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Caution HE

Read the instructions, warnings, and VxR b —& KOTRMICED > T [ FH 7 1% ) A — B8R

cautions provided with the Cool-tip RF 51:5,%3)%@1 W LS AEGET S | 20 EHAIE

Ablation System E L BSOS, AR BISGIE ST

Series and separate instructions for use for ﬁ‘jci IR X TR, FEARZOWTIR, BTART AT LRI

electrodes and other accessories. SNTWVLIEHHHEFEELZSRT L2 L,

General Warnings and Precautions —RARESE L ER

Warning g5

Physicians should avail themselves of AR 2T KON S, BEEE b [ H EorE] ] — R S

preclinical training, a review of pertinent L—=2 7 YUEEOEE R Mo | 20 BERIARNEER

literature, and other appropriate education WY HERE A RAT S - L, SIS NI

before attempting to use the Cool-tip (10) % Dl D HEIH

system. 3) A AT AOFHIC DT> T, ¥
AT 4 L% a8 O TR BRSO R 2 20
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The system has no parts that can be serviced | A3 A7 A2, 22—V —=NMEFRTE 5 | [HR5F - ABIC6R D FIH] Al —R &

by the user. To avoid electric shock, do not | i, 13720, FBEABT B7-0. U= | <fHAFIC L DRSS >

remove the generator or pump covers or L B R DN A—F T A LT | - R

attempt repairs. . ERERRZY LRV L, KU AT DT, =P —PEBTE
HEITZR VN, MELEET 5720, ¥
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Electromagnetic interference (EMI) RYAT LDV =2 F L —E AL | EHEOEE] A — B8R

produced by the Cool-tip system generator
or pump may adversely affect performance
of other equipment during normal
operation. Precautions should be taken to
ensure that the well being of the patient is

maintained in the event of such interference.

Increase distance between the generator and
other electronic equipment. Plug devices
into separate branch circuit outlets. Contact
your local Covidien-approved
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representative for assistance. wTHZ L, HRIREFH LD b,
Electrodes and probes for monitoring, Ny T U —TCEEI S, MfxSi, A | [ERE0EE] [Eika:i=:

stimulating, and imaging devices can
provide paths for highfrequency current
even if battery powered, insulated, or
isolated at line frequency. The risk of burns
can be reduced, but not eliminated, by
placing these electrodes or probes as far
away from the ablation site and the patient
return electrodes as possible. Protective
impedance into the monitoring leads may
further reduce the risk of burns and permit
continuous monitoring during RF energy
delivery. Do not use needles as monitoring
electrodes during such procedures.
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If the generator or pump become wet, VxR —ERR T NENTS [ EoEE] [E—R S

unplug the system from the Mains outlet. VAT LADBRa— REHKL &, ﬁb V| 20 EEREREE

Wipe dry or allow to air dry before 0 HRERCE LTS R A | - BSH

proceeding.
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Use only Cool-tip RF Ablation System E VxR —FITE, TRV AT AR | e L MRS L L CERY
Series electrodes with the Cool-tip RF DEBOL AT - & il E Fhad D127 v BEICHE
Ablation System E Series generator. AT L. BEICEEL 52 5] BINTWELEEZ LN
Electrodes from other manufacturers may BEMEM & 2 1F ), 1E L < VEB) LS BEETH D,
cause patient injury or fail to function B BEH] .
properly.
Do not use two— or three—prong adapters KU ATFAOEREz— RicgEg 727 | EA EorE] A — RS
with the system power cords. The power— Z—HfE LW b, BEa— FaE | 20 EEREANEER
cord assembly should be checked HIICF = v 7 U, Megikoaxy z7s |« HAHIE .

periodically for damaged insulation or
connectors. Do not use damaged cords.
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RF ablation procedures are not DB — 2 A — B —2fh O DAL | [ LEoEE] [l —#R S

recommended for patients with cardiac
pacemakers or other implanted electronic
devices. Potential risks have not been
established.
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RF ablation procedures are not IR L CWABRE~OERBIKELLE | [ZE Fl—#Rg
recommended for pregnant patients. IIHELEC X o, BEROS 3B | <@ERExs (BE) > UERBEE I D5 G
Potential risks to the patient and/or fetus ANOELER ) R 7 IR XL TR, « ISR O B WCORBEH SN EDT
have not been established. 2. IR L TWABRE~DT VAW | 55,
FHITHIEL 20 [T AT L 24E
i, BRI A~DEBEIZOWTIXEL S 1L
TELT. KIGEUSNDEY 155 o
BRI LT D720, o
Apparent low power output or failure of the | B H R E TE I JI03HA S IBEWE | [FEH EOEE] F— s

equipment to function correctly at normal
settings may indicate faulty application of
the patient return electrode or failure of an
electrical lead. Do not increase power
before checking for obvious defects or
misapplication. Effective contact between
patient and return electrode must be verified
whenever the patient is repositioned after
initial application of the patient electrode.
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Do not defibrillate a patient with an EMAFAL-EETORECREZOR | A LomrE] 6 — S
electrode inserted. Completely remove the | #iEh &2 17 72\ 2 &, BEMNMDEMmA 5 | 3. FHAMEH (LOEIEM - [EE#R & O
electrode from the patient before BITHRELTOHDBME 21T = &, PERICBET S 2 &)
defibrillation. - PFHEE (BHHICEETS 2 L)
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FEORETHE
F O RMEh & 17
DI BEND
E 2 FE 2T
LT 5 R
EITH 2 &,
Remove hearing aids and all metal jewelry | ZUE 247 5 Bz, BENOMTESR L T | [HEH LorE] [l —HR 'S

from the patient prior to a procedure.
Ensure there are no metallic buttons, snaps,
or other metallic items in direct contact with
the patient.

ToO&RREY REZR T L, BF
\CEAEREM L WA BRI Z . 2
v 7 ZOMOB RN L 2N
THRT HZ &,

2. EE R IRMEE

- B EIE

(1) ¥ AT LEMK

12) T2 BtAET 2 RNC, HBE D DT
ETRTOeRBEY L2 45
T b, BAEICHEBEEHE L T\ D e EERLR
o, ATy FOMOE R
WZ EEMTHRT L E[EBVEDKZ
b 5BH70],
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Warning gt
Fire Hazard — Heating associated with RF | Jk $ O fE R — & & i I fE 5 gy | [ EorE] [Fl— S
output (W) can be an ignition source. Keep %kﬁ. WD ENDDLH, H—B L2 |2, BEEARILANES
gauze and sponges wet. Keep the electrode EUOREDL LT =L, aREYE HH Y
away from Memmeble meteralsand SRR ORI D BHIA M K1 | (1) ¥ A7 AEH
— . - e _ J y
Avoid the accumulation of naturally ZDE;‘E R e 14) Ik /‘%%dzﬁi@ . glkﬂgk%%\
occurring flammable gases that may W' 72 & OREPIZ T 2 80 & @k%@ﬁ)% DI, %T@%éw@ﬁ
accumulate in body cavities such as the D ERFEAETIRIE T 2 O AT 5 | A LFE CENTRY AT AOREK L%
bowel. Z&, ERTAHEECIE. BN RKL—7F
Prevent pooling of flammable fluids and the | F L — 70 FOMLBE AL OFFE T, AR | 0T VAW FH AT 2 N NIZHES
accumulation of flammable or oxidizing PV D RSO RRME £ 72 13 b O R | TADNERER VW LIFRE LW E HicT
gases or vapors under drapes or near the site | (kiR QDO EFEA L U S B2 L, 52 ¢, LToOWEIX, F=ETok
of the procedure. K QBT DfERR A K S 2R FEIC
Explosion Hazard — Do not activate RF 1B IE D fa B — AR R A 72 & D IFAE A
energy in potentially explosive Tl IRREER T AIRENEDO S DEREL | . TR (FTIRVERRERA . AR
environments, such as in the presence of THEHART XLV ZEB SRV L, | wisic {05 7 02— L G OF o 57
flammable anesthetics. 7 2)
- BE R EOERENICER SN BE
LD & % HIRFEA AT f%iJ A
- R R R OB
- e A (R b ZE3R [N,O] T AR
)
T VAP NS KD INEDFE K
LZEWDHDH, Wb LI —E &XT
VUERHEBELTEL I L, WITKER
Kaem LTl &
The active electrode may remain hot after T T 4 T EMOERRESER% S | [EH EoEE] A —h s
activation. Do not touch the electrode B T e Bh A, BAHEIEEIZEIN | 2. EEALEAMEE
during or immediately after the application ,_fgg EMCEER L2 2 b, w4k BRI

of power. Do not place the electrode on or
near the patient after extraction. Keep all
equipment away from flammable materials
to avoid combustion.

1= EM A B O BRI 75>7t,cu\’
& BRI %kt 7571&) TR TCORE
TR E DR ST A 2 &

(1) ¥ AT LAfE

4) 7’7?475'31‘7?0)m{m47< EDMEEN %
b ZENHDH, WEFTBREE
BICEMICER LN, BVA L
2B A BE O BRI E DR
Z &,
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Do not obstruct activation indicators or B E A HT A —oA o —4% | [ EDEE] [Fl— s
speakers providing activation tones. These | 23S 702 L. b, FICHE L | 2. BB/ AR S
a(e_important sz_ﬂ‘ety features that must be O 2 Lo TR CX 2T UER S 7 | - A -
visible and audible at all time. WA A RE T dh (1) > 27 AAfE
5) fEEREZ KT oA L O —4 R
TEENRIEZ F CHIDLHE D A — 7 &t
HRWZ b, IhblE, WIHEED
FERIC L > THERCTE T b7
WEBERZEHEEETH D,
Do not activate RF power until hardware N—R2T7 Dy NT v 7T NET L. [ FEoriE) A —i s
setup is complete and the electrode tip is BT TSRS RIS A SIS F | 2. EEREANER
fully inserted into tissue. TIET OA WD A ER S ST L, - HEEE
(1) AT L4k
6) N— R =T Dy NT v ITNET
L., SIS MR eI A &
NHETIL, FUVLRENEFE S
AR
If pressing the generator Start/Stop button xRV —HDAF— ANy TRE | [FEAEOEE] m—iE

fails to cease delivery of RF energy to the
active electrode, immediately press the
Mains power switch to turn off system
power and disconnect the electrode from
the generator. Do not use the generator.
Contact your local Covidien—approved
service center. (1-3)

VEFLTH BT L — RN EE
Bo2DEIED LN WGEAEIL, 27256
ICEBFEAZA7ICL, YRk L—FnD
EMARYNATZ L, BFE 2R —H
IXfE 39, Covidien 23FEFE L 7= —E %
U= T Db,

2. B HARER

- BT

(1) ¥ AT LA

7) RREBEERE], “BRAAME IR R & 2 D sSAT
SUTEER O e EOmEFR R, BE
YA 7 VSET 1k AT BRAAIE IR R &
VEMHLERICHLBEOR 2~ LT
WABAIZIE, 2BV AT ADE
BAAL v F A T7OREIZL, PR
L—H b EmERONT L, [AE
72BN AR T B 72 0],
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During initial setup, inspect the system for | #I#IEREHEHC S 27 A& S L, Wik | [EH EorE] [ — R S
any damage that may have been caused O RE TR 2342 U TR W ifggR 3 | 20 EE R IRIER
during shipping and transportation. If L. ML TWAEAICIE. A SR I -
damaged, do not use or attempt to repair. EMARBAND &, BEVDOIT 4T | (1) V2T LA
Contact your local Covidien approved . o .~ o =
representative for service assistance. A T RREHSHE TEETD 2 8, 17) DIBGERFC S AT A& R L,
i B OV 6 AR A A2 © T
MERT DL, BHHL TV IHEIC
X, BEREEERA N KR
D@j’j/f'f/fi/muﬂ:_*aél% ﬁ'f‘k
THI L,
Inspect the system generator, pump, and FEHOERNC, FRHC AT A, P | [R5 - SRR 55E] Gl cid=1
accessories before each use. If there is L—% R TROEME ST 5 2 IR I
evidence of damage to mechanical or (E B E - ITES o L B—F e b | <REIC L AR AR >
electrical components, do not use. Contact IR 2 B ST AR B A A | 1 HE AR
your local Covidien-approved S -
representative for service assistance. CEMALARN & A D DI T AT (1) AT AT MEARNA AR T
/ri/utuﬂij:ﬁé% \—L'f\%—g«é & 9\_&
A duty cycle of 75% or less (i.e. at least 75 %L FOT 2—T4—H A7V CTHAL | [EH EorE] A — R 5
one (1) minute of non-activation time for (U7t 145D IEBERRA 3 0F0E | 2. EEAEARNES
every three (3) minutes of ON time), with a EREICRIT D) | B S EEIRERD L 30 | - dhimEIE
maximum continuous ON time of thirty NP (1) v AT DA
(30) minutes is recommended. f LN . . S —
This recommendation is designed to SOHERH 1/1/7\1/~5'75>2L~/\—1:~M‘ 18) s %MT®71_74_ﬁ-47/D({EJ :3
is not a recommendation that a thirty (30) EDD%’H({RT%)*E(I%T%fGﬁb AN }:TEJ@‘U‘/I)X e j’%ﬂiﬁ& )T@"’Zﬁﬁb WE i?l’“JLVE@JH%EFﬁﬁ
minute ablation duration should be used in | FFFIDIFHIZ DWW T, REEFCED 11 i 30 & DT,
any particular clinical situation. Refer to BASBOZLE,
Chapter 11 of this Userlation duration
should be used in any particular clinical
When performing procedures, always use | L& % Efi T 55512134, BELWE) | [ EorE] ER:id=
the lowest power and time settings that will | 524572 = LN CX AN E /) LI AR | 2. mEEA AR TS
achieve the desired effect. TR ET AL, ST -

