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%%E'; : Yol ELUA[ZEM A= 1. Description

CHIEY OptimosTM Stone Basket The Optimos™ Stone Basket is a device that is designed to remove stones and/or foreign bodies. It consists of a
_ %Eom S : NE 2pd =X handle, shaft connector and sheath. This device is available in a variety of lengths and designs for basket configuration.
223 M= 2E Ex 2. Indications for Use
. EZTR L IEA The Optimos™ Stone Basket is used for the endoscopic removal of biliary stones or foreign bodies.

= Ao B Patient Population

Optimos™ Stone Basket Al L{o| ZAMat 2 21 ®i7{0f = 3_ 0|22 BaskelOZ Not specialized for a particular population, but applicable to all patients over 18 years of age; however, the decision

Stainless steel 2! 2347|9291 Nitinol wirez2 A= 287| CH= r 7 AFO| R Q| Basket= rests with the physma*ns' |
A310] ZA 2 M S Tal5i0] HHE 4 Qi 3, Performance and Clinical Benefits
- Performance: Bile stone extraction

7.\l EX - Clinical benefit: Stone clearance
AMA| LHS| A HMSH 22 SES ZEl6t0 N7t 4, Contraindications
] Contraindications for the Optimos™ Stone Basket include, but are not limited to:
8. 27| Akt + Any use other than those specifically outlined under Indications for Use.
ANE=ZH0l| T HC = MA|El A 0[2]9] AFZSX; + Patients for whom endoscopic techniques are contraindicated
+ LHAIE AlE= AIES & G 21| CHet AL + Patient with bleeding disorder
. %j%j% ’“'j(il o) Eﬂj‘;l 8% + Patient with ascites
+ ST50| M= AL EF 5, Potential Complications
0. RTE HEIR Potential complications associated with the use of the Optimos™ Stone Basket may include, but are not limited to:
S PN "E,Ftrg,' IS XMZ &8 S0 9 x&Qt ztod oy2y| 2 &5 xf5t te= | Gastrointestinal endoscopy and ERCP procedure
535 HMX| AIRFEMOH L= KXo} 22 AEhT LIA|Z 2 ERCP A|&T} 2i2dst ZixfiA 2xk=0| | Pancreatitis, cholangitis, sepsis, perforation, hemorrhage, aspiration, fever, infection, hypotension, allergic reaction,
ZefE £ QoM thMo| =S |oloZ St Z2H A= ol 1AL S0| =2 E £ 9\t respiratory depression or arrest, cardiac arrhythmia or arrest.
0. A& & xo| At Basket‘extrafctign e o b e | |
(B (=]
_ LH*I S S510] ZA1 Tl So| 20| X 27|12 SIS Qake &zt 200jo] HES ﬁlgrzisﬂzgnos object, aspiration of foreign body, localized inflammation, pressure necrosis
MEH SiC -
_ 111 ;JO;ISF ) LS 2 Al S57(7+ E0l5t) + Identify the location and size of the stones to be retrieved using an endoscope and choose the proper model.
. A2 M HEO| Ah=u % Hie A| AX(5HCH ' + Check the state of packaging and sterilization and the expiration date of the product,
_ AQ & Handle= Of E|2 XXM basketo] O[AF G{EE SloI5iC} + Make sure you completely understand how to use the product.
. BasketS HXS M Basketo| wires} SI01X|LE MOIQIOm: ﬁ1|§9| A}QQ 2510 + Check the shape of basket carefully by moving the basket back and forth. |
= =M= T M= P + If the wire of the basket is bent or twisted when the stone basket has been spread, stop using the product.
11, 20| Al A - o |
. B ZO o oo o x| 224 o=l TIAE I Ol o o= It any serious incident occurs in relation to this device, the user and/or patient should report to the
_ E JJ?%::E&,%EJ%E%—%%‘%% ;FA_;T QOEI ! ME_E?J)HOLDE:LETEM wHE Mes s competent authority of the Member State in which the user and/or patient is established and to the manufacturer.
+ LHAIES 0|83I¢ XIF &Y Al HHA|E2 HE2 == a8 + = Hghet 37129 © 7. Cautions
accessory channel2 7HX|1 @040} stCt, (2t =tX) + When this product is inserted using an endoscope, the endoscope should have an accessory channel of an
o SAO| AX|0f YA X2|Z EX| X2H Basketz BA{A= F EC}, appropriate size for the product. (Refer to the attached label )
 S20]| MLol/{Lt Basket=a B2 [If M20| AKIH MF2| AFZS SX[eILt. + The Optimos™ Stone Basket is supplied sterile, Do not use if the packaging is opened or damaged.
+ O 7H2| 2M, BN 59| 22= oHHOi| A|A5HA| QOtOF Bt + Do not spread the basket when it is not located the appropriate position
12, 410 + Do not use the device where there Is resistance.
2 ME2 Y38 MiF0|Ct, + Procedures using the product must be performed only by appropriately trained doctors,
. H [HEL HE”%L ot7{Lt RHAFR 2X| SiCt, + Do not use to remove multiple stones at once.
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+ Those who experience allergic reactions to drugs may also show allergic reactions to this operation.

