Goodtec Angiographic Diagnostic Catheter

ENGLISH
WARNING

Patient selection should be considered given that use of this
product may result in subacute thrombosis, cause intravascular
complications or hemorrhagic complications.

During procedure, perform administration of appropriate antico-
agulant and antiplatelet therapy, as directed by lead physician.
The product is a medical device and should only be used by
physicians trained in the procedures of coronary angiography
(CAG) and percutaneous transluminal coronary angioplasty
(PTCA). The product should only be used in facilities capable of
performing emergency coronary artery bypass grafting (CABG)
as a provision against complications that may cause injury and
serious complications that could prove to be life threatening.

Combination of medical devices

Reference package insert for each medical device and phar-
maceutical product used together with this product and use
them with a full understanding of their characteristics to prevent
damage to the product.

Immediately cease use of any device or pharmaceutical product
should any complications arise.

Method of use

Select appropriate size and shape in consideration of the appli-
cable case.

All product insertion to target location and removal should be un-
dertaken with an appropriately sized guide wire (this minimizes
kinking and damage to product).

Insertion of product through the sheath introducer should be
undertaken with the guide wire inserted up to tip shape. For a
pigtail product, the shape should be extended via guide wire
after passing through the inducer (this eliminates damage to
product shape or to catheter body).

Care should be taken to ensure that the catheter tube tip does
not cause damage to the vasculature during insertion.

Intravascular manipulation of the product should be carefully
performed under fluoroscopy, confirming both tip movement
and positioning (kinking or damage may result from stress
concentrated at the difference in hardness between the special
soft middle tube and the adjoining tube for some types of models
such as YUMIKO).

Should any product resistance or a reduction in torque of the
catheter be determined during operation, immediately cease
usage and confirm cause (continued use may result in damage
to vessel or the product).

Immediately cease use and exchange product should kinking or
damage to product be confirmed during use.

Do not manipulate guide wire if kinking or damage to catheter is
confirmed or guide wire is unable to advance (over manipulation
may result in damage to catheter tip, body or vasculature).

Before inserting any pharmaceutical products, confirm that there
is no damage or blockage in product (damage may result due to
excessive pressure).

When removing product ensure that the guide wire has been
inserted. If the guide wire is unable to be placed within product
due to kinking or damage prior to removal, simultaneously
remove product and sheath introducer.

CONTRAINDICATIONS FOR USE

The product is sterilized, is not re-usable and must not be
re-sterilized.

Inappropriate patients

Patients with extensive peripheral disease which prevents the
insertion of an appropriate size sheath (damage to vasculature
may result).

Patients in whom antiplatelet and/or anticoagulant therapy is
contraindicated for reasons such as excessive prolongation of
coagulation time (complications relating to hemorrhage may
result).

Patients with allergy to any pharmaceutical products used in the
course of a PTCA procedure (complications relating to shock
may develop).

Patients who are pregnant or suspected of being pregnant
(radiation exposure to fetus may occur).

Patients with extremely low left ventricular function (outside
guidelines for PTCA).

Patients having gastrointestinal bleeding (further complications
may arise).

Prohibition of use with medical devices

Do not use any products comprising organic solvent such as
ethanol, fat-based emulsions or oil-based contrast media (dam-
age to the product or connector may result).

Prohibition of use

Do not exceed the maximum pressure as indicated on the label
when using an automated injection machine to inject contrast
media or pharmaceutical product (damage to product may
result).

Do not apply heat, bend or make any additional holes to catheter
tip (damage to product may result).

SHAPE / CONSTRUCTION

This product comprises of various catheter tubing attached to
a shaped tip to form a disposable angiographic catheter. This
product’s tip is delivered to target location under fluoroscopic
imaging to highlight the construction of the vasculature via a
flushing of contrast media through the device. As a coronary
sinus device, blood sampling is also performed.

Catheter tube section

The catheter tubing is comprised from a soft tip, middle tubing
and shaft, and when necessary, soft tip, middle tubing and
inducer. Further, the soft tip is radiopaque, and the shaft is made
of a flexible, non-braided and braided section.

Proximal end
The proximal end comprises of a strain reliefand connector.

Catheter tube selection Proximal end

T
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Maximum Pressure Resistance: 7240kPa (1050 psi)
Catheter tube material: nylon

Major catheter types

Judkins Right
/\—

Judkins Left Pigtail

—

PURPOSE, EFFICACY

The following three applications of the device are performed
based on type of catheter selected:

Coronary catheterization is achieved by intravascular insertion of
the catheter and injection of contrast media in order to undertake
coronary angiography (CAG), left ventriculography, abdominal
angiography, diastolic aortic pressure (OAP), left ventricular
pressure (LVP), and cerebral angiography.

Coronary catheterization can be performed via one catheter for
the purpose of obtaining coronary angiography, left ventriculog-
raphy and left ventricular pressure.

