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Instruction for Use of Sugita Titanium Clip II Applier

EN

Important information
The device is supplied non-sterile.
It must be reprocessed (cleaned and disinfected), using the
validated reprocessing conditions. In addition, prior to use the
device must be sterilized according to the validated sterilization
conditions.

Specifications
Sugita Titanium Clip Il Applier is exclusively designed for Sugita Titanium
Aneurysm Clip II.
Sugita Titanium Clip Il Appliers are intended as instruments used to hold
and apply the Sugita Titanium Aneurysm Clip Il during treatment of
cerebral aneurysms.
“Sugita Titanium Clip Il Applier” is hereinafter referred to as “applier”.

Ratchet
Jaw  ghaft
g
Handle Return spring
— i\
\Wﬂﬂﬂﬂﬂﬂﬂﬂ@[ﬁ ]
Green (Standard type) Non-colored (silver)
Pink (Mini type)
Blue (Long type
(Hong type) [Figure 1]
Table 1. Product list

Code No. Product Description

19, Sugita Titanium Clip Il Applier, Straight 70mm for
17-012:51C Standard Clips

19, Sugita Titanium Clip Il Applier, Straight 90mm for
17-012-52C Standard Clips

9. Sugita Titanium Clip Il Applier, Straight 110mm for
17-012-53C Standard Clips

9. Sugita Titanium Clip 1l Applier, 15°Angled for
17-012-54C Standard Clips

Sugita Titanium Clip 1l Applier, 30°Angled for
17-012-55C Standard Clips
Sugita Titanium Clip Il Applier, Sideward Angled for

17-012-58C Standard Clips
17-013-51C (SDﬁglsta Titanium Clip Il Applier, Straight 70mm for Mini
17-013-52C (SDﬁglsta Titanium Clip Il Applier, Straight 90mm for Mini

12 Sugita Titanium Clip 1l Applier, Straight 110mm for
17-01383C | vfini Clips
17-013-54C gﬁglsta Titanium Clip Il Applier, 15°Angled for Mini
17-013-55C gﬁglsta Titanium Clip Il Applier, 30°Angled for Mini

Sugita Titanium Clip |1 Applier, Sideward Angled for

AL Sugita Titanium Clip Il Applier, Straight 90mm for
17-014-52C Long Clips

17-014-54C gﬁg;ta Titanium Clip Il Applier, 15°Angled for Long

Material: Titanium alloy, stainless steel

Types
Three types of appliers are available for Standard, Mini and Long clip each.
Appliers are color-coded on the applicable clips as follows. [Figure 1]
o Appliers for Standard type: Distal part of appliers colored
green.
o Appliers for Mini type: Distal part of appliers: colored pink.
o Appliers for Long type: Distal part of appliers: colored blue.
Applicable clip types are imprinted on the return spring of the appliers for
your verification before use. [Figure 2]
e.g. "FOR SUGITA Ti-CLIP-Il Standard ONLY"

[Figure 2]

Mechanism of action

Sugita Titanium Clip Il Appliers operate under the following principles:

* When the Handle is opened and closed, Jaw opens and closes.

* Squeeze the Applier handles and set a clip between the
Applier jaws by placing Sugita clips in the holding recesses of the jaws.
When the handles are further squeezed with the clip in the jaws, the
ratchet will be released to open the clip blade to the maximum width. At
this point, gradual loosening of the handles will open the jaws and
release the clip while closing the clip blades.

For SUGITA Ti-Cllips-I '
Standard ORIVES  ‘w

Intended purpose
“Sugita Titanium Clip Il Applier” is an instrument used to hold and apply
the Sugita Titanium Aneurysm Clip Il for treatment of cerebral aneurysm.

Indications
The Sugita Titanium Clip Il Applier is indicated for use in surgery where
cerebral aneurysm clips are used.

Intended Users
The applier is intended for use by neurosurgeons who are thoroughly
familiar with the surgical technique and the use of aneurysm clips and
their appliers.

Intended patient population
The target treated population are adult patients, 218, for whom
craniotomy clipping of cerebral aneurysms is indicated.

The performance characteristics of the device
Successfully apply the Sugita Titanium Aneurysm Clip |1

Clinical benefit
Facilitate the safe placement of the Sugita Titanium Aneurysm Clip !
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Directions for Use
Before using this product, inspect, wash, and sterilize in accordance with
these instructions.
1) Combination clip with appliers
"Sugita Titanium Aneurysm Clip II"

Table 2. Sugita Titanium Aneurysm Clip Il Color

Permanent Type Temporary Type
Type Color Type Color
Standard Spring - Green Standard | Spring - Green
Type Blade - Silver Type Blade - Yellow
. Spring - Pink . Spring - Pink
Mini TYPe  IBlade - Siver Mini Type  Blade - Yellow
Spring - Blue
Long Type Blade - Silver

The clip is only used by the applicable clip applier. Pay attention to the

type of clip.

The applicable clip has been displayed on the clip applier. Therefore,

please use the appropriate clip.

2) By squeezing the appliers handles, the ratchet may be locked. Further
squeezing of the handles will release the locked ratchet.

3) Set a clip between the appliers jaws by placing the clip correctly in the
holding recesses of the jaws while the ratchet is released, then lock
the ratchet. The clip will be held firmly between the jaws.

4) When the handles are further squeezed with the clip in the jaws, the
ratchet will be released to open the clip blade to the maximum width.
At this point, gradual loosing of the handles will close the clip blades
with opening of the jaws to release the clip.

5) When holding the clip, it must be verified that the spring of the clip is
correctly placed in the holding jaws of the clip applier as shown in
[Figure 3-A].

Improper holding of the clip may cause damage or ejection from the
clip applier. As this may present a risk during surgery, ensure correct
holding of the clip. [Figure 3-B/C/D/E]

6) Do not hold the clip in angled positions.

7) Sugita Titanium Clip Il Applier is exclusively designed and constructed
for use with Sugita Titanium Aneurysm Clips Il only. It must NOT be

used for clips of other manufacturers or conventional cobalt alloy clips.

A. Correctly positioned

r\—

e —
C. Incorrectly positioned D. Incorrectly positioned

E. Incorrectly positioned
w7 '
P

Contraindications
1) This applier must not be used in patients with serious allergies to
metals or exogenous materials.
2) This applier must not be used in patients with infectious diseases or
sepsis as a complication.

B. Incorrectly positioned.

[Figure 3]

Warning
1) If the device is used in a patient with or is suspected of having
CJD the instrument should be disposed of in accordance with
local requirements.
2) Handling of this clip:
Rough handling of this applier may cause deformation or damage to
the applier and may harm the patient.
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3) Prohibition of use for unintended purposes

The applier should not be used for other than intended purpose.
4) Clip appliers should not be used in MR environment.
5) If needed, all metal products or fragments thereof can

be located by means of an X-Ray.

Caution

1) Use of this applier is restricted to intended users only.

2) Do not use clips manufactured by other companies or
incompatible with the applier.
[Using the wrong clips may damage the aneurysm clip.]

3) Modifying or adulteration of this applier is not allowed.

4) The applier must be sterilized by steam sterilization,
other methods should not be used.

5) Do not modify or reshape the return spring.
Appropriate width of the opening at holding clip is ruined by breaking
and transforming the return spring and the clip might come to
interfere, and eventually not come off easily with appliers.

Defects and Adverse Events (residual risk)
1) Serious adverse events
+ Infection
+ Damage to blood vessel
+ Death
+ Disease transmission
» Cranial nerve damage
* Blood loss
» Organ damage
» Aneurysm failure or aneurysm rupture.
+ Biological toxicity symptoms.
+ Biological inflammatory response
2) Other adverse events
+ General surgical complications
+ Delay in surgery

Notice
Any serious incident that has occurred in relation to the device should be
reported to the manufacturer and the competent authority in which the
user and/or patient is established.

Summary of safety and clinical performance
For summary of the clinical performance and safety, see Summary of
Safety and Clinical Performance (SSCP).
https://ec.europa.euftools/eudamed

Storage - Care and Handling
Store any new or unused products in a dry, clean, and safe place.

Validated Cleaning and Sterilization Procedure
The applier is supplied in a non-sterile state.
It MUST be sterilized by the user (medical professional) prior to use
using validated sterilization processes in accordance with guidelines
stipulated by the government.
MIZUHO have confirmed safety and performance of the applier up to
500 times of repeated cleaning and sterilization processing.
Proper sterilization and handling of this applier is important for assuring
that the appliers meet sterile specifications prior to surgery as an aid in
minimizing the occurrence of infection in the surgical patient.
Sterilizers must be validated to ensure proper sterilization. Users
(medical professionals) are responsible for validating the sterilization
process and ensuring sterility of the individual sterilizer.
Sterilization equipment should be cleaned and maintained in accordance
with standardized operating procedures specified by its manufacturer.
Other procedures for minimizing contamination in the operating room,
including the use of a surgical unit with laminar flow equipment at the
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doctor's discretion, are also important.
Be sure to clean the applier prior to sterilization.
Bioburden prior to sterilization must be reduced to ensure successful
sterilization.

Do not use chlorine-based solutions when cleaning this applier. This
could cause metallic corrosion.
1) Cleaning

Important notes

a

2) Inspection
2)-1 Preinspection actions

+ Clean the device immediately after use.
+ Do not contact with other instruments.
« Use a detergent appropriate for this product and in accordance with
the manufacturer's instructions.
+ Cleaning is in two stages. Precleaning followed by automatic
cleaning.
Conditions of cleaning validated by the manufacturer are as follows.
) Precleaning
(1) Soak the product in detergent*b at room temperature for 15
minutes, covering all surfaces. The temperature during cleaning
should not exceed 40 °C. (20 °C to 40 °C)
(2) After the soaking time, this product is brushed for 1 minute in the
solution. (while opening and closing the JAW part.)
(3) Finally, this product is rinsed for 1 minute with running tap water.

b) Automated cleaning, disinfection and drying (washer disinfector)

+ Use the washer-disinfector that has been officially recognized for its
performance (according to the ISO 15883 series, with the CE mark,
or approved by the FDA), install it accurately, check the operating
status. Perform regular maintenance and inspection.

+ After manual cleaning, perform cleaning according to the conditions
in the table below.

« The ratchet should not be locked. (Conducted with release the
ratchet)

+ Make sure that the devices do not come into contact with each
other.

Table 3. Washer-disinfector recommended (validated) conditions

Temp | Time

If the product is wet or damp, dry it.

Use a water-based anticorrosive lubricant for medical devices.
MIZUHO recommend neodisher® IP Spray Dr. Weigert,

REF: 4304 90.

Lubricating oil is completely removed by cleaning. After

cleaning this product, apply a water-based, anticorrosive lubricant prior
to sterilization. Do not use this product without applying anticorrosive
lubricant on its sliding part. [Galling could occur)]

2)-2 Do not use the device if any abnormalities are observed by visual

inspection or motion check.
- Damage including any sharp surfaces
+ Deformation
+ Corruption
* Remaining dirt
+ Corrosion
+ Loosening of joints and screws
- Backlash of movable part
+ Target Sugita clips cannot be properly hold.
Since the color of the surface may be faded in repetitive processing, do
not use appliers that cannot be clearly distinguished with color coding.
Please contact your distributor for repairs.