(1) VAT AR

19) WEAITHHEITITLN T BELVE
REAGDHTEN TELRARH ) L i ]
\—ux'ﬁé‘é‘%) &
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Patients with sensitive skin may experience | IBBUILOEBEFITZET L ILX — Koo | BeflieL SRR DT L L — (2D
allergic skin reactions or contact dermatitis. | fifk: jiz Ji§ ¢ /£ U2 WTREME D B 5, BLAKIE T, AR DIRAT SCET
Avoid using the RFAPAD patient return BRI LT L AE — 5o B #1003 THEWEL TS,
electrode on patients with known sensitivity REAPAD %HHikR - i L 720 v = &

to hydrogels. B °

Do not perform electrosurgery on a patient | & /& B )9 4 B H (Tl L TWD I | Ridlidel Bl A E T BN L
while RF ablation is in progress on that AL R A SN, TW5,

patient.

Covidien recommends against performing Covidien 1X[EIERC B 72 BREE A~ T | Tde L AETIINFIE LA Dl ds

multiple ablations simultaneously on
different organs. There are no data on the
potential risks or safety of this practice.

TL—varEHEEL WY, ZoX
I IRFHIC K LEER 72 U A 7 024k
WZOWTIET —Z D720,

W3 23 72N T2 8,
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Intended Use

A B E GiE )

The Covidien Cool-tip RF Ablation System
E Series (generator, pump, patient return
electrodes, water container, active electrode,
footswitch, and accessories) is intended for
use in percutaneous, laparoscopic, and
intraoperative coagulation and ablation of
tissue, including partial or complete ablation
of non-resectable liver tumors and osteoid
osteoma tumors within bone.

The Cool-tip system is not for use in
cardiac—ablation procedures.

Covidien recommends against the use of RF
ablation in the following situations:

* Pregnant patients: Potential risks to the
patient and/or fetus have not been
established.

* Patients with implantable pacemakers and
other electronic implants: Potential risks to
the patient have not been established.

Covidien Cool-tipRF 7 7 L — 3 v &
TLEYVY —X (=R —&F R,
SHBH, KT ), B, 7 FAA
v FROT 7Y V) X, UIBRAAREZ:
JHRE IS0 R O FA B T DR 43 ) XA F 5242
TeRE R E DT R, MENEETHI K T
Rz 31T B R M OSERR BE I FH w
5,

Cool-tip v AT AX LT 7 L— 3 v
BRI 572008 O TR,
PUF OBk LTl B B L@ X
HEECT X 20,

o MHRLTCWAHEE BHERD/ EIX
FRIRA~ONTER) U A7 BHHEIZ 72 > T
7200,

o DEANR—A A= — M DI DIA A
REBEBTFEBELZHEH L TCWODHEE  BE~
DONIERI Y A 7 BHREIZ 72 5 TR,

[EH EoiEE]

3. FREAEH (oo fy - R &

DOOFRICET 22 &)
- OFHEER OFHICEET S 2 L)
R M 2R | RRARIEIR - HEE DT | M - fEBR
D4 % K+
FH A Z B | - BEREIE L A A B )
D~ — | cEEL—ME | 50 &
AA—T CAREEL— R | W TR
B @R A | A AT B
HEVERM | - DEMEBIOR | BE R
B 4+ »5,

- PEA LR DR

15 IEH 22 AEEh A

Hebhvd

cBHE~OLH

7R BEN

PEE T

B A LT

EFFEORETH

F O RS & 1T

DRV BENS

B TR

FLTHHERM

HEITH 2 L,

—HRE

I

- JFRESBE I W2 356
2. IR L TV D EE~D T VA BB

FHITHER L 2 [F AW L B 4T
I, BRIEA~DREIZ OV TIIHENL S
TELT, KFEUSANOIY 152 o
TRHGRIRE N FET D720, 1,

DM PUB %6 LAt
DOIRFEIRE 2354 E 7
7o, ARERE I IES
DOGEITIR S, LM
HIE~OFEHD Y A7\
DWTIE, BEFEOE
%3 % JiE R FEEH e
WY AT EXRRT 4w b
it R U Ao R
WHELE L TV B,
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Patient and Medical Team Safety

Fire/Explosion I SK RS

Warning g%l

Fire/Explosion Hazard: Do not use the K IRIEDSERR - Bl ETZITBEEOR | [ EoEE] [Fl—ilk s

Cool-tip RF Ablation System Generator in | Lo d BEREE CAL ZAF AD Y = % L— | 2. BERIEAIEE

potentially flammable or explosive BEER LN L, R ETE

environments.

The following substances will contribute to
increased fire and explosion hazards in the
operating room:

 Flammable substances (such as flammable
anesthetics, alcohol-based skin prepping
agents  and tinctures)

* Naturally occurring flammable gases that
may accumulate in body cavities such as the
bowel

» Oxygen enriched atmospheres

» Oxidizing agents (such as nitrous oxide
[N2O] atmospheres).

Heating associated with RF power can
provide an ignition source. Observe fire
precautions at all times. When using RF
power in the same room with any of these
substances or gases, prevent their
accumulation or pooling under surgical
drapes, or within the area where RF
procedures are performed.

LT OMVE L, FAE Tk SR ORISR
DIEREERKSELFEICR S

o FIMRVEME (ATRRMERRIA . TR AR S

Y12 TN B 7L o — LBLEI e OV F o %

Hl7p L)

o WERLOERENICER-SNLIEN
D% HIRFEAEFRME D A

o HIBEREEDBRE

o [RILA (HiFR{LZEFHE [NO]BREE 2 L)
A BN K DB KRS D 2
EMB D, FIKKEAREFE L TBLLZ
L, FILENTINGDOWESCHT A L —

FlomENEDEHERT GG, T

i R L— 7 Fom B B ALE & 17 O 18
ICEBERWLIFE LWL 2icT52
L,

1) AT e
14) K TR DGR — 51 K TSR
DODBZENRH DT, LLTOWECN
A EFICENTARY AT LORER %
T, E12E, FINARL—7TF
T VAW FEEAT O INHENICWES
HANEBROLIFE LW E 51T
HZ &, UTOWEIZ, FINETDK
S K OV D f i 2 B R S 2 JRIANC
AL
- AR E (FTBRIME R
HEfHIZH
72 &8)
- WE R EORENICEE SN BE
D & 2% B IRFEA TR TT A
- EIRERRFE OBREE
G e
&)
Z AW TN K B INEDIFE KR
LT EMBD, HEHLTZ ‘—JZJ:XT
VUERRBLTREL I &, FITASEK
REFHLTBLZ &

WAL ARTRT R
WA T L a— L K ONF R FH

[N,O] H A%
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Fire hazard with Oxygen Circuit MR K B kK DfER
Connection
Warning @“g%
Fire/Explosion Hazard — Verify that all K 1BEFEOGER— A EOERE | (A EoEE] EilRid=;
oxygen circuit connections are leak free &U\@ﬁﬁ iz, %@E&&ﬁh CIRAUAZE | 2. BHEARRARREE
before and during the use of RF power. b VL AR ﬁ—é L RENF a—T Ty
Vedrltfﬁ/ itl?]t endfc;t_racheal tlIJbes alredlfak free, IR S ﬁ?%ﬁﬂ’i’fﬂiﬂ:?é 7= | (D) ;/xf A/H;,f}fz o
anc Mak ™he CUIT IS property sealed o W7D ELSREINTND Z &2 16) Kk /@%mﬁﬁﬁ_7yjﬁﬁiﬁ
prevent oxygen leaks. Enriched oxygen . e 595 O FR TR O F i . Bl sE [a] iR btes
atmospheres may result in fires and burns to Y52 L miRERRAR BT FNN -
. ; DIEDs, BHEE T I IEHTF — LB E % | (SRR k?ﬁ:ﬁ%n THZ L, K
patients or the medical team. Joe 7 N
B9 ERICAR D = L b B, BT a—" _/ﬁi’bi)‘ 2 BRFERNZ
BHIET 2720 7 NIELL RE S
TS Z L2l d oL [MiRER
FERBE LK IRAEDIT D, BEUIE
BT — LB 28 ) JIRINC /5 2 &
DD,
Surgical Smoke SIEHLE I S
Caution HE
Studies have shown that smoke generated WLE T AT HENBRE & ERF—2L4 | [ EoEE] [ — &
during procedures can be potentially harmful | =475 L 70 2 AT EVEN B> 5 = & R0 | 2. BB 22 AR VE R
to patients and the medical team. These GG D T AL D ORFZETIE. W SIS -
studies recommgnd adequately ventilating RO OMOFREEAFINT S 2 L1k | (2) ST 1
the smoke by using a smoke evacuator or N JEN S - e 1 7% . _
other means STHRRREAT O L OITHERE L T | 1) I AT D BE L ERT —
Do WCHEEERDBELH D Z & &R
TR E N D D, WHEAEESZ Ot
DFEZHMT L LICL>THa%k
R ZITO Z ERHER I NS,
Before a Procedure System ALVERT AT A
Warning P des
Electric Shock Hazard - Connect the EEOfER—EIICHE S L7y | BEHEOER] [ — S
enerator power cord to a properly grounded 2E — e | 2. BB EARIER
g p properly g TNV =R L —F OFEJRa— Kk S
receptacle, THzL, WETT T T 4w | R
Do not use power plug adapters. Lo Q) VAT LK

3) AT B, FAE XL
JU—FOERI Y MRS ZAT
DT T T T HI L,
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Electric Shock Hazard - If the generator, FBEDOMGER—F 22— 7 ORNLEOMD | [ EorE] [F]—ih &
pump, or other electrical component of the FRIZESTAIV AT LDOY = 2 b — | 2. BEQILAWNES
Cool—_tip system becomes wet, either from | o g 3o BER L F—F | - HEEIE
a leaking tube or other means, turn off the FBRNTEG AT, VAT LAOERE | (1) ¥ AT Aafk
system and disconnect the power cord from ¢ S M Y o 1s R N oy
the generator. Assume that all equipment is Y., vexl—4 7\;:5\.@)}@: FE | 13) BEOfER—F 2 —7 @{ﬁﬂ%%
completely dry before continuing with a <2l TRTORSBNTERICHN T | OMOFRIZE > TRV AT LDV =
procedure_ DAEZRATT H Z &, FL—& R T IO E KGR L
WIIHBIIE, Y AT LOEREY)
D, VXL —EnbEHRa— N2k
<&, TRTOBEGMNERITHNT
WO FHERITTDHIE
Electric Shock Hazard - The Cool-tip | FBEOMGMR—AL A7 HMZiX, =—W— | [T - SRR D FE] [F— S

system has no user—serviceable parts. To
avoid electric shock, do not remove the
cover from any component. Contact a
Covidien—approved service center for
assistance.