Obtain blood specimens from different locations within the coro-
nary artery and large vessel in order to undertake blood analysis
to assist with diagnosis.

SPECIFICATIONS

1.

Maintains tensile strength of the catheter tubing at 9.8N (1kgf)
without any separation or cracking.

No connector separation at 9.8N (1kgf).

The connection between soft tip and mid-tubing maintains
integrity at 2.9N (0.3kgf).

The recommended guide wire diameter for 1.40mm to 2.00mm
(4Fr to 6Fr) is 0.97mm (0.038”), or depending on the type may
be 0.89mm (0.035”) and for 1.13mm (3.4Fr) is 0.64mm (0.025").

METHOD OF USE

The following is an explanation of general use. Further steps
may be required or changed as per the experience of the treat-
ing physician.

Preparation prior to use

Carefully remove the product from the packaging.

Inspect and confirm the catheter tubing and hub connector to
ensure no product deformity (exchange product should any
abnormality be determined).

Using a syringe containing heparinized saline flush the inner
lumen of the catheter.

2. Insertion of product

Q)

Angiographic use

Securing the sheath introducer, insert an appropriately sized
angiographic guide wire.

Placing the guide wire through the product, insert catheter
through the sheath and into the vasculature.

Advance catheter under fluoroscopy to the target vessel.
Remove guide wire once catheter has reached target location
(always ensure guide wire is inserted in product when delivering
pig-tail catheter) (this minimizes the incidence of kinking and
damage).

Insert contrast media or pharmaceutical product.

When performing co-axial technique, remove the guide wire and
carefully insert the micro catheter through the product (the micro
catheter size should not be larger than the guide wire size which
is compatible with the product).

Coronary sinus use

Inserting an appropriately sized guide wire through the product,
insert into the vasculature via a sheath introducer.

Insert product into the right atrium using the guide wire.
Ensuring there is no slack in the shape of the product, torque in
a right direction until tip is gently placed against the right atrial
posterior wall.

With the tip placed against the wall, slowly lower the body of the
catheter, placing the tip against the entry of the coronary sinus.

With the tip placed in the coronary sinus slowly lower the cath-

eter body, extending the shape and inserting the tip within the
coronary sinus.

3. Removal of catheter

Remove ensuring the guide wire is inserted through catheter to
tip location.

PRECAUTIONS
Precautions prior to use

Use product prior to date of expiration as noted on label.

Confirm condition of product prior to use. If any damage or
contamination is noted on product, immediately cease use and
exchange product.

When removing product from packaging, remove with the card-
board (damage to product or tip shape may otherwise occur).

Immediately use product following removal from package.

All use should be performed in a sterile environment.

Ensure there is no slack between product and hub connection
prior to use (leakage of contrast media may incur).

Do not use excessive force when removing residual air through
the connector (damage to connector may result).

Precautions during use

Ensure product does not come into direct contact with scissors,
surgical blades or needles during use. Further, should any leak-
age or abnormality of use be determined, immediately exchange
the product.

When using the inducer to place the device through a sheath
introducer, secure the inducer by hand when inserting (not
securing the inducer may result in inducer being inserted into
the vasculature).

Do not exceed maximum injection pressure during insertion of
contract media etc. Contrast media should be maintained at
37°C.

Ensure that connector is appropriately connected.

Careful product manipulation should be undertaken when there
is potential for a lesion in the ostial of the vessel.

Defective product

Use of product may result in the following possible defective
product occurrences:

Kinking or breaking of shaft

Detachment or burst of shaft

Difficulty in removing catheter

Difficulty in guide wire manipulation and operation
Damage to connector

Adverse event

Possible adverse events include, but are not limited to, the
following:

Complications associated with medicinal products such as con-
trast media, infection, hemorrhage/hematoma, artery embolism/
occlusion, arterial dissection, arrhythmia including ventricular
fibrillation, arterial damage/perforation, stroke, subintimal
injection of contrast, arteriovenous fistula, pseudoaneurysm,
hypotension (severe hypotension), blood loss from puncture site,
coronary arterial dissection, hemorrhagic complications, acute
myocardial infarction, aortic dissection, unstable angina, distal
embolization, chills/fever, intravascular thrombosis, nausea/vom-
iting, behavioral disorder, kidney injury, obstruction, palpitation,
tachycardia and bradycardia

Precautions after use

Dispose of this product as medical waste, and take measures to
prevent possible spread of infection.

STORAGE METHOD, SHELF LIFE

1.

Storage method

Store the product in a room temperature location not exposed to
high temperature and humidity or direct sunlight and take proper
precautions to ensure product does not contact water.

Avoid inclinations, vibrations and impacts (including during
transportation) and store in a safe, stable environment.