3) Packaging

This product can be sterilized by sterilizing the applier alone or by
placing it in a dedicated sterilization case.

When using a sterilization case, store the product in the dedicated
MIZUHO sterilization case (Table 4). In either case, make sure the
ratchet has been released. Otherwise the return spring will be
damaged.

When sterilizing the applier alone or in the dedicated sterilization case,
double wrap the device with wraps conforming to ISO 11607 that are
appropriate for steam sterilization.

Table 4. Sterilization case list

Stage | Procedure C) (min) Quality of water | Remarks Code No. Product Description
Tap water 17-010-80 | Sugita Titanium Clip Il Case A for Appliers
! Preclean | <25 3 | (Drinking water) - 17-010-06 | Sugita Titanium Clips Il Half Case
I Washing 55 10 Delct)nls*ed Deti[)gent 17-010-20 | Sugita Titanium Clip Il Metal Case A for Appliers
DW? er ad 17-012-26 | Sugita Titanium Clip Il Metal Half Case
i Rinsing | <25 1 clonise: - 4) Sterilization
water*a . . I
Deionised High-pressure steam sterilization is recommended for sterilization. The
\Y Rinsing <25 1 water*a - conditions in the table below have been validated.
Hot water Deionised Other sterilization methods are not recommended because the surface
v e 90 5 % - fades and affects the properties
disinfection water*a , o .
Follow the The high-pressure steam sterilizer should be verified,
VI Drying ; 3 ; device maintained and inspected according to ISO17665-1.
program The ratchet should not be locked. (Conducted with

*a: Deionized water
Sufficient consideration must be given to the quality of the water used
for diluting cleaning agents and the rinsing water used for medical
device. When using pure water, highly purified water or sterile water for
rinsing, we recommend rinsing water with a maximum viable count of
10 CFU/ml and endotoxin concentration of 0.25 EU/ml or less. If hard
water contains metallic soap, or if the concentration of contaminant
microorganisms or endotoxin is high, it may cause staining of the
device and impair the cleaning and disinfection effect. (CFU: Colony
Forming Unit)

*b: Cleaning agent information used in verification.
Precleaning: Dr. Weigert, neodisher® MediClean forte, 0.5 %
Automated cleaning: Dr. Weigert, neodisher® MediClean forte, 0.4 %

- Use only slightly alkaline, low-foam detergent (detergent for aluminium,

efc.) that will not impact the anodizing treatment of titanium.
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release the ratchet)

Table 5. Validated Sterilization Method

Standard followed ISO 17665-1

Pre-vacuum steam sterilization

Steriization method (Autoclave sterilization)

Sterilization

N y temp Retention time
Sterilization conditions e i ies o rore
134°C 3 minutes or more

Drying conditions *a

Drying time (set time): 20 minutes
(8 times fractionated vacuum)

*a: The actual drying time required depends directly on the

parameters that are the sole responsibility of the user (e.g.
load configuration and density, sterilizer conditions).
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The high-pressure steam sterilizer used for verification is
EN285-compliant.

5) Storage
Following sterilization, store in a clean place free from dust and
moisture. Avoid high temperature and humidity.

Warranty
MIZUHO Corporation will repair defective parts of this product without
charge for one year from the date of delivery/installment except for cases
of damage caused by a third party's repair, act of nature, improper use or
intentional damage. All other warranty terms and conditions are subject
to regulations of MIZUHO Corporation.

Disposal
If the device needs to be disposed of, e.g. having been used on a patient
with or suspected of having CJD, disposal shall be conducted in
accordance with local regulations.

MIZUHO Corporation
3-30-13 Hongo, Bunkyo-ku, Tokyo 113-0033, Japan
https://www.mizuho.co.jp

EMERGO EUROPE
Westervoortsedijk 60, 6827 AT Amhem
The Netherlands

o 3

Explanation/translation of symbols
Catalogue number

Batch code

Manufacturer

Date of manufacture

Authorized representative in the European
Community/European Union
Importer

Medical device

Consult instructions for use or consult electronic
instructions for use

Keep dry

Keep away from sunlight

Non-sterile

MR Unsafe

Unique device identifier

Do not use if package is damaged and consult
instructions for use

@ Eep - EE@ [ LLEE
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Yka3zaHus 3a ynotpeba Ha Sugita Titanium Clip II Applier

BG

BaxHa nHdopmaums
W3penueTto ce aocTaBsi B HECTEPUITHO CLCTOSIHME.
To TpsibBa ga 6bae 06paboTEHO (MOYUCTEHO M Ae3nHGEKTUPAHO) C
M3noNn3BaHe Ha BanuanpaHuTe ycnoBusi 3a obpaboTtka. OcBeH ToBa,
npeau ynotpeba nsgenuero Tpsdea Aa 6bae CTEPUNU3MPaHo B
CLOTBETCTBME C BanuanpaHuTe yCNoBUSA 3a CTEPUN3aLUA.

Cneumcbnkauum
Sugita Titanium Clip Il Applier e npenHasHa4eHO U3KITUMTENHO 3a
Sugita Titanium Aneurysm Clip II.
Sugita Titanium Clip Il Appliers ca npeaHasHaueHm 3a MHCTPYMEHTH,
M3M0M3BaHM 3a CbXpaHsiBaHe M npunaraHe Ha Sugita Titanium
Aneurysm Clip Il no Bpeme Ha neyeHme Ha MO3bYHU QHEBPU3MM.
,ougita Titanium Clip Il Applier” ce Hapuya no-gony ,annukarop’”.

®ukcato
Yemo  Cru6ro

\Wﬂﬂﬂﬂﬂﬂﬂﬂﬂ[ﬁ ]
3eneHa

(cTaHnanTeH Tun) Bes ougeTsiBaHe (cpebpuct)

PosoBa (Tvn MuHK)
CwH (obrbr Tin)

[®urypa 1]
Tabnmua 1. Ciucbk Ha npoayKTuTe
Kon No Onvcanve Ha npofykTa
17-012-51C g?agri?ar-{jitéﬂ:;m Clip I Applier, Straight 70mm for
17-012-52C g?agri?ar-{jitéﬂ:;m Clip I Applier, Straight 90mm for
17-012-53C S?agritdaargtg?iy? Clip Il Applier, Straight 110mm for
17-012-54C S?agritdaargginpigm Clip Il Applier, 15°Angled for
17-012-55C S?agritdaarggggm Clip 1l Applier, 30°Angled for
17-012-58C S?agritdaaljit%rllii;l)]gn Clip Il Applier, Sideward Angled for
17-013-51C (Slﬁglsta Titanium Clip Il Applier, Straight 70mm for Mini
17-013-52C (Slﬁglsta Titanium Clip Il Applier, Straight 90mm for Mini
17-013-53C I\S/Ilijr?iitgli:)-istanium Clip Il Applier, Straight 110mm for
17-013-54C gﬁglsta Titanium Clip Il Applier, 15°Angled for Mini
17-013-55C gﬁglsta Titanium Clip Il Applier, 30°Angled for Mini

Sugita Titanium Clip |1 Applier, Sideward Angled for

AL Sugita Titanium Clip Il Applier, Straight 90mm for
17-014-52C Long Clips

17-014-54C gﬁg;ta Titanium Clip Il Applier, 15°Angled for Long

Matepuan: TutaHoBa CninaB, HepbXaaema CToMaHa

Tunose

Mpennarat ce TpW BAgA anfMKaTOpW, BCEKM OT TsX MpeaHasHadveH 3a

CTaHAAPTEH, MUHW WM AbITbr Kunc. AnnukatopuTte ca 0603HaueHm ¢

LIBETOBM KOLOBE BbpXY CHOTBETHUTE KIUNCOBE, KakTo creapa. [durypa

1]

o AnnukaTopu 3a CtaHaapTeH Tvn: [ucranHata YacT Ha annukaTopuTe e
OLIBETEHA B 3€I1EHO.

oAnnukaTopu 3a MMHWM TUN: [ucTanHaTta 4acT Ha annuKaTopuTe:
OL|BETEHa B PO30BO.

oAnnukaTopu 3a AbSTbr TMM: [ucTanHata 4acT Ha annuKaTopuTe:
OLIBETEHA B CHHBO.

|-|pI/IJ'IO)KI/IMVITe TMNOBE KNNCOBE Ca OTneYaTaHu BbpXY Bb3BpaTHaTa

MpyXMHa Ha annukaTopute, 3a Ja MM npoBepute npeau ynotpeba.

[®urypa 2]

[ipvxka  \Bb3soatia movikika  yann’ FOR SUGITATI-CLIP-Il Standard ONLY

For SUGITA Ti-Cllps-T |
| Standard Only

[durypa 2]

MexaHu3bM Ha peicTeue

Sugita Titanium Clip Il Appliers pabotaT Ha ocHoBaTa Ha criefHuTe

MPUHLMNN

+ Korato gpbxKaTa ce 0TBaps 1 3aTBapsl, HEMKCTTa Ce OTBaps U

3aTBaps.

+ CTVCHETE APBXKUTE Ha annvukaTopa 1 NocTaBeTe KINC Mexay
YeriCTUTE Ha annukaTopa Kato nocTaeuTe knunca Sugita BbB
BOTOHaTUHKTE 33 3axBaLLaHe Ha YentocTuTe. Korato gpbxkuTe ce
HaTMCHAT OOMbITHUTENHO C KIWMCa B YENCTUTE, (hMKCaTopsT ce
ocBobox/aBa, 3a ia Ce OTBOPM OCTPUETO Ha Knunca 0 MakcumanHa
LuMpKHa. B TO31 MOMEHT NOCTENEHHOTO pa3xnabBaHe Ha ApbXKATE
LLie OTBOPM YEMKOCTUTE U LLie 0cBOBOAM KNUMCA, KaTo ChLUEBPEMEHHO
LLie 3aTBOPU OCTPMETATa Ha Knunca.

MpenHasHaveHue
,ougita Titanium Clip Il Applier” e MHCTpYMeHT, KOITO Ce u3non3ea 3a
3adbpxaHe v npunarae Ha Sugita Titanium Aneurysm Clip Il no speme
Ha NeYeHme Ha MO3bYHI aHEBPU3MM.

lMokazaHus
Sugita Titanium Clip I Applier e nokasaH 3a ynotpeba npu onepavum, npu
KOWTO Ce W13M0M3BaT KIMMCOBE 3a MO3bYHU aHEBPU3MM.

MoTpebutenu no npegHasHaveHue
AnnukaTopbT e NpeaHasHaueH 3a U3NoM3BaHe OT HEBPOXMPYP3W, KOUTO
ca fobpe 3ano3HaT C XvpypridHaTa TEXHUKA W U3N0M3BaHETO Ha
KIMNCOBe 3a aHEBPW3MM 11 annuKaTopu 3a TAX.
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Lienesa nonynaums nauueHTy
Lienesata nonynawsi, KOSITO Ce fiekyBa, Ca Bb3pacTHW NaLWeHTH Ha
Bb3pacT = 18 roaunHu, 3a KOUTO € NOKa3aHO KIMMCMpaHe Ha MO3bYHM
aHEeBPV3MM YPE3 KPAHMOTOMMS.