MEFTE AHNITRe, BEAZRIT D
72, aViR—xXx "I NN—HEY
SNz bk, av 4T 4= URET—
ERAE U —ZERE L TR — b ExT
AT &,

<fERFC L DR AR >

- B

R AT HZE, 22— —MEBLITX
LT, EARET Dm0, ¥
TR —HRR T DA R—E Y Fh
L7200, EEERATZY L &,

The Cool-tip system generator, pump, and
footswitch are not explosion proof and must

K ATFADY =X L—& Ry KN
7 v DAL v FIIBHERTTIE T2 8,

FRELR L

EREEE L L CERY
Ehid HIzdH 7= BEICE

not be used in an explosive atmosphere. BRI D RIRENED & 2 BRSO LTl 7e FINTWEEEZ LN
D720, LHIEBTHD,

Cool-tip active electrodes, tubing sets, and TIT 4 TEM, Fa—"Ty NEOY | [FEHFE] Fl—#Rg

remote temperature probes are shipped T— MEE 72— 713 ERE THAR S | <FH%>

sterile, and are to be discarded after a single
procedure. Do not attempt to resterilize or
reuse.

. 1 FOAE Z L ICEELASTHHO
Th D, FHIHREFZIXEHER 2720
N

- HOEEIHA

14, 77 7 4 7B, =REEEG, =
MBIREH I = — 1 BAHRTF AT
2 —7 % v bR OSSR X E A H A
ThHOT, HIWELTHEHL TR
BV, A RTRE R R LI, 70 %
A VT IV a— VDRI
AR IR 5,
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Cool-tip patient return electrodes are SRR X FEPRE R RE T HfF S 4L, 1 |l | [k [Fl— s
shipped non-sterile and are to be discarded | /L& = L IC RN T A DO TH D,
after a single procedure. Do not attempt to i AN A
reuse.
Connect only Covidien—approved AR 2R —Z @30T av 4T 4 | GE#e L ERMEREH L L CERE
footswitches to the Cool-tip system WEDT v NAL v FOHEBETH 2 FEhiS DI H 70 BEIZHE
generator. Using footswitches from other LAY R R FAERT D L FINTWEEEZ LN
manufact_urers maly cause equipment AR OEMERNR DA T D ARt & 5 7 LHEBETH D,
malfunction. Bl .
Caution HE
Examine all accessory connections to the FHINCT R CTOMMERE Y 2R L —& | #e L EENEEE L L CEES
generator before use to verify proper setup. CO¥REAESBRL, WUty hT v LB Hh7- 0 BECE

SNTVDNHERT D L, HInTws Bz bh

LIEETH D,
Provide as much distance as possible K AT A EMOESHES (F=%—7 | [FHLEOFEE] F—iks
between the Cool-tip system and other E) LOTEXABRVIEEEA AL [(ME]| - HomEIE -
electronic equipment (such as monitors). AN | @iy < 25 23, FEITRERELC & 2 S (B) FHHT— 2T A
actl\_/ated system may m@erfere with LTS ARNR S B0 . 1) AL AT A LB = 4
equipment in close proximity. RBYLILTX IR BEE LB b
WEBY O 27 A%, EEEREC &
AL = w g RRAP S AWIRY SN
Bl

When generator Mains power isturnedon,a | = 3L —X DEFEE AND &, L7 | [EHEOEE] [F—ii s

self-test is automatically performed. If the
self-test is not completed or an error occurs,
see Chapter 8, Troubleshooting or contact
your local Covidien approved service center
for support.

TARNBHEBMICETEIND, BLVTT
A RWET LARWEAEEIE =T —23%
ELTEGAICE, H8E [FF 7z
—T 4T BRI L, KEVO=
T 4T 4 RERYSE KT D
&

- JE I

(3) FHAI—Y AT A

2) VR L —XDEREAND E, &
AT T A RNBEEMICETSNS, &
NTTARNBRET LWEEXIE=T
—RNRALUSEAICE, BHAETIEL
BFAEDCHE 8 [N T Ty a—
TAVT BBRT D, RGECEE
WHEAE T 5 2 &,
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When installing inflow and outflow tubing, fr7ua—/Tyr7a—F=2—70F | [fFHEoEE] [F]—ih &

be sure to secure all connections properly to
avoid disconnection during use.

BB L, RPN E D129 5
2, TRTHIEL RSN TV D0
M9 52 &,

- @I
() FHHT— AT A

Ay fvrvu—/Turk7a—Fao—7

O FHFIZEE L, RIS 0
LT D7, TATHIEL < 8

SNTWVDONERT DT &,

Always use Cool-tip inflow and outflow | L3 HHDOA > 7a—/"T 7 h7a—F | L#EH72L MRS L L CERY
tubing sets and change tubing with every | o ——' %« 2 {FH L. BEFIEHAT S LB Hh7- 0 BECE
patient use. Do not attempt to resterilize. BT F o — T R 5 T L, HIRE A TENTNWEEEZ BN

AN L, HIEETH D,
Active Accessories T 7T 4 T E S
Warning 032
Always inspect active electrodes, patient TN FRNCT 77 ¢ 7B, | [FH EOEE] [F] — Bk 5

return electrodes, and cables for damage
before each use.

Use of damaged accessories may cause
injury to the user or patient.

SHBAR Jo NV — 7 VAR 72 0D vE 5
mysrz L MR LEMBEREHATS
&, A=V —FITERENAET S AEE
MR B=0]

2. HERIARNER

- HE I

(1) > AT L4

17) FHARRERIC Y AT A& s L.
HHARE R OV s SRR FR 2348 T
NERTHZ &, R L TWAGAIC
X, HAEE AR A, R AREE
WERETHZ L,
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Patient Return Electrodes KERBAR
Warning gt
The use and proper placement of patient BRI S AL O BMERS IR 72 & A | [ EorE] [F]— R 5
return electrodes is a key element inthe safe | 3 25 A& Z2 oG NHEHTH =0 | 2. B EARRES
and effective usfe 01t‘_thei sytstem, Ipa{ticglarl_)t/ Tid. SO E L TE LV R E | - @
in prevention of patient return electrode-site = =
bufns. Read and Flzollow the Instructions for g?gi L f‘i 5o ZE fx 7 L: WE@H& 1) ¥=7 Aéjj
Use that are provided in the COOI—tip RF *&ﬁﬂ"fﬁ = N ?ET%IE /:E 8) TIT 47 ’ﬂi% P4 }\/Xj"ﬂi*ﬁ@{ﬁ
Ablation Electrode Kits E Series. T B OFRTREIHIZ ixﬂ‘ﬂ}i@ﬁfﬁ\ i FFSCEICFLAR S AL TV D HERE R O %t
These instructions describe the preparation, | A+ BV 4 L RO AEAER SN TR | a0 2 &, sz e L <
placement, removal, and use of Cool-tip V. xHBRIX ANSI / AAMI [ IEC 60601- | 34U, T ¥ A WA AV T
RFAPAD patient return electrodes, that meet | 1 : 1988 J% OY IEC 60601—2—2 : 2006 & “fifi IEIHR INDHTs, RRRHREEE EBAL DM
or exceed ANSI/AAMI / 1EC 60601-1: 1988 | w37 LL F OB A7 LT 5, BN K DB AR/ NBIZINZ 5 Z L
and IEC 60601-2-2: 2006 requirements. T%f %, MEERILPT . R O 2
O RESRDEDITERET S Z &,
N DR 2 TR D IR
HECEET 52 L, ZHICKD, kil
*ﬁﬁﬁ?‘ffﬂ‘fﬁ@ S ENEL D &
CEDBEMENEL DD,
Use the recommended number of patient BALE v FORACERICEHFE I TWD IEL [El— MR E

return electrodes indicated in the electrode
kit Instructions for Use. The correct use of
patient return electrodes returns RF current
over a larger area and minimizes heating
effects at the return electrodes. In all
applications, care should be taken to
maximize the surface area of the return
electrode. Place each return electrode an
equal distance from the treatment area. This
helps avoid high current densities and burns
in adjacent tissue.

HELERE Ot 232 2 &, <
WAaEIE L <ERATE., SEEERSIA
WIHIAR CIEIY S4B 72D, RHGAR 3 25 50
RLDOIMBMNT & %58 2 e/ MRIZHN A % 2
EMTE D, HERILT, kDR
HEP RO REL D LHICEHETSHZ
B %ﬂ%ﬂ@ﬂ*@*ﬁ%@%%ﬁfﬁ?ﬁ)%%
HEECEEE TS &, ZHIC NSRS
ik ?-é{;m&f“&iﬂ{%bxébém%%
<
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During the delivery of RF energy to tissue, | #Hik~ =8 — L FHEERC, B\Fl | [HH LorE] A — R 5
attention should be given to the patient INEADIENGEDI IR N DRI IE B A0 5 | 2. EEREARNEE
return electrodes for signs of excess heating. | - 1. . R ETE
(1) ¥ AT LA
9) MRk~ T AW = R — G
(o ERDINEA DA D3 72\ D AR AR LS
HEE A D Z L[BMERA L D BN
b 5H1=D],
Avoid skin—to—skin contact to prevent BEZISIET A7, KEE S Lo | [ EorE] A — R 5
accidental burns. Covidien recommends ERET DL, av T om0, KA | 20 EEREANER
placing gauze pads at probable skin—to—skin | 15—t s3szfilid- 2 FTEEMED & B ERAZIC K — |+ HE I -
contact sites. PRy REEL L5 105, 1) AT 22
10) BMEZFHIET D720, KIGE S L
Db ZRET 2 Z &, B R L h B
T D AMREMED & HEALIC T —E /Ry R
i LD ITHERT S,
During a Procedure RLiE
System VAT I
Caution HE
Electromagnetic interference (EMI) VxR —FERIIR TN ELSE | A EoEE] [F] —#R S

produced by the generator or pump may
adversely affect performance of other
equipment during normal operation. If this
occurs, increase distance between devices
and cables. Plug devices into separate
branch circuit outlets. Call Covidien for
assistance.

BT (EMI) 25, IE#IC/EEY L Tu A
Oias DVEREIC B 2 RT3 Al REMED
HbD, TOX)REHETENRE LTS
G, el r— 7 NVH ORI bl k
HT L, A RIOERa v MIE
LiATeZ &, R — N2 ET L5510,
a4 T AT ANTHET LD L,

2. EE R AR

- HEEIA

(1) > AT L4

1) EFI/EBLTWAEATH, K
AT DY =R b—F IR TN D
£ U B BT M O SR O PERE |
WAL RIFTAREERSH D, 2D XD
IR TBNA L E . HFEICH
Fa BAFIRIBICHERF T2 2 8T &
HRREFHLDH L,
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Power Setting R E

Warning A

If any RF energy—delivery indication— FIEIERE . Start/Stop AR Z > D AT % 71 [ EorE] A — R S

including Elapsed Time, illuminated TRAX A7 O R L XU 2. HERILRMEE

Start/Stop button, or energy—delivery TN BB A I AE TR ET T HmEEIE

tone—indicates that energy delivery is
continuing after the ablation cycle has been
completed or after pressing the Start/Stop
button, immediately turn the system Mains
power switch to the off position (O) and

disconnect the electrode from the generator.

