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INSTRUCTIONS FOR USE

Cryoablation Probe
INTENDED PURPOSE

INTENDED CLINICAL BENEFITS

The clinical benefit of the cryoablation probes with the ACM is to safely manage pain after cardiac and/or thoracic
procedures.

NOMENCLATURE
This instruction refers to features of the PROBE and TOOL as follows (see Figure 1).
PROBE FEATURES TOOL FEATURES
[11 Ball Tip (6] Handle
[2] Shaft [71 Gas Inlet Connector [11] Barrel
[3] Flexible Region [8] Gas Exhaust Connector [12] Bending Channel
[4] Rigid Region [9] Thermocouple Connectors | [13] Insertion Arrow
[5] Shaft Transition [10]  Tubing

N\ warninGg A\

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 probes are sterile, single use devices intended for use in blocking pain by temporarily ablating
intercostal peripheral nerves.

INDICATIONS FOR USE

The cryoablation probes are indicated for blocking pain associated with cardiac and/or thoracic procedures,
by temporarily ablating intercostal peripheral nerves.

CONTRAINDICATIONS

There are no known contraindications.

SYSTEM DESCRIPTION

The AtriCure cryoablation probe creates cryoablation lesions i tissue by delivering a cryogenic 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 (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, gas cylinder (not provided).

PRODUCT DESCRIPTION

DEVICE USE INSTRUCTIONS

SETTING UP THE SYSTEM

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

/\ CAUTION: 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.

/N 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.

/\ CAUTION: Do not use the PROBE if damaged as it may result in device malfunction. Repetitive bends in the same
location could damage the Flexible Region of the Shaft causing device malfunction. The Flexible Region of PROBE has
alimited functional life; if greater than 5 bends are intended, it is recommended to use a second PROBE.
5.  Prior to forming, ensure the CONSOLE is in READY Mode per Figure 2.
6. Insert the PROBE Ball Tip through the TOOL Barrel in the direction of the Insertion Arrow, as illustrated in Figure 4.
7. Rotate the TOOL so the Shaft is rolled into the Bending Channel, as illustrated in Figure 4, until the desired bend
angle is achieved.

FORMING THE RIGID REGION OF THE SHAFT TO THE DESIRED SHAPE

/\ 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 Section of the Shaft causing device malfunction. The PROBE has a limited
functional life; if greater than 2 Rigid Probe Shaft bend cycles are intended, it is recommended to use a second probe.
NOTE: The Rigid Region of the Shaft can be formed by hand and supports a maximum of two bends in the same
plane, per the illustrated shaft deflections shown in Figure 5.
NOTE: Use steady, firm pressure rather than quick, intense force while forming the Shaft.
NOTE: If the same bend is desired in a different plane, do not twist the Shaft; re-straighten the Shaft and create the
same bend in the desired plane.

8. Grasp the Rigid Region of the Shaft with both hands, as illustrated in Figure 5. Avoid applying load in area of the

Shaft Transition.
9. Bend until the desired deflection is achieved, up to the maximum deflections illustrated in Figure 5.

USING THE PROBE TO PERFORM CRYOABLATION

NOTE: The PROBE is designed to reach peripheral nerves through an incision sized for an 8mm or larger trocar, after
the trocar has been removed.

NOTE: The PROBE ablates tissue via cryogenic energy delivered to the Ball Tip. Cryoadhesion of the Ball Tip to tissue
can occur when the PROBE reaches a temperature of 0°C (32°F) or below. Other portions of the PROBE, including the
Shaft, can become cold, and should be handled with appropriate care.

10. 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, DEFROST,
and Vent, or manually advance via the Activation Button.

a) 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.

/N warninGg A\

Ensure the CONSOLE is in READY Mode and the PROBE temperature is above 0°C (32°F)
before contacting tissue, to avoid unintended cryoadhesion.

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.

/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.
11. Set the Ablation Timer to the desired ablation time. The timer is generally set to a default of 120 seconds.
12. Navigate the PROBE to the target ablation site:
a) Identify the target peripheral nerve site.

b) Reach the Ball Tip through an appropriate-sized incision to the target. The probe is designed to fit through
the incision for an 8mm trocar or larger.

¢) Under direct visualization, place the Ball Tip against the target tissue.