PaboTHM xapaKTepucTUKU Ha U3JeNUeTo
YenelwHo npunarade Ha Sugita Titanium Aneurysm Clip Il

KnuuuyHa nonsa
YrnecHsBaHe Ha Be3onacHoTo nocTaBsiHe Ha Sugita Titanium Aneurysm
Clip Il

Yka3aHus 3a ynotpeba
Mpeav ga uanonasate TO31 NPOAYKT, IPOBEPETE, N3MUIATE Y
CTepUn13MpanTe B CHOTBETCTBIE C TE3M MHCTPYKLMM.
1) KomBuHaLms knunc ¢ annvkatopw
,ougita Titanium Aneurysm Clip II”

Tabnmua 2. Sugita Titanium Aneurysm Clip Il Ligst

lNocTosHeH Tvn BpemeHeH Tvn
Tun Lpsar Tun Upsar
CraHpapteH | [NpyxuHa - 3enex CraHgapreH | [NpyxuHa - 3eneH
™n Octpwme - cpebpuct ™n Octpwme - XbnT
[py»xuHa - po3oB [py»xuHa - po3oB
Mk Tvn Octpwe - cpebpuct Mutkin vm Octpwme - xbnT
[TpyxmHa - CiH
femertun Octpwme - cpebpuct

KnuncbT ce m3nonssa camo C MOCOYEHNs annukaTop 3a Kiuncose.
O6bpHeTe BHUMaHe Ha BiAA Ha Knunca.

[TpUNOXUMUAT KIUNC € NOKa3aH Ha annukatopa 3a knuncose. 3atosa
13n0n3BaiTe NOAXOASALLMS KIMMC.

2) C HaTvCKaHe Ha ApbXKUTE Ha anmnvkaTopa (uKCaTopbT MOoXe Aa ce
Briokvpa. Mo-HaTaTbLIHOTO HaTUCKaHE Ha APbXKUTE Lue 0cBoDoaN
Briokvpanms dukcaTtop.

3) MNocTaBeTe KMMNC MEXAY YENMOCTUTE Ha annukaTopa, kaTo NocTaBuTe
Knunca NpaBuHO BbB BAMLOHATUHWTE 3a 3axBalljaHe Ha YentocTuTe,
A0KaTO (hnKCaTopBT € 0cB060AEH, Cref KOETO 3acTonopeTe
thukcatopa. KnuncbT Lue ce Abpxu 30paBo MEXAY YeniocTuTe.

4) KoraTo ApbxKUTE Ce HATUCHAT AOMLITHUTENHO C KIWMNCa B YEriocTuTe,
chvkcaTopbT Ce 0cBOBOXaBA, 3a a Ce 0TBOpY OCTPUETO Ha KIunca 0
MaKcvMarHa LMpuHa. B T031 MOMEHT nocTeneHHOTO pa3xrnabBaHe Ha
LPBXKUTE LLIE 3aTBOPY OCTpHETATA Ha KIMINCA W YEmtocTUTE LUE Ce
OTBOPAT, 0CBODOXAaBaMKM KNMca.

5) [lokaTo KIWNCBT Ce bpy, TpsbBa Aa Ce NpoBepy Aanu NpyxuHaTa Ha
Knunca € NpaBumHo MocTaBeHa B 3aXBalLaLLuTe YenioCTh Ha
annukaTopa 3a KIurncoBe, KakTo e nokasaHo Ha [Gurypa 3-Al.
HenpaBunHOTO 3agbpaHe Ha Knunca Moxe a AoBeae A0 nospena
VN1 M3XBBPIISHE OT annuKkaTopa 3a KIMncose. Thii KaTo ToBa MOXeE fa
npeacTaBnsiBa prck no Bpeme Ha orepawLusiTa, yBepeTe Ce, Ye KIuncsT
ce Obpxu npasunHo. [durypa 3-5/B/M1]

6) He gpwxTe knunca nog bron.

7) AnnukatopbT Sugita Titanium Clip Il Applier e npoextpaH u
KOHCTPYMPaH W3KIKOYMTENHO 3a M3non3BaHe camo ¢ Sugita Titanium
Aneurysm Clips II. Toin HE Tpsisa aa ce 3nonaea 3a KmncoBe Ha
LPYTV MPOM3BOAUTENN UMM 3@ KOHBEHLIMOHAIHU KIUMCOBE OT
kobarToBa cnras.

A. TpaBunHo nosuUyoHmpad b, HenpasurHO NO3MLMOHMpaH.

B. HenpasurnHo noauuuonupad I HenpasunHo nosvumoHupaH

[. HenpasunHo noauuuoHmpaH

[®urypa 3]

lMpoTtnBonokasaHus
1) Toan annukaTop He TpsibBa fja Cce 13non3Ba Npy NaLyMeHTV Cbe
CEepVO3HY aneprii KbM MeTarn U ek3oreHHW MaTepuany.
2) Toan annukatop He Tpsibaa Aa Ce Wanonasa npy NaumeHTn ¢
MH(EKLMO3HM 3aB0MNSBaHNS UIN CEMCIC KaTo YCIOKHEHWE.

MpenynpexaeHue
1) Ako u3genueTo ce U3NON3Ba NPV NALMEHT, GONEH OT UNU CbC
CbMHeHue 3a bonectTa Ha Kporiudena — Ako6 (CJD),
MHCTPYMEHTLT TPsIbBa Aa GbAe U3XBBLpIeH B CLOTBETCTBUE C
MeCTHUTE U3NCKBaHUS.

2) Pabora ¢ 103 Kmnc:

I'pyboTo GopaBeHe C TO31 annMKaTop MOXe Aa LOBEAE 40
AechopmaLys Unu noBpea Ha annvkatopa v Aa HaBpeam Ha
nauueHTa.

3) 3abpaHa 3a n3non3eaHe 3a Leni U3BbH NpeaHasHaueHNeTo
AnnukaTopbT He TpsibBa fja ce WU3Mon3sa 3a ApYry Lenn U3BbH
npesHasHAYEHNETO My.

4) Annvkatopm 3a Knunc He Tpsibea fa ce uanonaear B cpeaa Ha AMP.

5) Ao e Heobxoaumo, BCHUKI METaIHI NPOZYKTY UMK TEXHN

thparMeHTI MoraT a 6baaT OTKPUTY C MOMOLLTA HA PEHTTEH.

BHumaHue
1) M3nonaeaHeTo Ha T03u annukaTop e OrpaH14YeHo camo L0
noTpebuTenure, 3a KOUTO € NpeaHasHaueH.
2) He nanonsBaiite KMncoBe, NPOM3BEAEHM OT APy oupMK Tk
HECBBMECTVMU C annmkaTopa.
[M3non3BsaHeTo Ha HENOAXOASALLM KIMMCOBE MOXe Aa AoBeae 40
YBpEXOaHe Ha Krunca 3a aHeBpuama.]
3) He ce paspeLuaBa MoavuLmMpaHe Urv nognpassHe Ha To3u
annukatop.
4) AnnukaTtopbT TpsibBa fa ce CTepunmanpa Ypes cTepunmuaaLys ¢
napa, apyr MeToau He Tpsibea Aa ce 13nonaear.
5) He mogudhmumpaiite unm npoMeHsiiiTe hopmaTa Ha Bb3BpaTHaTta
MpyXuHa.
MoaxopsiuaTa WMpoYMHa Ha OTBOpa MK 3afbpXaHe Ha Krunca ce
HapyLLiaBa 4pe3 CHyrNBaHe W MPOMEHSHE Ha Bb3BpaTHaTa NpykuHa, a
KNMNCBLT MOXE Ja Ce HaMeCu W B KpalHa CMeTKa [ia He ce CBanu
NECHO C annukaTopa.

DedbekTn U HEXENAHU CHLOMTMSA (OCTATLYEH PUCK)
1) CepnoaHu HexenaHu CubuTus
* WHchexums
+ BriokvpaHe Ha KpbBOHOCEH Cbf
+ CmbpT
* MNpepaBaxe Ha Gonect
* YBpexaaHe Ha YepenHuTe Hepau
+ 3ary6a Ha KpbB
* YBpexaaHe Ha opraHu
* Mpobrem ¢ aHeBpM3mMaTa Ui paskbCBaHe Ha aHeBpuaMara.
+ CuMNTOMM Ha B1ONOMYHA TOKCUYHOCT.
+ BronoryHa Bb3nanuTenHa peakuns
2) Opyrv HexenaHn CubuTus
* OBLLM XMIPYPIVYHM YCIOKHEHNS
+ 3abaBsHe Ha XVpypryHa onepaums

UsBecTune
Bceku cepro3eH MHUMAEHT, Bb3HWKHAMN BB BPb3ka C M3AENMETO,
TpsibBa Aa ce AOKTaBa HA NPOU3BOLAMTENS W Ha KOMMETEHTHUS OpraH,
B KOWTO € YCTaHOBEH NOTPEOUTENST UMK MaLUeHTbT.
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0600LieHMe Ha 6e30MacHOCTTa W KITIMHUYHUTE paboTHM
XapaKTep1CTUKM
3a 0600LLeHEe Ha KITMHNYHITE PabOTHI XapaKTepHUCTUKM 1
Be30nacHoCTTa BUXTE PE3tOMETO Ha 6E30MacHOCTTa W KIMHUYHUTE
pesyntatut (SSCP).
https://ec.europa.euftools/eudamed

CbxpaHeHue - rpukmn n 6opaBeHe
ChbxpaHsiBaiTe BCUHKW HOBM UMM HEN3MON3BaHM MPOAYKTY Ha CyXo,
4mMCTO 1 BE30MacHo MSCTO.

YTBBbpAeHa npouedypa 3a NOYUCTBaHe M CTepUnM3aLms

AnnuKaTopbT Ce AOCTaBS B HECTEPUIHO CLCTOSHUE.

Ton TPABBA ga 6bae crepunuanpaH ot noTpebutens (MeamLMHCKK
cneuvanmct) npeau ynotpeba, Kato Ce u3nonasar BanmanpaHi

MPOLIECH Ha CTEPUNN3aLMS B CbOTBETCTBIE C YKasaHWsTa, OnpeaeneHu
OT NPaBUTENCTBOTO.

MIZUHO ca notebpamnu 6e3onacHocTTa 1 paboTHUTE XapaKTepUCTUKMA
Ha annukatopa Ao 500 MbTY NPy MHOTOKPATHO MOYMCTBaHE 1
CcTepunmM3aLms.

MpasunHaTa crepunmsaLms u GopaseHe C TO3W annuKkaTop ca BaxkHU,
3a [ia Ce rapaHTVpa, Ye annukaTopbT 0TroBaps Ha U3VCKBaHWSTA 3a
CTEPWIHOCT NPeayn onepaLmsTa, Kato MOMOLLHO CPEACTBO 3a CBEXAaHe
[0 MUHUMYM Ha MOSIBaTa Ha MHAEKLNS MPY OMEPUPaHNS MaLMeHT.
Crepunusatopute TpsibBa Aa Obaat yTBbpLEHH, 3a Aa e rapaHTvpa
npasunHata crepunuauus. MotpebuteniTe (MeauUmMHCKUTE
CMeLManmcTyh) ca OTrOBOPHM 3a YTBbPXAABaHETO Ha NpoLieca Ha
CTEpUNN3aLVA M OCUTYPSIBAHETO HA CTEPUMHOCT Ha OTAEMNHMS
CTepuUnm13aTop.

