D TERUMO’

REF

T401231, T401231LS, T401231U vo trung

Dung cu co dinh mach vanh Titan ™

TRUONG PHONG HANH CHINH - ¥NK



D TERUMO’

Dung cu ¢6 dinh mach vanh Titan™

Muc luc

THENG AN .. e e,

(Céc tiéng khéc)



Ban dich tir tiéng Anh

Huwéng dan sir dung
Dung cu ¢6 dinh mach vanh Titan™
Pi kém véi Tay dé cé dinh Hercules 3/360
Catalogue sé 401231, T401231LS, T401231U

San pham vé tring

THAN TRONG: Truéc khi siz dung, vui long doc kjy hwéng dan si dung Tay dé cé dinh
Hercules 3/360 cung vdi hwéng ddn si dung nay.

MO TA SAN PHAM

Dung cu ¢b dinh mach vanh Titan™, Dung cu ¢b dinh mach vanh Titan™ 360 va Dung cu ¢6
dinh mach vanh Titan™ loai truc dai 1a c4c thiét bi phu trg vo tring chi st dung mét lan cung
v6i Tay d& cb dinh Hercules 3/360 (M4 T401161 hodc T401160). Cac dung cu ¢ dinh nay
duoc cung cap trong bao bi vo tring kép va chi st dung mét 1an duy nhat. Dung cu duoc st
dung dé lam c6 dinh va tach dong mach vanh. Vi thiét ké kim loai mém déo c6 mang silicon
tuong thich cho phép cac bac si ¢6 thé udn dung cu ¢b dinh mach vanh dé phu hop vai hinh
dang giai phau khi thuc hién thu thuat CABG (Phau thuat ciy ghép bac cau dong mach vanh).
Dung cu ¢6 dinh mach vanh Titan loai truc dai c6 truc ¢ dinh dai véi hai bo phan mém déo
dap @ng céc yéu cau cd dinh bd sung. Dung cu ¢b dinh mach vanh Titan gom c6 céc tly chon
chan khong dé duy tri vi tri cua thiét bi.

Trong mét bao bi vo tring, thiét bi gom co:
Dung cu ¢ dinh mach vanh Titan gdm céc b phan sau (xem Hinh 1):

e B0 dung cu ¢d dinh mach vanh Titan gom c6 6ng dan duong kinh ngoai ¥ inch, chiéu
dai 22 inch, dau noi luer cai dé noi vaéi van khoa.
e Van khoa 4 chiéu luu lugng cao, mau vang.
Phu kién 4ng chan khong bao gém cac bo phan sau (xem Hinh 2):

e Ong dan c6 duong kinh trong ¥ inch, chiéu dai 12 inch, dau ndi luer cai & mot dau va
dau ndi vai ngudn chan khéng & dau con lai;

e Ong dan c6 duong kinh trong ¥ inch, chia doan dai 3 inch véi cac dau ndi cai & ca hai
dau dé ndi hop nho vai bo diéu chinh chan khong, néu can.
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Hinh 1 - Dung cu cé dinh mach vanh Hinh 2 — Ong chan khéng cia Dung cu c6
Titan™ véi ong dan va van khoa dinh mach vanh Titans™

Tham khao Bang 1 dé biét thém céc thong tin vé& cac phién ban sin c6 cua Dung cu ¢b dinh
mach vanh Titan.

Bang 1
S6 tham chiéu san pham L oai ndi nhanh Co sé on dinh
T401231 Két ndi nhanh dang truc ndi | Tay d& c6 dinh Hercules 3
T401231LS (S0 tham chieu: T401161)
T401231U Két ndi nhanh dang cau Tay d& ¢6 dinh Hercules 3
(So tham chieu: T401161)

MUC PIiCH SU DUNG

Dung cu ¢ dinh mach vanh Titan dugc chi dinh st dung trong quy trinh CABG tim dang dap
(Phau thuat ghép bac cau dong mach vanh) dé on dinh vi tri hai mach mau tiép hop véi nhau
(phén tach dong mach vanh).

CHONG CHI PINH

Dung cu ¢ dinh mach vanh Titan chéng chi dinh sir dung cho c4c bénh nhan bi nhiém tring
cuc bo hoac toan than.

Khong dit dung cu vao cac md méi bi nhdi méau, mé bi phinh, md dé nit v hoic tryc tiép 18n
dong mach vanh.

CANH BAO

e Thiét bi duoc khir tring bang chiéu xa gamma va CHI SU DUNG MOQT LAN.
KHONG TAI SU DUNG. KHONG KHU TRUNG LAI, KHONG XU LY LAl,
VIEC XU LY LAI CO THE LAM ANH HUONG PEN TINH VO TRUNG,
TINH TUONG PONG SINH HQC VA SU TOAN VEN CHUC NANG CUA
THIET BI.

e Khéng str dung néu bao bi san pham bi hu hong, do tinh vo tring caa thiét bi c6 thé da
bi anh huong.

e Kiém tra ky ludng san pham truéc khi sir dung. Khéng st dung san pham bi hu hong.

e Cac (Bac si) chuyén gia y t& dang tham gia phau thuat phai chiu trach nhiém vé ky
thuat va quy trinh phau thuat pht hop. TUy ting trudng hop cu thé, mdi béac si phau
thuat phai danh gia str dung thiét bi nay cho phu hop dua trén kinh nghiém va dao tao
ciing nhu thu thuat phau thuat duoc st dung.




e Ubn cong nhiéu 1an bo phan mém déo cua truc s& 1am truc d& bi gdy. Udn conG tir tir
bo phan mém déo s& lam tang pham vi bién dang cua truc. Can kiém tra tryc quan tinh
toan ven cua truc sau khi uén.

e Ubn cong qua mirc c6 thé 1am bd phan mém déo bi hu hong.

e Can trong khong bit kin khoang chan khéng truéc khi dam bao vi tri ¢6 dinh
phu hep.

e Sirdung 4p suit chan khong am cao qua mikc ¢ thé anh hwéng dén mo.

e MO van khéa diéu khién chan khéng va TAT nguén chan khong trwéc khi thao
dung cu ¢é dinh mach vanh.

THAN TRONG

Luat lién bang Hoa Ky han ché viéc budn ban thiét bi nay hogc phai theo yéu cau cia bac si
hoac cac bac si dugc cap phep hanh nghé khac.

HUONG DAN SU DUNG

1. Sir dung k§ thuat vo tring, Iay ra khoi bao bi dung cu c6 dinh mach vanh va céc éng chan
khong di kém, chuyén dén khu vuc phau thuat dé lap vao Tay d& ¢o dinh Hercules (xem Bang
1).

a. Pé ndi véi Tay d& cb dinh Hercules 3: Trugt khép néi caa Tay d& ¢b dinh Hercules vé phia
truéc va lap truc cua dung cu ¢b dinh mach vanh vao truc ndi nhanh trén chét chin cua truc
(dung cu cb dinh) d6i dién véi phan phang cé logo trén khép ni cua Tay d& ¢ dinh Hercules
(xem Hinh 3). Pua khép ndi vé vi tri ban dau dé ham khéa thiét bi phu tro va khop ndi nhanh.
Kiém tra chd ndi dam bao chéc chan.

Két ndi nhanh dang truc ciia Dung

Tay d& co dinh Hercules 3 cu ¢b dinh mém tim Titan™

Poan phang caa

khép ndi N

Trugt vé phia truée dé thao/lip
dung cu co dinh

Hinh 3 — Lip Dung cu ¢é dinh mach vanh Titan™ vao Tay dé cé dinh Hercules 3

b. Be ndi vé6i Tay do ch dinh Hercules 360: Gitr chat khop n0| cta Tay d& ¢ dinh Hercules
va 4n qua cau cua dung Ccu ¢ dinh vao dau kep cua Tay d& ¢ dinh Hercules (xem Hinh 4).
Kiém tra chd ndi ¢dam bao chic chan.



LUU Y: Bam béo rang khop ndi duoc lap chac chan khi lap dung cu ¢6 dinh. S& khong lap
duogc dung cu ¢6 dinh néu khéng git chat khép noi.

, Két néi nhanh dang cAu cia
Tay d& co dinh Hercules 360 Dung cu co dinh mach vanh

Khép néi (giir chit khi Y
lip) \ &,

Két néi nhanh
dang cau

Pau kep

Khong giir & day khi lip
dung cu co dinh

Hinh 4 — Lip Dung cu ¢é dinh mach vanh Titan™ 360 vao Tay d& c6 dinh Hercules 360

2. C6 thé udn cong dung cu c6 dinh mach vanh Titan dé pht hop voi cac yéu cau giai phau
nhu hinh v& dudi day, cac hinh vé nay cho bict pham vi bien dang t6i da va cac ky thuat phu
hop duoc sur dung trong quy trinh phau thuat.

C6 thé uén phan mém déo cua truc mot goc t6i da 45° xubng phia dudi va ngugc 1én trén nhu
hinh dudi day. Mot chu ky uon cong truc tir 0° dén 45°.




CANH BAO

e Khéng udn cong va bé cong phan than va chan truc qua 5 lan. Kiém tra truc quan tinh
toan ven cua phan than va chan cua truc sau mdi lan st dung.

e Ubn cong nhiéu 1an phan mém déo cua truc s& 1am truc d& bi gdy. Uén cong tir tir bo
phan mém déo s& lam ting pham vi bién dang cua tryc.

e Bé cong qua mirc bo phan mém déo c6 thé 1a nguyén nhan khién thiét bi bi nut gay.

«  Khi uén cong thiét bi bang tly chon chan khong, can trong khong l1am tic nghan long
dan chén.

3. Xac dinh vi tri chinh xé4c cua dung cu cé dinh mach vanh theo yéu cau. Xoay tay cam chinh
ciia Tay d& c6 dinh Hercules 3/360 theo chiéu kim dong hd cho dén khi khoang cach giira
gioang nén dong chit lai. Dé biét thém cac hudng dan cu thé, vui l1ong tham khao viéc su
dung Tay d& cb dinh Hercules 3/360.

Sir dung tly chen chan khéng véi Dung cu ¢é dinh mach vanh Titan:

1. Lap dau ndi luer duc cua ong chan khong phu trg vao cong luer cai cua van khéa diéu
chinh chan khong, dam bao da TAT ngudn chan khong. Lap dau ndi ngudn chan khong caa
dng chan khong vao ngudn chan khong va chinh van khoa diéu chinh chan khéng vé vi tri
TAT khi ndi v&i ngudn chan khéng.

2. Xoay bo diéu chinh chan khong cua ngudn chan khéng vé muc 4p suit 4m du dé cb dinh
Dung cu ¢é dinh mach vanh Titan. Do ¢6 sy thay doi trén thiét bi OR va dung cu di kém, sir
dung murc chan khong it nhat c6 thé dé van dam bao hiéu suat san pham. B¢ didu chinh chan
khong khong dugce vuot qua -400 mmHg.

LUU Y: Giéi han -400mmH duoc ghi rd trén nhan mau vang cia ng chan khang.

CANH BAO
Str dung quéa mic ap suat chan khdng am c6 thé anh huong dén cac mo.

3. Xoay van khéa diéu chinh chan khang vé vi tri MO ndi véi nguon chan khong va lap chinh
Xac vao vi tri caa dung cu ¢6 dinh mach vanh. Xac dinh vi tri lap dat caa dung cu ¢o dinh véi
mo.

4. Bé thao dung cu ¢ dinh mom tim ra khoi cac mo, xoay van khoa diéu chinh chan khdng vé
vi tri MO truéce khi thao dung cu ¢o6 dinh mach vanh.

CANH BAO

MO van khoa diéu khién chan khong va TAT ngudn chan khong trudc khi thdo dung cu cb
dinh mach vanh.

BAO QUAN
Diéu kién bao quan Dung cu ¢b mach vanh Titan:

e Bao quan ¢ noi sach s&, khdng bui ban, tranh anh nang mat troi tryc tiép, nhiét do, do
am khong qué cao va khdng ro ri nudc.
e Khdng bao quan thiét bi gin ngudn hda chét.



THAI BO

Sau khi sir dung xong, hdy thai bo san phdm va déng goi theo luat va quy dinh cua qudc té,
lién bang, nha nudc, dia phuong va’hodc co quan quan ly, bénh vién.
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English
Instructions for Use
Titan™ Stabilizer Attachments
Attachments for Hercules™ 3/360 Universal Stabilizer Arms

Catalogue Numbers T401231, T401231LS, T401231U
Sterile

CAUTION: Before use, please read carefully the instructions for use
of Hercules™ 3/360 Universal Stabilizer Arm in addition to these
instructions for use.

PRODUCT DESCRIPTION

The Titan™ Stabilizer Attachment, Titan™ 360 Stabilizer Attachment, and
Titan™ Stabilizer Attachment, Long Shaft are sterile single use accessory
devices for use with the Hercules™ 3 or 360 Universal Stabilizer Arms
(Product Reference T401161 or T401160). The attachment is provided in
a double barrier sterile package and is intended for single use only. The
device provides stabilization and coronary artery isolation. The malleable
metal design with textured silicone coating allows the surgeon to bend
the attachment to conform to anatomic shape in beating heart CABG
(coronary artery bypass graft) procedures. The Titan Stabilizer Attachment,
Long Shaft has a long attachment shaft with two malleable zones to meet
additional positional requirements. The Titan Stabilizer Attachments
include a vacuum option to maintain the position of the device.

Included in the sterile package is:

Titan consisting of the following parts (see Figure 1):
» The Titan attachment assembly with an approximately 22” length
of %4” outer diameter tubing with female luer connector on one end
to connect to stopcock.

* Hi-flow yellow 4 way stopcock

Accessory vacuum tubing consisting of the following parts (see Figure 2):
* A 12 length of ¥4” internal diameter tubing with a male luer
connector on one end and vacuum source connector on the other
end.

» A3’ segment of /4" internal diameter tubing with female connectors
on both sides to connect the canister to the vacuum regulator if
required.