The PROBE is a single-use device offered in two configurations: standard length probe shaft (CRY0S), and extended
length probe shaft (CRYOS-L). The flexible region of the shaft supports forming by the user via the supplied TOOL.
The PROBE features a spherical 8mm cryoablation tip.

ENVIRONMENTAL SPECIFICATIONS

OPERATIONAL STORAGE TRANSIT

Temperature:
10°C/50°F to 40°C/104°F

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

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

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

Atmospheric Pressure:
98 t0 105 kPA (14.2to 15.2 psi)

Atmospheric Pressure:

98 to 105 kPA (14.2 to 15.2 psi) WA

PACKAGE CONTENTS

1. One (1) PROBE

2. One (1) TOOL
The PROBE and TOOL are 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

/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 2), connect the PROBE Connectors to the CONSOLE Ports as follows
(see Figure 3):
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.
d) 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 FLEXIBLE REGION OF THE SHAFT TO THE DESIRED SHAPE

NOTE: The Flexible Region of the Shaft should only be formed using the TOOL, which maintains a safe bending radius
(>1.9 cm) for the Shaft.

NOTE: The Flexible Region of the Shaft supports bending up to 180° in one direction. Successive bends will result in
increased bend resistance.

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

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

N\ warning A\

Do not use excessive force when using the PROBE to avoid tissue damage.

13. Using the Handle, apply gentle pressure to the Ball Tip, and avoid any PROBE movement until after the FREEZE
cycle completes.

14. Under direct visualization ensure that the probe ball and shaft are not in contact with other anatomical
structures not intended for ablation. An insulative barrier, such as a trocar indicated for thoracic use, may be
used at the incision site to avoid unintended cryoadhesion and/or cryoablation.

The AtriCure’s cryoablation probe is a medical device for use by licensed medical doctors who perform cardiac and/
or thoracic procedures for treatment of patients aged 12 years or older with potential to experience pain after cardiac
and/or thoracic procedures.

/N warnING AN

Forming the Flexible Region of the Shaft in any way other than indicated
in the following instructions can damage the PROBE and potentially cause tissue damage.
Do not bend Flexible Region of the Shaft 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\ warning A\

Before entering Freeze Mode, always confirm the placement of the Ball Tip is as intended,
to avoid unintended tissue contact with the Ball Tip or Shaft, to prevent
unintended cryoadhesion and/or cryoablation.

Avoid direct contact of PROBE with lung to prevent potential risk of pneumothorax.

Intercostal nerve ablations should be performed 2-4cm lateral to the internal mammary artery (IMA),
to prevent potential damage to the IMA.
If ablating the intercostal nerve for chest wall surgery posterior to mid-axillary line, it is not recommended
to ablate above the 3rd intercostal space due to the proximity of the sympathetic trunk or
below the 9th intercostal space due to risk of abdominal muscle bulging.
Intercostal nerve ablations should be at least 2 cm from the dorsal root ganglia or 4 cm
from the base of the spine to prevent damage to the sympathetic chain.

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.
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N\ warning A\

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

A CAUTION: When using a standard off-the-shelf nerve stimulator, read all of the manufacturers instructions
carefully prior to using the device. Failure to follow instructions may lead to injury and may result in improper
functioning of the device.
16. Wait until the PROBE temperature has warmed to above 0°C (32°F) before attempting to remove the Ball Tip
from the ablation site or moving the Shaft.

/\ CAUTION: Use care while the CONSOLE is in Defrost Mode, as during N,0 gas venting, the PROBE may cool
sufficiently to cause cryoadhesion.
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.
a) Cryoablations are recommended to be performed 2 levels above the incision(s), at incision(s), and 2 levels
below the incision(s).
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 N0 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 AN

FOR SINGLE USE ONLY. DO NOT reuse, reprocess o 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, illness
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, illness or death of the patient.

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 DANH PHAP
PROBLEM POTENTIAL CAUSE SOLUTION Hudng dan nay dé cap dén cac b phan clia DAU DO va DUNG CU nhu bén dudi (xem Hinh 1).