O6opyaBaHeTo 3a CTepunn3aLms TpsbBa Aa ce NoYKCTBA M MOALbPXA
B CbOTBETCTBYE CbC CTaHAapTU3MpaH1Te paboTHu NpoLiemypy,
onpegenexy OT NPOU3BOANTENS My.

BaxHu ca 1 apyrv npoLieaypy 3a cBexgaHe 40 MUHUMYM Ha
3aMbPCABAHETO B OrepaLioHHaTa 3ana, BKITIYUTENHO M3NOM3BaHETo
Ha xupyprudeH 6ok ¢ 0bopyaBaHe ¢ naM1HapeH NoToK Mo NpeLieHka Ha
nexaps.

He 3abpaBsiiTe ga nouncTUTE annmkatopa npeay CTepunmaaLys.
3a fa ce ocurypw ycreluHa cTepuninsauus, Tpsibea aa ce Hamanm
B1ONoMI4YHOTO HATOBaPBaHE NMpeay CTepunmM3aLmsTa.

He 13nonaBalite pa3TBOpY Ha X1IOpHa OCHOBA NPy NOYMCTBAHETO Ha
TO31 annukaTop. ToBa MOXe fa [A0BeLe A0 KOpPO3ns Ha MeTarna.

1) MouncreaHe
BaxHu Benexku
« [MouncTeTe u3genveTo BegHara cnep ynotpeba.
+ [la He ce Brn3a B KOHTAKT C APYry UHCTPYMEHTU.
* 1A3non3sanTe nouncTBALL npenapar, NOAXOAALL 3a TO31 NPOLYKT, B
CbOTBETCTBME C UHCTPYKLMUTE Ha MPOU3BOANTENS.

+ MouncTBaHETO € Ha fBa eTana. [peaBapuTenHo NoYMCcTBaHe,
rocnensaHo OT aBTOMATUYHO NOYKUCTBAHE.
YcnosusiTa 3a NOYMCTBaHe, YTBbPAEHM OT NPOU3BOAUTENS, Ca
cnegHue.

a) MpenBapuTenHo NoumcTBaHe

(1) HakvcHeTe npofiykTa B nodcTBaLL Mpenapar™b Ha cTaiHa
Temneparypa 3a 15 MUHYTW, KaTo NMOKPUETE BCUYKM MOBBPXHOCTH.
Tewmnepartyparta no Bpeme Ha NoYUCTBaHETO He Tpsibea aa
Hapeuwaga 40 °C (20 °C go 40 °C)

(2) Cneq BpemeTo 3a Hakv1cBaHe NMPOYKTHT Ce MOYMCTBA C YeTKa B
NPOObITKEHE Ha 1 MMHYTa B pa3TBOpA. (BOKATO OTBapSTE U
3aTBapATE YacTTa Ha YemniocTuTe.)

(3) Hakpas NpoyKTLT Ce Marnaksa B NPObIKeHNe Ha 1 MIHyTa ¢

Teyalla YelMsHa Bofa.
6) ABTOMaTU31paHo NOYMCTBaHe, AE3MHAEKLINS W CyLLEHe (MUSIHO-
[E3VHeKLMOHHa MaLLMHa)
* ManonasaiTe MUSNHO-AEe3MHAEKLMOHHA MaLLMHA, KOSITO e

ochmumanHo npuaHaTa 3a cBosiTa EPEKTUBHOCT (CbITTACHO cepusTa
ISO 15883, ¢ mapkvposka CE nnv ogobpeta ot FDA),
VHCTanuparTe S NpaBIiHo, MpoBepeTe paboTHOTO CLCTOSHKE.
3sbpLuBaliTe peoBHa NOAAPLXKA U NPOBEPKA.

+ Crieq pb4HOTO MOYMCTBAHE U3BBPLLETE NMOYMCTBAHE CHITIACHO
ycrnoBusiTa B Tabnuuata no-gony.

+ QuKcaTopbT He TpsibBa a € 3akmnioveH. (M3BbpLuBa ce ¢
ocBoboXx1aBaHe Ha chukcaTtopa)

+ YBepeTe Ce, Ye U3ennsTa He BNn3aT B KOHTAKT €[HO C pyro.

Tabmua 3. MpenopbyaHi (YTBbPAEHM) YCHOBUS 32 MUSITHO-

[Ae3nHGeKLMOHHA MallnHa
Temne Bpeme | KauectoHa
Eran | Mpouenypa p?%p))a (W) BopaTa 3abenexku
Mpeasaput Boga ot
| €rHoO <25 3 yewmara -
Mo4MCTBaHe (nuTeiiHa Boga)
[Heitonunampana | lMpenapat
I WammBaHe 55 10 Bofa a "
Il WannaksaH <5 1 ﬂeMOHM3TpaHa i
e BOfA*a
WannaksaH [eiioHunanpara )
v o <25 1 Bona’a
[esnHdexy,
usic [eitoHuanpara )
v ropeLla %0 5 Boda*a
Bofda
Cnepgaitte
Vi CyweHe - - - nporza;mara
13nenueTo
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*a: [lefoHuavpaHa Boga

TpsibBa aa ce 06bpPHE JOCTATbYHO BHUMAHWE Ha Ka4ecTBOTO Ha

BOJATa, M3Mor3BaHa 3a paspexaaHe Ha noYUCTBaLLMTE npernapati, v

Ha BOJaTa 3a u3nnaksaHe, 3nornasaHa 3a MeaULMHCKOTO U3gernue.

KoraTo ce 13non3sa Y1cTa BoAa, CUMHO NpeymcTeHa Boga Unu

CTepWriHa Boda 3a uannakeaHe, Npenopbysame Boga 3a uannaksaqe ¢

MaKcymaneH Bpoi xusHecnocobHm mukpoopranmamm 10 CFU/mI n

KOHLieHTpaLus Ha eHaoTokekHy 0,25 EU/mI unn no-manko. Ako

TBbpaara Bofa ChAbpXa CanyH CbC ChAbPXKaH1e Ha MeTan Unm ako

KOHLEHTpaLysiTa Ha 3aMbPCSBALLY MUKPOOPIraHN3MI Ui HAOTOKCUHM

€ BIICOKa, TOBa MOXe a 0Be/e 40 OLBETABAHE Ha U3LenveTo 1 aa

BrOLLM echekTa Ha nouncTBaHe u aesnHeekuus. (CFU: EonHuua 3a

obpasyBaHe Ha KOMOHMM)

*6: WHchopmaLms 3a MOYMCTBALLMS areHT, 3non3saHa npu
BEpUdMKaLmsTa.
MpengaputenHo nouncTeare: Dr. Weigert, neodisher® MediClean
forte, 0,5 %
AsTomaTuampaHo nounctaaHe: Dr. Weigert, neodisher® MediClean
forte, 0,4 %

- Mi3nona3galiTe camo NeKo ankareH npenapar ¢ H1cka CTeMeH Ha
neHoobpa3yBaHe (Npenapar 3a anyMuHWiA 1 Ap.), KOMTO HAMa da
Bb3AENCTBA HA aHOAMPAHETO Ha TUTaHa.

2) Uncnekums

2)-1 [eitcTBus npeam UHCNekumsTa

AKO NPOAYKTLT € MOKbP MIK BNaxeH, NOACYLLETE TO.
W3nonaBaliTe aHTUKOPO3VIOHEH CMa30ueH MaTepuan Ha BogHa
OCHOBA 3@ MEVLIMHCKA U3enus.
MIZUHO npenopsuBa neodisher® IP Spray Dr. Weigert,
REF: 4304 90.
CMa304HOTO Macro ce OTCTpaHsiBa HambIHO Ypes nouncTBaHe. Crieq
KaTo MOYMCTTE TO3W MPOJYKT, HAHECETE AHTUKOPO3VMOHEH CMa304eH
MaTepuvan Ha BofHa 0CHOBa Nnpeau cTepunuaaunsita. He
W3nonasanTe To3W NPoayKT, 6e3 Aa HaHECETe aHTUKOPO3MOHEH
CMa304eH MaTepuan Bbpxy NibaraLiata ce Yact. [BbavoxHo e fa ce
MosiB1 PPUKLMOHHA KOPO3KS.]
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2)-2 He n3nonasaite u3genveTo, ako npu BU3yanHa npoBepka unm
npoBepka Ha BYKEHMETO Ce HabmioaaBaT HsKakBW aHOManuu.
« [NoBpena, BKIOUMTENHO OT OCTPU NOBLPXHOCTM
+ NedopmaLius
« PaspywiaBaHe
+ OcraHana MpbCoTHst
+ Kopoaus
+ Pa3xnabBaHe Ha CbeauHEeHns 1 BUHTOBE
« JlyT B noagikHaTa Yact
+ Llenesute knuncose Sugita He MoraT Aa 6baat npasunHo
3abpXKaHu.
Tbi KaTo LBETHT Ha MOBLPXHOCTTA MOXE fa u3bneaHee npu
MHOroKpaTHa 06paboTka, He U3Non3BaiiTe annukaTopu, KOUTO He
morat fja 6b4aT SCHO pasrpaHNieHy ¢ LIBETHW KOZOBE.
CebpkeTe Ce C BaLLns AUCTpuBYTOp 38 PEMOHT.
3) OnakoBka
Toau NPoAYKT MOXe Aa Ce CTepuUn13mnpa Kato ce CTepuUnmavpa camo
annuKaTopbT UK KaTo Ce NOCTaBM B CrieLianeH kambd 3a
cTepunmM3aLms.
KoraTo nanonssate karmbgh 3a CTEpUnM3aLus, CbxpaHsiBanTe
MpoayKTa B cneuuantms kambg 3a crepunmaaums Ha MIZUHO
(Tabrwmua 4). U B oBata cryyas ce yeepeTe, Ye pukcaTopsT e
ocBobozeH. B npoTuBeH cryyai Bb3spaTHaTa npyuHa Lue ce
noBpeam.
Korato cTepunmanpate camo annvkatopa B crieLmantus kams 3a
CTEepUn13aLVs, yBUIATE N3NENVETO f1Ba MbTH C 0DBBKY,
CcboTBETCTBALLM Ha ISO 11607, kouTO ca noaxoasily 3a
CTepuUnm13aLms ¢ napa.

Tabnuua 4. Crncbk Ha cryyauTe Ha cTepunusaums

Koz Ne Onucanvie Ha npogyKTa
17-010-80 | Sugita Titanium Clip Il Case A for Appliers
17-010-06 | Sugita Titanium Clips Il Half Case
17-010-20 | Sugita Titanium Clip Il Metal Case A for Appliers
17-012-26 | Sugita Titanium Clip Il Metal Half Case

4) Ctepunusaums

3a cTepunu3aLys ce npenopbysa CTepuni3aLms ¢ napa nof BUCOKO
HansraHe. Ycnosusita B Tabnuata no-0ony ca BanvaupaHu.