Figure 1 — Titan™ Stabilizer Figure 2 — Titan™ Stabilizer
Attachment with tubing and Attachment accessory vacuum
stopcock tubing

Refer to Table 1 for available versions of the Titan Stabilizer Attachments.
Table 1

Product Type of
Reference Quick Interfacing Stabilization Platforms
Number Connect

T401231 Shaft Hercules™ 3 Universal Stabilizer Arm

Quick .
T401231LS | Connect (Product Reference: T401161)

Ball Hercules™ 360 Universal Stabilizer Arm

T401231U Quick (Product Reference: T401160)
Connect

INTENDED USE

The Titan Stabilizer Attachments are intended for use in beating heart
CABG (coronary artery bypass graft) procedures to stabilize the
anastomotic site (coronary artery isolation).

CONTRAINDICATIONS

The Titan Stabilizer Attachments are contraindicated for use in patients with
local or systemic infection.

Do not position the Titan Stabilizer Attachments on newly infarcted tissue,
aneurysmal tissue, fragile tissue, or directly over a coronary artery.

WARNINGS

» This device is sterilized using gamma irradiation and is
intended FOR SINGLE USE ONLY. DO NOT REUSE. DO NOT
RESTERILIZE. DO NOT REPROCESS. REPROCESSING MAY
COMPROMISE THE STERILITY, BIOCOMPATIBILITY AND
FUNCTIONAL INTEGRITY OF THE DEVICE.

« If the packaging is damaged, do not use, as sterility of the device
may have been compromised.



» Inspect the product thoroughly for damage prior to use. Do not use
damaged product.

» Proper surgical procedure and technique is the responsibility of
the attending medical professional (physician). Each surgeon
must evaluate the appropriate use of this device, case by case,
based upon medical training, experience, and the type of surgical
procedure employed.

+ Repeated bending the malleable zone of the shaft will eventually
cause the shaft to break. Slowly bending the malleable zone will
increase the allowable range of deformation of the shaft. The
integrity of the shaft should be visually verified after bending.

« Excessive flexing of the malleable zone may cause breakage.

* Take care not to occlude the vacuum lumen prior to obtaining
proper positioning.

* Use of excessive negative vacuum pressure may cause tissue
damage.

¢ Place vacuum control stopcock OPEN to atmosphere and
OFF to the vacuum source prior to removal of attachment
from tissue.

CAUTION

United States Federal Law restricts this device to sale by or on the order of
a physician or other licensed practitioner.

INSTRUCTIONS FOR USE
1. Using aseptic technique, remove the stabilizer attachment and the
accessory vacuum tubing from its packaging and pass to the surgical
field for attachment to the compatible Hercules Universal Stabilizer
Arm (see Table 1).

a. For connection to the Hercules 3 Universal Stabilizer Arm:
Slide the sleeve of the Hercules 3 Universal Stabilizer Arm
forward and insert the shaft of the attachment into the quick
connect with the detent on the shaft (of the attachment) facing
the flat area with logo on the sleeve of the Hercules 3 Universal
Stabilizer Arm (see Figure 3). Return the sleeve to its original
position to lock the accessory device into the quick connect.
Check for secure connection.



| Shaft Quick Connect of

Hercules™ 3 Universal Titan™ Stabilizer Attachment
Stabilizer Arm

Flat area
A

on Sleeve

¥ Detent

Slide sleeve forward to
insert/remove attachments

Figure 3 — Attachment of the Titan™ Stabilizer Attachment to the
Hercules™ 3 Universal Stabilizer Arm

b. For connection to the Hercules 360 Universal Stabilizer Arm:
Grasp the sleeve of the Hercules Universal Stabilizer Arm and
press the ball of the attachment into the collet of the Hercules
Universal Stabilizer Arm (see Figure 4). Check for secure
connection.

NOTE: Ensure that the sleeve is grasped during attachment insertion.
Failure to grasp the sleeve may result in an inability to insert the
attachment.

Hercules™ 360 Universal
Stabilizer Arm

Ball Quick Connect of Titan™ 360
Stabilzer Attachment

Sleeve (grasp during

Ball Quick Connect

Collet

Do NOT hold here during
attachment insertion

L

Figure 4 — Attachment of the Titan™ 360 stabilizer attachment to the
Hercules™ 360 Universal Stabilizer Arm

2. The Titan Stabilizer Attachments can be bent to conform to anatomic
requirements as shown in the pictures below indicating the maximum
deflection ranges and the proper technique to be used during a
procedure.



* The malleable zone of the shaft can be bent to a maximum of 45°
in the downward and reversed upward positions as shown below.
One bend cycle for the shaft is 0° to 45°.

-

WARNING

» Flexing and bending of the shaft and foot should not exceed 5
cycles during use. Visually verify the integrity of the shaft and foot
after bending.

* Repeated bending of the malleable zone of the shaft will
eventually cause the shaft to break. Slowly bending the malleable
zone will increase the allowable range of deformation of the shaft.

« Excessive flexing of the malleable zone may cause breakage.

*  When bending devices with vacuum option, take care not to
occlude the vacuum lumen.

3. Position the stabilizer attachment as required. Turn the main handle

of the Hercules 3/360 Universal Stabilizer Arm clockwise until the gap
between the compression washers closes. For further instructions
refer to the instructions for use of the Hercules 3/360 Universal
Stabilizer Arm.

Use of vacuum option with Titan Stabilizer Attachments:

1.

Attach male luer connection of accessory vacuum tubing to the
female luer port of the vacuum control stopcock, making sure

the vacuum source is switched OFF. Attach the vacuum source
connector of the accessory vacuum tubing to the vacuum source;
turn the vacuum control stopcock OFF to the vacuum source.

. Turn the vacuum regulator of the vacuum source on to sufficient

negative pressure to affix the Titan Stabilizer Attachment to tissue.
Due to variations in OR equipment and utilities, use the least amount
of vacuum necessary for desired product performance. The regulator
should not exceed -400 mmHg.

NOTE: The limit of -400 mmHg is clearly indicated on the yellow labels

that are found on the accessory vacuum tubing.

WARNING
Use of excessive negative vacuum pressure may cause tissue damage.

9



3. Turn the vacuum control stopcock OPEN to the vacuum source
and attachment once proper position has been obtained. Verify
attachment of the stabilizer to the tissue.

4. To release attachment from tissue, turn the vacuum control stopcock
OPEN to the atmosphere prior to removal of the stabilizer attachment.

WARNING
Place vacuum control stopcock OPEN to atmosphere and OFF to the
vacuum source prior to removal of attachment from tissue.

STORAGE
The Titan Stabilizer Attachments storage conditions:
¢ Aclean, dust-free location out of direct sunlight and free from risk of
high temperature, excessive humidity, and water leakage.
* Do not store the device near chemicals.
DISPOSAL
After use, dispose of product and packaging in accordance with hospital,

administrative and/or local, state, federal and international laws and
regulations.

10



@ TERUMO’

REF

T401261 & Y401261U Tiét trung

Dung cu ¢4 dinh mém tim Atlas™

.,Bts 183

"/ com.

/TH.-". H HHI M rﬂ.JI' i

Fham Chi Chu Hing

TRUGNG PHONG HANH CHINH - XNK



®
(D TERUMO
Dung cu cé dinh mém tim Atlas™

Muc luc

TN AN .. e e e,

(Céc tiéng khéc)



Ban dich tir tiéng Anh

Huwéng dan sir dung
Dung cu ¢6 dinh mém tim Atlas™
Pi kém véi Tay dé cé dinh Hercules 3/360
Sé Catalogue T401261 & T401261U

San pham vé tring

THAN TRONG: Truéc khi siz dung, vui long doc kjy hwéng dan si dung Tay dé cé dinh
Hercules 3/360 cung Vdi hwéng ddn si dung nay.

MO TA SAN PHAM

Dung cu ¢6 dinh mom tim Atlas™ va Atlas™ 360 la cac phu kién vo tring, dung mot lan dé
sir dung cung véi Tay do cb dinh Hercules 3 hoic 360 Universal (Ma: T401161 hoic
T401160). Dung cu nay duoc cung cap trong bao bi khtr tring kép va chi sir dung mét lan duy
nhat. Dung cu nay duoc sir dung dé c6 dinh mom tim nham lam 16 va tiép can tim khi thuc
hién phau thuat cdy ghép bic cau dong mach vanh tim dang dap CABG (Céy ghép bic cau
dong mach vanh). Dung cu cé dinh mém tim dugc gin ¢é dinh vao md bang phwong phap ap
suat am.

Trong mét bao bi vo tring, gom céac bo phan sau:
Dung cu ¢ dinh mom tim Atlas gom céc bo phan sau (xem Hinh 1):

e Bo coc/Lo xo/Truc khay c6 dng dan c6 dudng kinh ngoai ¥4 inch, chiéu dai 22 inch,
dau noi luer cai dé noi mot dau vai khéa ba chac

e Van khoa 4 chiéu Iuu lugng cao, mau xanh.

Phu kién 6ng chan khdng bao gom cac bo phan sau (xem Hinh 2):

e Ong din duong kinh trong ¥4 inch, chiéu dai 12 inch, véi dau ndi luer duc & mot dau
va dau noi véi nguon chan khéng ¢ dau con lai;

e Ong dan c6 duong kinh trong ¥4 inch, chia doan dai 3 inch vai cac dau noi cai ¢ ca hai
dau dé noi hop nho vai bo dieu chinh chan khéng, néu can.

Hinh 1 - Dung cu ¢é dinh mém tim Atlas™  Hinh 2 - Ong chan khéng cia Dung cu cé
véi 6ng dan va khoa ba chac dinh mém tim Atlas™

Tham khao Bang 1 dé biét thém céc thong tin vé cac phién ban sin c6 cua Dung cu ¢b dinh

mom tim Atlas.



Bang 1

S6 tham chiéu san pham Loai néi nhanh Cau tric
T401261 Két ndi nhanh dang truc ndi | Tay d& c6 dinh Hercules 3
(S6 tham chiéu: T401161)
T401261U Két ndi nhanh dang qua cau | Tay d& ¢ dinh Hercules 360
(S6 tham chiéu: T401160)

CHI PINH SU DUNG

Dung cu ¢6 dinh mém tim Atlas dwoc chi dinh sir dung dé 6 dinh mém tim nham Iam 16 va
tiép can tim trong quy trinh CABG tim dang dap (Phau thuat cay ghép bac cau dong mach

vanh).

CHONG CHI PINH

Dung cu ¢b dinh mom tim Atlas chéng chi dinh dé sir dung cho céc bénh nhan bi nhiém tring
cuc bo hoac toan than.

Khong ¢é dinh dung cu vao cac md méi bi nhdi mau, md bi phinh, méd dé v& hoac truc tiép
Ién dong mach vanh.

CANH BAO

Thiét bi ndy duoc khir tring bang chiéu xa gamma va duoc chi dinh CHI SU DUNG
MOT LAN. KHONG TAI SU DUNG. KHONG KHU TRUNG LAI. KHONG
XU LY LAI. VIEC XU LY LAI CO THE LAM ANH HUONG PEN TIiNH
NANG VO TRUNG, TINH TUONG PONG SINH HQC VA SU TOAN VEN
CHU'C NANG CUA THIET BL

Khéng st dung néu bao bi san pham bi hu hong, do tinh vé triing cua thiét bi cé thé da
bi anh huong.

Kiém tra ki ludng san pham trude khi sir dung. Khdng st dung san pham bi hu hong.
Cac (Bac si) chuyén gia y té dang tham gia phau thuat phai chju trach nhiém vé k¥
thuat va quy trinh phau thuat pht hop. TUy timg trudng hop cu thé, mdi béac si phau
thuat phai danh gia st dung thiét bj nay cho phu hop duya trén kinh nghiém va dao tao
y khoa ciing nhu thu thuat phau thuat duogc sir dung.

Uén cong nhiéu 1an phan mém déo caa than dung cu s& 1am phan than dé bi gdy. Udn
cong tir tir phan mém déo s& lam ting pham vi bién dang cua phan than. Can kiém tra
tryc quan tinh todn ven cua phan than sau khi udn.

Uén cong quéa muc c6 thé 1am cho phan mém déo bi hu hong.

Cén trong khong lam tac nghén long bom chan khong trwéc khi ¢é dwoc vi tri co
dinh phu hep.

Sir dung 4p suit chan khong am

qué mikc cd thé lam v mo.

MO khéa ba chac diéu khién chan khéng dé bom va TAT nguon chan khong
truéc khi thao dung cu ¢é dinh mém tim ra khéi mo.

THAN TRONG

Luat lién bang Hoa Ky han ché viéc ban thiét bi nay boi hogc theo yéu cau cia bac si hoac céc
bac si dugc cap phép hanh nghé khac.




HUONG DAN SU DUNG

1. Sir dung ky thuat vo tring, Iay ra khoi bao bi dung cu c6 dinh mom tim va cac éng chéan
khong di kém roi chuyén vao khu vuc phau thuat dé lap vao Tay d& co dinh Hercules (xem
Bang 1).

a. Pé ndi véi Tay d& cb dinh Hercules 3: Truot khép néi caa Tay d& ¢b dinh Hercules vé phia
truéc va lap than cua dung cu ¢ dinh mém tim vao truc néi nhanh c6 chét chan trén than (cua
dung cu ¢ dinh) déi dién vai doan phang cé logo trén khép ndi cua Tay d& ¢d dinh Hercules
(xem Hinh 3). Bua khép ndi vé vi tri ban dau dé khoa dung cu ¢ dinh vao khép ndi nhanh.
Kiém tra chd ndi dé dam bao chic chan.

- Két ndi nhanh dang truc cia Dung cu
Tay d& co dinh Hercules 3 c¢d dinh mém tim Atlas™

Chét chin

o
i

Poan phing ciia
e \ %

Trugt vé phia truée dé thao/lip
dung cu co dinh

Hinh 3 — Lap Dung cu ¢é dinh mém tim Atlas™ vao Tay dé& cé dinh Hercules 3

b. Be ndi vé6i Tay do ch dinh Hercules 360: Gitr chat khop n0| cta Tay d& ¢ dinh Hercules
va 4n qua cau cua dung Cu ¢ dinh vao dau kep cua Tay d& ¢ dinh Hercules (xem Hinh 4).
Kiém tra chd ndi d¢é dam bao chic chén.

LU'U Y: Bam béo rang khop ndi dwoc lap chac chan khi Iap dung cu ¢6 dinh. S& khong lap
duoc dung cu co dinh néu khong git chat khap noi.