PROBE does not reach desired Obstructed gas supply path. Manually defrost by applying warm CACBO PHAN CUABAU DO CACBO PHAN CUA DUNG CU

defrost temperature after freeze. saline to tissue and probe as necessary. il Paubi [6] Tay cdm

PROBE does not reach the proper | Empty or low N0 cylinder. Replace low or empty N0 cylinder. 21 Trc [71  Daundidng cap khi (117 Onglot

temperature. Gas not flowing, tubing is Verify PROBE tubing is not pinched. 3] Vung linh hoat [8] Dau ndi ong xa khi [12] Kénh uon
restricted. 4 Viing cting [91  Daundicap nhiét dién [13]  Miiténchen
Gas leakin PROBE Shaftor tubing. | Replace PROBE. 31 Phan chuyén tiép truc (10 Ong
N,0 tank valve closed. Fully open N,0 tank valve.

CONSOLE displays “---". Thermocouple Connectors not fully | Plug Thermocouple Connectors all the /N cANH BAO A\
plugged into the CONSOLE. way into the CONSOLE ports. Doc kj TOAN BO hudng dan TRUGC KHI st dung. Viec khong tuan theo cac hudng dan, canh bao
PROBE internal wires are broken. Replace PROBE. va than trong nay ¢6 thé gdy hu hong thiét bi va/hodc thuong tich cho bénh nhéan.

CONSOLE reads positive Thermocouple Connectors are Plug Thermocouple Connectors into the Doc kj TOAN BO hudng 515" TRUGC KH| st dung. Viéc khdng tudn theo cdc (5nh ba'o,’

temperature during ablation. plugged in reversed (red-to-black). | matching colored CONSOLE Ports. Thén trong, md t san pham, cong sudt dong dién va céc tinh néing clia Bang diéu khién

CONSOLE displays fault code, See CONSOLE User's Manual.

error code, maintenance

needed, or low cylinder

pressure light.

HUGNG DAN SU DUNG @
Dau do dot lanh

MUC DICH SU DUNG

Dau do dét lanh 13 céc thiét bi vo tring, st dung mét In, diing dé ngén chan con dau bang céch ct b tam thoi cc
déy than kinh ngoai bién lién suon.

CHi PINH SUDUNG

Déu do dét lanh dugc chi dinh dé ngan chan con dau lién quan dén céc tha thuat tim va/hodc 16ng ngut, bang cach cit
bé tam thai cac ddy than kinh ngoai bién lién suon.
CHONG CHi DINH
Khdng cd chdng chi dinh da biét nao.
MO TA HE THONG
Déau do d6t lanh clia AtriCure tao ra cdc tén thuong ap dong & md bang cach cung c&p ngudn nang lugng Nito oxit
(N,0) déng lanh tir bang diéu khién dén dau ctia dau do dugc két ndi. Hé thdng cung cép nhiét 6 hinh thanh ton
thuong dugc kiém sodt & muic dudi —40°C (—40°F).
Hé thdng bao gom céc thanh phan sau:

1. Dau do 6t lanh st dung mét Ian (sau day goi 13 AU DO) va dung cu tao hinh (sau day goi 1a DUNG CU).

2. MtriCure cryolCE BOX (sau day goi 1 BANG DIEU KHIEN).
3. Cécbd phan cla AtriCure cryolCE BOX va binh khit N,0 (khong durgc cung c&p kém theo san phém).

MO TA SAN PHAM

CryolCE Box (ACM) ¢6 thé géy hu hong thiét bi va/hodc thuang tich cho bénh nhan.
Chinhan vién y té 3 qua dao tao va cé trinh do phii hap méi duoc sit dung DAU DO.
(6 thé xy ra trudng hap khdng cung cp dugtc liéu phap nhu du kién va/hodc trudng hop
thuang tich nghiém trong néu st dung thiét bi nay sai cach.

Khong sit dung cdc bd phan cia ACM khi ¢6 hdn hgp gay mé dé chdy c6 thé gay chay ng,
dan dén thuong tich hodc ti vong cho nguai diing va bénh nhan.

HUGNG DAN SU DUNG THIET Bl

THIET LAP HE THONG

/\ THAN TRONG: DAU DO chi tuiong thich véi AtriCure cryoICE BOX. Khong sif dung BAU DO véi hé thong nao khac
d€ tranh géy thuong tich va/hodc lam hu héng thiét bi.