[pyrv MeToau 3a CTepUnM3aLms He Ce NPenopbYBaT, Thil KaTo
MOBbPXHOCTTa M3breaHsiBa 1 BNusie Ha CBOWCTBATA.
CrepunusatopbT C napa nog, BUCOKO HansiraHe Tpsibea Aa ce
NnpoBepsiea, NoAAbPkKa M MHCNEKTVpa cbriacHo ISO 17665-1.
OukcaTopbT He Tpsibea Aa e 3akoyeH. (M3sbpLuBa ce ¢
ocBoboXaaBaHe Ha ukcaTopa)

Tabnuua 5. BanuaypaH meTog 3a cTepunmaams

CnepnpaH cTangapT ISO 17665-1
[penBapuTenHa BakyyMHa
MeTog Ha cTepunu3aums cTepunv3aLms ¢ napa
(Crepunusaums B aBTOKNaB)
Temnepatypa
Ha Bpeme Ha 3agbpxaHe
Ycnous 3a cTepunmusaums | CTepunmnsaums

132°C 4 MUHYTU Un NoBEYE

134 °C 3 MUHYTW MIK NoBEYE

Bpeme 3a cyLueHe (3apageHo Bpeme):
20 MUHYTM
(8 MU hpaKLMoHMpaH Bakyym)

Ycnosus Ha cylLeHe *a

*a: [lencTBATENHO HEOBXOAMMOTO BPEME 3a CyLLEHe 3aBMCH MPSIKO OT
napameTpuTe, 3a KOUTO OTTOBapPs €AVMHCTBEHO NOTPEOUTENST (Hanp.
KOHChMrypaLus 1 NiTbTHOCT Ha TOBapa, YCIOBMS Ha CTEPUNN3ATOPa).

CrepunnsaTopbT C napa nog B COKO HarsraHe, U3nonasaH 3a
npoBepkara, e B CboTBeTCTBIE C EN285.
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5) CbxpaHeHue
Cnep cTepunv3aLys CbXpaHsiBaiiTe Ha YNCTO MSCTO, 3aLLUTEHO OT Mpax
W Bara. M36sreaitTe BUCOKM TeMNepaTypu 1 Brara.

lapaHuua

MIZUHO Corporation Le peMoHTVpa fedeKTHUTE YacTh Ha TO3u
npoZayKT 6e3nnatHo B NPOAbITKEHME HA eAHa rofyHa OT JaTaTta Ha
[0CTaBKa/MHCTanauws, C U3KIYEHNe Ha CryyauTe Ha noBpeaa,
MPUYHEHA OT PEMOHT, U3BBPLLIEH OT TPETA CTpaHa, NPYPOaH
OeqcTeus, HenpasuHa ynotpeba unn ymuLLneHa nospeaa. Bendku
OCTaHasM rapaHLMOHHM YCIIOBMS CE NMOAYMHABAT Ha pasnopesnbute Ha
MIZUHO Corporation.

U3xsbpnsate

Ako n3nenveTo Tpsabea fa Gbaart U3XBbPIEHO, HaNp. e kaTo e 6uno
W3MOMN3BaHO 3a NauMeHT, BoMneH OT M Cbe CbMHeHKe 3a CJD,
N3XBbPNSHETO TPSOBa A Ce U3BbPLUM B CbOTBETCTBIE C MECTHUTE
pasnopendu.

MIZUHO Corporation
3-30-13 Hongo, Bunkyo-ku, Tokyo 113-0033, Japan
https:/Mww.mizuho.co.jp

EMERGO EUROPE
Westervoortsedijk 60, 6827 AT Arnhem
The Netherlands

00sicHeHMe/npeBOd HAa CUMBONUTE
KatanoxeH Homep

Kog Ha napTvaa

MpoussoauTen

[lata Ha npon3BoACTBO

YnbnHOMOLLEH npeacTaBuTen B EBponeickara
obLHocT/EBponenckus Cbio3

BHocuten

Me,EI,VILlMHCKO ngenuve

KoHcynTupalite ce ¢ MHCTpyKUMuMTE 3a yroTpeba
W C eNEKTPOHHUTE MHCTPYKLMK 3a ynoTpeba

5 E L eEE

.

CbXxpaHsiBaiTe Ha Cyxo

e
<

i

/
»

[a ce naau OT cITbHYeBa CBETNMHA

HectepuneH

He e 6esonacHo npu AMP

YHukaneH VI/J,eHTVICbVIKaTOp Ha 13JenneTo

He v3non3BaliTe, ako OnakoBkaTa e noBpeaeHa,
1 Ce KOHCYMTUPAWTE C UHCTPYKLMTE 33
ynotpeba

® |g@F>
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Instructiuni de utilizare pentru Sugita Titanium Clip II Applier

RO

Informatii importante
Dispozitivul este furnizat in stare nesterila.
Trebuie reprocesat (curatat si dezinfectat) in conditiile validate de
reprocesare. in plus, inainte de utilizare, dispozitivul trebuie sterilizat
in conformitate cu conditiile de sterilizare validate.

Specificatii
Sugita Titanium Clip |l Applier este proiectat exclusiv pentru Sugita
Titanium Aneurysm Clip II.
Sugita Titanium Clip Il Appliers sunt destinate drept instrumente pentru
tinerea si aplicarea Sugita Titanium Aneurysm Clip 11 in impul
tratamentelor anevrismelor cerebrale.
L»ougita Titanium Clip Il Applier” este denumit in continuare ,aplicator”.

Falcd  Arbore Clichet
@44\;
Maner \Mde revenire
-
\WHHHHHHHHEEE )
Veerde (tip standard) Fara culoare (auriu)
Roz (tip m?ni)
Albastru (tip lung) Fowa 1]
Tabel 1. Lista de produse
Numar de cod Descrierea produsului
17-012-51C gtjagrﬁjaaliit%rl]itjsm Clip Il Applier, Straight 70mm for
17-012-52C gtjagrﬁjaa:;t%rl]igsm Clip Il Applier, Straight 90mm for
17-012-53C gtjagrﬁjaagt%rlliiggq Clip Il Applier, Straight 110mm for
17-012-54C gtlagrihaargig?;gm Clip Il Applier, 15°Angled for
17-012-55C gtlagrihaargig?;gm Clip Il Applier, 30°Angled for
17-012-58C gtlagrﬁjaajétaaiig? Clip Il Applier, Sideward Angled for
17-013-51C I\S/Itilr?iitgligganium Clip Il Applier, Straight 70mm for
17-013-52C I\S/Itilr?iitgligganium Clip Il Applier, Straight 90mm for
17-013-53C I\S/ILijr?iitgli-;I)-istanium Clip 1l Applier, Straight 110mm for
17-013-54C gltllglsta Titanium Clip Il Applier, 15°Angled for Mini
17-013-55C gltllglsta Titanium Clip II Applier, 30°Angled for Mini
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Sugita Titanium Clip Il Applier, Sideward Angled for

AL Sugita Titanium Clip I Applier, Straight 90mm for
17-014-52C Long Clips

17-014-54C (SDﬁglsta Titanium Clip 1l Applier, 15°Angled for Long

Material: Aliaj din titan, otel inoxidabil

Tipuri
Sunt disponibile trei tipuri de aplicatoare, pentru clemele de tip standard,
mini si lung. Aplicatoarele sunt marcate cu o culoare pe clemele aplicabile,
dupa cum se prezinta in continuare. [Figura 1]
o Aplicatoare pentru tipul standard: Partea distala a aplicatoarelor are
culoarea verde.
o Aplicatoare pentru tipul mini; Partea distala aplicatoarelor are culoarea
roz.
o Aplicatoare pentru tipul lung: Partea distala a aplicatoarelor are culoarea
albastru.
Tipurile de cleme aplicabile sunt inscriptionate pe resortul de revenire al
aplicatoarelor, pentru ca aceste informatii sa poata fi consultate inainte de
utilizare. [Figura 2]
de exemplu, ,FOR SUGITA Ti-CLIP-Il Standard ONLY*

For SUGITA TI-Clips-I i
z l i StandardOnENE. T
[Figura 2]
Mecanism de actiune
Sugita Titanium Clip Il Appliers functioneaza pe baza urméatoarelor
principii:

+ Cand ménerul este deschis si inchis, falcile se deschid si se inchid.

+ Stréngeti manerele aplicatorului si asezati o clema intre
félcile aplicatorului, asezand clemele Sugita intre locasurile de prindere
de pe falci. Cand stréngeti in continuare ménerele, cu clema prinsa
intre falci, clichetul se va elibera pentru a deschide lama clemei la
[&timea maxima. Tn acest moment, eliberarea progresivd a manerelor
va deschide falcile si elibera clema, inchizand lamele acesteia.

Utilizare recomandata
,ugita Titanium Clip Il Applier* este un instrument pentru mentinerea si
aplicarea Sugita Titanium Aneurysm Clip Il pentru tratamentul
anevrismului cerebral.

Indicatii
Sugita Titanium Clip Il Applier este destinat utilizérii in operatiile la care se
folosesc cleme pentru anevrisme.

Utilizatorii vizati
Aplicatorul este destinat utilizarii de catre neurochirurgi familiarizati cu
tehnica chirurgicala si cu utilizarea clemelor pentru anevrisme sia
aplicatoarelor acestora.

Populatia de pacienti vizata
Populatia tinta tratatd sunt pacienti adulti, = 18 ani, pentru care este
indicata cliparea prin craniotomie a anevrismelor cerebrale.
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Caracteristicile de performanta ale dispozitivului
Aplicarea reusita a Sugita Titanium Aneurysm Clip Il

Beneficii clinice
Facilitarea plasarii in siguranta a Sugita Titanium Aneurysm Clip Il

Instructiuni de utilizare
inainte de a utiliza acest produs, inspectati-, spalati si sterilizati- in
conformitate cu aceste instructiuni.
1) Combinatia dintre clema si aplicatoare
,Sugita Titanium Aneurysm Clip II

Tabel 2. Sugita Titanium Aneurysm Clip Il Culoare

Tip permanent Tip provizoriu
Tip Culoare Tip Culoare
Tip standard 5:;%“_2{3&% Tip standard E:rz%n--(;/;rbii
Tomin TR e | TP™ Lo Gathen

Clema trebuie utilizata doar cu aplicatorul corespunzator. Acordati atentie
tipului de clema.

Clema corespunzatoare a fost inscriptionata pe aplicatorul clemei. Prin
urmare, utilizati clema corespunzatoare.

2) Puteti bloca clichetul apasand pe manerele aplicatoarelor. Daca
stréngeti in continuare ménerele, veti elibera clichetul blocat.

3) Asezati o clema intre falcile aplicatorului asezand corect clema in
locasurile de prindere de pe falci, in timp ce clichetul este eliberat. Apoi,
blocati clichetul. Clema va fi bine prinsa in falci.

4) Cand strangeti in continuare manerele, cu clema prinsa intre falci,
clichetul se va elibera pentru a deschide lama clemei la latimea maxima.
Tn acest moment, eliberarea progresivd a manerelor va inchide lamele
clemei, deschizand falcile pentru a elibera clema.

5) Atunci cand tineti clema, trebuie s& verificati daca resortul sau este
corect amplasat in falcile de prindere ale aplicatorului de clema, dupa
cum se arata in [Figura 3-A].

Tinerea incorecta a clemei poate duce la deteriorari sau a iesirea din
aplicatorul de clema. Deoarece acest lucru poate prezenta un risc in
timpul operatiei, asigurati tinerea corecta a clemei. [Figura 3-B/C/D/E]

6) Nu tineti clema in unghi.