Két néi nhanh dang ciu ciia Dung cu ¢b
dinh mém tim Atlas™ 360

Tay dé cé dinh Hercules 360

Khép néi (giir chit khi
lip) Két néi nhanh

\ dang cau

Pau kep

Khong giir & day khi lap
dung cu co dinh

Hinh 4 — Lap Dung cu c6 dinh mém tim Atlas™ 360 vao Tay dé& c¢é dinh Hercules 360

2. Lap dau ndi luer duc cua dng chan khdng vao cong luer cai cia khéa ba chac diéu chinh
chan khong, dam bao da TAT nguon chan khong. Lép dau néi ngudn chan khdng cua ong
chan khéng vao ngudn chan khéng va chinh khéa ba chac vé vi tri TAT néi véi ngudn chan
khéng.

3. Xoay b6 diéu chinh chan khéng cua ngudn chan khéng vé muc ap suit 4am du dé cb dinh
dung cu cb dinh mom tim Atlas. Do ¢6 su thay doi trén thiét bj OR va dung cu di kém, s
dung murc chan khong it nhat c6 thé dé van dam bao hiéu suat san pham. B¢ diéu chinh chan
khong khong dugce vuot qua -250 mmHg.

LUU Y: Giéi han -250mmH duoc ghi rd trén nhan mau xanh cua éng chan khang.

CANH BAO
Str dung qué mure ap suat chan khdng am c6 thé 1am v cac moé.

4. Xoay khéa ba chac diéu chinh chan khdng vé vi tri MO ndi véi ngudn chan khéng va dung
cu ¢o dinh moém tim. Xac dinh vi tri dat cua dung cu co dinh véi mé.

CANH BAO

Can trong khong lam tic 10ng dan chan khong trudce khi dam bao vi tri ¢ dinh phi hop.

5. Xac dinh vi tri chinh xé4c cua dung cu ¢ dinh mom tim theo yéu cau. Xoay tay cam chinh
ciia Tay d& c6 dinh Hercules 3/360 theo chiéu kim dong hd cho dén khi khoang cach giira
giodng nén dong chat lai. D& biét thém cac hudng dan cu thé, vui long tham khao viéc st
dung Tay d& cb dinh Hercules 3/360.



6. Bé thao dung cu cb dinh mom tim ra khoi cac mo, xoay van khoa diéu chinh chan khéng vé
vi tri MO truéce khi thao dung cu.

CANH BAO

MO van khoa diéu khién chan khéng va TAT ngudn chan khong truge khi thdo dung cu cb
dinh mom tim.

BAO QUAN
Diéu kién bao quan Dung cu ¢ dinh mém tim Atlas:

e Bao quan ¢ noi sach s&, khong bui ban, tranh &nh nang mat trai tryuc tiép, nhiét do, do
am khong qué cao va khdng ro ri nudc.
e Khdng bao quan thiét bi gin ngudn hda chit.

THAI BO

Sau khi sir dung xong, hdy thai bo san phdm va déng goi theo luat va quy dinh cua qudc té,
lién bang, nha nudc, dia phuong va/hoac co quan quan ly, bénh vién.
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English

Instructions for Use

Atlas™ Positioner Attachments
Attachments for Hercules™ 3/360 Universal Stabilizer Arms
Catalogue Numbers T401261 & T401261U
Sterile

CAUTION: Before use, please read carefully the instructions for use
of the Hercules™ 3/360 Universal Stabilizer Arms in addition to these
instructions for use.

PRODUCT DESCRIPTION

The Atlas™ Positioner Attachment and Atlas™ 360 Positioner Attachment
are sterile single use accessory devices for use with the Hercules™ 3 or
360 Universal Stabilizer Arms (Product Reference T401161 or T401160).
The attachment is provided in a double barrier sterile package and is
intended for single use only. This attachment is used to position the heart to
provide exposure and access during beating heart CABG (coronary artery
bypass graft) procedures. The positioner attachment is affixed to the tissue
by means of negative pressure.

Included in the sterile package is:
Atlas consisting of the following parts (see Figure 1):
¢ The Cup/Spring/Elbow Assembly with an approximately 22”
length of %" outer diameter tubing with female luer connector
on one end to connect to stopcock.
¢ Hi-flow blue 4 way stopcock

Accessory vacuum tubing consisting of the following parts (see
Figure 2):

* A 12 length of ¥4 internal diameter tubing with a male luer
connector on one end and vacuum source connector on the
other end

* A3 segment of 4" internal diameter tubing with female
connectors on both sides to connect the canister to the vacuum
regulator if required.

Figure 1 — Atlas™ Positioner Figure 2 — Atlas™ Positioner
Attachment with tubing and Attachment accessory vacuum
stopcock tubing



Refer to Table 1 for available versions of the Atlas Positioner Attachments.

Table 1
Product Type of
Reference Quick Interfacing Stabilization Platforms
Number Connect
- - - "
T401261 Shaft Quick Hercules™ 3 Universal Stabilizer Arm

Connect (Product Reference: T401161)

T401261U

Ball Quick Hercules™ 360 Universal Stabilizer Arm
Connect (Product Reference: T401160)

INTENDED USE

The Atlas Positioner Attachments are intended for use to position the heart
to provide exposure and access during beating heart CABG (coronary
artery bypass graft) procedures.

CONTRAINDICATIONS

The Atlas Positioner Attachments are contraindicated for use in patients
with local or systemic infection.

Do not position the attachment on newly infarcted tissue, aneurysmal
tissue, fragile tissue, or directly over a coronary artery.

WARNINGS

This device is sterilized using gamma irradiation and is

intended FOR SINGLE USE ONLY. DO NOT REUSE. DO NOT
RESTERILIZE. DO NOT REPROCESS. REPROCESSING MAY
COMPROMISE THE STERILITY, BIOCOMPATIBILITY AND
FUNCTIONAL INTEGRITY OF THE DEVICE.

If the packaging is damaged, do not use, as sterility of the device
may have been compromised.

Inspect the product thoroughly for damage prior to use. Do not use
damaged product.

Proper surgical procedure and technique is the responsibility of
the attending medical professional (physician). Each surgeon
must evaluate the appropriate use of this device, case by case,
based upon medical training, experience, and the type of surgical
procedure employed.

Repeated bending of the malleable zone of the shaft will
eventually cause the shaft to break. Slowly bending the malleable
zone will increase the allowable range of deformation of the shaft.
The integrity of the shaft should be visually verified after bending.
Excessive flexing of the malleable zone may cause breakage.
Take care not to occlude the vacuum lumen prior to obtaining
proper positioning.



* Use of excessive negative vacuum pressure may cause tissue
damage.

¢ Place vacuum control stopcock OPEN to atmosphere and
OFF to the vacuum source prior to removal of attachment
from tissue.

CAUTION

United States Federal Law restricts this device to sale by or on the order of
a physician or other licensed practitioner.

INSTRUCTIONS FOR USE

1. Using aseptic technique, remove the positioner attachment and the
accessory vacuum tubing from its packaging and pass to the surgical
field for attachment to the compatible Hercules Universal Stabilizer
Arm (see Table 1).

a. For connection to the Hercules 3 Universal Stabilizer Arm:
Slide the sleeve of the Hercules Universal Stabilizer Arm
forward and insert the shaft of the attachment into the quick
connect with the detent on the shaft (of the attachment) facing
the flat area with logo on the sleeve of the Hercules Universal
Stabilizer Arm (see Figure 3). Return the sleeve to its original
position to lock the accessory device into the quick connect.
Check for secure connection.

Shaft Quick Connect of Atlas™

Hercules™ 3 Universal Positioner Attachment
Stabilizer Arm

Detent
Flat area on
veere \ /

Slide sleeve forward to insert/
remove attachments

Figure 3 — Attachment of the Atlas™ Positioner Attachment to the
Hercules™ 3 Universal Stabilizer Arm

b. For connection to the Hercules 360 Universal Stabilizer Arm:
Grasp the sleeve of the Hercules Universal Stabilizer Arm and
press the ball of the attachment into the collet of the Hercules
Universal Stabilizer Arm (see Figure 4). Check for secure
connection.



NOTE: Ensure that the sleeve is grasped during
attachment insertion. Failure to grasp the sleeve may result
in an inability to insert the attachment.

Ball Quick Connect of Atlas™ 360
Positioner Attachment

Hercules™ 360 Universal

Stabilizer Arm 1
- NQ @
Sleeve (grasp during _» / :

attachment insertion) : g

BaII Quick

7 Connect
* ’ kCoIIet

Do NOT hold here during
attachment insertion

Figure 4 — Attachment of the Atlas™ 360 Positioner Attachment to the
Hercules™ 360 Universal Stabilizer Arm

2. Attach male luer connection of accessory vacuum tubing to the
female luer port of the vacuum control stopcock, making sure
the vacuum source is switched OFF. Attach the vacuum source
connector of the accessory vacuum tubing to the vacuum source and
turn the vacuum control stopcock OFF to the vacuum source.

3. Turn the vacuum regulator of the vacuum source on to sufficient
negative pressure to affix the Atlas Positioner Attachment to tissue.
Due to variations in OR equipment and utilities, use the least amount
of vacuum necessary for desired product performance. The regulator
should not exceed -250 mmHg.

NOTE: The limit of -250 mmHg is clearly indicated on the blue labels
that are found on the accessory vacuum tubing.

WARNING
Use of excessive negative vacuum pressure may cause tissue
damage.

4. Turn the vacuum control stopcock OPEN to the vacuum source and
positioner attachment. Verify attachment of the positioner to the
tissue.

WARNING
Take care not to occlude the vacuum lumen prior to obtaining positive
positioning.




5. Position the positioner attachment as required. Turn the main handle
of the Hercules 3/360 Universal Stabilizer Arm clockwise until the gap
between the compression washers closes. For further instructions
refer to the instructions for use of the Hercules 3/360 Universal
Stabilizer Arms.

6. To release the tissue from the positioner attachment, turn the vacuum
control stopcock OPEN to the atmosphere prior to removal of the
positioner attachment.

WARNING
Place vacuum control stopcock OPEN to atmosphere and OFF to the
vacuum source prior to removal of attachment from tissue

STORAGE

The Atlas Positioner Attachments storage conditions:

. A clean, dust-free location out of direct sunlight and free
from risk of high temperature, excessive humidity, and water
leakage.

. Do not store the device near chemicals.

DISPOSAL

After use, dispose of product and packaging in accordance with hospital,
administrative and/or local, state, federal and international laws and
regulations.
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Ban dich tir tiéng Anh

Huwéng dan sir dung
Tay dé& c6 dinh Hercules 3/360"
Catalogue sé T401160 & T401161

THAN TRONG: Poc k§ cic hwéng din sir dung sau trwéc khi sir dung. Tuan thi cac quy
dinh vé chéng chi dinh, canh bao va cac bi¢n phap phong ngira dwec ghi trong cac chi
dén. Néu khong c6 thé khién bénh nhan gap phai cac bién ching.

MO TA SAN PHAM

Tay d& ¢ dinh Hercules 3 va Hercules 360 c6 thé tai st dung va duoc cung cap & tinh trang
v triung. Thiét bi bao gdm 1 co cau ndi xa (Két ndi nhanh dang qua cau hoic dang khop nbi
tiéu chuan caa Terumo®), 1 tay d& dang khop ndi c6 cac lién két, tay cam dé cang cap, va
mot co cau dé gan thiét bj véi mot banh xuong tc. Tham khao Bang 1 dé biét thém thdng tin
vé c4c phién ban moi cua Tay d& cd dinh Hercules. Xem Hinh 1 — so d Tay d& c6 dinh
Hercules 3".

CANH BAO Thiét bi phai duoc 1am sach, béi tron va vo tring truéc khi st dung lan dau va
truéc 1an sir dung tiép theo.

TAY CAM CHINH

GIOANG NEN

TAY BO DANG
KHOP NOI c6 cac
LIEN KET

KEP GAN
BANH

TAY CAM KEP GAN
BANH

CO CAU NOI XA

Hinh 1 - Tay d& ¢é dinh Hercules 3"



Bang 1

Model Loai co’ cau ndi xa Chiéudai | Loaidau
noi
Hercules™ 360 Universal Két ndi nhanh dang qua 6.50 in 19
Stabilizer Arm — S6 tham chiéu cau Terumo® (16.51 cm)
T401160
Hercules™ 3 Universal Két ndi nhanh dang truc 6.35in 18
Stabilizer Arm — S tham chiéu Terumo® (16.13 cm)
T401161

Luu ¥: Cau hinh kién hang géom c6 mét (1) Tay d& c6 dinh Hercules méi hop
Terumo Cariovascular Group ¢6 sin cac dung cu c¢é dinh sir dung mét lan hoac nhiéu lan
duoc thiét ké str dung cung véi Tay d& ¢ dinh Hercules.
Xem bang 2 dé biét thém thdng tin vé& cac dung cu ¢ dinh sir dung cing véi Tay d& ¢ dinh
Hercules 360 (Sé tham chiéu T401161).

Bang 2
S6 tham chiéu M0 ta
T401261U Dung cu ¢6 dinh mom tim Str dung mot 1an
Atlas™ 360
T401231U Dung cu ¢ dinh mach vanh Str dung mot lan
Titan™ 360

Xem bang 3 dé biét thém thong tin vé cac dung cu cb dinh sir dung dung véi Tay d& c¢b dinh
Hercules 3 (S6 tham chiéu T401161).

S6 tham chiéu M6 ta
T401261 Dung cu ¢ dinh mom tim Str dung mot 1an
Atlas™
T401231 Dung cu ¢6 dinh mach vanh Str dung mot 1an
Titan™
T401231LS Dung cu ¢6 dinh mach vanh Str dung mot 1an
Titan™, truc dai
T401244 Dung cu c6 dinh mach vanh Str dung mot 1an
StableSoft™ I
T401245 StableSoft™ II, truc dai Str dung mot 1an
T401209S Dung cu hd tro StableSoft™ 3L Str dung mot 1an
T401210S Dung cu hd trg StableSoft™ 3S Str dung mot 1an
T401211S Dung cu hé trg StableSoft™ 2L Str dung mot 1an
T401212S Dung cu h trg StableSoft™ 2S Str dung mot 1an

CHi PINH SU DUNG

Tay d& ¢ dinh Hercules 3 va Tay d& ¢ dinh Hercules 360 dugc sir dung trong phau thuat tim
- 16ng nguc dé hd tro su 6n dinh va dinh vi céc cau tric giai phiu khac nhau trong cac quy
trinh phau thuat khéac nhau.



