d€ bat Ché d FREEZE trong khodng thdi gian
mong mudn. He théng sé ty dong chuyén tir FREEZE sang DEFROST sau khi Bd hen gidr cat bd hét gic.

/N cinnBio A\
Nh&m tranh v y lam ton thuang mo, hay than trong @€ khang lam di chuyén DAU DO
khi c6 hién tugng két dinh lanh.

16. Chs dén khi nhiét d6 DAU DO da tang lén trén 0°C (32°F) trudc khi ¢6 gang 14y Phan dé udn ciia DAU DO ra khéi vi
tri cét bo hodc di chuyén Truc DAU DO cting.

THAI BO

Sau khi st dung, thiét bi nay nén dugc coi 1a rac thai y té va thai bo theo quy trinh clia bénh vién.

SU CO NGHIEM TRONG

Phai bdo cdo moi su & nghiém trong lién quan dén thiét bi nay cho AtriCure va co quan ¢6 tham quyén cta Qudc gia
thanh vién noi c6 nguoi dung va/hodc bénh nhan.

TRA LAI SAN PHAM DA SU/

DUNG

N&u vi bét ky Iy do gi ma phai trd lai san phdm nay cho AtriCure, Inc., thi cdn phdi c6 s& Gy quyén trd lai hang héa
(RGA) ctia AtriCure, Inc., trudc khi van chuyén. Néu san pham da tiép xic véi mau hodc dich co thé, phdi lam sach va
khit triing san pham k§ luding trudc khi dong goi. Sin phdm phai dugc van chuyén trong thiing carton ban déu hodc
thiing carton tuong duang, dé tranh hu héng trong qua trinh van chuyén; dong thai phai dugc ddn nhén c6 s6 RGA va
chibdo vé tinh chét nguy hiém sinh hoc cGa céc thanh phan trong g6i hang van chuyén. Hudng dan vé céch vé sinh va
vatliéu, bao gom cac thiing van chuyén thich hap, cach ghi nhan thich hop va s6 RGA ¢6 thé Iy tir AtriCure, Inc.

TUYEN BO MIEN TRU TRAC

H NHIEM

Nguoi dung chiu trach nhiém ki€m tra tinh trang ¢6 th€ chap nhan dugc ciia san phdm nay trudc khi st dung va dém
bdo chi st dung san pham theo mé ta trong cc hudng dan sit dung nay, bao gom, nhung khdng gidi han & viéc dam

bdo rang sé khdng tai st dung san pham.

Trong moi trudng hap, AtriCure, Inc. s& khdng chiu trach nhiém cho bét ky ton that, thiét hai hoac chi phi ngau nhién,
dac biét hodc do hau qua, la két qua clia viec cd ¥ st dung sai hodc tai sit dung san pham nay, bao gém moi tdn that,

thiét hai hodc chi phi lién quan dén thuang tich ca nhan hodc thiét hai vé tai san.

KHAC PHUC SU c6

DAU DO khong dat duoc nhiét do ra
déng mong mudn sau khi dong bang.

Ong dan cap khi da cim.

R ddng thd cong béng cach stt dung
nudc mudi dm cho mé va déu do
khi can.

DAU DO khdng dat dén nhiét o

Binh khi N0 rong hoéc sép hét.

Thay binh khi N0 rong hoéc sap hét.

thich hgp.

Khi khdng chay, ng bi han ché.

Xac minh 6ng DAU DO khong bi
chén ép.

Ro ri khi trong Truc hodc 6ng DAU DO. | Thay DAU DO.
Van binh N.0 da déng. Van binh N.0 mé hoan toan.

BANG DIEU KHIEN hién thi"-—", Béu ndi cap nhit dién chuia cim hoan | C4m tét cd cdcéu ndi cap nhigt dien
toan vao BANG DIEU KHIEN. Va0 cac céng cdia BANG DIEU KHIEN.

Day bén trong DAU DO bi héng.

Thay DAU DO.

BANG BIEU KHIEN doc nhiét @9 duong
trong qua trinh cat bo.

Dau ndi cap nhiét dién bi cim ngugc
(dd sang den).

(am Dau ndi cap nhiét dién vao cac
(6ng ctia BANG DIEU KHIEN theo mau
tuong ting.

BANG DIEU KHIEN hién thi ma su 6,
ma |6i, can bao tri hodc den bdo dp
sudt binh khi thap.

Xem Hu6ng dan sit dung BANG BIEU KHIEN.

en SYMBOLS GLOSSARY\vi BANG CHU GIAI KY HIEU

E

en Manufacturer\
vi Nha san xudt

en Medical Device\
viThiét biy té

®

en Do Not Re-Use\
vi Khdng tai st dung

-
o
-

en Batch code\
viMalo

en Use-By Date\
vi Han sit dung

>

en Caution\
viThan trong

en Do Not Use if Package is Damaged\
vi Khong st dung néu bao bi bi héng

]

en Sterilized using irradiation\
vi Khir triing béng cach chiéu xa

q | @

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

%)

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

en Single Sterile Barrier System with
protective packaging outside\
vi Hé théng rao can vd triing don cd bao bi
béo vé bén ngoai

en Single Sterile Barrier System with protective
packaging inside\
vi Hé thdng rao ¢én vo triing don cd bao bi bdo
Vvé bén trong

®

en Do Not Resterilize\
vi Khdng kht triing lai

en Country and Date of Manufacture\
vi Qudc gia va Ngay sén xudt

&

en Does not contain Phthalates\
vi Khdng chifa phthalate

en Non-pyrogenic\
vi Khong gay sot

en Catalog Number\
Vi S0 danh muc

g =% |R| O

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

g

en Model Number\
vi S0 model

=

en Waste Electrical and Electronic Equipment\
vi Réc thai thiét bi dién va dién t

140°F
60°C

-20°F
-29°C

en Transit/Storage Temperature limit\
vi Gidi han nhiét d9 van chuyén/béo quan

85%
‘
30%

en Transit/Storage Humidity limit\
vi Gidi han d9 4m van chuyén/bdo quén

il

AtriCure Inc

7555 Innovation Way
Mason, Ohio 45040 USA

+1866 349
+1513755

2342
4100
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