Do not store near chemicals or in areas where the device may
be exposed to gases.

Shelf life

Use this product before the “expiration date” shown on the
package label.

PACKAGING

1 to 5 units / box

PRODUCT WARRANTY DISCLAIMERS AND
LIMITATION OF REMEDIES

WITH RESPECT TO ANY AND ALL GOODMAN PRODUCT(S)
DEPICTED OR DESCRIBED IN THIS PUBLICATION, THERE
ARE NO EXPRESS OR IMPLIED WARRANTIES OF ANY KIND
WHATSOEVER, INCLUDING, AND WITHOUT LIMITATION,
ANY IMPLIED WARRANTY OF MERCHANTABILITY OR
FITNESS FOR A PARTICULAR PURPOSE. GOODMAN CO.,
LTD. AND ITS SUBSIDIARIES (“GOODMAN”) SHALL NOT BE
LIABLE FOR ANY DIRECT, INCIDENTAL, CONSEQUENTIAL,
OR OTHER DAMAGES IN CONNECTION WITH THE USE,
RE-USE, OR ANY OTHER ASPECT OF THE RELEVANT PRO-
DUCT(S) EXCEPT AS EXPRESSLY PROVIDED UNDER AP-
PLICABLE LAW. NO PERSON HAS THE AUTHORITY TO BIND
GOODMAN TO ANY REPRESENTATION OR WARRANTY.
ANY PRODUCT OR SERVICE DESCRIPTION OR SPECIFICA-
TIONS CONTAINED IN ANY GOODMAN PRINTED MATTER,
INCLUDING THIS PUBLICATION, ARE MEANT SOLELY TO
GENERALLY DESCRIBE THE RELEVANT PRODUCT AT THE
TIME OF MANUFACTURE AND DO NOT CONSTITUTE ANY
EXPRESS OR OTHER WARRANTIES.

MANUFACTURING SITE

Goodman Co., Ltd. Goodman Seki Facility
501-2 Kamishirokane, Seki, Gifu 501-3947 Japan

LEGAL MANUFACTURER

Goodman Co., Ltd.
5F KDX Nagoya Sakae Building,
4-5-3 Sakae, Naka-ku, Nagoya, Aichi 460-0008 Japan

(E‘ GOODMAN
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7 s RS — GCBS5-APR2 5F AR 1000
GCB5-BRB 5F BR 1000