CHONG CHI PINH

Tay d& ¢ dinh Hercules 3 va Tay d& ¢ dinh Hercules 360 chéng chi dinh cho cac bénh nhan
bi nhiém tring tai chd hoic toan than.

CANH BAO VA THAN TRONG
CANH BAO

Chi cac bac si c¢6 kinh nghiém duoc dao tao bai ban vé phau thuat tim va cé su hd tro
ctia bac si gdy mé c6 kinh nghiém méi duoc phép sir dung Tay d& cb dinh Hercules.
Cac (Bac si) chuyén gia y té dang tham gia phau thuat phai chju trach nhiém vé k¥
thuat va quy trinh phiu thuat pht hgp. Ty ting truong hop cu thé, mdi bac si phiu
thuat phai danh gia st dung thiét bj nay cho phu hop duya trén kinh nghiém va dao tao
cling nhu thu thuat phau thuat duoc st dung.

Str dung luc qua muc c6 thé 1am day cép bi tray xudc, gay hoic vé. Khéng st dung
Tay d& ¢ dinh Hercules néu thiét bi khdng ¢ dung vi tri.

KHONG PUGQC dit lai tay d& néu Tay d& cé dinh Hercules bi kéo cing. Do hanh
dong nay co thé 1am cho day cap caa Tay d& cb dinh Hercules bi giy va cé thé bi
hong.

Str dung sai hoic qua sire thiét bi s& 1am hong va phai thay thé.

Can phai kiém tra truc quan cac vét nut gay day cap. Khong dung ngén tay dé kiém
tra.

Khong str dung thiét bi tiét tring bang khi hydrogen peroxide nhu may tiét tring
STERRAD® dé khur tring lai thiét bi do c6 thé gay hu hong hoic pha v& thanh phan
c6 chtra Nylon. Vui 1ong lién hé véi nha san xuat giodng/bd phan khtr trung tu dong
truéc khi sir dung dé xac dinh xem cac théng sé xir Iy gioang/bd phan khu triing c6
tuong thich véi Tay d& ¢b dinh Hercules khéng.

Thuc hién dung theo cac hudng dan cia nha san xuit vé nong d6 dung dich tay ria va
str dung hop ly tranh tén du lugng axit hodc pH cao, c6 thé gy an mon va gay v thiét
bi

CAC BIEN PHAP PHONG NGUA

C6 thé d& dang phét hién d6 bén moi cua cap va tir d6 tranh duoc cac hong héc bang
cach kiém tra cap trudc khi sir dung. Trudce khi bat dau mdi ca phau thuat, phai dam
bao tay d& dd duoc tha long hoan toan, quan sat va xac dinh xem cép c6 dau hiéu bi hu
hong nao khéng (vi du minh hoa - Hinh 3). Khéng st dung néu thay cd cac dau hiéu bi
hu hai do cép c6 thé bi hong trong qua trinh phiu thuat.

Khéng sir dung dung dich clo (nhu chat tdy) dé lau chui Tay d& cb dinh Hercules do
c6 thé gay an mon.

THAN TRONG

1. Luat lién bang Hoa Ky han ché viéc ban thiét bi nay boi hoidc theo 1énh cua bac si

hoic cac ngudi duoc cap phép hanh nghé khac.



HUONG DAN SU DUNG

|. KIEM TRA TRUOC KHI SU DUNG

1. Truéce khi st dung, can phai ngi long hoan toan va kiém tra truc quan thiét bi. Kiém tra ky
ludng toan bo day cap bang céch kiém tra khoang cach giita cac dau ndi. Can phai tranh moi
vét tray xudce hodc mai mon. Khong sir dung thiét bi néu phat hién c6 chd bi mai mon. Xem
Hinh 2 va Hinh 3 vé céc vi du minh hoa cua cap binh thudng va cép bi hu hong.

Hinh 2 — Cap binh thwong Hinh 3 — Cap bi hw héng — KHONG SU
DUNG
2. Kiém tra, x4c minh céc chirc ning cua thiét bi bang cach siét chat va néi long cap, xoay tay
cam chinh dé kiém tra.

I1. QUY TRINH

CANH BAO Thiét bi phai dwec l1am sach va vé trung trwéc khi siv dung lan diu va
trwéc 1an sir dung tiép theo (tham khio chwong HUONG DAN XU LY).

1. Lap thiét bi phuy trg vao co cau ndi xa. C6 hai loai giao dién dung cu ¢ dinh c6 thé duoc st
dung.

a. Bé ndi véi dung cu cb dinh TRUC NOI NHANH Terumo tiéu chuan, truot khop ndi cua
Tay d& cb dinh Hercules vé phia trudc va lap truc cia dung cu ¢ dinh vao dau néi nhanh véi
chét chan trén truc (caa dung cu ¢é dinh) dbi dién voi phan phing co logo trén khép néi cua
Tay d& c¢b dinh Hercules (xem Hinh 4). Pua khop néi vé vi tri ban dau dé khda ham thiét bj
phu trg vao dau ndi nhanh. Kiém tra chd néi dam bao chic chén.



CO CAU NOI XA

VE PHIA MAT PHANG CUA KHGP NOI

GIONG THANG CHOT HAM TREN TRUC \

TRUC NOI NHANH

T KHGP NOI

Truot khép ndi vé phia truge dé thao/lap
dung cu co dinh

Hinh 4 — Lip thiét bi phu trg vae Tay d& c6 dinh Hercules 3 (S6 tham chiéu T401161)

b. Bé néi KHOP CAU NOI NHANH Terumo, giir chit khp ndi cia Tay d& ¢b dinh Hercules
va 4n khop cau cua dung cu ¢b dinh vao dng kep cia Tay d& ¢ dinh Hercules (xem Hinh 5).
Kiém tra dam bao ndi chéc chan.

LUU Y: Bam bao rang khép ndi dwoc Iap chéic chan khi Iap dung cu ¢b dinh. S& khang lap
duoc dung cu cb dinh néu khong gitr chat khop ndi.

CO CAU NOI XA

KHOP NOI (GIT
CHAT KHI LAP
DUNG CU CO
DINH)

KHONG PUGC
GIU CHAT KHI
. NOI DUNG CU
\ ONG KEP CO DINH
KHGOP CAU
NOI NHANH




Hinh 5 — Lip thiét bi phu tro vao tay d& c6 dinh Hercules 360 (s6 tham chiéu T401160)

2. Lip kep cua banh vét mé cua Tay d& ¢ dinh Hercules 360 vao banh bang cach truot mo
cip sau nguoc tro lai va dit kep cua banh vao tay cam banh vét mé. Bé moé cip sau bat dong
chit vao tay cam banh trude khi xoay tay cam kep banh theo chiéu kim déng hd dé ham chit
Tay d& ¢ dinh Hercules.

3. Xac dinh dung vi tri caa Thiét bi phu trg theo yéu cau. Xoay tay cam chinh theo chiéu kim
ddng hd cho dén khi khoang cach giita gioang nén dong chit lai nhu dwoc mé ta trong Hinh 6.
Khoang cach khit chat giita cac gioang cho biét da dat dugc do cing cap theo khuyén cdo nhu
trong hinh duéi day.

THAN TRONG Khéng dugc chinh lai vi tri ma khdng néi long tay cam chinh.

GIOANG NEN

Hinh 6 — Vi du vé gioing nén dwoc lip chit
I11. KIEM TRA SAU KHI SU DUNG

Sau mdi lan str dung, can phai ngi long hoan toan tay d& ¢ dinh. Kiém tra truc quan giita dau
ndi cudi cing va co ciu kep dé dam béo céap khong bj tray xudc hu hong. Do bén moi cép va
cac vét tray xudc thuong xay ra ciing mot vi tri, & dau cudi cua tay d& cb dinh, gan véi kep
Iip trén banh vét mé, do vay rat dé phat hién ra cac vét trdy xudc. Can dam bao cép khéng bi
mai mon hay cd cé4c vét trady xudc. Xem Hinh 7 dé hiéu rd hon vé do bén moi va cac vét tray
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xudc trén cap. Ngoai ra ciing can phai kiém tra dam bao khong ¢ diu hiéu nat v& hay thiéu
gioang nylong (mau d6) nhu thé hién trong Hinh 8 va Hinh 9.

Néu phat hién c6 cac ddu hiéu mai mon, khong duoc st dung va lién hé voi Pai dién Terumo
hodc goi dén Trung tm Dich vy hd tro khach hang dé duge tu van thay thé. Khong duoc sir
dung thiét bi néu thiét bi @ mot trong cac diéu kién nhu Hinh 7, Hinh 8 va Hinh 9.

Hinh 8 — Giosng nylon bi nirt Hinh 9 — Thiéu gioing nylon

HUONG DAN XU LY
CANH BAO
Néu thwc hién cac bién phap lam sach va vé tring khac so véi cac khuyén céo, can phai

dam bao hi¢u qua ciia cac phwong phap nay ciing nhw xic minh cac anh hwéng dén cac
chire niing va vat liéu caa Tay do cé dinh Hercules.

THAN TRONG Can xt ly thiét bi ngay sau mdi lan sir dung hop ly (khuyén céo trong mot
gio).

I. PIEM SU DUNG

Dung gidy/vai ding mét lan dé loai bo céc chat can ban con sot lai.

Il. CHUAN BI LAM SACH

Pam bao da ndi long hoan toan tay cam chinh trude khi sir dung va céc dung cu ¢b dinh duoc
thao ra tir dau cudi cing cua Tay d& ¢d dinh Hercules. Tién hanh vé sinh va vé tring sir dung



cac phuong phap tu dong hoic bang tay nhu mé ta dudi ddy, tun thu theo cac huéng dan, bdi
tron va vo trung.

I11. LAM SACH VA VO TRUNG
BANG TAY

1. Rtra sach bang nudc khir ion/tham thau nguoc (RO/DI) trong it nhat 1 phat dé loai bo cac
chat can ban hoac manh vun con sot lai, co tinh dén khoang céch gitra cac dau két ndi.

2. Ngam thiét bi trong thiét bi 1am sach c6 chira dung dich tay rira enzym 0.8% trong it nhat 5
phit. Terumo Cardiovascular Group khuyén cdo nén st dung ENZOL/Cidezyme hoic chat
tuong dwong phu hop dé vé sinh thiét bi. ENZOL/Cidezyme la mot thiét bi 1am xir ly protein
chuyén loai bo cac vét ban nhu mau hozc cdc manh vy con s6t lai trong qua trinh phau thuat.
3. Kich hoat va Iip thiét bi dé dam bao kha ning tham qua cua dung dich 1am sach va loai bo
duoc cac bong bong khi bi dong lai.

4. Sir dung ban chai mém hoic khin lau khéng c6 xo vai dé lau chii sach s& cac dau néi bang
dung dich tay rira enzym 0.8% (ENZOL/Cidezyme). Lau sach céc vét mau hoac manh vun
con sot lai. Bam bao tat ca cac bo phan chuyén dong duoc 1am sach ky ludng tranh khong dé
cac manh vy anh huong dén chuyén dong cua thiét bi.

5. X4i rira k§ cac bo phan khé lau chiii bang sing phun nudéc. Xdi rira sach day cap néi giita
cac dau ndi trong 5 gidy. Lam sach co ciu ndi xa trong 15 giay.

6. Lam sach thiét bi véi song am trong dung dich tiy ria 0.8% ENZOL/Cidezyme &
104°F/40°C trong vong 10 phut. Trugc khi lam sach bang song am, dat thiét bi trong dung
dich 1am sach dé dam bao kha ning tham nhap caa dung dich 1am sach va loai bé dugc cac
bong bdng khi bi dong lai.

7. X6i rira ki céc bo phan kho lau chii bang sung phun nudc. Xdi rira sach day cap néi giira
cac dau ndi trong 5 gidy. Lam sach co cu ndi xa trong 15 giay.

TU PONG
1. 2 phit 1am sach duéi voi nuéc lanh. Bé kho

2. 5 phat 1am sach bang nudc khir ion & 55°C str dung 0.5% Neodisher Mediclean forte (Dr.
Weigert, Hamburg). Dé khd

3. 3 phut suc rira sach bang nuéc va trung hda bang nude khi ion. Bé khd
4. 3 ph(t tiét tring bang nhiét & 93°C véi nuéc khir ion. Dé khod
5. 10 phat dé khd

THAN TRONG Khéng str dung dung dich clo (nhu chat tay) dé lam sach Tay d& cb dinh
Hercules do c6 thé 1am dn mon thiét bi.
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IV. KIEM TRA, BAO TRI VA THU NGHIEM

Kiém tra truc quan toan bo Tay d& c¢b dinh Hercules, dam bao sach s& dé loai bo cac chat ban
con ton du. Néu van con sot lai md, mau, mi hay chat ban, 1ap lai quy trinh cho dén khi thiét
bi hoan toan sach.

Pam bao tay d& da duoc nagi 1ong hoan toan, kiém tra toan bo cap dé tranh hu hong. Cép
khong c6 dau hiéu bi mai mon hodc tray xudc. Néu phét hién cap bi mai mon, lién hé véi
Terumo Cardiovascular dé dugc thay thé. Hién twong bén moéi va mai mon cuaa cép 1a hién
tuong binh thuong xay ra sau nhiéu lan sir dung. Khi cap bat dau c6 dau hiéu bén mai, cac bo
cap ngoai cung s& bat dau bi nut v& va tray xudéc. Ngudi dung co thé phat hién cac dau hiéu
bén mai do cac vong quay cua tay cam khong 1am cimg hoa dugce tay dd va cd thé nghe dugc
am lic cac. Am thanh nay cho biét cac day cap da bi dut v&. Mot khi cép bi tray xudc, day
cap sé tiép tuc bi dut sau nhiéu lan sir dung vai cac vong quay lién tuc cua tay cam.

Trong mét s6 truong hop hiém hoi va khong may, néu cap hoan toan bi dat va cac dau khop
ndi hoan toan roi ra, diéu can thiét 1a phai tinh toan k¥ ludng viéc két ndi tir xa va tat ca cac
dau ndi phai theo Bang 1 cua IFU nay.

