Optimos” Biopsy Forceps C€ 635

D HIE of ®x 1, Description
: Optimos™ Biopsy Forceps The Optimos™ Biopsy Forceps are esigned o that the user can easily insert them into an accessory channel of the endoscope and
2l xx manipulate the handle comfortably. The shaft of the forceps is coated with non-toxic stainless steel in a spiral pattern and polyethylene
for the patient's safety, with the streamlined cups designed in suich a way that they will not damage the endoscope.
Moreover, as the cups engage precisely, tissue can be collected safely with minimal bleeding.
2. Indications for Use , ) '
The Optimos™ Biopsy Forceps are used for the examination of cellular tissue from the digestive region.
| Patient Population
Not specialized for a particular population, but applicable to all patients over 18 years of age; however, the dedision rests with the physicans
3. Performance and Clinical Benefit
- Performance : Sampling of tissue - Clinical benefit : Histological examination
4, Contraindications
Using the product for purposes other than that specified concretely in the Indications for Use is prohibited.
Do not use on patients with hemostatic disorders.
5, Potential Complications
Potential complications related to gastro-endoscopy include, but are not limited to, the following: perforation, bleeding, aspiration,
febrictty, infection, allergic reaction o drugs, hypotension, respiratory depression or arrest, cardiac arrhythmia or arrest, and laceration
6, Precautions

+ Secure a suitable size for the endoscope channel for the device (refer to the attached label).

+ If possible, keep the endoscope in place when inserting or removing the forceps.

+ The outer diameter is 1.8mm or 2.4mm, 50 an endoscopic channel of over 2.8mm is necessary.,

+ Before using the product, make sure you have  thorough understanding of the technological principles, such as clinical advantages
and disadvantages, recovery from foreign body reactions, biopsies, etc., in relation to gastrointestinal endoscopy. This product
must be used only when the relevant biopsy procedure is directed or performed by a doctor who s appropriately qualified for

L bi%psy procedmﬁs l#sing an endoscope. N _ i

il - N + When inserting the forceps into or removing them from the channel, make sure that the cups are closed. f the cups of the forceps
2 LAIZS| = F71Lt BLIO{OF BiTt. Brof 2ol HOIMQITHH amr/%opeged whengnseni(rjlgorgemor]inﬁ the(rjn,they mhaycalljs(ej damaige!totm eerdoscopﬁ anﬁthe{orcg;;]stt(;?mselves.. »
i i ) S + When advancing the product through the endoscope channel, do so slowly while keeping the channel and handle in a straight fine.
[ﬁ ,:dﬁgL 0040?{\_1%@ '_'Mfo‘i "Hléﬂl é’%? |E§T°TZE|°H°F Avoid using excessive force, take care not to create any twist when removing the device from the channel,
USK| QOBA Mt Bi5 ASSIA| BES i) « When the biopsy ite s depressed or over 15 mm, an ER procedure using snares or ESD knivs s necessary fo precision examination.

/NI any serious incident occurs in refation to this device, the user and/or patient should report to the competent authority of

the Member State in which the user and/or patient is established and to the manufacturer.

7. Warnings

+ Those who experience allergic reactions to drugs may also show allergic reactions to this operation.

+ This product is disposable and should therefore not be reused. If o, risks stich as infection may occur.

* Biopsy function can deteriorate if reused, which could pose a isk to the patient.

+ Do not re-sterilize or reuse this product,

+ Do not use this product when the patient has a severe fever, hemorrhaging, or difficulty in breathing.

» This product is supplied in sterilized packages; do not use this product ifits intemal package has been damaged due to impad, etc.

+ Use only parts of this product whose sheff life has not expired

8. Instructions for Use

1) Preinspection

(D Remove the device from the box.

(2 Visually inspect the product for any bent, broken, or abnormal part,

3 Gently open and close the cups of the forceps several times to make sure that they close tightly without any problem.
@ Ifitis impossible to operate the product or any risk factor is found, do not use the product.

2) How to insert the product
(1) Place the endoscope over the patient’s lesion. .
(2)By pulling the hanale of the product n the direction of the user, pass t through the accessory channel of the endoscope whie

keepm%the cups closed, . ,

@ Move the product to the target tissue to be biopsied, then open the cups and collect the tissue.

@ Slowly remove the product from the accessory channel while keeping the cups engaged by applying appropriate force,

(5 After the procedure, the doctor can prescribe appropriate medicine for the patient.

1 (6 Dispose of the device after the procedure in accordance with the prescribed disposal procedure.
9, Handling / Storage

The expiration date of this product is three years. Do not use any part of this product i it has expired. Store this product in a dry,
clean place at a temperature of 150~30C. Keep the product away from direct sunlight,

thylene oxide (E.0) 7tA WHOR HAS on, BRAH0| HSE|0] UL £40| ARQUSG Precauton Statement

O R L of i Ol T S M0 Rl ML ZHOIX[T] OFe This product has been steriized using ethylene oxide (£.0.) gas. Do not use i it sterle package i opened or damaged.
7 ASEHAE Ot i), SRS ARBRION Slof 1 el RB0H CieME XA e, The company is not responsible for re-sterilized products.
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Authorized representative in Europe / S rfz2(9l Sterilized using ethylene oxide / E.0, IAHA M Date of Manufacture / MZYxt

Consult instructions for use / AFSAEA X Use by(Expiration Date) / S&7|2 @ Do not re-sterilize / MEZ 2X|

Manufacturer / HZX}

Temperature limitation / B2 2% A Attention, consult instructions for use / 79, ABMYNEZ @

Lot Number / 2E #3 Medical device / 21277

Catalogue No, / 22% ® Do not reuse / WAL 2X| O Single sterile barrier system / S P F& A AL

(F)eHguic)z Ml TAEWOONG MEDICAL CO., LTD
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