Do not use the system. Call Covidien for

Start/Stop AR ¥ A LIZHZICH =KL
— A DR A R L TV DA 1T,
BV AT AOERAA v TF a4 7
DOIRFEIC L, ¥ =R L—F D EA B
DAL, BT R —ZIIEHL
RNT, B&FEV DT 4T 4 = UREY

(1) ¥ AT LEfk

7) BB, “BHARME IR R X v D g
ST X TIRERF O 72 E OWMER R,
BEXIH A 7 VT %L “BHbaME R
RE M LTERICHEEOR R Z T~
LTCWAIEEIZIE, 7272561 yx?A

service. —E AU —ITEET D L, DEIRAAL v F &4 7 OREIZL, ¥
=R L— &ﬁ%ﬁ@%ﬁbﬂfzko
[REERBERT 2 hE T 5 72 0],
Caution EE
Confirm proper power and time settings B EW B A BT ARNC, @Y | Edke L ERMEEE L L CEREY
before beginning RF ablation. CHERAMNRE SN TV A NFERT S = FEhid 5127 BEICHE
Lo BEINhTnWbsE&EZIHN
LHEBETHD,
Always use the lowest power and time WIZ, BELWIREZBLZENnTES | R EoEE] I — R S
settings that will achieve the desired effect. | FAKE S & R ERRICRET S 2 &, # | 2. EERILANEER
Refer OROIEEHZ DN T, 11 . P FIE | - HoBHIH
Chapter 11, Ablation Procedures for PBRBTL L, Q) AT A ﬁx
additional guidance. 19) WEZIT O BEIITISLT, BEL

WINRERFD Z kb\f%éﬂiﬁﬂjj}k
RFERFRICERET D 2 L,
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Apparent low power-output or failure of the | SEHERE TE AL IR L ITEWES | [ EOEE] Fl—ilkE
equipment to function correctly at normal F IR IE LS HERE L2 W AD | 20 EEAEANEE
settingg may indicate faulty appl_ication of . KB OMEE R B E T ES Y — K| OB
the patient return electrode or failure of an DFELOTEN RS 5. B 67k | Q) AT Lef
electrl_cal lead. D_o not increase power before A ERAR NI T = 755 ET | 2) S T AN B A TR
checking for obvious defects or - N B 8 O A T UTHEEENTE L < KEAE L 72\ B
misapplication. Effective contact between i3, BOE BTSN b kiR A ) | 77 " TG
patient and patient return electrode must be | (C3HE LT B BB OMELZ LT éﬁ@\ X‘Jf@*ﬁ@f‘z%fﬁﬂbiﬁﬁwﬂhﬂ —
verified whenever the patient is repositioned | (2 i34, FFH & SHBHL & O ALy | FONREOMREENRH 5, W57
after initial application of the patient return ThHHI L ZWR LTI S0, UN(hane" > R N3/ AP AN A/ AP AE S A )
electrode. FTIE, A% EFRenZ b, kHER
EIRONCHES LT LREOMELE
RTIZE T, B & xR & o
PR TH D Z &AM L2 T
EACYAR
Intra-procedure imaging is recommended to | AL Ef{GERE 21T\ BEAOHTR | (R EorE] A — RS
monitor ablation progress. MEE=XY 7 TH2 LRHfIESHR | 20 BEREAVER
%, - HIEHIA
(8) FHerh—HIIERE
2) FHPICHEGZEEFICL D . B
DETIRNAE=Z ) T HZ &N
HREIND,
Active Accessories T 7T 4 7R
Warning 032
The electrode tip may remain hot after T U T 4 T EBOERIRESEE% b | [BEH EoEE] 6 —H S

activation. Do not touch during or
immediately after the application of power.
Do not place the electrode on or near the
patient after extraction.

L ZENH D, BAEIMG £ - IZEIINE
BICEMICEM LN &, B0s L
B BE O LU B ICENRNT L,

2. EE R AR

- JLEHIE

(1) ¥ AT ek

4) T U T 4 T EMO EIREES ERN %
b ZENH D, BEEH THEERE
BICEBICEM LN &, B L
= EMA, BEO BRI EICE ) RN
L,
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Electrodes and probes for monitoring, NyTF ) —TE# S, gsn, /@l | A LorE] A — B8R

stimulating, and imaging devices can
provide paths for high frequency current
even if battery powered, insulated, or
isolated at line frequency. The risk of burns
can be reduced, but not eliminated, by
placing these electrodes or probes as far
away as possible from the ablation site and
the patient return electrodes. Protective
impedance into the monitoring leads may
further reduce the risk of burns and permit
continuous monitoring during RF energy
delivery. Do not use needles as monitoring
electrodes during such procedures.

JEAR AN AR D BES N TV D HETH
STh, F=F YU 7, Rl O 4
BHOEBEBL O 0 — 7 3@ @R ERD
BRI & R D ATREMENR B B, T b B
70— 7 e BEIATIAL & SR D TE B
FPHLTERELTHLEMED Y X7 %252
BICHERT D Z LI TE R, R#EA
B — & A IAB DT =H Y T —
RFOMEHLVEMED Y 27 % & HIZER
LoD RUFEMAE L) bt =
2N TINARETH D, DX D IRALE
Hize=X ) U 7ERELT=— L%
ERLARNZ L&,

2. EE R AR

- Hm I

) FHih—7 277 4 7EM

3) Ny T U —TEEh XN, kS
720 b U< X BRI ik
DTSN TVWLEATH-TH, £=
Z U7 RIS R OV 4 35 [ 0D B iR
RO Ta—T13T7 VA WETRORE &
RBLAREMER D D, D EMBSL T 1
— 7 B BEIAERNL & RIS TE B2
JEEL CRRE L THLEUED U 27 %58
BICHERT B Z LT TE R, R#EA
VE— U AMBIABL DT =LY T
V—RoffiFicky, BE0Y 27 %
ELIZEH L OO R AX—FH L
RN EEE=X Y T NA[ETH
5, TOXIFHTC=—RNLrEA47
DE=FV VT EBEMEHLRND
L

Ensure adequate clearance between active
electrodes and critical structures during
ablation to prevent injury.

BEIEDT-D, EHTIEIT 77 47 &
& 7 UT 4 IV HERMES L ORIz,
7R AR T H L,

FhELR L

FEMR DU SCEICRER L
T,
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Caution HE
Do not continue a procedure if the generator | ¥ = R L —Z MEIEOFTHAT Y fEx FKx | [FEH ELoEE] Fl—#Rg
does not read body temperature with the #HP, DR —Z ERCTIBERI U | 2. EEASEAKEE
generator and pump off. Temperature will e o TR AT, B AT LA T | - M@
drop_to the_approximate temperature of the L. BT REBTIUE. BB EZAE | Q) FHT—T 2T 4 7B
cooling fluid once the pump is activated. ) - o S on e AN gl o 2
Tissue temperatures at the active electrode {@@{mfﬁé_i TSI P95, A fj 1) /Ifﬁ I/T 4 éxﬂéﬁ%{mg@m;fﬂ& D
cannot be measured during treatment when BEBL TS HE, BERIZT 77 4 | HERRETS, V=R -2 ERT
the pump is on. 7%*@%B{j®%ﬂ%&/ﬁg%ﬁﬂ”ﬁj—5 N ﬁ‘{fﬁgﬁ L72< 725 f:i}%/ﬁl\izbi\ 33?32%
TERU, FATLZ2NZ & AT BEEIT
X, BB XZHEUKOEEICE THRE
PMETT 5, ROTHEEIL TV DY
G FEHRICT 7T 4 7 EREAL DR
HAREZRET D Z EILTE 70,
After a Procedure ALTE A
Warning A
Electric Shock Hazard — Always turn off BEOGR—zxL—H, Ko7 E2 | [R5 - SRR 2 FIE] F—i#R s
and unplug the Cool-tip system before 7y NAAL T %7 V—=2 73501 | <MHEHEICL DR AR >
cleaning the generator, pump, or footswitch. T, PV RTFAOBEAGY . 57 |1 HE SR
TR Z b, - JLEFIHE
() A AT MMEMBKIL, AMBLE K
W) —=T%ITH5Z2 8, 7V —=
> TRNCT Y AT b O EIR B A Y)
5HZ L,
Cool-tip active electrodes, tubing sets, and TIT 4 T EMm, Fa—Ty ROV [ 7 1E4% ] F—flE
remote temperature probes are shipped T MRE T 0 — 7 IXRERE THIM S | <FH%>
sterile, and are to be discarded after_ a single M. 1 EOAE = L IC BTS2 50 | - dEEEEIE
fggg:d”fe- Donotattempttoresterilize o | w2 w2 X FEH A RAR | 14, 72T 4 TEME, EREE, %
‘ Z&, R =2 — L WAV AT LT
2 —7 % v bR OSSR X E A6 6
THHOT, BlE L THEHL TR
BV, (F21)
Cool-tip patient return electrodes are KRB FEIREIRRE CHfr S 4v, 1 [\l | [A] k= [ —R 5

shipped non-sterile and are to be discarded
after a single procedure. Do not attempt to
reuse.

WEZ LIZEFELADT 20D TH D,
EHZRARNT L,
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Caution R

Follow-up imaging is recommended to
assess the ablation zone.

Txua—7 v THBREICL - T, S
FEMOFE AT O Z LR HER SN D,

[ EorE]

2. EEREANEE

- FFRESHE VB854

(13) FEHh—hek

6) 7 A Br—7 v T HEGRAEIZL ST,
BEITEI ORIl 21T 5 Z & B HER S
%

DA R TR B D BENA
FEIK O FHM I DUV TR,
REH 2 O VERK 3 % 1t 1E
RS CHAEZ D 2
el O

Active electrodes and remote temperature
probes are sharp and should be handled with
caution at all times to prevent unintended
puncture wounds to the staff and patient.
Consider used accessories as contaminated
sharps and dispose of in accordance with
your institution’s policies.

TOT 4 TEMmE)E—MNEETO—T
BRI T2, AX w7 LEBENEXL
RWHIEIZE S Z N0 E 91T, #WIiC
HEEIZERO S Z &, FERHEAROMNEM
WG YURIgRRT & A 7n U, FTJE iR O )5
FHIHE > TR T H Z &,

[/ EorE]

2. EE AR

- RSB W B35

(12) FHAT—i=MREER

1) h=a—L & AXA Ly FDIHHER
IR e D¢, HIEZ T 572012
HHEALHTDHZ &,

D ABURTRRE I I3 bR
IREEFHIEEM L,
BRI OV T B O IR
T TR LT
W5,

Preliminary System Setup

FHEIVATLAEY NT v

Caution

EE

The generator, pump, tubing, electrodes,
footswitch, water container, and cart are
designed for use as a single system. Failure
to understand and follow the instructions
provided may result in improper functioning
of the system and may cause injury to the
patient or user.

VxR L—F KT Fa—T EHW,
T N AA vF, Ur—FarrTFENR
H—ME, BT RATFAE LU THEAT
HI-DITHEREFENT WD, i 2 AT D E
P A 2 AR K OGS4 5 2 LN T &
WA, VAT AORBER R £
 ATREMERPEBE oW La—H— N AET
BHAREMED N B D,

FhELR L

EREEE L L TERS
EhEd HI2H 7= 0 BEICTE
BanTwatEZLN
HIEETH D,
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Generator and Cart VXL —H KO — b
Caution HE
Do not place the system on carts designed ORI G S iz — MR = | [ EoEE] A — S
for other equipment. Placing systemon cart | 5= 4 2 #id-72 2 & fthoorSe A Ic 3 | 20 EEAEARNEE
designed for other equipment could resultin | 3 # 5 — | ICARY AT KAHE s R | W
unstable configuration, user injury or system SRR ) | AP EEE - | (@) PRV AT Ay N T T
damage. 11 AT AOFHBIZ SN S ARetE R & | 1) OSSR SNl — TR
57, VAT LEHERN L, [(REER

FEIZ2 Y, 22— —DAGE T A

T LOBFRIZ DI 2 ATREMED B 5 72

D1,
Pump and Water Container ROTRARy r—F a7
Caution HE
When positioning the water container for EHEZ Y — & arTFERET 38 | [[FHLEoEE] [F]—k &

use, the removable cap must be oriented
above the handle to avoid fluid leakage from
a vent hold located near the cap.

B, Fv v T HDERIANDD DR
WEE <20, VA LafRess v v 7°
Ny RO EFICET RS2
VY,

2. B HARMNEE

- HmEE

6) FERT—v A —F a7

1) FEHRFIC A —F a T EkET
D5, Fv v IS H @RI
LOWIRNERG <72, BLY 4k LAl
X v TNy RO EFIZAET S
L,

Caution

EE

Do not use the pump if the pump-head cover
is broken or damaged as injury could result.