Kiém tra dam bao chuyén dong tron tru caa tay cam kep banh vét mé, mo cap sau, tay cam
chinh va tay d& c6 khép ndi. Kiém tra cac gioang bac 16t nylon va thép khong gi gan véi tay
cam chinh @& dam bao tit ca déu nguyén ven. Can phai tra lai thiét bj néu phét hién ra céc
khiém khuyét.

V. BOI TRON

DPé dam bao hiéu suat ti da thiét bi va tdi wu hoa tudi tho, can phai bodi tron thiét bi bang
dung dich boi tron Steris Hinge-Free (hoic loai twong dwong) theo huéng dan cua nha san
Xuat trugc mdi chu ky v trang thiét bi. Bam bao céc vit tay cAm duoc théo long hoan toan
trude khi boi tron.

VI. VO TRUNG

V6 tring thiét bi bang phuong phap khir tring ndi hip &p suat p dung cac tham sé xir ly sau
trong Bang 4. Bam bao tay d& khdng bi siét chat trong qua trinh vo tring.

Bang 4
Mo ta Nhiét do Thoi gian vo trung | Theoi gian lam kho
t6i da
Thay thé bo trong luc 132°C - 138°C 15-20 phut 30 phut
(dugc cuon)
B6 chan khong (duoc 132°C - 138°C 4-20 phat 20 phat
cuon)
B0 chan khong (dugc 134°C - 138°C 3-20 phat 20 phut
cuon)
BAO QUAN

Diéu kién bao quan Tay d& cb dinh Hercules:
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e Bao quan ¢ noi sach s&, khdng bui ban, tranh anh nang mat troi truc tiép, nhiét do, do
am khong qué cao va khéng ro ri nuéc.
e Khong bao quan thiét bi gan ngudn hoa chat.

CAC HAN CHE KHI XU LY

Qua trinh xtr Iy hodc vé sinh nhiéu 1an khong anh huong dang ké dén tudi tho thiét bi.

HAN DUNG

Kiém tra thiét bi truéc mdi lan sir dung dé dam bao khong c6 hién trong mai mon va/hoic hu
hong bét thuong. Khong sir dung thiét bi néu phat hién thay c6 mai mon. Thoi han sir dung
thiét bi 12 48 thang ké tir ngay san xuat.

THAI BO

Khi hét han str dung, hdy thai bo san pham va dong goi theo luat va quy dinh cua qubc té, lién
bang, nha nudc, dia phuong va/hodc co quan quan ly, bénh vién.
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English

Instructions for Use

Hercules™ 3/360 Universal Stabilizer Arm
Catalogue Number T401160 & T401161

CAUTION: Carefully read all instructions prior to use. Observe
all contraindications, warnings and precautions noted in these
directions. Failure to do so may result in patient complications.

PRODUCT DESCRIPTION

The Hercules™ 360 and Hercules™ 3 Universal Stabilizer Arms are
reusable and are supplied non-sterile. They consist of a distal connection
mechanism (either standard Terumo® Ball Quick Connect or Terumo® Shaft
Quick Connect), an articulating arm with links, a handle for providing cable
tension, and a mechanism to mount the device to a sternal retractor. Refer
to Table 1 for available versions of the Hercules Universal Stabilizer Arms.
See Figure 1 for a diagram of the Hercules 3 Universal Stabilizer Arm.

WARNING Device must be cleaned, lubricated, and sterilized prior to first
use and before subsequent uses.

COMPRESSION MAIN HANDLE

WASHERS\ N

ARTICULATING .,/\-
ARM containing \ .

RETRACTOR
MOUNTING
CLAMP

REAR JAW RETRACTOR
CLAMP HANDLE

DISTAL CONNECTION
MECHANISM

Figure 1 — Hercules™ 3 Universal Stabilizer Arm



Table 1

Type of distal # of
Model connection Length Links
mechanism
Hercules™ 360 Universal Terumo 6.50 in
Stabilizer Arm — Product Ball Quick (16.51 cm) 19
Reference T401160 Connect ’
Hercules™ 3 Universal Terumo 6.35 in
Stabilizer Arm — Product Shaft Quick (16.13 cm) 18
Reference T401161 Connect ’

Note: The packaging configuration consists of one Hercules™ Universal
Stabilizer Arm unit (1) per box.

A wide variety of single-use and reusable attachments are available from
Terumo Cardiovascular Group intended for use with the Hercules Universal
Stabilizer Arm.

See Table 2 for potential attachments for use with Hercules™ 360
Universal Stabilizer Arm (Product Reference: T401160).

Table 2
Product Reference Description
T401261U Atlas™ 360 Positioner Attachment Sblge'e
T401231U Titan™ 360 Stabilizer Attachment S:Jr‘sge'e

See Table 3 for potential attachments for use with Hercules™ 3 Universal
Stabilizer Arm (Product Reference: T401161).

Table 3
Product Reference Description
Atlas™ Positioner .
T401261 Attachment Single use
Titan™ Stabilizer )
T401231 Attachment Single use
Titan™ Stabilizer
T401231LS Attachment, Long Single use
Shaft
StableSoft™ || .
T401244 Stabilizer Single use




StableSoft™ Il Long

T401245 Shaft

Single use

Assistant with )
T401209S StableSoft™ 3L Single use

Assistant with )
T401210S StableSoft™ 3S Single use

Assistant with .
T401211S StableSoft™ 2L Single use

Assistant with .
T4012128 StableSoft™ 25 Single use

INTENDED USE

The Hercules 3 Universal Stabilizer Arm and Hercules 360 Universal
Stabilizer Arm are intended for use in cardiothoracic surgery to support
stabilization and positioning of various anatomical structures during various
procedures.

CONTRAINDICATIONS

The Hercules 360 and Hercules 3 Universal Stabilizer Arms are
contraindicated for use in patients with local or systemic infection.

WARNINGS AND PRECAUTIONS
WARNINGS

* The Hercules Universal Stabilizer Arm should only be operated by
experienced physicians properly trained in beating heart surgery and
the assistance of an experienced anesthetist is required.

» Proper surgical procedure and technique is the responsibility of
the attending medical professional (physician). Each surgeon must
evaluate the appropriate use of this device, case by case, based
upon medical training, experience, and the type of surgical procedure
employed.

« Excessive torque might cause cable to fray, snap or break. If the
Hercules Universal Stabilizer Arm does not hold position, it should not
be used.

« DO NOT reposition the arm when the Hercules Universal Stabilizer
Arm is tensioned. It will cause the cable in the flexible Universal
Stabilizer Arm to fray and possibly break.

* Heavy or improper use of devices may cause damage requiring
replacement of unit.

« Visually inspect cable for fray. Do not use fingers to check for cable
fray.



« This unit is not to be reprocessed using hydrogen peroxide gas
plasma sterilization such as STERRAD® sterilizer which can cause
damage or breakage to the Nylon bearing component. Please contact
the manufacturer of the automated washer/disinfector prior to use
to determine if the washer/disinfector processing parameters are
compatible with the Hercules Universal Stabilizer Arm.

« Strictly follow the manufacturer’s instructions for concentration of the
detergent solution and proper use to avoid high acidity or alkaline pH
balances, which may cause corrosion and result in breakage.

PRECAUTION

« Cable fatigue and wear can be easily detected, and failure prevented,
by examining the cable before each use. Prior to beginning each
procedure, while the arm is fully loosened, look at the arm to
determine if the cable shows signs of fraying (see Figure 3 for fraying
example). Do not use if signs of fraying are present as a cable may
suddenly fail during a procedure.

» Do not use chlorine based solutions (such as bleach) on the Hercules
Universal Stabilizer Arm as this can cause corrosion.
CAUTION

« United States Federal Law restricts this device to sale by or on the
order of a physician or other licensed practitioner.

INSTRUCTIONS FOR USE

|. PRE-USE INSPECTION
1. Prior to use, the unit should be fully loosened and visually
inspected. The entire cable should be inspected by examining
the spaces between links. No signs of wear or fraying of the
cable should be present. If any wear is found, the device should
not be used. See Figure 2 and Figure 3 for examples of normal
and fraying cables.

Figure 2 - Appearance Figure 3 - Appearance of a
of a normal cable fraying cable — DO NOT USE

2. Verify function of the device by tightening and loosening the
cable by turning the main handle.



Il. PROCEDURE

WARNING Device must be cleaned and sterilized prior to first use
and before subsequent uses (Refer to chapter on REPROCESSING
INSTRUCTIONS).

1. Attach an accessory device to the distal connection
mechanism. There are two different types of attachment
interfaces that can be used.

a. For connection of a standard Terumo SHAFT QUICK
CONNECT attachment, slide the sleeve of the Hercules
Universal Stabilizer Arm forward and insert the shaft of
the attachment into the quick connect with the detent on
the shaft (of the attachment) facing the flat area with logo
on the sleeve of the Hercules Universal Stabilizer Arm
(see Figure 4). Return the sleeve to its original position to
lock the accessory device into the quick connect. Check
for secure connection.

DISTAL CONNECTION MECHANISM

ALIGN DETENT ON SHAFT TO
FLAT ON SLEEVE

SHAFT QUICK CONNECT

SLEEVE

Slide sleeve forward to
insert/remove attachments

Figure 4 — Attachment of accessory device to the Hercules™
3 Universal Stabilizer Arm (Product Reference T401161)



b. For connection of a Terumo BALL QUICK CONNECT
attachment, grasp the sleeve of the Hercules Universal
Stabilizer Arm and press the ball of the attachment into
the collet of the Hercules Universal Stabilizer Arm (see
Figure 5). Check for secure connection.

NOTE: Ensure that the sleeve is grasped during attachment
insertion. Failure to grasp the sleeve may result in an
inability to insert the attachment.

DISTAL
CONNECTION
MECHANISM
SLEEVE
(GRASP DURING
ATTACHMENT
INSERTION)
DO NOT
HOLD HERE
DURING
LLET
co ATTACHMENT
INSERTION

Figure 5 — Attachment of accessory device to the Hercules™
360 Universal Stabilizer Arm (Product Reference T401160)

2. Attach the retractor clamp of the Hercules 360 Universal
Stabilizer Arm to the retractor by sliding the rear jaw backward
and placing the retractor clamp onto the retractor arm. Allow
the rear jaw to spring closed against the retractor arm before
rotating the retractor clamp handle clockwise to clamp the
Hercules Universal Stabilizer Arm.



3. Position accessory device as required. Turn the main handle
clockwise until the gap between the compression washers
closes as depicted in Figure 6. The closing of the gap between
the washers indicates that the recommended cable tension is
reached as shown in the following picture.

CAUTION Do not reposition the arm without loosening the main handle.

Compression Washers

—

Figure 6 — Example of closed compression washers

Ill. POST-USE INSPECTION

After every use, the arm should be fully loosened. A visual inspection
should be conducted between the last link and the clamp assembly for
cable fray. Cable fatigue and fraying typically occurs in the same location,
at the back end of the arm, nearest the retractor mounting clamp, making
it very easy to detect early. There should be no signs of wear or fraying
of the cable. See Figure 7 with a cable demonstrating fatigue and fraying.
In addition, check for broken or missing nylon (red) washer depicted in
Figure 8 and Figure 9.

If wear is observed, do not continue use, and contact your local Terumo
Account Representative or call Customer Service for replacement. Again,
the unit should never be used in the conditions shown in Figure 7, Figure 8,
and Figure 9.

Figure 7 - Cable demonstrating fatigue and fraying



Figure 8 - Broken nylon washer  Figure 9 - Missing nylon washer

REPROCESSING INSTRUCTIONS

WARNING

Should cleaning and sterilization methods other than the
recommended be performed, validation of the effectiveness of these
methods must be performed, as well as verifying the effects on the
Hercules Universal Stabilizer Arm materials and functions.

CAUTION It is recommended that the device is reprocessed as soon as is
reasonably practical following use (recommended within one hour).

I. POINT OF USE

Remove excess soil with disposable cloth/paper wipe.

Il. PREPARATION FOR CLEANING

Ensure the main handle is fully loosened prior to cleaning, and that any
attachments are disconnected from the distal end of the Hercules Universal
Stabilizer Arm. Perform cleaning and decontamination using either the
manual or automated methods described below, followed by inspection,
lubrication and sterilization.

Ill. CLEANING AND DECONTAMINATION

MANUAL METHOD
1. Rinse thoroughly under reverse osmosis/deionized (RO/DI) water
for a minimum of 1 minute to remove gross soil and debris, taking
into account the gaps between the links.

2. Immerse the device in a 0.8% enzymatic detergent instrument
cleaner for a minimum of 5 minutes. Terumo Cardiovascular Group
recommends using ENZOL/Cidezyme, or a suitable equivalent.
ENZOL/Cidezyme is a brand of protein resolving cleaner to
remove all traces of blood and debris.

3. Actuate and tap the device to insure penetration of the cleaner and
release of trapped air bubbles.



10.

Scrub each link and cable thoroughly using a soft brush or lint-
free cloth under 0.8% enzymatic cleaner (ENZOL/Cidezyme).
Remove all traces of blood and debris. Make sure all moving parts
are cleaned thoroughly to prevent debris from interfering with
movement.

Rinse the device thoroughly for a minimum of 1 minute in RO/
DI water to remove dislodged surgical debris and the detergent
solution, taking into account the gaps between the links.

Flush any hard to reach areas under water with a spray gun.
Thoroughly flush the cable between each link for 5 seconds.
Flush the distal connection mechanism for 15 seconds.

Sonicate device in 0.8% ENZOL/Cidezyme cleaning solution at
104°F/40°C for 10 minutes. Prior to sonication, actuate device
in the cleaning solution to insure penetration of the cleaner and
release of trapped air bubbles.

Rinse the device thoroughly for a minimum of 1 minute in RO/DI
water taking into account the gaps between the links.

Flush any hard to reach areas under water with a spray
gun. Thoroughly flush the cable between each link for 5
seconds. Flush the distal connection mechanism for 15
seconds.

Dry device completely using compressed air.

CAUTION Do not use chlorine based solutions (such as bleach) on the
Hercules Universal Stabilizer Arm as this can cause corrosion.