AN THAN TRONG: Khong thu hep, xodn, kep hodc lam hong Phén dé udn cia AU DO hoic Ong, vi viec nay 6 thé
lam gian doan dutng cap khi, khién DAU DO khong dong bang va/hodc ra dong ding cach.

/N THAN TRONG: Khi Nita oxit phai dugc xa mdt cach an toan. Tuan thil cac hugng dén tiéu chuan cita bénh vién vé
miic nong do cho phép.
1. Lp dat va bat ngudn BANG DIEU KHIEN ciing nhu céc thanh phan can thiét. Hudng dén I3p dét va van hanh BANG
DIEU KHIEN ciing nhu mé ta ky thudt ciia hé thdng duigc néu chi tiét trong Hudng dan sit dung cryolCE BOX™.
2. Xoay hét & van binh chifa N0 ngugc chiéu kim ddng h d€ md. Xac minh &p sudt it nhét Ia 4.826 kPa (700 psi)
sau khodng thdi gian lam ndng thich hgp.
3. Kiém tra bao bi thiét bi d& ddm bao san pham vén dugc vo tring nguyén ven. Ly DAU DO va DUNG CU ra khei
bao bi theo kj thudt vé triing tiéu chuan.

AN THAN TRONG: Khong sit dung néu DAU DO bi hong vi viéc nay co thé khién thiét bi hoat dong sai cach. Viec uon
nhiéu lan & cing mot vi tri cd thé lam hong Vung linh hoat ctia Truc va khién thit bi hoat dong sai céch. Ving linh
hoat cia DAU DO ¢6 thdi gian hoat @ong gidi han, néu du dinh uén hon 5 In, thi ban nén sit dung DAU DO thit hai.

5. Trudic khi tao hinh, hay dam bao BANG DIEU KHIEN & Ché @ READY theo Hinh 2.

6. Chen Dau bi ciia DAU DO thong qua Ong 1t DUNG CU theo huéng clia Mili tén chén, nhu minh hoa trong Hinh 4.

7. Xoay DUNG CU dé Truc xoay vao Kénh uén, nhu minh hoa trong hinh 4, cho dén khi dat dugc goc uén mong muén.

TAO HINH VUNG CUNG CUA TRUC THANH HINH DANG MONG MUGN

A THAN TRONG: Khong st dung néu DAU DO bi hong vi viéc nay 6 thé khién thiét bi hoat dong sai cach. Viéc uén
nhiéu 1n & cling mét vi tri c6 thé lam héng Phan cting ctia Truc va khién thiét bi hoat dong sai cach. DAU DO c6 thoi
gian hoat ddng gidi han, néu dy dinh thuc hién hon 2 chu ky udn Truc dau do cing, thi ban nén ding dau do thit hai.
LUU Y: Viing ciing clia Truc 6 thé dugc tao hinh bang tay va hé trg toi da 2 1an uén trén cing mot bé mat, theo do léch
truc dugc minh hoa trong Hinh 5.

LUU Y: Stt dung ap luc 6n dinh, chac chén thay vi lic manh, nhanh trong khi tao hinh Truc.

LUU Y: Néu mudn uén tuong ty trén mt mét phéng khac, khong xoan Truc, dudi thang lai Truc réi udn tuong ty trén
mét phang mong muén.

8. Nam Vung ciing ctia truc bang ca hai tay, nhu dugc minh hoa trong Hinh 5. Trénh dat tai trong khu vyc Phan
chuyén tiép truc.

9. Udn cho dén khi dat dugc do léch mong mudn, 1én dén do |éch t6i da dugc minh hoa trong Hinh 5.

sU' DUNG PAU DO DE THUC HIEN AP DONG

LUU Y: BAU DO dugc thiét ké dé tiép can cac day than kinh ngoai bién thong qua mét duding rach ¢6 kich thuc cho
mot gilii choc 8 mm tr& Ién, sau khi da thdo giti choc ra.

LUU Y: BAU DO cit bd mo thong qua nang lugng dong lanh dugc phan phdi dén Dau bi. (6 thé xay ra hién tutgng két
dinh lanh giita Dau bi va mo khi DAU DO dat dén nhiét do 0°C (32°F) trd xung. Céc phan khéc ctia DAU DO, bao gom
truc cd thé tré nén lanh va can dugc x 1y thich hgp.