7) Sugita Titanium Clip Il Applier este conceput si construit exclusiv pentru
utilizarea cu Sugita Titanium Aneurysm Clips II. NU trebuie utilizat pentru
cleme ale altor producétori sau cleme conventionale din aliaj de cobalt.

A. Pozitionata corect B. Pozitionata incorect.

W

O
e ——
C. Pozitionata incorect D. Pozitionata incorect

E. Pozitionata incorect
e ‘// -
o 4
, ”

Contraindicatji
1) Acest aplicator nu trebuie utilizat la pacientii cu alergii grave la metale
sau materiale exogene.
2) Aplicatorul nu trebuie utilizat la pacientii cu boli infectioase sau
complicatie de sepsis.

~ [Figura 3]

Avertisment

1) Daca dispozitivul este utilizat la un pacient cu CJD sau
suspectat de CJD, instrumentul trebuie eliminat in conformitate
cu cerintele locale.

2) Manevrarea clemei:
Manevrarea neadecvata a acestui aplicator poate provoca deformarea
sau deteriorarea sa si poate rani pacientului.

3) Interzicerea utilizarii in scopuri nerecomandate
Acest aplicator nu trebuie utilizat in alte scopuri in afara celor
recomandate.

4) Aplicatoarele clemelor nu trebuie utilizate intr-un mediu RM.

5) Daca este necesar, toate produsele sau fragmentele metalice

pot fi identificate prin intermediul unei radiografii.

Atentie

1) Utilizarea acestui aplicator este limitata exclusiv la utilizatorii vizatj.

2) Nu utilizati cleme fabricate de alte companii sau incompatibile cu
acest aplicator.
[Utilizarea unor cleme necorespunzatoare poate deteriora clema
anevrismului.]

3) Este interzisa modificarea sau alterarea aplicatorului.

4) Aplicatorul trebuie sterilizat prin sterilizare cu abur. Nu utilizatj alte
metode.

5) Nu modificati si nu dati o altd forma resortului de revenire.
L&timea corespunzatoare a deschiderii la tinerea clemei este
compromisa de ruperea sau transformarea resortului de revenire, iar
clema poate interfera si, in cele din urma, nu va putea fi indepartata
cu usurinta cu aplicatorul.

Defecte si evenimente adverse (risc rezidual)
1) Evenimente adverse grave
+ Infectie
+ Leziune a vaselor de sange
Deces
+ Transmiterea bolii
Leziuni la nervii cranieni
Hemoragie
Leziuni ale organelor
Blocare incompleta sau ruptura anevrismului.
Simptome de toxicitate biologica.
+ Raspuns inflamatoriu biologic
2) Alte evenimente adverse
Complicatii chirurgicale generale
- Intarzierea interventiei chirurgicale

Important
Orice incident grav care a avut loc in legatura cu dispozitivul ar trebui
raportat producatorului si autoritatii competente din tara in care locuieste
utilizatorul sifsau pacientul.

Rezumatul caracteristicilor de siguranta si performanta clinica
Pentru rezumatul caracteristicilor de siguranta si performanta clinica,
consultati Rezumatul caracteristicilor de siguranta si performanta clinica
(SSPC).
https://ec.europa.eu/tools/eudamed

Depoxzitare - ingrijire Si manevrare
Pastrati produsele noi sau neutilizate intr-un loc curat, uscat si sigur.

Procedura validata de curatare si sterilizare
Aplicatorul este fumizat in stare nesterila.
Prin urmare, trebuie sterilizat de utilizator (cadru medical) inainte de a fi
utilizat, urmand procesul de sterilizare validat, in conformitate cu
instructiunile prevazute de organismele guvernamentale.
MIZUHO a confirmat siguranta si performanta aplicatorului pentru pana

10/16



MES-CK17-012-51CWW Ver.1

la 500 de operatiuni repetate de curétare si sterilizare.

Sterilizarea si manevrarea corecta a aplicatorului sunt importante pentru
a garanta ca acesta respecta specificatiile de sterilizare inainte de
operatie si ca mijloc de a minimiza aparitia infecfiilor pacientului.
Sterilizatoarele trebuie validate pentru a garanta sterilizarea
corespunzétoare. Utilizatorilor (cadre medicale) le revine
responsabilitatea pentru validarea procesului de sterilizare si pentru
asigurarea caracterului steril al sterilizatorului.

Echipamentul de sterilizare trebuie curatat si intretinut in conformitate cu
procedurile standard de operare, indicate de producétor.

De asemenea, sunt importante i alte proceduri care vizeaza
minimizarea contamindrii in sala de operatie, inclusiv utilizarea unei
unitati chirurgicale cu un dispozitiv cu flux laminar, la discretia medicului.
Asigurati-va c&, inainte de a-| steriliza, aplicatorul este curat.

Tnainte de sterilizare, trebuie redusa biosarcina pentru a se asigura
sterilizarea cu succes.

Nu utilizati solutii pe baza de clor pentru curétarea aplicatorului. Acestea
pot duce la aparitia coroziunii metalului.

1) Curatarea
Observatjii importante
+ Curatati dispozitivul imediat dupa utilizare.
Nu [&sati dispozitivul sé intre in contact cu alte instrumente.
Utilizati un detergent corespunzator pentru acest produs si urmati
instructiunile de utilizare ale fabricantului.
+ Curatarea trebuie s& aiba loc in doud etape. Curatarea prealabila
urmata de o curatare automata.
Conditiile de curatare validate de producétor se descriu mai jos.
a) Curatarea prealabila
(1) Lasati produsul s& se inmoaie in detergent*b, la temperatura
camerei, timp de 15 minute. Toate suprafetele produsului trebuie sa
fie acoperite de detergent. In timpul curatarii, temperatura nu trebuie
s& depéseasca 40° C. (intre 20° C i 40° C)
(2) Dupa inmuiere, periati produsul timp de 1 minut in solutie.
(deschizand si inchizand partea cu félcile.)
(3) Lafinal, clatiti produsul timp de 1 minut cu apa de la robinet.

b) Curatarea automatd, dezinfectarea si uscarea (aparat de curétare-

dezinfectare)

+ Utilizati aparatul de curétare-dezinfectare cu performante
certificate oficial (in conformitate cu standardele 1ISO 15883, cu
marcaj CE sau aprobat de FDA), instalati-l corespunzator si
verificati daca functioneaza corect. Efectuati periodic lucrari de
inspectie si intretinere.

+ Dupé curatarea manuala, efectuati curétarea potrivit conditiilor din
tabelul de mai jos.

+ Clichetul nu trebuie s fie blocat. (operatiune desfasuraté cu
clichetul deblocat)

+Asigurati-va ca dispozitivele nu se ating unele de altele.

Tabel 3. Conditii recomandate (validate) pentru aparatele de spalare-

dezinfectare
< Temp. | Timp , , "
Etapa | Procedura °C) | (min) Calitatea apei Observatii
Apadela
[ Precurdtare | <25 3 robinet -
(apa potabild)
Il Curatare 55 10 Apd dgfnlzata Detergent*b
I catre | <25 | 1 | Avadeonzad :
v catre | <25 | 1 | Avadeonzad :
Dezinfectare Apa deionizata
v cu apa calda %0 5 *a i
Urmati
Vi Conditii - - - programul
aparatului
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*a: Apa deionizata
Trebuie avuté in vedere calitatea apei utilizate pentru diluarea agentjlor
de curatare si a apei de clatire utilizate pentru dispozitivul medical. Dacé
pentru cltire utilizati apa purd, apa foarte purificata sau apa sterila,
recomandam o apa de clatire cu un numar maxim de microorganisme
viabile de 10 UFC/ml si o concentratie de endotoxiné de 0,25 EU/ml sau
inferioara. Dacé apa duré contine sapun metalic sau daca concentratia
de microorganisme contaminante sau endotoxina este ridicata, acest
lucru poate duce la aparitia petelor pe dispozitiv si poate afecta efectul de
curatare si dezinfectare. (UFC: Unitate de formare a coloniilor)
*b: Informatii despre agentul de curatare utilizat in cadrul verificarii.
Precuratare: Dr. Weigert, neodisher® MediClean forte, 0,5 %
Curatare automata: Dr. Weigert, neodisher® MediClean forte, 0,4 %
- Utilizati numai detergent usor alcalin, cu spuma redusa (detergent pentru
aluminiu etc.) care nu va afecta tratamentul de anodizare a titanului.
2) Inspectia
2)-1 Actiuni premergéatoare inspectiei
Uscati produsul daca acesta este ud sau umed.
Utilizati un lubrifiant pe baza de apa, anticoroziv, pentru dispozitive
medicale.
MIZUHO recomanda neodisher® IP Spray Dr. Weigert, REF: 4304 90.
Uleiul de lubrifiere este indepartat complet prin curatare. Dupa
curatarea acestui produs, aplicati un lubrifiant anticoroziv pe baza de
apa pentru sterilizare. Nu utilizati acest produs fara a aplica lubrifiant
anticoroziv pe partea sa glisanta. [Aceasta ar putea cauza tocirea,]
2)-2 Nu utilizati dispozitivul daca in timpul inspectiei vizuale sau de
mobilitate observati anomalii.
Deteriorare, inclusiv suprafete ascutire
Deformare
+ Avariere
Murdarie ramasa
Coroziune
Slabirea imbinarilor si a suruburilor
Reculul partii mobile
Clemele Sugita vizate nu pot fi mentinute corespunzétor.
Deoarece culoarea suprafetei se poate estompa ca urmare a
procesarii repetate, nu utilizati aplicatoare care nu pot fi diferentiate in
mod clar prin intermediul codului de culoare.
Pentru reparatii, contactatj distribuitorul.
3) Ambalaj
Produsul poate fi sterilizat sterilizand doar aplicatorul sau prin
asezarea sa intr-o casetd de sterilizare dedicatd.
Daca utilizati o caseta de sterilizare, pastrati produsul in caseta de
sterilizare MIZUHO dedicati (tabelul 4). in ambele cazuri, asigurati-va
c4 clichetul este deblocat. n caz contrar, se poate deteriora resortul de
revenire.
Cand sterilizati doar aplicatorul in caseta de sterilizare dedicata,
impachetati de doua ori dispozitivul cu invelisuri, in conformitate cu
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ISO 11607, potrivite pentru sterilizarea cu abur.

Explicatia/traducerea simbolurilor

Tabel 4. Lista cu casetele de sterilizare Humar de catalog
Nur;;é\dr de Descrierea produsului LoT Codul lotulu
17-010-80 | Sugita Titanium Clip Il Case A for Appliers Producator
17-010-06 | Sugita Titanium Clips Il Half Case Data fabricarii
17-010-20 | Sugita Titanium Clip Il Metal Case A for Appliers
17-012-26 | Sugita Titanium Clip Il Metal Half Case Reprezentant autorizat in Comunitatea

Europeand/ Uniunea Europeana

4) Sterilizarea
Pentru sterilizare, se recomanda sterilizarea cu abur de inalta

Importator

presiune. Conditiile din tabelul de mai jos au fost validate.

Dispozitiv medical

Nu sunt recomandate alte metode de sterilizare, deoarece suprafata
se estompeaza, fapt ce afecteaza proprietafile clemei.

Consultati instructiunile de utilizare sau consultati
instructiunile de utilizare in format electronic

Sterilizatorul cu abur de inalta presiune trebuie verificat, intrefinut si
inspectat in conformitate cu 1ISO17665-1.