BEICORBDIENEH LT, N
~y REANR—DEEEZIZBRE L TS
BAIWIE, R BERA LN &,

FhELR L

EREEE L L TERS
EhEd HI2H 7= 0 BEICTE
BanTnwaiatEZILN
HIEETH D,
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Inflow / Outflow tubing Av7ue—/Tyr7a—Fa—7

Caution HEE

Make sure the tubing is not pinched between | = —7 7 7 LR T~y Fo E# | A EOEE] A — B8R

the tubing clamps and the upper and lower | & (X R & OFICTF 2 — 7 MBkEN TV | 2. HEREARNEE

sections of the pump head. Pinched tubing RN L EAMRT AL, Fa—T e | - @A

can impede the flow of cooling fluid to the FoTWBL, 7T 4 TERA~OHH | (6) Fikpi—HL 7. Bk

Bt et it EORNE 5 RN DD [RENE | 1) R—F—7 52T LXK T~y D

y result in thermal ; . u e N
injury to the patient. DOWNB AR+ 7eGA12iE, BEICEWE | EHAXOTHE OMICTF 2 —7 B3 EkE
HrE bl TRNRH DD, NTWRWZ LEEERT 2L, T

—TInkESTCNDBE, TIT 4 T7E
FRA~DHEIK DI Z 55T 2 FTRetEDS
b5 [WHKOTNB A5 728551
X, BEICBHEEEZ LT RERN
HHI=D],

Keep hands clear of the pump head when HR—ZAD LRI, R T~y Fic | A EorE] EiR =]

closing the cover. Hands or fingers may be
pinched between moving mechanical parts.

FREML2NEDICTHZ L [FHhEN
ARSI PR EN D WREMED D D 7o ],

2. BERIANEER

- I

(6) FHAI—AR 7, WHEIK

2) HA—EHDDEICIE, BT~y
RIZFEREM L enk oo L
(RN ATEE LI e E N 5 ATREE N
HDHTD],

Active electrodes

T 7T 4 7 ER

Caution

EE

Cool-tip E Series active electrodes are to be
used exclusively with Cool-tip E Series
generators.

Cool-tip E v U —X7 7 7 ¢ 7EMIL,
Cool-tip RFA v AT L E VU —XT =3
L—2HEHTHD,

FhELR L

ERFCEE L LCIEREY
Fhti 3 HI2H7- 0 BEIZIE
BaInTnaiaEtEZLN
HIEETH D,
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Using the Remote Temperature Probe VE®— MEE o —T7 O H

Caution HE

The cannula and stylet tips are sharp. Use N=ma—L AKX A Ly bOSEEE | A EorE] A R TR 2 VT bR

caution to avoid injury. Mg, HGEEENET 72 HELZ Y | 2. BELLANEER ﬁﬁ%ﬁﬁmbﬁwo
THZ L, - TG REI N D356 -
(12) FHEAT—E R R

) Hma—LbRX ALy mflaiﬁsz

XA 20T, BEEERET 5720

HEZH D52 L,
After a Procedure FH %
Disconnecting the Electrode and Pump FBRER T T 2—TDEY F L
Tubing
Caution EE
The Cool-tip RF Ablation System E Series | Cool-tip RFA BE/92 A7 L E v U —XD | fl#iZs L FEA K ONEE PR EE BT O IR
electrode tip and remote temperature probe | FERSEIAE L U B — MRS 0 — 1305 A SCEIC THEEMIEE LT
tip should be considered contaminated Y FIS & 7 L. TR O HaHe W3,
sharps and should be disposed of B THEEEMY 5 = L.
accordingly.
Viewing Post-Procedure Information FHEZEDOE 2 —DEHR
View & Export Procedure Summary Ea— KOl ZAR— FFEOY<=
Caution EE
Do not remove the cover plate or attemptto | ALE R IZ D NN—F L — " 2TV A L2 | [FER EoEE] i =]

transfer data during a procedure.

D, T—HOEREERLIPNT &,

2. EERARMEER
AFIH

(10) = DfthDHIE

1) #E

L—bhERVALIED

BEATZD LignZ b,

WU TR — s DI N—
— X DELE
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Cleaning and Disinfecting the System VAT LDY Y —= T {5
Warning g%l
Electric Shock Hazard — Always turn off KEBORER—7 V—= THICLT A [fR5F « SkRICtR D 1] F—iks
and disconnect the Cool-tip RF Ablation FADEFEES AT H L, 1. B S
System E Series before cleaning. - HEEHEIE
(3) R AT LI, SMBLER M
7)== T %7528, 7V —=
> T HNIT S AT b O % Y)
5Lk,
The Cool-tip RF Ablation System E Series | 77 7 ¢ 7&#i, UE— MEE Y v—7 | [##H5EE%] ] —ifR &
active electrodes, remote temperature probe, | 33 L O F o — 7 v MIIRERRE THIE | < g >
and tubing sets are shipped sterile and are to | x o 1 [ ORUE = & T EEELY T 5, . T
be discarded aftgr_a single procedure. Do not FIE % LA b, 14, 77 F ¢ 7 &M, EIREE . =
attempt to resterilize. [RIREH N =2 —L, BEIVAT LT
2 —7 &y b R OSHBAR (3 B
ThHDHDOT, BIELTHERNLTIER
H7puy, (1)
RF Interference with Other Devices fth o> =R & D RF T4
Warning g%l
Electromagnetic interference (EMI) RKUAT LDV 22 L —EnBAEULE | [HH EOEE] Al —8R 5

produced by Cool-tip generators may
adversely affect performance of other
equipment during normal operation.
Precautions should be taken to ensure that
the well being of the patient is maintained in
the event of such interference. Increase the
distance between the generator and other
electronic equipment. Plug devices into
separate branch circuit outlets. Contact your
local Covidien—approved representative for
assistance.

T wn, EFICTEE L TV A hoeR
DOVEREIC TR B A R Al REMEN & 5,
DX D BT WRRE LGS,
FINRERE % BAF /R IRBBICHERF -2 Z &8
TXHREEH#R LD L, VRl —H
M ODE RS & OIRBEA 22, Es A
BIOEFa Y MIELALZ &, W
A— 2 ZHEOLEIZIE, &KEFEV D=
V4T 4 CRERYEICEET S
k.

2. BELEARNEE

- HSEEIA

(1) AT LM%

1) EFICEBHLTVWAEAETH, A
AF DY = F L—F IR T D
U5 BRI M ORE RS O MERE I
R RETARRYERH D, 2D XD
IREWT WA LSE., HHEICH
B BIFIREEICHERF T2 2 b T&
HRREFH LD L,
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Ablation Procedures BN FIE

Warning g®E

Potential exists in radio frequency ablation | 1Z2>OEBEIGE & T, ®EBKEES | [EH EoxE] (Al —8k &

(RFA) for differences in ablation
characteristics near vasculature and ducts
(known as heat-sink effect) compared to
other thermoablative methods.

Due to these factors, use caution when
creating ablation zones near large
vasculature, including, but not limited to, the
hepatic artery and portal vein. Similar
caution should be exercised near ductal
structures. Consider other treatment options
for lesions located in these areas.

(RFA) 1ZIHi & R K OVE R T — B
U BRE LTSI TV B BEARE
DEWRNECDAREERH D, ZNHD
FER DT, FFEIRCMARZ: & (7272 L,
ZHBIZRET 2 HOTIEARY) ORIl
BRI ICBENT R 2 M E T D 5 5 1T E
wEEWT oL, T, BRESEEBO
FEECH, FRRICIEREEZL Y 2 &, I
O ORI DRI, thoTER S
EEBRET 52 &,

2. EERHANEE

- FRIEBSREIC -V B 54

(13) FHHh—hElH

2) I EDOBEGEIE & T, T U4
BEJ (RFA)Z I I 5 R S OVE IR A% & AR
Wt ce— v 28R ELTHD
TN D BE M O U 5 AT BE
PERH D, 25 OHER DT, FFEhR
LHAR(ZZ7ZE L, ZNHICRETHH D
T2V DO KIME BT % B 55
BICFEELYT D 2 L, X, BIREE
MfROEETH, RRICEEEZL S Z
Lo ITNHDOMEICH DIFEEIZIE,

DIERGIEE R 52 L,

Evaluation of tumors for proximity to B ZERIN BRI L, 7 VT 1 | @l L EICEE T 5 EE TH
critical structures is imperative to device VISR ST B A I O R IR L=, BRBOTRNTCE
placement. Avoid unintended injury tonon- | w[x T %, BEIFEIR & FAEAOKE Bk THEEMES 22L& L
target tissue by ensuring at least 1 cm L OREBEA D72 L b 1om DL ERERR L. .
between the ablation zone and structures not | jp s ptyen e - 2 ) L 70 MBS 23 R U3 72
intended f(_)r abla_tior. Trox?mit;l/ to nerve FOICT BT b AR O TR
structures is particularly critical. ) -

HEZHTZ L,
Patient return electrodes must be placed an | ®FBAR IZBEXTNALY D FEFEREICRRE U e | [ FIEE] ERcid=
equal distance from the ablation site or THEe 6720, [BER LW | - dhlsE
unintended surgical effect might result. ERHLI NN HT=D], < FHRT > %R

3. XA A IR DRI /2 5
K ORRE L. WA O &0 A BE AL
Wkt L CREC R D KO ITELET D,
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HER

MIE (%)

FENTONT DR TR

Treatment of shallow osteoid osteoma KO HMERZE (BRFEET 3cm LU | iz L B~ AL, A
lesions (<3 cm beneath the skin) may require | () e IL. HEBED U 27 RN 5 FHTIEIRARBTH L7720
an open RFA procedure due to the risk of 7= BB F T O JE IR L A3 AT,
skin burn. <5,
A bone-cutting biopsy needle is required for | ¥FEIED L 9 BRSO EBEIRIGE T | &f# L BEE~OWMA, K
electrode placement for RF treatment of X, EBAREREOBNCEYI Y ERetE S E ;E[g( IIREFETH A0
osteoid osteoma bone tumors. Ensure thatno | L 42 v &FEA L FoF o —H0 e,
pquoI‘any meta:jl irlltr(zdu(;;ert_is ingct)rr:tact Lot . B LTV ERTF v 7o
with the exposed electrode tip and the
patient's skipn at any time, or Snintended A ORFFITHAR L TR 2 & 2T
surgical effect may result. MRy 5 2 & L Tno e, "HL

VAR R ER AR DT

D1,
Caution E=]
Read the instructions, warnings, and Pz 3 L—F KOMEMICD > TV D | [ FIEE] [l — k&
cautions provided with the Cool-tip RF PR L S A G T A o L, A FIHE
Ablation System E Series generator and FHE B ORI AR TR | 20 ERFE
accessories. Specific instructions for EE0EE S AL TR, PRI OWTIE, TR AT AIZIH
accessories are not included in this guide. EN TV B ELZRT 5 2

Lo

Ablation Zone Examples BEXTEBAL D15
Caution HE
Always refer to the Instructions for Use ZOMDIERIZONT, W7 7T 47 | [FE [F]— R 5

provided with the Cool-tip active electrodes
for additional information.

THICFIH SN TOBIRA T E #IC5
5oL
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Do not resterilize

PRI 1 F]

<fFEFHiE>
- HEEHEIE
2. PRI A AR IR

S (i) AR TR (R FEHNE OV T OBGERIL
SYMBOL DA%
(Sterilized using ethylene oxide) (TR - M e OV B ] A — 5
TF LA XA PR 2. JFRATE
TF LA TV A R
(Latex free) [Tk - FisE e OV R B A ] [EiRa:i=:
@ S5 AT Y — 2. TR
7T I ATY —
(Do not reuse) B Ak ] ] e
(2) PR AT <fEMHE>
Simgle use . i@%lﬁ .
1A AR IR
F‘ ERfiOMHIZ L > TDH RO L R E & LCERY
)( FhET B dH 7 v BEICHE
ONLY B3R tBEzoNn
HIEETHD,
(Do not resterilize) =T Fl— s

(Consult instructions for use) RLZe L %ggﬂ‘%%%; LT%&??
TS E5 1R ES AZHT=EBEITE
[][J & BEInhTnwaEEZHN
ingt‘?:cstl::-!:ns é E%T&) %’)o
for use
GOST #iF (= > 7 EFHE) RLEZR L Ao L
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SYMBOL DA%
c € CE ~— 7 #%; RLELZ L A TOWEH L L
0086
AL
Do not use if package is FUAEDPHE IR L TV DA, A | itHi L MRS L L CERY
opened or damaged. AR LN L EhiT HI2H 7 BEICHE
BIhTwWaEEZLN
LHIEBTHD,
Refer to the instructions and illustrations that | %~ M CAPJBOFELIERA 7 2 &5 | [ %] ER =
apply your kit. Bz L, 2. fE
eSS TR 5
M v T~ 7 FIAIE, Cool-
tip RFA > 25 & E ¥V — XD H#k
HELEOET 72V ORMNITEESS
sz L,
Caution HE
Electrode tips are sharp. Use caution to BRI SN, BFRE LWL | (A EorEE] [ — R 5
avoid injury. WCHEETLHZ L, 2. HEREARER
- HE P
(9) ARSI =D B P
SEETLHI L,
The Cool-tip RF Ablation System E Series [Cool-tipRFA A7 A E v U —X 1%, | [EH EorE] [ —

should only be used by clinicians and staff
properly trained in the use of this technology
and its associated warnings and cautions.

fERHHE, 5 R OEEIZOW T ORY)
RN == T EZTEEMXIIA S v
TOIHRPEVEH Z &,

2. BHEEREAEE

- JLEHIE

(1) AELOFERIZH 7= > T, FanY
R RS D IR IR IFBE M OVRe I 2 VA L
+om == TR o= BT, @
BHOLEBEEFIZE=XU 7L
RN BEBEICHEHT 5 2 & (FEHR
(HZH)
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Caution HE
Cool-tip active electrodes, tubing sets, and | Cool-tip 77 7 4 7' &M, Fo—7+¥ v | id#iZzL ERAEFEE L L CERY
remote temperature probes are shipped KRN F— MNEEE Y T — 7 13K 5 A Ehad HICH7= 0 BEICE
sterile, and are to be discarded after a single THEFENTWS, 1A OLE L TINTWAEEELION
procedure. Do not attempt to resterilize or PR A T L. PR S DEETH D,
reuse.