10. Khi DAU DO tiép xiic véi khong khi, hdy méi hé théng béng chu ky Déng bang san: Dt B hen gior it b trén
BANG DIEU KHIEN thanh 30 gidy réi nhan Niit Activation (Kich hoat) d bat Ché 6 FREEZE. Chas hé théng chuyén
tir FREEZE sang DEFROST va Vent hodc nhén Nit Activation d€ chuyén thd cong.

a) Trong chu ky FREEZE, néu dau ndi 6ng cdp mau xanh lam/dau ndi ng xa mau cam bj ro ri khi, thi ban sé
nghe thdy am thanh ro ri khi va/hodc xudt hién suong gid trén cac dau ndi. Thay thé thiét bj trudc khi tiép
tuc quy trinh.

N\ cinnio A\
Dam bo ring BANG DIEU KHIEN & Ché do READY va nhiét do DAU DO trén 0°C (32°F) truic
khi tiép xtic véi mo, dé tranh hién tugng két dinh lanh khong mong mudn.

/N cinuBAo A\
Néu bao bi vo tring bi roi va/hodc bi hdng hodc hang rao v triing bi pha v, hay loai bo thiét bi va
KHONG SU' DUNG. Hang rao vd triing bi phé v 6 thé dan dén tinh trang nhiém triing.

DAU DO Ia thiét bi st dung mét Ian dugc cung cap theo 2 ciu hinh: truc ddu do ¢6 @ dai tiéu chudn (CRYOS) va truc
dau db‘cé do dai kéo dai (CRYOS-L). Viing linh hoat ctia truc hd trg ngudi dung tao hinh thong qua DUNG CU dugc cung
c&p. DAU DO ¢6 dau ap dong hinh cau 8 mm.

THONG SO KY THUAT MOI TRUONG

VAN HANH BAO QUAN VAN CHUYEN

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

Do dm tuang ddi: 15% dén 90% Do dm tuang ddi: 30% dén 85% Do dm tuong ddi: 30% dén 85%

Ap sudt khi quyén: 98 dén 105kPA | Ap suat khi quyén: 98 dén 105 kPA Khong c6

(14,2 dén 15,2 psi) (14,2 dén 15,2 psi)

THANH PHAN BEN TRONG BAO Bi

1. Mgt (1) DAU DO

2. Mot (1) DUNG CU
DAU DO va DUNG CU dugc cung cap VO TRUNG va KHONG GAY SOT trong bao bi chua mé, khéng bi hu hai. Chi diing
mot lan. Khong khir triing lai. Khong tai st dung.

POITUONG SU DUNG VA DOI TUGNG MUC TIEU

/N THAN TRONG: Dam bao BANG BIEU KHIEN & Ché do Ready (S3n sang) trudc khi c6 ging néi DAU DO. Vic gidi
phéng khi nén dot ngot co thé khién DAU DO bi giét lai, gy thuang tich cho ngui van hanh hodc bénh nhan.
4. Khi BANG DIEU KHIEN & Ché % Ready (xem Hinh 2), hay néi cic Dau ndi DAU DO véi céc Cong clia BANG DIEU
KHIEN nhu sau (xem Hinh 3):
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.
d) Cdm Dau ndi nhiét d mau d6 va mau den vao cac (6ng cap nhiét dién cing mau.
LUU V: Khi dugc két néi diing, ACM sé hién thi nhiét ¢ DAU DO hién tai. Néu chua két ngi, ACM sé hién thi E-H.
TAO HINH VUNG LINH HOAT CUA TRUC THANH HINH DANG MONG MUGN
LUU Y: Chi nén tao hinh Viing linh hoat ctia Truc bang DUNG CU, duy tri ban kinh ugn an toan (> 1,9 cm) cho Truc.

LUU Y: Viing linh hoat ctia Truc hd trg udn 1én dén 180° theo mét hung. Cac Ian udn lién tiép s lam tang do chiu uén.