CAUTION Incomplete rinsing after cleaning can cause enzymatic cleaner
to form a residue on the Hercules Universal Stabilizer Arm that may result
in binding of the links.

AUTOMATED CLEANING METHOD
MANUAL PRE-CLEAN

1.

Rinse thoroughly under reverse osmosis/deionized (RO/DI) water
for a minimum of 1 minute to remove gross soil and debris taking
into account the gaps between the links.

Immerse the device in a 0.8% enzymatic detergent instrument
cleaner for a minimum of 5 minutes. Terumo Cardiovascular Group
recommends using ENZOL/Cidezyme, or a suitable equivalent.
ENZOL/Cidezyme is a brand of protein resolving cleaner to
remove all traces of blood and debris.

Actuate and tap the device to insure penetration of the cleaner and
release of trapped air bubbles.



4. Scrub each link and cable thoroughly using a soft brush or lint-
free cloth under 0.8% enzymatic cleaner (ENZOL/Cidezyme).
Remove all traces of blood and debris. Make sure all moving parts
are cleaned thoroughly to prevent debris from interfering with
movement.

5. Flush any hard to reach areas under water with a spray gun.
Thoroughly flush the cable between each link for 5 seconds.
Flush the distal connection mechanism for 15 seconds.

6.  Sonicate device in 0.8% ENZOL/Cidezyme cleaning solution at
104°F/40°C for 10 minutes. Prior to sonication, actuate device
in the cleaning solution to insure penetration of the cleaner and
release of trapped air bubbles.

7. Flush any hard to reach areas under water with a spray gun.
Thoroughly flush the cable between each link for 5 seconds.
Flush the distal connection mechanism for 15 seconds.

AUTOMATED PROCESS

1. Two minute pre-clean with cold tap water. Drain.

2. Five minute clean with deionized water at 55°C using 0.5 % of
Neodisher Mediclean forte (Dr. Weigert, Hamburg). Drain.

3.  Three minute rinsing and neutralization with deionized water.
Drain.

4. Three minute thermal disinfection at 93°C with deionized water.
Drain.

5.  Ten minute drying.

CAUTION Do not use chlorine based solutions (such as bleach) on the
Hercules Universal Stabilizer Arm as this can cause corrosion.

IV. INSPECTION, MAINTENANCE AND TESTING

Visually inspect the entire Hercules Universal Stabilizer Arm for cleanliness
to assure residue has been removed. If any tissue, blood, pus or soil is still
present, repeat cleaning process.

Ensure the arm is fully loosened, and inspect the entire cable for damage.
There should be no signs of wear or fraying of the cable. If wear is
observed, return to Terumo Cardiovascular Group for replacement. Cable
fatigue and wear is a gradual event that occurs over many arm rigidifying
cycles. As the cable begins to fatigue, the outer strands will begin to
fray and break. The user can recognize onset of fatigue as continued
revolutions of the handle do not rigidify the arm and an audible popping is
heard. This sound indicates the individual cable wires breaking. Once cable
fraying begins, the cable will eventually sever after numerous continued
revolutions of the handle.
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In the rare and unfortunate event where a cable completely severs and the
articulating links disperse into the field, it is imperative to completely
account for the distal assembly and all links per Table 1 of this IFU.

Check for smooth movement of retractor clamp handle, rear jaw, and main
handle and articulating arm. Inspect the mated stainless steel and Nylon
thrust bearing washers near the main handle to verify all are intact. The
instrument should be returned for replacement if any defects are found.

V. LUBRICATION

For optimal device performance and to maximize useful life, lubrication

of the device using Steris Hinge-Free instrument lubricant (or equivalent)
per manufacturer’s instructions is recommended prior to each device
sterilization cycle. Ensure the handle is fully loosened to expose the screw
prior to lubrication.

VI. STERILIZATION

The device should be sterilized by autoclave sterilization method using the
following processing parameters shown in Table 4. Ensure the arm is not
tightened during sterilization.

Table 4
e Exposure Min. Drying
Description Temperature Time Time
Gravity o
Displacement 132 (;“,to 15-20 minutes .30
138°C minutes
(wrapped)
Prevacuum 132°C to 4-20 minutes 20
(wrapped) 138°C minutes
Prevacuum 134°C to 3-20 minutes 20
(wrapped) 138°C minutes
STORAGE

The Hercules Universal Stabilizer Arm storage conditions:

* Aclean, dust-free location out of direct sunlight and free
from risk of high temperature, excessive humidity, and water

leakage.

* Do not store the device near chemicals.

LIMITATIONS ON REPROCESSING

Repeated reprocessing has no significant influence on the length of life of

the device.




END OF LIFE

Inspect the device prior to each use for evidence of unusual wear and/or
damage. If such wear is observed, do not use the device. This device has
a shelf life of 48 months from the date of manufacture.

DISPOSAL

At end of life, dispose of product and packaging in accordance with
hospital, administrative and/or local, state, federal and international laws
and regulations.
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Ban dich tir tiéng Anh

Huwéng dan sir dung
Tay dé& c6 dinh Hercules 3/360"
Catalogue sé T401160 & T401161

THAN TRONG: Poc k§ cic hwéng din sir dung sau trwéc khi sir dung. Tuan thi cac quy
dinh vé chéng chi dinh, canh bao va cac bi¢n phap phong ngira dwec ghi trong cac chi
dén. Néu khong c6 thé khién bénh nhan gap phai cac bién ching.

MO TA SAN PHAM

Tay d& ¢ dinh Hercules 3 va Hercules 360 c6 thé tai st dung va duoc cung cap & tinh trang
v triung. Thiét bi bao gdm 1 co cau ndi xa (Két ndi nhanh dang qua cau hoic dang khop nbi
tiéu chuan caa Terumo®), 1 tay d& dang khop ndi c6 cac lién két, tay cam dé cang cap, va
mot co cau dé gan thiét bj véi mot banh xuong tc. Tham khao Bang 1 dé biét thém thdng tin
vé c4c phién ban moi cua Tay d& cd dinh Hercules. Xem Hinh 1 — so d Tay d& c6 dinh
Hercules 3".

CANH BAO Thiét bi phai duoc 1am sach, béi tron va vo tring truéc khi st dung lan dau va
truéc 1an sir dung tiép theo.

TAY CAM CHINH

GIOANG NEN

TAY BO DANG
KHOP NOI c6 cac
LIEN KET

KEP GAN
BANH

TAY CAM KEP GAN
BANH

CO CAU NOI XA

Hinh 1 - Tay d& ¢é dinh Hercules 3"



Bang 1

Model Loai co’ cau ndi xa Chiéudai | Loaidau
noi
Hercules™ 360 Universal Két ndi nhanh dang qua 6.50 in 19
Stabilizer Arm — S6 tham chiéu cau Terumo® (16.51 cm)
T401160
Hercules™ 3 Universal Két ndi nhanh dang truc 6.35in 18
Stabilizer Arm — S tham chiéu Terumo® (16.13 cm)
T401161

Luu ¥: Cau hinh kién hang géom c6 mét (1) Tay d& c6 dinh Hercules méi hop
Terumo Cariovascular Group ¢6 sin cac dung cu c¢é dinh sir dung mét lan hoac nhiéu lan
duoc thiét ké str dung cung véi Tay d& ¢ dinh Hercules.
Xem bang 2 dé biét thém thdng tin vé& cac dung cu ¢ dinh sir dung cing véi Tay d& ¢ dinh
Hercules 360 (Sé tham chiéu T401161).

Bang 2
S6 tham chiéu M0 ta
T401261U Dung cu ¢6 dinh mom tim Str dung mot 1an
Atlas™ 360
T401231U Dung cu ¢ dinh mach vanh Str dung mot lan
Titan™ 360

Xem bang 3 dé biét thém thong tin vé cac dung cu cb dinh sir dung dung véi Tay d& c¢b dinh
Hercules 3 (S6 tham chiéu T401161).

S6 tham chiéu M6 ta
T401261 Dung cu ¢ dinh mom tim Str dung mot 1an
Atlas™
T401231 Dung cu ¢6 dinh mach vanh Str dung mot 1an
Titan™
T401231LS Dung cu ¢6 dinh mach vanh Str dung mot 1an
Titan™, truc dai
T401244 Dung cu c6 dinh mach vanh Str dung mot 1an
StableSoft™ I
T401245 StableSoft™ II, truc dai Str dung mot 1an
T401209S Dung cu hd tro StableSoft™ 3L Str dung mot 1an
T401210S Dung cu hd trg StableSoft™ 3S Str dung mot 1an
T401211S Dung cu hé trg StableSoft™ 2L Str dung mot 1an
T401212S Dung cu h trg StableSoft™ 2S Str dung mot 1an

CHi PINH SU DUNG

Tay d& ¢ dinh Hercules 3 va Tay d& ¢ dinh Hercules 360 dugc sir dung trong phau thuat tim
- 16ng nguc dé hd tro su 6n dinh va dinh vi céc cau tric giai phiu khac nhau trong cac quy
trinh phau thuat khéac nhau.



CHONG CHI PINH

Tay d& ¢ dinh Hercules 3 va Tay d& ¢ dinh Hercules 360 chéng chi dinh cho cac bénh nhan
bi nhiém tring tai chd hoic toan than.

CANH BAO VA THAN TRONG
CANH BAO

Chi cac bac si c¢6 kinh nghiém duoc dao tao bai ban vé phau thuat tim va cé su hd tro
ctia bac si gdy mé c6 kinh nghiém méi duoc phép sir dung Tay d& cb dinh Hercules.
Cac (Bac si) chuyén gia y té dang tham gia phau thuat phai chju trach nhiém vé k¥
thuat va quy trinh phiu thuat pht hgp. Ty ting truong hop cu thé, mdi bac si phiu
thuat phai danh gia st dung thiét bj nay cho phu hop duya trén kinh nghiém va dao tao
cling nhu thu thuat phau thuat duoc st dung.

Str dung luc qua muc c6 thé 1am day cép bi tray xudc, gay hoic vé. Khéng st dung
Tay d& ¢ dinh Hercules néu thiét bi khdng ¢ dung vi tri.

KHONG PUGQC dit lai tay d& néu Tay d& cé dinh Hercules bi kéo cing. Do hanh
dong nay co thé 1am cho day cap caa Tay d& cb dinh Hercules bi giy va cé thé bi
hong.

Str dung sai hoic qua sire thiét bi s& 1am hong va phai thay thé.

Can phai kiém tra truc quan cac vét nut gay day cap. Khong dung ngén tay dé kiém
tra.

Khong str dung thiét bi tiét tring bang khi hydrogen peroxide nhu may tiét tring
STERRAD® dé khur tring lai thiét bi do c6 thé gay hu hong hoic pha v& thanh phan
c6 chtra Nylon. Vui 1ong lién hé véi nha san xuat giodng/bd phan khtr trung tu dong
truéc khi sir dung dé xac dinh xem cac théng sé xir Iy gioang/bd phan khu triing c6
tuong thich véi Tay d& ¢b dinh Hercules khéng.

Thuc hién dung theo cac hudng dan cia nha san xuit vé nong d6 dung dich tay ria va
str dung hop ly tranh tén du lugng axit hodc pH cao, c6 thé gy an mon va gay v thiét
bi

CAC BIEN PHAP PHONG NGUA

C6 thé d& dang phét hién d6 bén moi cua cap va tir d6 tranh duoc cac hong héc bang
cach kiém tra cap trudc khi sir dung. Trudce khi bat dau mdi ca phau thuat, phai dam
bao tay d& dd duoc tha long hoan toan, quan sat va xac dinh xem cép c6 dau hiéu bi hu
hong nao khéng (vi du minh hoa - Hinh 3). Khéng st dung néu thay cd cac dau hiéu bi
hu hai do cép c6 thé bi hong trong qua trinh phiu thuat.

Khéng sir dung dung dich clo (nhu chat tdy) dé lau chui Tay d& cb dinh Hercules do
c6 thé gay an mon.

THAN TRONG

1. Luat lién bang Hoa Ky han ché viéc ban thiét bi nay boi hoidc theo 1énh cua bac si

hoic cac ngudi duoc cap phép hanh nghé khac.



HUONG DAN SU DUNG

|. KIEM TRA TRUOC KHI SU DUNG

1. Truéce khi st dung, can phai ngi long hoan toan va kiém tra truc quan thiét bi. Kiém tra ky
ludng toan bo day cap bang céch kiém tra khoang cach giita cac dau ndi. Can phai tranh moi
vét tray xudce hodc mai mon. Khong sir dung thiét bi néu phat hién c6 chd bi mai mon. Xem
Hinh 2 va Hinh 3 vé céc vi du minh hoa cua cap binh thudng va cép bi hu hong.

Hinh 2 — Cap binh thwong Hinh 3 — Cap bi hw héng — KHONG SU
DUNG
2. Kiém tra, x4c minh céc chirc ning cua thiét bi bang cach siét chat va néi long cap, xoay tay
cam chinh dé kiém tra.

I1. QUY TRINH

CANH BAO Thiét bi phai dwec l1am sach va vé trung trwéc khi siv dung lan diu va
trwéc 1an sir dung tiép theo (tham khio chwong HUONG DAN XU LY).

1. Lap thiét bi phuy trg vao co cau ndi xa. C6 hai loai giao dién dung cu ¢ dinh c6 thé duoc st
dung.

a. Bé ndi véi dung cu cb dinh TRUC NOI NHANH Terumo tiéu chuan, truot khop ndi cua
Tay d& cb dinh Hercules vé phia trudc va lap truc cia dung cu ¢ dinh vao dau néi nhanh véi
chét chan trén truc (caa dung cu ¢é dinh) dbi dién voi phan phing co logo trén khép néi cua
Tay d& c¢b dinh Hercules (xem Hinh 4). Pua khop néi vé vi tri ban dau dé khda ham thiét bj
phu trg vao dau ndi nhanh. Kiém tra chd néi dam bao chic chén.



CO CAU NOI XA

VE PHIA MAT PHANG CUA KHGP NOI

GIONG THANG CHOT HAM TREN TRUC \

TRUC NOI NHANH

T KHGP NOI

Truot khép ndi vé phia truge dé thao/lap
dung cu co dinh

Hinh 4 — Lip thiét bi phu trg vae Tay d& c6 dinh Hercules 3 (S6 tham chiéu T401161)

b. Bé néi KHOP CAU NOI NHANH Terumo, giir chit khp ndi cia Tay d& ¢b dinh Hercules
va 4n khop cau cua dung cu ¢b dinh vao dng kep cia Tay d& ¢ dinh Hercules (xem Hinh 5).
Kiém tra dam bao ndi chéc chan.