Mentineti uscat

Clichetul nu trebuie s fie blocat. (operatiune desfasurata cu clichetul
deblocat)

Feriti de lumina soarelui

Tabel 5. Metoda de sterilizare validata

Nesteril

Standardul urmat ISO 17665-1

Nesigur pentru RM

Sterilizare cu abur pre-vacuum

Metoda de sterilizare (sterilizare in autoclava)

Identificator unic al dispozitivului

® B@p B 5 Lk

Conditii de uscare*a

(de 8 ori vacuum fractionat)

*a: Timpul efectiv de uscare este direct legat de parametrii care intrd in
sfera de responsabilitate exclusiva a utilizatorului (de exemplu,
configuratia incarcaturii si densitatea, conditiile sterilizatorului).

Sterilizatorul cu abur de nalta presiune utilizat in scopul acestei verificari
este conform cu EN285.
5) Depozitarea

Dupa sterilizare, pastrati intr-un loc curat, ferit de praf si umezeala. Evitati
temperaturile ridicate si umiditatea.

Garantie
MIZUHO Corporation va repara gratuit piesele defecte ale acestui
produs timp de un an de la data livrarii/instalarii, cu exceptia cazurilor de
dauna cauzatd de reparatii efectuate de catre terte parti, calamitati
naturale, utilizare inadecvaté sau dauna intentionatd. Toti ceilalti termeni
si conditii privind garantia fac obiectul regulamentelor MIZUHO
Corporation.

Eliminarea la deseuri
Daca este necesar s& eliminati dispozitivul, de exemplu, dacé a fost
utilizat la un pacient cu CJD sau suspectat de CJD, eliminarea sa trebuie
s& se efectueze in conformitate cu reglementarile locale.

MIZUHO Corporation
3-30-13 Hongo, Bunkyo-ku, Tokyo 113-0033, Japan
https:/fwww.mizuho.co.jp
EMERGO EUROPE
Westervoortsedijk 60, 6827 AT Amhem
The Netherlands
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Tempe@tura Timp de mentinere Nu utiIizg}i dacé a'mbalaju.I. este deteriorat i
- i de sterilizare ’ consultati instructiunile de utilizare
Conditii de sterilizare 5 . . ! !
’ 132°C 4 minute sau mai mult
134°C 3 minute sau mai mult
Timp de uscare (timp stabilit): 20 de minute




Z# MIZUHO

MES-CK17-012-51CWW
VYHOTOVENE:(2025-01-30) (verzia 1)

2797

Navod na pouzitie Sugita Titanium Clip II Applier

SK

Dolezité informacie
Pomadcka sa dodava v nesterilnom stave.
Musi sa renovovat' (vyCistit' a dezinfikovat) za validovanych
podmienok renovovania. Pomécka sa navysSe musi pred pouzitim
sterilizovat’ podra validovanych podmienok sterilizacie.

Specifikécie
Sugita Titanium Clip Il Applier je uréeny vyhradne na svorku Sugita
Titanium Aneurysm Clip II.
Sugita Titanium Clip Il Appliers sluZia ako nastroje pouzivané na drzanie
a aplikaciu svorky Sugita Titanium Aneurysm Clip Il pri lie¢be mozgovych
aneuryziem.
L,ougita Titanium Clip Il Applier sa dalej oznaCuije len ako ,aplikétor”.
Zapadka

Celust Driek

@;"4\;

Rukovat  \Vratnajpruzina
—
\H]HHHHHHHQEE ]
Zelené (typ Standard) Nefarebna (strieboma)
Ruzova (typ Mini)
Modra (typ Lon
(typLong) [Obrazok 1]
Tabulka 1. Zoznam vyrobkov
C. kédu Opis vyrobku
19, Sugita Titanium Clip Il Applier, Straight 70mm for
17-012:51C Standard Clips
19, Sugita Titanium Clip Il Applier, Straight 90mm for
17-012-52C Standard Clips
9. Sugita Titanium Clip 1l Applier, Straight 110mm for
17-012-53C Standard Clips
9. Sugita Titanium Clip 1l Applier, 15°Angled for
17-012-54C Standard Clips
Sugita Titanium Clip 1l Applier, 30°Angled for
17-012-55C Standard Clips
Sugita Titanium Clip Il Applier, Sideward Angled for
17-012-58C Standard Clips
17-013-51C (SDﬁglsta Titanium Clip Il Applier, Straight 70mm for Mini
17-013-52C (SDﬁglsta Titanium Clip Il Applier, Straight 90mm for Mini
12 Sugita Titanium Clip 1 Applier, Straight 110mm for
17-013-53C Mini Clips
17-013-54C gﬁglsta Titanium Clip Il Applier, 15°Angled for Mini
17-013-55C gﬁglsta Titanium Clip Il Applier, 30°Angled for Mini

Sugita Titanium Clip Il Applier, Sideward Angled for

AL Sugita Titanium Clip Il Applier, Straight 90mm for
17-014-52C Long Clips

17-014-54C gﬁg;ta Titanium Clip Il Applier, 15°Angled for Long

Material: zliatina titanu, nehrdzavejlica ocel

Typy
Pre svorku Standard, Mini a Long su k dispozicii tri typy aplikatorov.

Aplikatory su na prislusnych svorkach farebne oznacené nasledujicim
spdsobom. [Obrazok 1]

o Aplikatory na typ Standard: Distalna Cast aplikatorov sfarbend do zelena.
o Aplikatory na typ Mini: Distalna ¢ast aplikatorov sfarbena do ruzova.

o Aplikatory na typ Long: Distélna Cast aplikatorov: sfarbena do modra.
Prislusné typy svoriek su vytlatené na vratnej pruzine aplikéatorov, aby ste
ich mohli pred pouZitim overit. [Obrazok 2]

napr. ,FOR SUGITATI-CLIP-II Standard ONLY*

[Obrazok 2]

Mechanizmus ucinku

Aplikatory Sugita Titanium Clip Il Appliers funguju podfa tychto principov:

+ Ked' sa rukovat otvori a zatvori,.Celust sa otvéra a zatvara.

+ Stlacte rukovate aplikatora a umiestnenim svoriek Sugita
do pridrziavacich priehlbin &elusti vioZte svorku medzi Celuste
aplikatora. Ked sa rukovate so svorkou v &elustiach stlacia dalej,
zapadka sa uvolni, aby sa Cepel svorky otvorila na maximélnu Sirku. V
tomto okamihu sa postupnym uvolfiovanim rukovati otvoria ¢eluste
a pri zatvarani Cepeli svorky sa svorka uvolni.

For SUGITA Ti-Clips-T
Standard Only

Ugel uréenia
,ougita Titanium Clip Il Applier* je néstroj pouzivany na drzanie a aplikaciu
svorky Sugita Titanium Aneurysm Clip Il na lie€bu mozgovej aneuryzmy.

Indikacie
Aplikator Sugita Titanium Clip Il Applier je uréeny na pouzitie pri operacii,
kde sa pouZivaju svorky ha mozgovu aneuryzmu.

Uréeni pouzivatelia
Tento aplikator maju pouZivat' neurochirurgovia, ktori su dékladne
obozndmeni s operacnou technikou a pouZivanim svoriek na aneuryzmy
a ich aplikatorov.

Uréena populacia pacientov
Cielovou lieGenou populaciou st dospeli pacienti vo veku =18 rokov,
ktorym je indikované kraniotomické zasvorkovanie mozgovych
aneuryziem.

Parametre vykonu pomécky
Uspesna aplikacia svorky Sugita Titanium Aneurysm Clip |1
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Klinicky prinos
Ulah¢enie bezpecného umiestnenia svorky Sugita Titanium Aneurysm
Clip Il

Pokyny na pouzitie
Tento vyrobok pred pouzitim skontrolujte, umyte a sterilizuje podfa tychto
pokynov.
1) Kombin&cia svorky s aplikatormi
L»Sugita Titanium Aneurysm Clip II

Tabulka 2. Farba svorky Sugita Titanium Aneurysm Clip Il

Trvaly typ Docasny typ
Typ Farba Typ Farba
Typ PruZina — zelend Typ PruZina — zelena
Standard | Cepel - strieboma Standard | Cepel'-Zita
. .| PruZina - ruzova - Pruzina — ruzova
Typ Mini Cepel - strieborna Typ Mini Cepel - ZIta
Pruzina — modra
Typ Long Cepel - strieborna

Svorka sa pouZiva len pomocou prislusného aplikatora svoriek. Venuijte
pozornost typu svorky.

Prislusna svorka bola zobrazena na aplikatore svoriek. Preto pouZite
vhodnu svorku.

2) Stladenim rukovti aplikatorov mozno zapadku uzamknut. Dal$im
stlacenim rukovati sa uzamknuta zapadka uvolni.

3) VloZte svorku medzi Celuste aplikatora tak, Ze svorku spravne umiestnite
do pridrZiavacich priehlbin &efusti, kym je zapadka uvolnena, potom
z&padku uzamknite. Svorka bude medzi Eefustami pevne uchytena.

4) Ked' sa rukovate so svorkou v Celustiach stlatia dalej, zapadka sa
uvolni, aby sa &epele svorky otvorili na maximéalnu Sirku. V tomto
okamihu sa postupnym uvolfiovanim rukovéti zatvoria éepele svorky
a otvorenim Celusti sa svorka uvolni.

5) Musi sa overit, Ze pruzina svorky je pri drzani svorky spravne
umiestnena v pridrznych &elustiach aplikatora svoriek podfa
znazornenia na [obrazok 3-A).

Nespravnym drzanim svorky sa svorka moZe poskodit alebo vymrstit z
aplikatora svoriek. Kedze to mbZze potas operacie predstavovat riziko,
dbaijte na spravne drzanie svorky. [Obrazok 3-B/C/D/E]

6) Nedrzte svorku v naklonenych polohach.

7) Aplikator Sugita Titanium Clip Il Applier je vyhradne navrhnuty
a vyrobeny len na pouZitie so svorkami Sugita Titanium Aneurysm Clips
II. NESMIE sa pouZit na svorky od inych vyrobcov ani na bezné svorky
20 Zliatiny kobaltu.

A. Spravne umiestnena

r\—
= O

C. Nespravne umiestnena D. Nespravne umiestnena

E. Nespravne umiestnena
Ftsomr ‘// -
-l 74

b4

Kontraindikécie
1) Tento aplikator sa nesmie pouzit u pacientov so zavaznymi alergiami
na kovy alebo exogénne materialy.
2) Tento aplikator sa nesmie pouZit u pacientov s infekénymi chorobami
alebo sepsou ako komplikéciou.
Upozornenie
1) Ak sa pomdcka pouzije u pacientas CJD alebos podozrenim

B. Nespravne umiestnena.

[Obrazok 3]

na CJD, nastroj sa ma zlikvidovat' v sulade s miestnymi
poziadavkami.
2) Zaobchadzanie s touto svorkou:
NeSetrné zaobchadzanie s tymto aplikatorom méze spdsobit jeho
zdeformovanie alebo poSkodenie a mdze ubliZit pacientovi.
3) Z&kaz pouzivania aplikatora na Ucely, na ktoré nie je ureny
Aplikator sa nema pouzivat na iné UCely, neZ na ktoré je urCena.
4) Aplikatory svoriek by sa nemali pouzivat v prostredi MRI.
5) VSetky kovové vyrobky alebo ich fragmenty mozno v pripade potreby
lokalizovat pomocou RTG.