LUU Y: Stk dung ap luc 6n dinh, chac chén thay vi lic manh, nhanh trong khi tao hinh Truc.
LUU Y: Néu mudn uén tuong ty trén mt mét phéng khac, khong xoan Truc, dudi thang lai Truc réi udn tuong ty trén
mét phang mong mudn.

Dau do d6t lanh cta AtriCure 1a mot thiét bi y té dugc st dung béi cac bac sTy khoa c6 gidy phép hanh nghé thuc hién
céc tha thuat phau thudt tim va/hodc 1ong nguc d€ diéu tri cho bénh nhan tir 12 tudi trg 1én c6 nguy co bi dau sau cac
tha thudt phau thugt tim va/hodc long nguc.

LO1 iCH LAM SANG DU KIEN

/N cinnBho /A
Viéc tao hinh Vung linh hoat cta Truc theq bét ky cdch nao khéc véi céc chi dinh trong hudng dan
sau day ¢ thé lam héng DAU DO va 6 kha ning gdy ton thuong mé.
Khéng udn Vuing linh hoat ctia Truc trong ché do FREEZE (DONG BANG) hodc DEFROST (RA DONG).
Udn phan nay cd thé gay rd ri khi dp sudt cao cd khé néng gay thing mé, ton thuong
ngoai y mudn hodc thuong tich cho nquai ding.

Loi ich 1dm sang ctia cac Dau do dt lanh véi ACM 1a kiém sodt con dau mét cach an toan sau cac tha thuat phau thudt
tim va/hodc long ngutc.

A THAN TRONG: Ngimg st dung ngay 1ap 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.

/\ THAN TRONG: Khong st dung néu DU DO bi hang vi viéc nay c6 the khién thist bi hoat dong sai cach. BAU DO
€6 thai gian hoat ddng gidi han, néu du dinh thuc hién han 14 chu ky Déng bang/Ré dong, thi ban nén st dung dau
do thit hai.
11. Dt BG hen gitr cat bd thanh thai gian cat bd mong mudn. B9 hen gia thutng dugc dat thanh mac dinh 1 120 gidy.
12. Di chuyén DAU DO dén vi tri cét bo muc tiéu:
a) Xac dinh vi tri déy than kinh ngoai bién muc tiéu.
b) Ti€p can Dau bi thong qua mét dudng rach ¢d kich thudc phit hop véi muc tiéu. Dau do dugc thiét ké dé phu
hgp véi dudng rach cho mot gitii choc 8 mm trd én.
¢) Khi nhin thdy rd rang, hay dat Dau bi vao mé dich.

/N cinHBAo A\

Dé trénh lam t6n thuong mo, khong dugc téc dong luc qua manh khi sit dung DAU DO.

13. St dung Tay cdm, &n nhe vao Dau bi va tranh moi thao téc di chuyén DAU DO sau khi chu ky DONG BANG hoan tat.

14. Quan sét tryc tiép dé dam bo rang phan bi va truc dau do déu khdng ti€p xtc véi cac cau tric gidi phau khac
khong phai la muc tiéu cit bé. Mang ngan cach dién nhu gitii choc dugc chi dinh dé st dung & 16ng nguc ¢6 thé
dung 6 vi tri dudng rach dé tranh hién tugng két dinh lanh va/hodc ap dong ngoai y mudn.

N\ cinnBio /A
Truc khi chuyén sang Ché d Freeze, ludn xac nhan Dau bi ¢ vi tri mong mudn, dé tranh Dau bi hodc Tryc tiép xtic
ngoai y mudn véi mo, nham ngén chan hién tugng két dinh lanh va/hodc ap dng ngoai y mudn.
Trénh € DAU DO tiép xtic tryc tiép véi phdi dé ngan nqira nguy c tran khi mang phéi o thé xay ra.

(an thyc hién cat bo day than kinh lién suon 2 — 4 cm ti dong mach bén dén dong mach vii bén

trong (IMA) d&€ ngan nglra ton thuong tiém &n cho IMA.
Néu cat b day than kinh lién sudn cho phau thuét thanh nguc sau dén dudng giia néch,
thi khong nén cdt bo phia trén khoang lién suon thi 3 do gan thén giao cdm hodc
dudi khoang lién suon thi 9 do nguy o phdng co bung.
(an thyc hién cat bo day than kinh lién sudn céch hach ré lung it nhdt 2 cm hoac cach
ddy cot s6ng 4 cm d€ ngan ngiia ton thuong chudi giao cam.