LUU Y: Bam bao rang khép ndi dwoc Iap chéic chan khi Iap dung cu ¢b dinh. S& khang lap
duoc dung cu cb dinh néu khong gitr chat khop ndi.

CO CAU NOI XA

KHOP NOI (GIT
CHAT KHI LAP
DUNG CU CO
DINH)

KHONG PUGC
GIU CHAT KHI
. NOI DUNG CU
\ ONG KEP CO DINH
KHGOP CAU
NOI NHANH




Hinh 5 — Lip thiét bi phu tro vao tay d& c6 dinh Hercules 360 (s6 tham chiéu T401160)

2. Lip kep cua banh vét mé cua Tay d& ¢ dinh Hercules 360 vao banh bang cach truot mo
cip sau nguoc tro lai va dit kep cua banh vao tay cam banh vét mé. Bé moé cip sau bat dong
chit vao tay cam banh trude khi xoay tay cam kep banh theo chiéu kim déng hd dé ham chit
Tay d& ¢ dinh Hercules.

3. Xac dinh dung vi tri caa Thiét bi phu trg theo yéu cau. Xoay tay cam chinh theo chiéu kim
ddng hd cho dén khi khoang cach giita gioang nén dong chit lai nhu dwoc mé ta trong Hinh 6.
Khoang cach khit chat giita cac gioang cho biét da dat dugc do cing cap theo khuyén cdo nhu
trong hinh duéi day.

THAN TRONG Khéng dugc chinh lai vi tri ma khdng néi long tay cam chinh.

GIOANG NEN

Hinh 6 — Vi du vé gioing nén dwoc lip chit
I11. KIEM TRA SAU KHI SU DUNG

Sau mdi lan str dung, can phai ngi long hoan toan tay d& ¢ dinh. Kiém tra truc quan giita dau
ndi cudi cing va co ciu kep dé dam béo céap khong bj tray xudc hu hong. Do bén moi cép va
cac vét tray xudc thuong xay ra ciing mot vi tri, & dau cudi cua tay d& cb dinh, gan véi kep
Iip trén banh vét mé, do vay rat dé phat hién ra cac vét trdy xudc. Can dam bao cép khéng bi
mai mon hay cd cé4c vét trady xudc. Xem Hinh 7 dé hiéu rd hon vé do bén moi va cac vét tray
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xudc trén cap. Ngoai ra ciing can phai kiém tra dam bao khong ¢ diu hiéu nat v& hay thiéu
gioang nylong (mau d6) nhu thé hién trong Hinh 8 va Hinh 9.

Néu phat hién c6 cac ddu hiéu mai mon, khong duoc st dung va lién hé voi Pai dién Terumo
hodc goi dén Trung tm Dich vy hd tro khach hang dé duge tu van thay thé. Khong duoc sir
dung thiét bi néu thiét bi @ mot trong cac diéu kién nhu Hinh 7, Hinh 8 va Hinh 9.

Hinh 8 — Giosng nylon bi nirt Hinh 9 — Thiéu gioing nylon

HUONG DAN XU LY
CANH BAO
Néu thwc hién cac bién phap lam sach va vé tring khac so véi cac khuyén céo, can phai

dam bao hi¢u qua ciia cac phwong phap nay ciing nhw xic minh cac anh hwéng dén cac
chire niing va vat liéu caa Tay do cé dinh Hercules.

THAN TRONG Can xt ly thiét bi ngay sau mdi lan sir dung hop ly (khuyén céo trong mot
gio).

I. PIEM SU DUNG

Dung gidy/vai ding mét lan dé loai bo céc chat can ban con sot lai.

Il. CHUAN BI LAM SACH

Pam bao da ndi long hoan toan tay cam chinh trude khi sir dung va céc dung cu ¢b dinh duoc
thao ra tir dau cudi cing cua Tay d& ¢d dinh Hercules. Tién hanh vé sinh va vé tring sir dung



cac phuong phap tu dong hoic bang tay nhu mé ta dudi ddy, tun thu theo cac huéng dan, bdi
tron va vo trung.

I11. LAM SACH VA VO TRUNG
BANG TAY

1. Rtra sach bang nudc khir ion/tham thau nguoc (RO/DI) trong it nhat 1 phat dé loai bo cac
chat can ban hoac manh vun con sot lai, co tinh dén khoang céch gitra cac dau két ndi.

2. Ngam thiét bi trong thiét bi 1am sach c6 chira dung dich tay rira enzym 0.8% trong it nhat 5
phit. Terumo Cardiovascular Group khuyén cdo nén st dung ENZOL/Cidezyme hoic chat
tuong dwong phu hop dé vé sinh thiét bi. ENZOL/Cidezyme la mot thiét bi 1am xir ly protein
chuyén loai bo cac vét ban nhu mau hozc cdc manh vy con s6t lai trong qua trinh phau thuat.
3. Kich hoat va Iip thiét bi dé dam bao kha ning tham qua cua dung dich 1am sach va loai bo
duoc cac bong bong khi bi dong lai.

4. Sir dung ban chai mém hoic khin lau khéng c6 xo vai dé lau chii sach s& cac dau néi bang
dung dich tay rira enzym 0.8% (ENZOL/Cidezyme). Lau sach céc vét mau hoac manh vun
con sot lai. Bam bao tat ca cac bo phan chuyén dong duoc 1am sach ky ludng tranh khong dé
cac manh vy anh huong dén chuyén dong cua thiét bi.

5. X4i rira k§ cac bo phan khé lau chiii bang sing phun nudéc. Xdi rira sach day cap néi giita
cac dau ndi trong 5 gidy. Lam sach co ciu ndi xa trong 15 giay.

6. Lam sach thiét bi véi song am trong dung dich tiy ria 0.8% ENZOL/Cidezyme &
104°F/40°C trong vong 10 phut. Trugc khi lam sach bang song am, dat thiét bi trong dung
dich 1am sach dé dam bao kha ning tham nhap caa dung dich 1am sach va loai bé dugc cac
bong bdng khi bi dong lai.

7. X6i rira ki céc bo phan kho lau chii bang sung phun nudc. Xdi rira sach day cap néi giira
cac dau ndi trong 5 gidy. Lam sach co cu ndi xa trong 15 giay.

TU PONG
1. 2 phit 1am sach duéi voi nuéc lanh. Bé kho

2. 5 phat 1am sach bang nudc khir ion & 55°C str dung 0.5% Neodisher Mediclean forte (Dr.
Weigert, Hamburg). Dé khd

3. 3 phut suc rira sach bang nuéc va trung hda bang nude khi ion. Bé khd
4. 3 ph(t tiét tring bang nhiét & 93°C véi nuéc khir ion. Dé khod
5. 10 phat dé khd

THAN TRONG Khéng str dung dung dich clo (nhu chat tay) dé lam sach Tay d& cb dinh
Hercules do c6 thé 1am dn mon thiét bi.
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IV. KIEM TRA, BAO TRI VA THU NGHIEM

Kiém tra truc quan toan bo Tay d& c¢b dinh Hercules, dam bao sach s& dé loai bo cac chat ban
con ton du. Néu van con sot lai md, mau, mi hay chat ban, 1ap lai quy trinh cho dén khi thiét
bi hoan toan sach.

Pam bao tay d& da duoc nagi 1ong hoan toan, kiém tra toan bo cap dé tranh hu hong. Cép
khong c6 dau hiéu bi mai mon hodc tray xudc. Néu phét hién cap bi mai mon, lién hé véi
Terumo Cardiovascular dé dugc thay thé. Hién twong bén moéi va mai mon cuaa cép 1a hién
tuong binh thuong xay ra sau nhiéu lan sir dung. Khi cap bat dau c6 dau hiéu bén mai, cac bo
cap ngoai cung s& bat dau bi nut v& va tray xudéc. Ngudi dung co thé phat hién cac dau hiéu
bén mai do cac vong quay cua tay cam khong 1am cimg hoa dugce tay dd va cd thé nghe dugc
am lic cac. Am thanh nay cho biét cac day cap da bi dut v&. Mot khi cép bi tray xudc, day
cap sé tiép tuc bi dut sau nhiéu lan sir dung vai cac vong quay lién tuc cua tay cam.

Trong mét s6 truong hop hiém hoi va khong may, néu cap hoan toan bi dat va cac dau khop
ndi hoan toan roi ra, diéu can thiét 1a phai tinh toan k¥ ludng viéc két ndi tir xa va tat ca cac
dau ndi phai theo Bang 1 cua IFU nay.

Kiém tra dam bao chuyén dong tron tru caa tay cam kep banh vét mé, mo cap sau, tay cam
chinh va tay d& c6 khép ndi. Kiém tra cac gioang bac 16t nylon va thép khong gi gan véi tay
cam chinh @& dam bao tit ca déu nguyén ven. Can phai tra lai thiét bj néu phét hién ra céc
khiém khuyét.

V. BOI TRON

DPé dam bao hiéu suat ti da thiét bi va tdi wu hoa tudi tho, can phai bodi tron thiét bi bang
dung dich boi tron Steris Hinge-Free (hoic loai twong dwong) theo huéng dan cua nha san
Xuat trugc mdi chu ky v trang thiét bi. Bam bao céc vit tay cAm duoc théo long hoan toan
trude khi boi tron.

VI. VO TRUNG

V6 tring thiét bi bang phuong phap khir tring ndi hip &p suat p dung cac tham sé xir ly sau
trong Bang 4. Bam bao tay d& khdng bi siét chat trong qua trinh vo tring.

Bang 4
Mo ta Nhiét do Thoi gian vo trung | Theoi gian lam kho
t6i da
Thay thé bo trong luc 132°C - 138°C 15-20 phut 30 phut
(dugc cuon)
B6 chan khong (duoc 132°C - 138°C 4-20 phat 20 phat
cuon)
B0 chan khong (dugc 134°C - 138°C 3-20 phat 20 phut
cuon)
BAO QUAN

Diéu kién bao quan Tay d& cb dinh Hercules:
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e Bao quan ¢ noi sach s&, khdng bui ban, tranh anh nang mat troi truc tiép, nhiét do, do
am khong qué cao va khéng ro ri nuéc.
e Khong bao quan thiét bi gan ngudn hoa chat.

CAC HAN CHE KHI XU LY

Qua trinh xtr Iy hodc vé sinh nhiéu 1an khong anh huong dang ké dén tudi tho thiét bi.

HAN DUNG

Kiém tra thiét bi truéc mdi lan sir dung dé dam bao khong c6 hién trong mai mon va/hoic hu
hong bét thuong. Khong sir dung thiét bi néu phat hién thay c6 mai mon. Thoi han sir dung
thiét bi 12 48 thang ké tir ngay san xuat.

THAI BO

Khi hét han str dung, hdy thai bo san pham va dong goi theo luat va quy dinh cua qubc té, lién
bang, nha nudc, dia phuong va/hodc co quan quan ly, bénh vién.
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PINH NGHIA VA BIEU TUQNG PO HOA

REF

S tham chiéu

Nha san xuat

EC[REP

Pai dién duoc uy quyén & Lién minh Chau Au

Rx ONLY

Chi danh cho USA: “Cha y: Luat lién bang Hoa Ky han ché viéc buén béan thiét bi nay hoaic
phai theo y&u cau cta bac si hodc cac béac si dugc cip phép hanh nghé khac”.

Tham khao huéng dan sir dung

é
d
‘|‘44

Bao quan & noi kho rao

T

Hang dé v, than trong khi xu ly
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728
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Tréanh anh nang mat troi truc tiép

SN

S6 seri

M
m

DAu nhan hiéu CE — Phu hop véi Chi thi thiét bi y té 93/42/EEC

i

Ngay san xuét

)

Nguoi su dung

B>

Khong tiét trung
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English

Instructions for Use

Hercules™ 3/360 Universal Stabilizer Arm
Catalogue Number T401160 & T401161

CAUTION: Carefully read all instructions prior to use. Observe
all contraindications, warnings and precautions noted in these
directions. Failure to do so may result in patient complications.

PRODUCT DESCRIPTION

The Hercules™ 360 and Hercules™ 3 Universal Stabilizer Arms are
reusable and are supplied non-sterile. They consist of a distal connection
mechanism (either standard Terumo® Ball Quick Connect or Terumo® Shaft
Quick Connect), an articulating arm with links, a handle for providing cable
tension, and a mechanism to mount the device to a sternal retractor. Refer
to Table 1 for available versions of the Hercules Universal Stabilizer Arms.
See Figure 1 for a diagram of the Hercules 3 Universal Stabilizer Arm.

WARNING Device must be cleaned, lubricated, and sterilized prior to first
use and before subsequent uses.

COMPRESSION MAIN HANDLE

WASHERS\ N

ARTICULATING .,/\-
ARM containing \ .

RETRACTOR
MOUNTING
CLAMP

REAR JAW RETRACTOR
CLAMP HANDLE

DISTAL CONNECTION
MECHANISM

Figure 1 — Hercules™ 3 Universal Stabilizer Arm



Table 1

Type of distal # of
Model connection Length Links
mechanism
Hercules™ 360 Universal Terumo 6.50 in
Stabilizer Arm — Product Ball Quick (16.51 cm) 19
Reference T401160 Connect ’
Hercules™ 3 Universal Terumo 6.35 in
Stabilizer Arm — Product Shaft Quick (16.13 cm) 18
Reference T401161 Connect ’

Note: The packaging configuration consists of one Hercules™ Universal
Stabilizer Arm unit (1) per box.

A wide variety of single-use and reusable attachments are available from
Terumo Cardiovascular Group intended for use with the Hercules Universal
Stabilizer Arm.

See Table 2 for potential attachments for use with Hercules™ 360
Universal Stabilizer Arm (Product Reference: T401160).

Table 2
Product Reference Description
T401261U Atlas™ 360 Positioner Attachment Sblge'e
T401231U Titan™ 360 Stabilizer Attachment S:Jr‘sge'e

See Table 3 for potential attachments for use with Hercules™ 3 Universal
Stabilizer Arm (Product Reference: T401161).