» This product is disposable.

+ 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.

”g S + This product is Supplied in sterllized packages; do not use this product if its internal package has been damaged
() LA &8 ©A| MAIZ S510] 24, SA S| 220| IXIE HOIBict i — : - 9
2 'Mﬁg 2%, 2501 ARlel 2t = ARIK] SRARZC, + Use only parts of this product whose shelf lfe has not expired
3) AZS Al A0 Hst7| M OIS H1 Basket 0] 2 BHXI=X| HOIGICE | lnstrucﬁoiffome ; )
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4 _%lc ?_T;?ngﬁ ;JH ;lﬁgéf;? glu_;tii lr_w So| %ilrgl:m{ﬁr:j, 2 0I5}C} o (1) Determine where the stone is located using endoscopic and fluoroscopic guidance,
(5) ;(-||E§| LHA|Z ohahnel HEG 2 LC—E”? L?oré%? GBaSketEgE o ,-,-qEr - (2) Insert the Optimos™ Stone Basket through the endoscope to where the stone is located

BasketS Ig:g T 2 A Elz.]-ll-l_-ll_g 0| g;réTg?Faqﬁ-f—;_ 2231 _?_|'E|0.E]!.[§ 2} (check the condition of basket before insertion). When using a contrast agent, inject it after advancing the
(6) B EAIS 51BN Basketg U FI2 S%I0f 2N, BN 59| 222 mafjir) sheath beyond the stone. |

I 3|5} At AXIO|2 o ZM SN E2 LHA|ATD 3| ”AHB (3) Advance the basket beyond the stone, spread the basket by pushing the handle, grasp the stones, and gently
(7) i'lJ—'—n_l- EHO'”’k | :| ==, O o= LHALD-‘-—" = |I 7'||_|'|:|' - -

of2i7he] G412 APIE B9, A9i0] ol A4, B So| BHS SiL HBICt el Vie Kt wiih e stenes

7)1 Zal5t AlRHOIM 2E M 71 Al M2 =1 hand heath= 17 (4) Remove the stones from the distal part first when retrieving the multiple stones

Vig e ::4)\4:!-101.:'.*1 4 j:! | 1= = !H; rrletil s1heath_(ll:rtJHo tn%?g')eg t\?o jﬂﬂj ilé (5) Do not pull out the shaft anymore, if the basket is impacted with the stones

BasléetOI el Sq:ath of‘g‘;jm.m C|E2 oI SN 2 M0 0| —':’rj‘-HEIHI—f basket©l (6) Remove the handle and sheath from shaft and insert the lithotripsy through the shaft,

wire7h 204! m77HX] '_—.qu R e e (7) Operate the lithotripsy until the stones are crashed or the wires of basket are separated. If passage is stil

Z0|: 0|24t 7|71TJH [ J‘*'EH)J; 87, 2N =0 2 4 QCt ( )restncted,h surgnaal m}ervenhgn may be nde(cjessary, _—— . s the dkonsa nrocad
e =1 = o e 8) Remove the product from endoscope, and dispose of the product in accordance with the disposal procedure
AE0| BL = LHA|ZC2EE K& I? ot S B0 A MofX| H|7 | AX| 2t I 7 [SITT ) .

14, 2F 72 / 2H o 10. Handling / Storage
= MZ9 7772 MEZZFH 3H0[H, 2EA| ZARFMHS Tloi %ot 156~30°C2 = The expiration date of this product is three years. Do not use any piece of this product if it has expired.
Mot HA0 Haket A, Store this product in a dry, clean place at the temperature of 15C~307; keep the product away from direct sunlight.
A A -
o4 ] A Reuse Precaution Statement

2 ethylene oxide (EQ.) 71A HitHoz HdS sHo HATX0| JHEE|0 QAL
t”OI E|01 U= AL AMEolfAl= OF =T FAl= ALZXI0f| 2loh X Bl XS0 CHolAl=
AMOIX|X| 4=Lt,

This product has been sterilized using ethylene oxide (E.O.) gas.
Do not use if the sterile package is opened or damaged. The company is not responsible for re-sterilized products.

— Symbols
ec | rer |  Authorized representative in Europe / S8 [2|?]  |stemwe|eo| Sterilized using ethylene oxide / E.0, 7tAS#A dl Date of Manufacture / HZZLX}
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JY Temperature limitation / E# 2 A Attention, consult instructions for use / £9, AF2AHMEZ @ Do not use if package is damaged / = X A 2X|
150
[:;;] Consult instructions for use / AF2AHA AX g Use by(Expiration Date) /| f&7|Zt @ Do not re-sterilize / M+ SA|
‘ Manufacturer / K| ZXt LOT Lot Number /| 2E Hg MD| Medical device/ 2l=7|7|
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