15. Nhan niit kich hoat hodc diing cong tac ban dap ACM tlly chon d€ bat Ché d FREEZE trong khodng thoi gian
mong mudn. Heé théng sé tu dong chuyén tir FREEZE sang DEFROST sau khi Bo hen gior cat b hét gio.

/N cinnBio A\
Nh&m tranh v y lam ton thuong mo, hay than trong dé khong lam di chuyén DAU DO
khi c6 hién tugng két dinh lanh.
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A THAN TRONG: Khi stt dung thiét bi kich thich thn kinh tiéu chudn c6 san, hdy doc kj toan bo huéng dan cia
nha san xudt trudc khi st dung thiét bi. Viéc khong tuan tha hudng dan o thé dan dén thuong tich hodc khién thiét b
hoat dong khdng diing cach.
16. Chor dén khi nhiét do AU DO da ting lén trén 0°C (32°F) trudi khi 8 géing Iay Dau bi ra khai vi tri cit bo hodc di
chuyén Truc.

/N THAN TRONG: Chii  can than khi BANG DIEU KHIEN & Ché do Defrost, vi trong qué trinh thot khi N.0, DAU DO c6
thé dd lanh d€ gay ra hién tugng két dinh lanh.
LUU Y: Néu DAU DO khong dat dén nhiét do DEFROST mong mudn, hay diing nuéc mudi &m, vo triing cho mé va viing
DAV DO khi can.
17. Sau khi BANG DIEU KHIEN & Ché do Ready va nhiét do DAU DO [a trén 0°C (32°F), hay Iap lai cac budc tir (11) dén
(16) dé tao thém céc ton thuong &p dong.
a) Ky thudt ap dong dugc khuyén nghi thuc hién 2 cp do trén (cac) vét rach, & (cac) vét rach, va 2 cap do dudi
(céc) vét rach.
NGAT KET N6I VA THAI BO DAU DO
18.Ddng binh khi N,0 bang cach xoay Van hoan toan theo kim dong ho.
19.Kéo Nim x4 thd cong N,0 mau d6 hogc nhan Cong téc xa N.0 & mat sau BANG DIEU KHIEN dé giam 4p hé thing
hoan toan.

/\ THAN TRONG: Dam bao BANG BIEU KHIEN & Ché do Ready trudc khi c6 giing ngiit két ngi 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.

KHAC PHUC SU €O

VAN PE

NGUYEN NHAN TIEM AN

GIAI PHAP

en SYMBOLS GLOSSARY\vi BANG CHU GIAI KY HIEU

DAU DO khong dat duoc nhiét
d6 ra dong mong mudn sau khi
dong bang.

Ong dan cap khi bi can tré.

Ré& dong tha cong bang cach st
dung nudc mudi m cho mé va dau
do khi can.

DAU DO khéng dat dén nhiét o
thich hgp.

Binh khi N0 rng hodc sap hét.

Thay binh khi N0 rong hoéc sap hét.

en Single Sterile Barrier System with
protective packaging inside\
vi Hé thong rao can v triing don
€6 bao bi bdo vé bén trong

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

Khi khdng chdy, Gng bi han ché. Xac minh 6ng DAU DO khéng bi
chén ép.
Ro ri khi trong Truc hodc 6ng Thay DAU DO.

DAU DO.

en Country And Date of Manufacture\
vi Qudc gia va Ngay san xuat

en Manufacturer\
vi Nha san xudt

Van binh N0 da dong.

Van binh N,0 m& hoan toan.

en Do not re-sterilize\
vi Khéng téi khr trung

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

®| &

BANG DIEU KHIEN hién thi -~

Dau ndi cap nhiét dién chua cdm
hoan toan vao BANG DIEU KHIEN.

(am tét cd cac Dau ndi c3p nhiét
dién vao cac cong clia BANG DIEU
KHIEN.

en Sterilized by Gamma Radiation\
vi Khir tring bang btic xa gamma

en Do not use if package is damaged\

STERILE
vi Khong st dung néu bao bi bj hdng

Déy bén trong DAU DO b hong.