Table 3
Product Reference Description
Atlas™ Positioner .
T401261 Attachment Single use
Titan™ Stabilizer )
T401231 Attachment Single use
Titan™ Stabilizer
T401231LS Attachment, Long Single use
Shaft
StableSoft™ || .
T401244 Stabilizer Single use




StableSoft™ Il Long

T401245 Shaft

Single use

Assistant with )
T401209S StableSoft™ 3L Single use

Assistant with )
T401210S StableSoft™ 3S Single use

Assistant with .
T401211S StableSoft™ 2L Single use

Assistant with .
T4012128 StableSoft™ 25 Single use

INTENDED USE

The Hercules 3 Universal Stabilizer Arm and Hercules 360 Universal
Stabilizer Arm are intended for use in cardiothoracic surgery to support
stabilization and positioning of various anatomical structures during various
procedures.

CONTRAINDICATIONS

The Hercules 360 and Hercules 3 Universal Stabilizer Arms are
contraindicated for use in patients with local or systemic infection.

WARNINGS AND PRECAUTIONS
WARNINGS

* The Hercules Universal Stabilizer Arm should only be operated by
experienced physicians properly trained in beating heart surgery and
the assistance of an experienced anesthetist is required.

» Proper surgical procedure and technique is the responsibility of
the attending medical professional (physician). Each surgeon must
evaluate the appropriate use of this device, case by case, based
upon medical training, experience, and the type of surgical procedure
employed.

« Excessive torque might cause cable to fray, snap or break. If the
Hercules Universal Stabilizer Arm does not hold position, it should not
be used.

« DO NOT reposition the arm when the Hercules Universal Stabilizer
Arm is tensioned. It will cause the cable in the flexible Universal
Stabilizer Arm to fray and possibly break.

* Heavy or improper use of devices may cause damage requiring
replacement of unit.

« Visually inspect cable for fray. Do not use fingers to check for cable
fray.



« This unit is not to be reprocessed using hydrogen peroxide gas
plasma sterilization such as STERRAD® sterilizer which can cause
damage or breakage to the Nylon bearing component. Please contact
the manufacturer of the automated washer/disinfector prior to use
to determine if the washer/disinfector processing parameters are
compatible with the Hercules Universal Stabilizer Arm.

« Strictly follow the manufacturer’s instructions for concentration of the
detergent solution and proper use to avoid high acidity or alkaline pH
balances, which may cause corrosion and result in breakage.

PRECAUTION

« Cable fatigue and wear can be easily detected, and failure prevented,
by examining the cable before each use. Prior to beginning each
procedure, while the arm is fully loosened, look at the arm to
determine if the cable shows signs of fraying (see Figure 3 for fraying
example). Do not use if signs of fraying are present as a cable may
suddenly fail during a procedure.

» Do not use chlorine based solutions (such as bleach) on the Hercules
Universal Stabilizer Arm as this can cause corrosion.
CAUTION

« United States Federal Law restricts this device to sale by or on the
order of a physician or other licensed practitioner.

INSTRUCTIONS FOR USE

|. PRE-USE INSPECTION
1. Prior to use, the unit should be fully loosened and visually
inspected. The entire cable should be inspected by examining
the spaces between links. No signs of wear or fraying of the
cable should be present. If any wear is found, the device should
not be used. See Figure 2 and Figure 3 for examples of normal
and fraying cables.

Figure 2 - Appearance Figure 3 - Appearance of a
of a normal cable fraying cable — DO NOT USE

2. Verify function of the device by tightening and loosening the
cable by turning the main handle.



Il. PROCEDURE

WARNING Device must be cleaned and sterilized prior to first use
and before subsequent uses (Refer to chapter on REPROCESSING
INSTRUCTIONS).

1. Attach an accessory device to the distal connection
mechanism. There are two different types of attachment
interfaces that can be used.

a. For connection of a standard Terumo SHAFT QUICK
CONNECT attachment, slide the sleeve of the Hercules
Universal Stabilizer Arm forward and insert the shaft of
the attachment into the quick connect with the detent on
the shaft (of the attachment) facing the flat area with logo
on the sleeve of the Hercules Universal Stabilizer Arm
(see Figure 4). Return the sleeve to its original position to
lock the accessory device into the quick connect. Check
for secure connection.

DISTAL CONNECTION MECHANISM

ALIGN DETENT ON SHAFT TO
FLAT ON SLEEVE

SHAFT QUICK CONNECT

SLEEVE

Slide sleeve forward to
insert/remove attachments

Figure 4 — Attachment of accessory device to the Hercules™
3 Universal Stabilizer Arm (Product Reference T401161)



b. For connection of a Terumo BALL QUICK CONNECT
attachment, grasp the sleeve of the Hercules Universal
Stabilizer Arm and press the ball of the attachment into
the collet of the Hercules Universal Stabilizer Arm (see
Figure 5). Check for secure connection.

NOTE: Ensure that the sleeve is grasped during attachment
insertion. Failure to grasp the sleeve may result in an
inability to insert the attachment.

DISTAL
CONNECTION
MECHANISM
SLEEVE
(GRASP DURING
ATTACHMENT
INSERTION)
DO NOT
HOLD HERE
DURING
LLET
co ATTACHMENT
INSERTION

Figure 5 — Attachment of accessory device to the Hercules™
360 Universal Stabilizer Arm (Product Reference T401160)

2. Attach the retractor clamp of the Hercules 360 Universal
Stabilizer Arm to the retractor by sliding the rear jaw backward
and placing the retractor clamp onto the retractor arm. Allow
the rear jaw to spring closed against the retractor arm before
rotating the retractor clamp handle clockwise to clamp the
Hercules Universal Stabilizer Arm.



3. Position accessory device as required. Turn the main handle
clockwise until the gap between the compression washers
closes as depicted in Figure 6. The closing of the gap between
the washers indicates that the recommended cable tension is
reached as shown in the following picture.

CAUTION Do not reposition the arm without loosening the main handle.

Compression Washers

—

Figure 6 — Example of closed compression washers

Ill. POST-USE INSPECTION

After every use, the arm should be fully loosened. A visual inspection
should be conducted between the last link and the clamp assembly for
cable fray. Cable fatigue and fraying typically occurs in the same location,
at the back end of the arm, nearest the retractor mounting clamp, making
it very easy to detect early. There should be no signs of wear or fraying
of the cable. See Figure 7 with a cable demonstrating fatigue and fraying.
In addition, check for broken or missing nylon (red) washer depicted in
Figure 8 and Figure 9.

If wear is observed, do not continue use, and contact your local Terumo
Account Representative or call Customer Service for replacement. Again,
the unit should never be used in the conditions shown in Figure 7, Figure 8,
and Figure 9.

Figure 7 - Cable demonstrating fatigue and fraying



Figure 8 - Broken nylon washer  Figure 9 - Missing nylon washer

REPROCESSING INSTRUCTIONS

WARNING

Should cleaning and sterilization methods other than the
recommended be performed, validation of the effectiveness of these
methods must be performed, as well as verifying the effects on the
Hercules Universal Stabilizer Arm materials and functions.

CAUTION It is recommended that the device is reprocessed as soon as is
reasonably practical following use (recommended within one hour).

I. POINT OF USE

Remove excess soil with disposable cloth/paper wipe.

Il. PREPARATION FOR CLEANING

Ensure the main handle is fully loosened prior to cleaning, and that any
attachments are disconnected from the distal end of the Hercules Universal
Stabilizer Arm. Perform cleaning and decontamination using either the
manual or automated methods described below, followed by inspection,
lubrication and sterilization.

Ill. CLEANING AND DECONTAMINATION

MANUAL METHOD
1. Rinse thoroughly under reverse osmosis/deionized (RO/DI) water
for a minimum of 1 minute to remove gross soil and debris, taking
into account the gaps between the links.

2. Immerse the device in a 0.8% enzymatic detergent instrument
cleaner for a minimum of 5 minutes. Terumo Cardiovascular Group
recommends using ENZOL/Cidezyme, or a suitable equivalent.
ENZOL/Cidezyme is a brand of protein resolving cleaner to
remove all traces of blood and debris.

3. Actuate and tap the device to insure penetration of the cleaner and
release of trapped air bubbles.



10.

Scrub each link and cable thoroughly using a soft brush or lint-
free cloth under 0.8% enzymatic cleaner (ENZOL/Cidezyme).
Remove all traces of blood and debris. Make sure all moving parts
are cleaned thoroughly to prevent debris from interfering with
movement.

Rinse the device thoroughly for a minimum of 1 minute in RO/
DI water to remove dislodged surgical debris and the detergent
solution, taking into account the gaps between the links.

Flush any hard to reach areas under water with a spray gun.
Thoroughly flush the cable between each link for 5 seconds.
Flush the distal connection mechanism for 15 seconds.

Sonicate device in 0.8% ENZOL/Cidezyme cleaning solution at
104°F/40°C for 10 minutes. Prior to sonication, actuate device
in the cleaning solution to insure penetration of the cleaner and
release of trapped air bubbles.

Rinse the device thoroughly for a minimum of 1 minute in RO/DI
water taking into account the gaps between the links.

Flush any hard to reach areas under water with a spray
gun. Thoroughly flush the cable between each link for 5
seconds. Flush the distal connection mechanism for 15
seconds.

Dry device completely using compressed air.

CAUTION Do not use chlorine based solutions (such as bleach) on the
Hercules Universal Stabilizer Arm as this can cause corrosion.

CAUTION Incomplete rinsing after cleaning can cause enzymatic cleaner
to form a residue on the Hercules Universal Stabilizer Arm that may result
in binding of the links.

AUTOMATED CLEANING METHOD
MANUAL PRE-CLEAN

1.

Rinse thoroughly under reverse osmosis/deionized (RO/DI) water
for a minimum of 1 minute to remove gross soil and debris taking
into account the gaps between the links.

Immerse the device in a 0.8% enzymatic detergent instrument
cleaner for a minimum of 5 minutes. Terumo Cardiovascular Group
recommends using ENZOL/Cidezyme, or a suitable equivalent.
ENZOL/Cidezyme is a brand of protein resolving cleaner to
remove all traces of blood and debris.

Actuate and tap the device to insure penetration of the cleaner and
release of trapped air bubbles.



4. Scrub each link and cable thoroughly using a soft brush or lint-
free cloth under 0.8% enzymatic cleaner (ENZOL/Cidezyme).
Remove all traces of blood and debris. Make sure all moving parts
are cleaned thoroughly to prevent debris from interfering with
movement.

5. Flush any hard to reach areas under water with a spray gun.
Thoroughly flush the cable between each link for 5 seconds.
Flush the distal connection mechanism for 15 seconds.

6.  Sonicate device in 0.8% ENZOL/Cidezyme cleaning solution at
104°F/40°C for 10 minutes. Prior to sonication, actuate device
in the cleaning solution to insure penetration of the cleaner and
release of trapped air bubbles.

7. Flush any hard to reach areas under water with a spray gun.
Thoroughly flush the cable between each link for 5 seconds.
Flush the distal connection mechanism for 15 seconds.

AUTOMATED PROCESS

1. Two minute pre-clean with cold tap water. Drain.

2. Five minute clean with deionized water at 55°C using 0.5 % of
Neodisher Mediclean forte (Dr. Weigert, Hamburg). Drain.

3.  Three minute rinsing and neutralization with deionized water.
Drain.

4. Three minute thermal disinfection at 93°C with deionized water.
Drain.

5.  Ten minute drying.

CAUTION Do not use chlorine based solutions (such as bleach) on the
Hercules Universal Stabilizer Arm as this can cause corrosion.

IV. INSPECTION, MAINTENANCE AND TESTING

Visually inspect the entire Hercules Universal Stabilizer Arm for cleanliness
to assure residue has been removed. If any tissue, blood, pus or soil is still
present, repeat cleaning process.

Ensure the arm is fully loosened, and inspect the entire cable for damage.
There should be no signs of wear or fraying of the cable. If wear is
observed, return to Terumo Cardiovascular Group for replacement. Cable
fatigue and wear is a gradual event that occurs over many arm rigidifying
cycles. As the cable begins to fatigue, the outer strands will begin to
fray and break. The user can recognize onset of fatigue as continued
revolutions of the handle do not rigidify the arm and an audible popping is
heard. This sound indicates the individual cable wires breaking. Once cable
fraying begins, the cable will eventually sever after numerous continued
revolutions of the handle.
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In the rare and unfortunate event where a cable completely severs and the
articulating links disperse into the field, it is imperative to completely
account for the distal assembly and all links per Table 1 of this IFU.

Check for smooth movement of retractor clamp handle, rear jaw, and main
handle and articulating arm. Inspect the mated stainless steel and Nylon
thrust bearing washers near the main handle to verify all are intact. The
instrument should be returned for replacement if any defects are found.

V. LUBRICATION

For optimal device performance and to maximize useful life, lubrication

of the device using Steris Hinge-Free instrument lubricant (or equivalent)
per manufacturer’s instructions is recommended prior to each device
sterilization cycle. Ensure the handle is fully loosened to expose the screw
prior to lubrication.

VI. STERILIZATION

The device should be sterilized by autoclave sterilization method using the
following processing parameters shown in Table 4. Ensure the arm is not
tightened during sterilization.

Table 4
e Exposure Min. Drying
Description Temperature Time Time
Gravity o
Displacement 132 (;“,to 15-20 minutes .30
138°C minutes
(wrapped)
Prevacuum 132°C to 4-20 minutes 20
(wrapped) 138°C minutes
Prevacuum 134°C to 3-20 minutes 20
(wrapped) 138°C minutes
STORAGE

The Hercules Universal Stabilizer Arm storage conditions:

* Aclean, dust-free location out of direct sunlight and free
from risk of high temperature, excessive humidity, and water

leakage.

* Do not store the device near chemicals.

LIMITATIONS ON REPROCESSING

Repeated reprocessing has no significant influence on the length of life of

the device.




END OF LIFE

Inspect the device prior to each use for evidence of unusual wear and/or
damage. If such wear is observed, do not use the device. This device has
a shelf life of 48 months from the date of manufacture.

DISPOSAL

At end of life, dispose of product and packaging in accordance with
hospital, administrative and/or local, state, federal and international laws
and regulations.