ELpnz b,
Warning Hg
The product cannot be adequately cleaned Ak, ZRICEMENTE 2 X o | fifize L EREFEE L L TEREY

and/or sterilized by the user in order to
facilitate safe reuse, and is therefore
intended for single use. Attempts to clean or
sterilize these devices may result in a
bioincompatibility, infection or product
failure risks to the patient.

Vel SUTRE T 5 Z E D ARATRETH D72
O, HREIEH O AR ATEE, A Z Peif X
PREE LU CHEEH Lo a3, BEICAR
NEE, BEREITRGOBEIC LD Y
AITWELDBTNDND D,

Ei+ HICH =0 BEICE
BEahTwaiEzEZzLN
HIEETH D,
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Warning g%l
When using a metal cannula to aid in the FEMEPBFATAHIRICEBM Y =a— 1% | [ EoxE] [F]—ih &

insertion of an electrode, avoid burns by

ensuring:

+ The active tip and electrode insulation
extend beyond the end of the cannula

+ The active tip does not touch the cannula
wall or other bare metal

+ The electrode shaft does not scrape
against the cannula as damage to the
insulation may occur

Failure to do so will energize the cannula

and cause unintended burns

AW EAIE. KIEEZBET D720 T
DEICEBETHZ L,

- TR S M OV R A ) = 2 —
VOSSR L 0 el EH g 2 L,

- BRI A B = 2 — L OBEFERROFE D
D& ERO L DOICHE i S TR L,
M NEESERWE D B Y 7
MR ==2—VEHILGRNVESICTAH D
s
ERRIZED R WGARIEI N = 2 — VIZEE
L. KETBHEBENLEH D,

2. EELEARNEE

- HSEERIA

(7)) EMEBATIRICER ==
—LZHWDHEE, BUEERET 57z
OLULTFORIZIERTHZ &, [FRLICHE
PRSI I =2 — @B L, B
BEAIBENRD D],

- TEMGRIC IS K VB A = 2
— L OSmi L iz EE s Z
L,

- BRI A D = 2 — L OBERRO 7
O DOLERLO b O\ZHE il S E e 2
L,

#®iE]

<fEFHHE>

- HmEE

1. ARAFEHARFICZERIH=— LT A R
HEHT L, =— v hh=a—
L ORI EZBE Lk o, =—
Kb ==a—LO@REZEEIZIT) 2
BRI =— R TA RE~DFA
OB ORI =— RV A Rizih-
THLUANEAT OB, Mk a2 815
S, HBEEEHOMERICEBVE &2 5| X
2 ATREME N B B (E TR (2) 2 R) ]
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Caution R

If using a remote temperature probe(RTP20),
ensure the temperature probe does not come
in contact with the active electrode.

Incorrect temperature readings or patient
injury may result.

U & — MEE 7 v — 7 (RTP20) % fif fi 4
LT, BETa—T%T 7T 4 7 EM
WL ST b, IBERIEICRRY B
EUTY ., BEDRKRET DL AREENH
2

[ EorE]

2. BEHERHERIER

- PRSI W D54

(20) 1E[@IEJE 3+ (RTP20) % 4t 3 % B
X, BEHET 7T 4 T BRI S
RN L, BEREICRY NELCTE
0. BENRRETHRENRD D,

L (A BUIG TR PR
IREEFHIAEA L 72,

In some cases, the lesion will only be REZERICHE X R WEEND 5, [ 45 5 5 F—s
partially destroyed. The final determination | J&5 28 23 AR EE X 2L 72 DB 0 O S S HH T | 2. R 5E
of the success of the lesion destruction can X, PIEROEERE & BT 2 — | (2) BEO%
only be made by imaging studies shortly Ty IV HEET AL, - REEREIC IV B
following the procedure and during regular 15)  (Ri)
tong-term follow-up. TERE © SEAITHEN S RISV A,
FHIEZR OBZZ WA & R 7 + =
—7 v ZICKVHEET D &, BRI
B SN TWRWZ EERTZET
APELNTSGEE. FREAEBRETT
5T &,
The effectiveness of this device for use in PR ST ATl R ORI I BT A A% | [HH EorkE] 6 — 'S

the treatment of liver cancer or liver disease
(i.e., improved clinical outcomes) has not
been established.

BEOBR RREIFOSE) 1TSS
TRUY,

2. EE R AR

- JFREEBEIZ VD 5E

(19) Al SO APl B oTRIF Iz
% ARIEE DR (EFRERIR O %) 13
AL EFLTNRLY,

Multiple Electrode Kit

BB v b

Use electrodes with the same tip exposure
for multiple electrode ablation. Electrode
combinations of unequal tip exposures may
result in misshapen or incomplete ablation
area.

BEHEEMI L DRI, RCTF v 7%
Bk rEMEFEHITDH L, BiedT
v T RBOBMORRFE AL, Eo7md
HUVNIAR T e B ORIN & 720 9
Do

FhELR L

ARF T I E AR R 5
TV,
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Important B
Consult the Cool-tip RF Ablation System E | 3l 22t > ~ 7 » 7 FIHIL, [Cool-tip [(EH 5165 ] ] — R &
Series User’s Guide and accessory RFA 27 A EU—X| OB | 2. 5L
Instructions for Use for specific setup EROET V) ORMCELSR | - doEHEE
pracedure. +THTL, M7 v b7 v 7 FIEIE, Cool-
tip RFA ¥ A7 A E ¥V — XD Edlin
EROET 7YY O XELEL SR
THI L,
Patient Return Electrode KRB
Important I
The required number of patient return B BMRTE T TR U 9 2 ek [FEAR - AiE K OV RS ] [ — R 5
electrodes for each electrode model is shown | %3 WigEH, 7 5 A X —EML O | 1. Ik - fsss
in the previous kit descriptions for single, HEMOF v NS ST (3) EMF v hOFEHEIILLTO LBV,
cluster, and multiple electrodes. %. (FI%)
i 119~ 2 e Al g
(FANE)
Warning £y
Read all warnings, cautions, and instructions [Cool-tip RFA 25 L E 2 U — X (65 5% ] ] — R &
in the Cool-tip RF Ablation System E series | o EidliiiBHE R (N = R L—Z DF ¢ | 2. [k
User’s Guide and those that appear on the ZFUAITFRENHLETOEE 1 | - H@HE .
generator display. RO Z e & B M2 Y Ty B, Cool-
tip RFA & A7 A E ¥V — XD Bl B
EROET 72V Y O CELEL SR
THI L,
Caution E=N
Do not use on patients with known T IUNRIIKTHT LA —Dd Db LS | A —BR &

sensitivity to acrylates.

BEIIIEA L2 L,

<i x4 (BFE) >

- B

5.7 7 ULVBEIZMT AT LAX—0DH
L BE IR A L2 b
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Caution HE
If the patient is repositioned for the surgical | #L{E IR L CHRM M ZIT o284 | [FH EoOEE] EiEtid=
procedure, verify that cable connections and | 1% 47— 7 L488 K ONKHBAR & FZ & o | 2. EIEZR AR ES
good contact between the return electrode BN S LTV A DA ERT S | - HoR I
and skin have been maintained. oy (10) SHBAE O I B 5
1) AEh O FITFIT, cHER & 5 g D
PR BE N OV — 7 L DR S HEE T B
LD EEMERT DI, FRCTFHTICE
FOMN 2B Z Tt 3 itk o
EERBLHRET DI &,
Higher than normal power settings increase HAOREZ BT LVELSEET D &, [ EorEE] F—if s

the chance for problems. Prior to increasing
power settings, check that the patient return
electrodes have full contact with the
patient’s skin. Check cables and connectors,
and inspect active accessories as well.

RIENA U D AREME N E L 25, A
HREEE L TDHRIC, SRS EE D
RBICEE L TWDENEHRT S 2
Co TN AR T ER T I T 4T
BT 7EHVHEICOWTHLHERT S
L,

2. EERIELANMEE

- B

(20) sttt DA B DR

2) BEOBRELV @O IR NLE L
ENDHEEE, BEREAL TV D AR
Wnd s, HOOREE BT 5E1Z, xf
AR S EBE DRI L o0 L3 LT
WHDHERTDHZ &, =T Naxy
KRSy, WEFO=— RZOWT H ik
BTDHZ L,

Do not use patient return electrode if NP TWDE, WESNTWA X | ez L EREEL L L CERY

punctured, modified, or otherwise damaged. | -z o fth D5 23388 & 41 % MR 1348 Ll HIZH7 0 BEICHE

Patient i.nquiry may result. Replace before HLZAWS b, BEICBEL 5257 EXNTVEEEZ LR

proceeding. REME 238 B AL 2 EV 2 RTLC . XHRER BIEETh B,
PR Z BT L,

Do not use patient return electrode if the WEEDAL TV D IPEEEEER D | [EH EoiEE] [F—HRE

package seal is broken or conductive
adhesive is dry.

BN TCWARHBHIEER LnWZ &

2. HEREANEE

- MBI

(12) st O HIZEE T 5 R

3) ELEENAEI TV D T EE M E A
DAL T WD PR IEEH L2 &
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Caution R

Do not use patient return electrode beyond A DI A 0t TR IAE T LAy | ke L R FEE L L CTIEEY
the expiration date. L. it BB 0BT
BEIhTWwbsrEtEILN
HIEBTH D,
Electrode gel should not be used with the SHBAR I Z BV AR L2 &y [ EoniE] ml—H s
patient return electrodes. Gel is incompatible | & fii /7 /L1 I kb FE i & AHLEAN 72\ | 2. EEE e HARMEE
with the surface and will compromise 7= kHRRER OPEREIC KR A X -4 . STy
performance of the patient return electrode. ZNRH 5. (10) kHBAR O I B 2 1
4) SRR BT L 2R L &
(A 5 Vet bl 2R 1 & B A3 72 0
7o, KB OVEREIC A 7= B2
nNndH 5],
Do not reuse the patient return electrode. It | stk 2 FEAEH L7guv 2 & Bi[Elfl [ H EorEE] A — RS

is single use only.

HHTH S,

2. EHBERILAMEER

- HEfIE

(10) xHABAR DfE I B3 5 1=

5) AR, FFEEE H D VI L
WZ &,

Do not reuse the patient return electrode. It | Btz i L7s\n2 &, HEIMER | Gidki/e L ERAEHESHE L L CERE

is single use only. EHEATHD, EiT HIZH=0 BEICTE
BEInhTWwsrEEILN
LHIEETHD,

Do not attempt to relocate patient return SR TSR I EEE XN [ o] F—iks

electrodes after initial application.