Thay DAU DO.

BANG DIEU KHIEN doc nhiét do
duong trong qua trinh ct bo.

Dau ndi cap nhiét dién bi cdm
ngugc (d sang den).

(&m Dau ndi cap nhiét dién vao
cac (Gng cita BANG DIEU KHIEN
theo mau tuong ting.

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

en Non-pyrogenic\
vi Khong gay sét

BANG DIEU KHIEN hién thi ma su 6,
ma 16i, cdn bo tri hodc dén bao ap

/N cinn B0 A\

CHi DUNG MOT LAN. KHONG tai st dung, tai xi f hodic khi triing lai. Viéc ti st dung, tai x Iy hodc khi triing lai
¢6 thé anh hudng dén tinh toan ven cdu tric cla thiét bj va/hodc dan dén hdng thiét bi, tir d6 ¢6 thé gay ra thuang
tich, bénh tat hodc i vong cho bénh nhan. Viéc tai st dung, tai x{ Iy hodc khi triing lai ciing ¢6 thé tao ra nquy o

nhiém ban thiét bi va/hodc gay nhiém tring hodc Iy nhiém chéo cho bénh nhan, bao gom nhung
khong gidi han 6, viéc lay truyén (céc) bénh truyén nhiém tirbénh nhan nay sang bénh nhan khéc.
Thiét bi nhiém bén c6 thé gay thuong tich, bénh tét hodc ti vong cho bénh nhan.

THAIBO

Sau khi str dung, thiét bi nay nén dugc coi la rac théi y té va thi bd theo quy trinh cta bénh vién.

SU CO NGHIEM TRONG

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

TRA LAI SAN PHAM PA SU DUNG

N&u vi bét ky Iy do gi ma phai trd lai san pham nay cho AtriCure, Inc., thi cdn phai c6 s& Gy quyén trd lai hang hoa
(RGA) ctia AtriCure, Inc, truéc khi van chuyén. Néu san pham da tiép xtc véi mau hodc dich co thé, phai lam sach va
kht triing san pham k§ lugng trudc khi dong goi. San pham phai dugc van chuyén trong thung carton ban dau hodc
thing carton tuong duong, d€ tranh hu héng trong qua trinh van chuyén; déng thai phai dugc dan nhan 6 s6 RGA va
chibdo vé tinh chat nguy hiém sinh hoc clia céc thanh phan trong g6i hang van chuyén. Hudng dan vé céch vé sinh va
vdt liéu, bao gom cac thing van chuyén thich hop, cach ghi nhan thich hop va s6 RGA ¢6 thé Iy tir AtriCure, Inc.

TUYEN BO MIEN TRU TRACH NHIEM

Nguoi dung chiu trach nhiém kiém tra tinh trang ¢6 thé chap nhan dugc clia san phdm nay trudc khi st dung va dam
bdo chi st dung s&n phdm theo m ta trong céc hudng dan st dung nay, bao gém, nhung khong gidi han 6 viéc dam

bdo réing s& khdng tai sit dung san pham.

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

thiét hai hodc chi philién quan dén thuong tich ¢d nhan hodc thiét hai vé tai san.

sudt binh khi thap.

Xem Huéng dan sit dung BANG BIEU KHIEN.

en Use-by date\
vi Han str dung

en Caution\
Vi Than trong

en Waste Electrical and Electronic Equipment\
vi Rac théi thiét bi dién va dién tit

en Follow instructions for use\
vi Tudn theo hudng dan st dung

en Medical Device\
viThiét by té

en Does not contain Phthalates\
vi Khong chia phthalate

en Unique Device Identifer\
vi Ma dinh danh thiét bj duy nhat

en Model Number\
vi S0 model

Q> @0k O

§|| B st | x

en Lot Number\
ViSO 16

en (atalogue Number\
vi S0 danh muc

LOT REF

140°F
60°C
-20°F
-29°C

en Transit/Storage Temperature limit\
vi Gidi han nhiét do van chuyén/bdo quan

85%
‘
30%

en Transit/Storage Humidity limit\
vi Gidi han do dm van chuyén/bdo quan

AtriCure Inc.

7555 Innovation Way
Mason, Ohio 45040 USA
+1866 349 2342
+15137554100
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