e ) IR FAEKE (mm) GCB5-BRD35 5F BR 1000
GCB4-APL1 4.2F AL 1000 GCB5-BRD40 5F BR 1000
GCB4-APL2 4.2F AL 1000 GCB5-BRF35B 5F BR 1000
GCB4-APLISH 4.2F AL 1000 GCB5-BRF40B 5F BR 1000
GCB4-APL2SH 4.2F AL 1000 GCB5-BRH35B 5F BR 1000
GCB4-APR1 4.2F AR 1000 GCB5-BRH40B 5F BR 1000
GCB4-APR2 4.2F AR 1000 GCB5-BRI35S 5F BEEhK 1000
GCB4-APRISH 4.2F AR 1000 GCB5-BRI40S 5F BEEhK 1000
GCB4-APR2SH 4.2F AR 1000 GCB5-CGL 5F JR 1000
GCB4-BRF35B 4.2F BR 1000 GCB5-CGR 5F JR 1000
GCB4-BRF40B 4.2F BR 1000 GCB5-CS 5F MP 1000
GCB4-BRH35 4.2F BR 1000 GCB5-CSF3 5F AR 1000
GCB4-BRH40 4.2F BR 1000 GCBS5-INT-MB 5F Pk 1100
GCB4-BRI35S 4.2F BR 1000 GCB5-JL10A 5F JL 1000
GCB4-BRI40S 4.2F BR 1000 GCB5-JL35 5F JL 1000
GCB4-BRT35B 4.2F BBk 1000 GCB5-JL35A 5F JL 1000
GCB4-BRT40B 4.2F BBk 1000 GCB5-JL35SH 5F JL 1000
GCB4-CGL 4.2F JR 1000 GCB5-JL40 5F JL 1000
GCB4-CGR 4.2F JR 1000 GCB5-JL40A 5F JL 1000
GCB4-CP155 4.2F PIG 1100 GCB5-JL40SH 5F JL 1000
GCB4-INT-MB 4.2F PRIk 1100 GCB5-JL45 5F JL 1000
GCB4-JL10 4.2F JL 1000 GCB5-JL45A 5F JL 1000
GCB4-JL35 4.2F JL 1000 GCB5-JL45SH 5F JL 1000
GCB4-JL35SH 4.2F JL 1000 GCB5-JL50 5F JL 1000
GCB4-JL40 4.2F JL 1000 GCB5-JL50A 5F JL 1000
GCB4-JL40SH 4.2F JL 1000 GCB5-JL50SH 5F JL 1000
GCB4-JL45SH 4.2F JL 1000 GCB5-JR35 5F TR 1000
GCB4-JL50 4.2F JL 1000 GCB5-JR35A 5F TR 1000
GCB4-JL50SH 4.2F JL 1000 GCB5-JR35SH 5F TR 1000
GCB4-JR35 4.2F JR 1000 GCB5-JR40 5F TR 1000
GCB4-JR35SH 4.2F JR 1000 GCB5-JR40A 5F IR 1000
GCB4-JR40 4.2F JR 1000 GCB5-JR40SH 5F JR 1000
GCB4-JR40SH 4.2F JR 1000 GCB5-JR45 5F JR 1000
GCB4-JR50 4.2F JR 1000 GCB5-JR50 5F JR 1000
GCB4-JR50SH 4.2F JR 1000 GCB5-JR50A 5F JR 1000
GCB4-MPE30 4.2F MP 1100 GCB5-JR50SH 5F JR 1000
GCB4-MPE35 4.2F MP 1100 GCB5-MP 5F MP 1100
GCB4-MPK5 4.2F MP 1100 GCB5-MPE30 5F MP 1100
GCB4-P145D 4.2F PIG 1100 GCB5-MPE35 5F MP 1100
GCB4-P155D 4.2F PIG 1100 GCB5-MPK10 5F MP 1300
GCB4-P155FL 4.2F PIG 1100 GCB5-SAPL1 5F AL 1000
GCB4-P180D 4.2F PIG 1100 GCB5-YUMIKO 5F Pk 1100
GCB4-SAPL1 4.2F AL 1000 GCB5-ZMPK9B 5F MP 900
GCB4-SF1553 4.2F PIG 1100 GCB5-ZMPKIL 5F MP 1100
GCB4-SF155A 4.2F PIG 1100 GCB5-P145 5F PIG 1100
GCB4-SF1803 4.2F PIG 1100 GCB5-P145SS 5F PIG 1100
GCB4-W145 4.2F PIG 1100 GCB5-P155 5F PIG 1100
GCB4-W155 4.2F PIG 1100 GCB5-P155C 5F PIG 1100
GCB4-W155A 4.2F PIG 1100 GCB5-P155GL 5F PIG 1300
GCB4-W155GL 4.2F PIG 1300 GCB5-P155SS 5F PIG 1100
GCB4-W180 4.2F PIG 1100 GCB5-P180 5F PIG 1100
GCB4-W180GL 4.2F PIG 1300 GCB5-P180C 5F PIG 1100
GCB4-YUMIKO 4.2F PIIEh 1100 GCB5-P180GL 5F PIG 1300
GCB4-ZMPK9B 4.2F MP 900 GCB5-W145 5F PIG 1100
GCB4-ZMPK9IL 4.2F MP 1100 GCB5-W155 5F PIG 1100
GCB5-APL1 5F AL 1000 GCB5-W155A 5F PIG 1100
GCB5-APL15 5F AL 1100 GCB5-W155GL 5F PIG 1300
GCB5-APLISH 5F AL 1000 GCB5-W180 5F PIG 1100
GCB5-APL2 5F AL 1000 GCB5-W180GL 5F PIG 1300
GCB5-APL2SH 5F AL 1000 GCS5-BRT35B 5F BR 1000
GCB5-APR1 5F AR 1000 GCS5-BRT40B 5F BR 1000

GCB6-APL1 6F AL 1000
GCB6-APL1A 6F AL 1000
GCB6-APL2 6F AL 1100
GCB6-APL2A 6F AL 1000
GCB6-APR1 6F AR 1000
GCB6-APR2 6F AR 1000
GCB6-BRF35B 6F BR 1000
GCB6-BRF40B 6F BR 1000
GCB6-CSF3 6F AR 1000
GCB6-INT-MB 6F MBIk 1100
GCB6-JL35 6F JL 1000
GCB6-JL40 6F JL 1000
GCB6-JL45 6F JL 1000
GCB6-JL50 6F JL 1000
GCB6-JL35A 6F JL 1000
GCB6-JL40A 6F JL 1000
GCB6-JL50A 6F JL 1000
GCB6-JR35 6F JR 1000
GCB6-JR40 6F JR 1000
GCB6-JR45 6F JR 1000
GCB6-JR50 6F JR 1000
GCB6-JR35A 6F JR 1000
GCB6-JR40A 6F JR 1000
GCB6-JRS0A 6F JR 1000
GCB6-MP 6F MP 1100
GCB6-P145 6F PIG 1100
GCB6-P155 6F PIG 1100
GCB6-P155SS 6F PIG 1100
GCB6-P180 6F PIG 1100
GCB6-ZMPK9B 6F MP 900
GCB6-ZMPK9L 6F MP 1100
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