&o

2. EEQRIEARMEE

- HmEIE

(10) SFtibR D FHICBE 5 1EE

5) XM T IEFE BN EEZE X RN D
Eo
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Caution HE
Do not cover patient return electrodes witha | RFH{ I, IR~ 7 > 7 v bz | A EorEE] IR cit=
warming blanket or other covering during fth 7 SRR 2 B DR b 2. EHERILARMER
delivery of RF energy. o HEERIE

(10) *HHRAR O FIZBE T % 1

6) 7 VAW IR, BT T > b

RoE DT S —FH TRHBA & B 72N 2

L,
Application and Positioning B HE L A NE
Caution HEE
Do not fold, cut, or modify the patient return | st 2 370 fhiF7=0 . GIEF L7 0 . [ FH 5 15 ) A — B8R &
electrode. WEL7Y Lanz &, 2. ERFIE

- BT

(1) xHBAR DL 7k & BN

HE B E T #hif7=0 . i L7-
D, KELZY Lz &,

Removal

BvsL

Caution

EE

Do not reuse the patient return electrode. It
is single use only.

SRR 2 PR L 722 &, BRI
HHTH S,

FhaE L

ERNEFE L L CERE
Ehid HICH7= 0 BRI
BEInTwibEEZLN
HEBTHD,
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Cool-tip RF Ablation System Setup Cool-tip RFAY A7 LDt v T v 7
Warning gt
The use of Cool-tip RF Ablation System E [Cool-tip RFAY A7 LAEV U —X| @ | [ EoEE] A — R &
Series electrodes involves insertion into BRI IR L T 5720, | 20 BERIANER
tissue and entails some risk of hemorrhage. iy 27 35, - HmEETE
(8) AdmITALMICHAL THEMT 272
b, MU 27 03% %,
Percutaneous insertion of an electrode EARORRL RN ZAT O B, 23| | (A EodE] A
should be performed only in conjunction e L LI L, ZOMAME | 2 BEREANER
with the use of diagnostic imaging to PR B T L, - FHIEEL I VA 8E
confirm proper electrode placement. (21) FBBRORRZHHEANEIT O BT, 47
G2 WT L & BITEER L, MR 7
ZERLV— N ERERR T D T L. RRICHESEAS
JEAE ML I B 2 5T, e
EE &> TRl BEIziT> 2 & [H
BERMEDHEOBZENNHHT-D]
Flo. M b & OFFANGLE AN E 7> &
RTHERT 5 2 & (BT 2Rk 3
BEXZBET OB ENRHDTD]
(A EorE] FEMRFEN TR L

2. EERFAEE

- SEMABRIEFRICH O D55

7) W OEBEZENEIC LY | @Y%
fL— N ERER L, +aREEEL ST
e, BEAEITO 2 L, TP EofEA
NENE N EMZ THRTHZ & [E
W OBEEOBENR D H720]

Do not modify ANY Covidien equipment, as
any modification may compromise the
safety and efficacy of the device.

O GAIMNEEELR S B
N D2, —HoCovidientilas B &tk
HELRWD &,

LA L

FEWRMEHEE L L CERE
Eiid B2 H7= 0 BEICHE
BEInCwWabEEZLN
HIEETH D,
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Caution DETy=T
All components in Cool-tip E Series [Cool-tip RFAY 25 & E U —X) [ 7155 ] ] — R &
electrode kits are SINGLE USE. Do not FE v N ORERRSIT TR CHEEER | - HEEE
attempt to re-use or resterilize. T b, FE A UIFEIRE Lo <Cool-tip RFA v AT LDy N7 v 7

>

= & : Cool-tipRFA + 2754 E VU —

REMRF > N OAGIT T X THEE

Thbd, FHEHAXIIHRE LN &,
Electrode Placement
Notice
Extensive setup instructions for all system VAT LADOERSDE Y VT v TN [f3 5148 ] [l —ifR 5
components are provided in the Cool-tip RF | j:2¢#1%. Cool-tip RFAY 27 A E | -« dLifIg
Ablation System E Series User’s Guide. LU —2 | OFEEHES SRS 2 <Cool-tip RFA Y AT LDy hT v

L 7>

HE VAT AOEHERMOtE Y T v

TIFEOFERIL, Cool-tip RFA ~ A7 A

E vV —XoBPE#EAELZRT L2

L,
Extensive fluid cooling system instructions | /A1 25 A OfF B 1L O EERIIT. [f3 3 5948 [Fl—iRE

are provided in the Cool-tip RF Ablation
System E Series User’s Guide.

[Cool-tip RFAY AT & EV 1 — X
OB EEZ ST 5 2 &,

- R

<Cool-tip RFA v AT LDy T v
7>

(1) EMDILE

1) RO PREE T2 A BRES L | 1Y) 70 HER
ERECHLY HT,

R WEIY AT LOFERFIEOGEMIX,
Cool-tipRFA ¥ 27 1 E 2 U — XDl
MAEAYSRTL L,

Important

When using more than one electrode with
the cooling system, ensure that the tubing

sets are connected in series with one another.

WHI AT A& 2200 EOEMmE
s, Fa—T7y FBAEWIE
FESNTNWDHZ L EZHEITH L,

a7 L

AIRCTIIHEE O E % [F
BRICERA T 5 2 & i3 HELE
LTu7uy,
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Important

If electrode tips are closer than 2 cm, the TEMRE A 2cm X VWA, BEAH | Rl L AFRTIIEE D BN % [F]

overall size of the ablation zone will be O A RTINS 5, RpICE A9 5 2 & i3 fEsE

reduced. LT,

Caution

Do not allow the electrode tips to touch Berah . BT > SIcl S ek 9 | Bk L MRS L L CERY

during an ablation. Unintended tissue RETDHZ L, BEXTRMEMEEN KL FEhid HI2H 7= 0 BT

damage may result. X A AHREMEN B B, BEEInTwiseEEZzHN
LHIEBTHD,

Notice

Electrodes are provided with markings in BT, FARSHROBZE LT, | (A E%] A — B8R

centimeters to assist in determining
penetration depth.

BT A= MVHEAO B BN T
W5

- BT

< Cool-tip RFA ¥ ZF LDty N7 v
7>

(1) EmOLERS
5) HE R4 i & A B 0O B BO OB A
T 5, HAEEIL, EMEotyFA—
MVELLO BRE Y THERT 5,
HE BRI, MARERRORZR L
LT, BUrFA— FVEALO BREY A3
[ ANQAYS

An introducer is provided with the cluster 7T AL —FEmEy MZTEND A | iRl L AFTILY 7 A% —EM
electrode kits to assist in determining v ha T o — Y% N TEERIEE A R ARG L TUNRLY,
penetration depth. ET B,

When performing separate ablations, the BIE ORI 2 Fhi 3 2 BR1E, 2cm A% | GhdZe L A TIHEAL—Y & k52
2cm spacer is not needed. —IIEER VN, LTy,

An 18-gauge guide needle (not provided) 18 7 — Ut (Rfitshzeny) &, A~ | FidiZe L AFTIEAN—H %IR58

may be inserted through the center hole of
the spacer to position the spacer over the
center of the target tissue.

—Hh—Dk L H—F—EELTAN
HZlizky, A=Y —EEHEES
AR DOHFIZELS 22N TE D,

LTV 7R,
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Caution

For ablation of a single tumor with multiple | O& S OEFEICEE O EMZ 5 545 | flfilize L AFRCTIIE S D B % [F
electrodes, spacing greater than 2 cm at the 1. ERRSCERE A 2em DLEEE L CfF W2 32 = L e
electrode tips or unequal insertion depths AL FEANRENRA L BRI LA LT,

may result in misshapen or incomplete WBEIRe . oA BEEAENE = 5

ablation area. REMER B B,

If multiple, simultaneous, separate ablations | O\& S ORI, RIFFSOIBIEIC | EH7e L AFR T UL S OV LA
are intended in a single organ, electrodes B+ A5580%. EMRE L2 L PSS Olges it sk T Hh
must be placed at least 7 cm apart to prevent | ¢ 7em B9~ = &, EHRLIC 5 S HAREC D, ZO5T=O%[FEFRC
irregularly shaped legions, as well as RER R EESPCENELBRENEZ 5 Bel4 5 Z Lidden, &
unintended damage to tissue lying between DES T, - BRI L
the electrodes. DR,

Notice E=]

Information about the mode types and F— RX AT ROEH T IEOGEMIT, [ FH 7 %% ) ERcid=

methods are detailed in the Cool-tip RF
Ablation System E Series User’s Guide.

[Cool-tip RFA A7 A E VU —X]
OB AEEZSZRT 52 L,

< Cool-tip RFA ¥ AF LD v R 7 v
7>

FEIZ I Z B9 52 E T
b1, IR OSE

(2) Bl lCoARBHINDHDOT
- FRIEIS I W5 854 - H5D,
15) BEXI ¥ D IEEEEEO B2 (BEER)
(H%)
HE 77—y a e — FROMEM T
EOFEMIZ, Cool-tipRFA A7 & E &
V—XOREMAES SRS HZ &,
Notice E
Information about the mode types and E— R A 7 R O 7 EOFERIL, [ H 7 1E55] A — R 5

methods are detailed in the Cool-tip RF
Ablation System E Series User’s Guide.

[Cool-tip RFA A7 A E VU —X]
O FAEESZRTH T &,

<Cool-tip RFA > AT 2LD&y N7 v
7>
(2) BEXat2
- FRESHEOC AV D546
15) BEOT A IEERSED B (B3EER)
(H%)
BE 77— g — FEOHE
HEOFEAMIL, Cool-tipRFA AT A E &
J—ZAXORaHELZZ T 52 &,

HESEZ BT 5 2B E# T
b D=, FEEHOEA
WCOHRFEHEINDHDT
b5,

180




JRSC (AR HER nE () 2T DN T DRREFRHL
Caution HE
The ablation success must be determined SERICEEM SN ENT. FNES | (A TEE] [F—ik'E
with diagnostic imaging studies immediately | o E#EZ WA & EH 7 + 1 —7 v 7 | <Cool-tip RFA ¥ AT LD¥E v v T v 7
following the procedure, along with regular | |z = v piEd 2 = & >
long-term follow-up. SR SN TOARWC L &RT T | (2) Bk
If there is evidence of an incomplete EF VARG ORI AR, BRI L | - BB 55
ablanion, a repeat ablation should be BT D2 L, 15) WErST B MRS 0 B % (S5 1)
considered.
(H%)
R BRI ST &L Fil
E%OEGZWRE L RN 7 e —T v
FICEVHEET DL, BRICEASN
TWRNWZ EZRTTET U ANGELR
e, B ERET 22 &,
Notice EE
Refer to the Cool-tip RF Ablation System E | L& T — % OB K O Sk e~ | [ 515%] A — B8R
Series User’s Guide for viewing and EZDOWTIL, Cool-tipRFA “ 257 4|« LEHIA .
exporting procedural data. ET U —X|ORPHHAELZBTHZ | <Cooltip RFA AT L0k b7 v
Eo 7>
(2) BENI#%
4) Summary J 2 FR SN D FHEOY~
VigHmEREES 2,
TR PET — % OB'E R OIMNTHas ~
DEREIZ DUV, Cool-tip RFA v AT
L E V) —XOHRHGEAEELSRT S
&,
Important EiC]
The patient return electrode connector is not | XFHBbR = ¢ 7 Z (X HEMEH 5L CidZevy | [EH I 1E%] A — Bk

a disposable device and should be retained.

7=, EELTEBLLZ L,

- HEIE

<Cool-tip RFA Y AT LDy T v
7>
(2) BEITE
10) B D b kb 2 B0 4497,
FEE B = % 7 Z I HERIE R T
Ve, REL T Z L,
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JR3C (FEAR) HER N E (%) FENT DN T D% EARIL
Caution TR
The Cool-tip RF Ablation System E Series [Cool-tipRFA > A7 & E U —X] | [l hiE%] [k 41
electrode tip and remote temperature probe | OEMIENEE YV E— MRET 2 —7 0 | - H@EHE ¢
tip should be considered contaminated e, SR 7275 & L CHR W, i | <Cool-tip RFA ¥ AT AD¥ v v T v/
sharps and should be disposed of UNCREFET HZ &, >
accordingly. (2) BEHTE
11) A hiak D15 YL BEFEY) O R FNEIZHE
ST, HABOBEBBEL T 2 — T %
BRET D,
& : Cool-tip RFA A7 L E vV —
A DB & ERRER (l5E) o
Sl SR 705 & L CHER Y, )
CHEESTDH L,
Notice e
Information about cleaning and disinfecting | > 2 7 LA O Wi & A BT ICHOWT | [ F1E5%] A — B8R

the system are detailed in the Cool-tip RF
Ablation System E Series User’s Guide.

IZ. [Cool-tip RFA +' A5 A E U —
| OEHHHELSHRT L L,

« MBI

< Cool-tip RFA ¥ AF LDty F7 v
7>

(2) kEL%

14) PR ATRE 72 & A T LK AR Gh & 1
W, WET D,

R . VAT AOPEF EREIHFEICOW
Ti%. TCool-tipRFA v A7 A E vV —
2| OBHalHEEZ ST L2 L,
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# 5.3-3 EMRIREFOBRE I E & DK

SRS GERIREER) HER wNEE (%) 2N DN T DR TEAR L
Symbol TRV

ey

nM15

(Sterilized using ethylene oxide) (TR - #1E L O B4 ] A — il 5
STERILEIEO TF LA FYA R 1. Ik - M
(3) A EL
ITF LAY A NH ABE
HA [R5 e - A E] s
<fFEHFHE>
1. FERHZEL,
Single use
% Bl D FAF B A] FhELR L ARELDNEEA T E R Z T H
Rx ST
ONLY
PR AE L [BE5 - A51k] Il — i
% <A >
' 2 ]ﬁ%ﬂj o
Do not
resterilize
Hdl B 2 % 2 ALk L AURAS SCE DS AR & O
Consult
instructions
for use
GOSTHAL (12 o 7 EFHK) RCii7e L AFRCTOWM A L

183




SRS GERIREER) HER NEE (%) FEPNT DN T DR EFRHL
c € CE~v— 7/ ¥ R L AIRTOMAR L
0086

AL

The RTP20 is exclusively for use with RTP20iX, Cool-tipRF7 7' L — 3 > v GI27NRR SV AONEREH) & —ih 5

the Cool-tip RF Ablation System E
Series and the Emprint Ablation System
with Thermosphere Technology.

AT LEYV Y — X} U’ Thermosphere” 7
J B Y—@Emprint7 7 L—3 3 VU A
TLAEHTHWLND,

1. TBIK - OGS

(1) &

(H %)

AL Cool-tip RFA & A7 A E v U —
AL Emprint 7 7 L—3 9 VU AT A
HAMTHD,

Do not use if package

is opened or damaged.

AEERBRE UM L TV 25 AT, A
BEMA LN L,

FhELR L

EREEEE & L CERAY i
THICHEVEEICEEINT

rubber latex.

®
K

1 IR - HESE
(3) ATkt
TT I AT Y —

WD EBEXLNDERTH
60
Not made with natural KR LT T v 7 ZIEH SN TN [ﬂ%\'{j( ° %lﬁ&()\ﬁﬁ%] [ —BR &

Warning gk RLEkZR L EREEE L L CERAY £
The product cannot be adequately AhhlX, ZRICHEHTE 5 L@l THCHEVHICEEENT
cleaned and/or sterilized by the user in Vel TR E T A 2 E SR A[RECTH BT WAHLELILNARETH
order to facilitate safe reuse, and is O, HEIFEHDOARATEE, ANhh & e XX %

therefore intended for single use. W U CEEE A L8 ai3. BEICAER ’

Attempts to clean or sterilize these ST AN A B e T NOY A N )

devices may resultin a ZINELEBENLRD S,

bioincompatibility, infection or product

failure risks to the patient.

The use of RTP 20 temperature probe RTP20 iRE 7 —7 KON E-1E == | [EHA LOEE] ] — it &

and/or cannula involves insertion into
tissue and entails some risk of
hemorrhage.

— LRI A L CEHT 570, H
mVU 2RI RH 5,

1. EEARHANES

(1) A OBIEERE 3 B Y K = = —
L, KBERCHRA L TR 2 7= 00 L
e T
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JRSC (ElRiREE R

HER

MIE (%)

FZEOITOV T DR ERM

Percutaneous insertion of a temperature
probe and/or cannula should be
performed only in conjunction with the
use of diagnostic imaging to confirm
proper placement.

BEa—TENELEFI=2—1vD
R ZAT O BRIX. T g2 &
EBITHEA L, & OFANLE L) )
WToHz L,

[/ EorE]

1. BERFERNEER

(2) EFBIEEF LI H =2 — L Df%
SRR ZAT O BRI, S g2k & &
I L, & O ANLE 2 87 i id
T5 & [BET MBI MBS ZH

[F]— B

BT HBENNHHID],
Precaution TR E RUEZR L ERMEEE & L CERE Ehi
The RTP20 temperature probe should [Cool-tip RFA & 25 L E 3 U — X 13, THCHVBRCER ST
only be used by clinicians and staff IR, B OYEEIC OV T OEY) WA EEZLNAEETH
properly trained in the use of this R —= PR T EM LAY %,
technology and its associated warnings TORBEVEH = L.,
and precautions.
The RTP20 remote temperature probe is | RTP20 U & — MEE 7' o — 73R #HE A | fidli/s L ERAEEE & L CERE Eh
shipped sterile and is to be discarded THHF SN TWA, 1 [BEOAEICHH L THICHTEVREICEEINT
after a single procedure. Do not attempt | 7~ 7% 3pesE4-2% = L. BN L FEE WHEEBZLNDIERTH
to resterilize or reuse. LA L, Do
Before a Procedure FHl
Important HE [ FH 5 1% ) [l — Bk &
Consult the Cool-tip RF Ablation System | 2472 & ~ ~ 7 v 7 FIEIZ, [Cool-tip | 2. {1551k

E Series User’s Guide, Emprint Ablation
System with Thermosphere Technology

User’s Guide, and accessory instructions
for use for specific setup procedures.

RFA VA7 A E U —X ) OB A E
ROET 7% ORMILELBBT S
N

1) Cool-tip RFA ' A7 L E v U —X L ff
M 2854,

< FHi>

1 AT LDty NT v TEFET S
B, Tl —varE— RERIRT 5,
HE e > b7 v 7 FEIZ, Cool-
tip RFA ¥ 27 A E ¥ U — XEulan =
KOET 7)) OB EE SRS 5
Z&,
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JRSC (ElRiREE R

HER

MIE (%)

FEOFIT DN T DOFR TR

Notice
Do not bend, kink, or otherwise stress the
remote temperature probe and cable.

VE— MEETYo—T kO —7 V&4
DT, BihxEY . RER A
Mz Tz Lz &, BERREREE

[fe F 155 )
2. fEMIE
1) Cool-tip RFA 3 25 L E ¥V — X & fif

[F]— B

Irreparable damage may occur. NIETHBENND S, A3 580
< FHAT>
(2) WU EEEAEIC T, EIRIRE G &
BLEED B T,
R ERREF RO —7 280 il
F=n ., EihEwzn REREMZ
720 LignWZ &, [EEARATREZR B 3 58
T HBENDRD D,
During a Procedure FHH
Warning L 3= [ A —BR &
When positioning the remote T I T 4 T EMO AT Y T — MR | <R 5E>
temperature probe near the tip of an Ero—T7 R fAT AT, ONATE | JLE s
electrodg, avoid §kewed ablation shapes | yyjhiz 22 2 DAL < T-H Y B — FEEE | 1. Cool-tip RFA & 25 I E & U — X %{fi
by ensuring the tip of the remote Ta—T O, Hoa— L X IARZA | AT 284, 77T 4 TEMO LT
temperatute probe, cannula, of SISt |, 7 o 7 O SRR AR | \CHIRIRIEA £ FRAT DRI, IR
exposed portion of the active electrode. SERNC L, g??ﬁﬁ4 ?;g;;%%?;gﬁ ;é;
FEL A Ui AP (-
WZ & [ ATEREITEIRIC 22 D D% B
<12,
Precaution TR E [ 1% ] [ — R 5
Discontinue use of the remote REREMNARNLNC o720 T 4 A | 2. HHIFE

temperature probe if temperature
readings are erratic or slow to appear on
the display. Either may indicate a faulty
cable connection or broken temperature
Sensor.

TV A ~OFRRBENREL oo Lz
Laix, VeE—MNEETo—TOMHAE
Wik aZ &, F—7NVEHRARS LL
IHIREE RO FREME N B 5.,

1) Cool-tipRFA ¥ 25 2 E ) — X L
M3 28546

<FHP>

(2) BEIREFEZFAT D,

(thmg)

EE RENEEARLEE -T2,
T A AT VA ~OERRFEEDBEL 72572
0 LTo8A0E, R E o H & ik
THZL, r—7AERHARD LKA
B o iEO R REIEN B B,
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JRSC GERRIEEEET) HER NEE (%) 2NN T DOFREAR L
During a Procedure AL
Important g [ H 7 1k%] [ —#R s
The remote temperature probe and VE— MEEZTo—T RO =a—12 | 2. HHGE
cannula have markings in centimetersto | 3 4 AEEHROHZ L LT, £ F | 1)Cool-tipRFA v 27 5 E U — R & fif
assist in determining penetration depth. A— FLVEAZ O BEED MPNT NS, A+ 584
<FHP>
(2) BHEITIREFZFAT D,
(hg)
R - ERIREF MO =2 — L2,
HAREMROALLE LT, B FA—
NVHALO BRED AT D,
EmprintiZ V2556
Before a Procedure
Notice TE [ 7155 ] [ —R 5
Do not bend, kink, or otherwise stressthe | U €— MERE 1 —7 KW —7 V287 | 2 HiE

remote temperature probe and cable.
Irreparable damage may occur.

DEfF =0, Bl ESEEY, AEL SR
Mz 7= Lz &, BERTREREE
NRAETIBENND D,

2) Emprint 7 7 L—3 9 AT AL GE
R4 254

< FHHT>

(2) Y72 M EEIC T, BRI
BEENBLEY HT,

HE  EBREF RO —T 0 #h
Frmn, BhEEsY RER AN
72 L2 & [EEARATRE /RS 35
ETAHABENED S,

=111l

IR
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JRSC GERRIEEEET) HER NEE (%) OO T DR EARHL
During a Procedure
Warning st [ ) il — RS
When positioning the remote BEVIREI AT U B— MEE S a— 7% | <{EHFE>
temperature probe near the ablation zone, | FiiE 4+ 23, HE 0 —7, h=ao— | (WLEhoiks
avmd_skewed ablation shapes by FRIZASA Ly hBHADTLNSE | 2. Emprint 77 L—3 3 2 ¥ AT A& fl
ensuring none of the remote teMperature. | g4y 3 4 > 5 PUNIZ A B A4V & 512 L | T 580, BERIREB A IEIC R R
D hore bomtored oot e radinimy | o WBAMEBIBIRIT 25 DR B | ERAT SIL, MIBRAG, 7= —
section. Zk, vx@zﬁ4Vyh@v47m&mﬁﬁ
ZHaE LT 3em UNIZABRWE S
2T 52 & [BATERBRIRICZR DD
Avoid placement within R T-9],
3.0 cm sphere centered
about radiating section
3.0cm
Precaution KLiE H [ H 7155 [ —#R 5
Discontinue use of the remote EERNEENREEIC -T2 . T4 A | 26 FiE

temperature probe if temperature
readings are erratic or slow to appear on
the display. Either may indicate a faulty
cable connection or broken temperature
sensor.

T ANDERRRENIELS o720 Lz
LEix, VeE—MNEETo—TOMHAE
Wik 52 &, F—7VERARS LL<
ITIRE 7 RO FREME N 8 5,

2) Emprint 77 L —3 3 v AT AL
A+ 554

<FHP>

(3) EFRIREF 2 B EHT 5,
()

HE - IBENEENANLEICR-T20
T A AT VA NDRREEPELS 7257
D L7mAE, mRRIREE R 6 & ik
THZE, F—TNEERARS LKA
v YO R EEMER B B,
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JRSC GERRIEEEET) HEER MEE () 2NN T DOFREAR L
Important KL Hh [ H 7 1k%] [ —R s
The remote temperature probe and VE— MEEZYo—T RO =a— 2 | 25151

cannula have markings in centimeters to
assist in determining penetration depth.

. FAESHEROBRE LT, BT
A — "VEALO BEE Y 2MFPWTn B,

2) Emprint 7 7' L—3 3 VU AT AL
MT 556

<FHP >

(3) EIRHIRAEF A BE AT 5,
()

HE - ERIREF MO =2 — LI,
HAREMBORZE LT, BrFA—
NVHALO BRED ATV TV D,
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