Vystraha

1) PouZitie tohto aplikatora je obmedzené len na urenych pouzivatelov.

2) Nepouzivaijte svorky, ktoré vyrobili iné spolognosti alebo st
nekompatibilné s aplikatorom.
[Pouzitie nespravnych svoriek méZe poskodit svorku na aneuryzmu.]

3) Tento aplikétor sa nesmie upravovat ani falSovat.

4) Aplikator sa musi sterilizovat sterilizaciou parou, nemali by sa
pouzivat iné metddy.

5) Neupravuite ani nemerite tvar vratnej pruziny.
Zlomenim a premenou vratnej pruziny sa narusi vhodna Sirka
otvorenia pri drzani svorky a svorka mdZe prekazat, a napokon by sa
nedala lahko odstranit pomocou aplikatorov.

Chyby a neziaduce udalosti (rezidualne riziko)
1) Z&vazné neZiaduce udalosti
+ Infekcia
+ PoSkodenie cievy
+ Smrt
+ Prenos choroby
+ PoSkodenie hlavovych nervov
+ Strata krvi
+ PoSkodenie organov
+ PoruSenie aneuryzmy alebo ruptura aneuryzmy.
» Priznaky biologickej toxicity.
- Biologicka zapalové reakcia
2) Iné neZiaduce udalosti
+ V8eobecné chirurgické komplikéacie
+ OdloZenie operacie

Poznamka
KaZda zavazna nehoda spdsobena pomdckou by sa mala ohlasit
vyrobcovi a prisluSnému organu v ¢lenskom State, v ktorom ma
pouzivatel alebo pacient bydlisko.

Suhrn parametrov bezpeénosti a klinického vykonu
Suhrn Klinického vykonu a parametrov bezpeénosti najdete v Suhrne
parametrov bezpeCnosti a klinického vykonu (SPBKV).
https://ec.europa.euftools/eudamed

Skladovanie - starostlivost' a zaobchadzanie
V3etky nové alebo nepouZité vyrobky skladujte na suchom, istom a
bezpenom mieste.

Validovany postup Cistenia a sterilizacie
Aplikator sa dodava v nesterilnom stave.
Preto ho pouZivatel (lekar) MUSI pred pouZitim sterilizovat pomocou
validovanych sterilizaénych procesov v stlade s usmerneniami
stanovenymi viadou.
Spoloénost MIZUHO potvrdila bezpe€nost a vykon aplikétora az 500-
krat opakovanou Upravou Cistenim a sterilizaciou.
Spréavna sterilizacia tohto aplikatora a zaobchédzanie s nim st doleZité
na zabezpedenie toho, aby aplikatory spifiali pred operaciou sterilné
Specifikacie, o pomaha u chirurgického pacienta minimalizovat vyskyt
infekcie.
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Sterilizatory musia byt validované s ciefom zabezpegit spravnu
sterilizaciu. Za validaciu sterilizacného procesu a zabezpedenie sterility
jednotlivého sterilizatora st zodpovedni pouzivatelia (lekari).
Sterilizané zariadenie sa ma Cistit a udrziavat' v stlade so
Standardizovanymi prevadzkovymi postupmi vymedzenymi jeho
vyrobcom.
DoleZité su aj dalSie postupy na minimaliz&ciu kontaminécie na
operacnej séle vratane pouZitia chirurgickej jednotky so zariadenim s
laminarnym prudenim podla uvazenia lekara.
Nezabudnite aplikétor pred sterilizaciou vygistit.
Biozataz pred sterilizaciou sa musi znizit, aby sa zabezpecila Uispe$na
sterilizacia.
Pri Cisteni tohto aplikatora nepouZivajte roztoky na baze chléru. Mohlo by
to spdsobit koréziu kovu.
1) Cistenie
DoleZité poznadmky

+ Pomécku ihned po pouziti vyCistite.

+ Nedotykajte sa inych nastrojov.

« Pouzite saponat vhodny na tento vyrobok a podla pokynov vyrobcu.

- Cistenie sa uskutocriuje v dvoch fazach. Predgistenie, po ktorom

Tabulka 3. Odporucané (validované) podmienky pre dezinfekéné umyvacie

zariadenie
, Teplota | Cas . ,
Faza Postup (C) (min) Kvalita vody Pozndmky
Voda z
| PredCistenie <25 3 vodovodu -
(pitna voda)
L, Deionizovana e
I Umyvanie 55 10 voda *a Saponat *b
Il Oplachovani | 25 1 Delonlzo:/ana _
e voda *a
v Oplachovani <25 1 Delonlzo:/ana _
e voda *a
Dezinfekcia - ,
V | horicou | 90 5 De'°”éz°l’a”a .
vodou voda‘a
Postupuite
. _ _ _ podla
VI SuSenie programu
zariadenia

*a: Deionizovana voda

nasleduje automatické Cistenie.
Dodrziavajte nasledujuce podmienky Cistenia validované vyrobcom.
a) PredCistenie

(1) Namotte vyrobok na 15 mindt do saponatu*b pri izbovej teplote
tak, aby sa pokryli vSetky povrchy. Teplota by po&as Cistenia nemala
prekrogit 40 °C. (20 °C az 40 °C)

(2) Po uplynuti &asu namacania sa tento vyrobok 1 mindtu Gisti
kefkou v roztoku. (Pri siéasnom otvérani a zatvarani CELUSTNEJ
Casti.)

(3) Nakoniec sa tento vyrobok 1 mintitu oplachuje teéticou vodou
z vodovodu.

b) Automaticke Cistenie, dezinfekcia a suSenie (dezinfekéné umyvacie
zariadenie)

+ Pouzivajte dezinfekéné umyvacie zariadenie, ktoré bolo oficialne
uznané vdaka svojmu vykonu (v stlade s radom podfa normy ISO
15883, s oznacenim CE, alebo ho schvalil FDA), spravne ho
nain$talujte, kontrolujte jeho prevadzkovy stav. Viykonavaite
pravidelnd udrzbu a kontrolu.

+ Po ruénom vycisteni vykonaijte Cistenie podia podmienok
uvedenych v tabulke dalej v texte.

« Zapadka nema byt uzamknuta. (Vykonava sa s uvolnenou
zapadkou)

- Dbajte na to, aby pomdcky nepridli do vzajomného kontaktu.

Musi sa venovat dostatoéna pozomost kvalite vody pouZivanej na
riedenie Cistiacich prostriedkov a oplachovej vody pouZivanej na

zdravotnicku pomécku. Pri pouZiti Cistej vody, vysokoCistenej vody alebo

sterilnej vody na oplachovanie odporu¢ame oplachovu vodu s
maximalnym poctom Zivotaschopnych 10 JTK/ml a koncentraciou
endotoxinu 0,25 EJ/ml alebo menej. Ak tvrda voda obsahuije kovové
mydlo alebo ak je koncentracia kontaminuijtcich mikroorganizmov alebo
endotoxinu vysoka, mbZze to spdsobit zafarbenie pomdcky a oslabit
Cistiaci a dezinfekény ucinok. (JTK: Jednotka tvoriaca koléniu)

*b: Informéacie o Cistiacom prostriedku pouZité pri overovani.

PredCistenie: Dr. Weigert, neodisher® MediClean forte, 0,5 %
Automatické Cistenie: Dr. Weigert, neodisher® MediClean forte, 0,4 %

- Pouzivajte len mieme zasadity, nizko penivy saponat (saponat na hlinik

a pod.), ktory neovplyvni anodizaCnu Upravu titanu.

2) Kontrola
2)-1 Ukony predbeznej kontroly

Ak je vyrobok vihky alebo mokry, vysuste ho.

PouZite antikordzny lubrikant na vodnej baze na zdravotnicke
pomacky.

Spoloénost MIZUHO odporuca neodisher® IP Spray Dr. Weigert,
REF: 4304 90.

Lubrika&ny olej sa &istenim Uplne odstrani. Po vy€isteni tohto vyrobku
naneste na vyrobok pred jeho sterilizaciu antikordzny lubrikant na
vodnej baze. Tento vyrobok sa smie pouZit az po naneseni
antikorézneho lubrikantu na jeho posuvnu &ast. [Mohlo by dojst

k odreniu.]

2)-2 Pomécku nepouzivajte, ak sa pri vizuainej prehliadke alebo kontrole

pohybu zistili pripadné abnormality.
+ PoSkodenie zahfajlce vSetky ostré povrchy
- Deforméacia
+ Naruenie
+ Zostavajlce necistoty
- Kor6zia
» Uvolnenie spojov a skrutiek
» Vola pohyblivej Casti
» Cieloveé svorky Sugita sa nedaju spravne drzat.
KedZe farba povrchu méze pri opakovanej Uprave vybledn(t,
nepouzivajte aplikatory, ktoré nemozno jasne odlisit farebnym
oznacenim.
V pripade potrebnej opravy kontaktujte svojho distribdtora.
3) Balenie
Tento vyrobok mozno sterilizovat sterilizaciou samotného aplikatora
alebo jeho vioZenim do uréeného sterilizatného puzdra.
Pri pouziti sterilizaéného puzdra uloZte vyrobok do uréeného
sterilizatného puzdra MIZUHO (tabulka 4). V kazdom pripade dbajte
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na to, aby bola zapadka uvolnend. V opaénom pripade sa pokodi

Vysvetlenie/preklad symholov

vratné pruzina. Kataldgové Cislo
Pri sterilizacii samotného aplikétora alebo v uréenom sterilizaénom
puzdre pomdcku dvakrat obalte obalmi vyhovujlcimi norme LoT Kod Sarze
ISO 11607, ktoré st vhodné na steriliz&ciu parou. _
Viyrobca
Taburka 4. Zoznam sterilizaénych puzdier Datum wrob
C.kodu Opis vyrobku atum vyrooy
17-010-80 | Sugita Titanium Clip Il Case A for Appliers Spinomocneny zéstupca v Eurépskom
17-010-06 | Sugita Titanium Clips Il Half Case spolo¢enstve/Eurdpskej nii
17-010-20 | Sugita Titanium Clip Il Metal Case A for Appliers Dovozca
17-012-26 | Sugita Titanium Clip Il Metal Half Case Zdravotnicka pombcka

4) Sterilizacia

Na sterilizaciu sa odportca sterilizacia vysokotlakovou parou.
Podmienky v tabulke dalej v texte boli validované.

Precitajte si navod na pouZitie alebo si precitajte
elektronicky névod na pouZitie

Iné metddy sterilizacie sa neodporucaju, pretoze farba vybledne a
ovplyvni viastnosti.

Uchovavajte na suchom mieste

Vlysokotlakovy parny sterilizator sa ma overovat, udrziavat a
kontrolovat podla normy ISO 17665-1.

Chrante pred sineénym Ziarenim

Zapadka nema byt uzamknuta. (Vykonava sa s uvolnenou zapadkou)

Nesterilné

Tabulka 5. Validovana metoda sterilizacie

Nie je bezpecny v prostredi MRI

DodrZiavana norma ISO 17665-1

Sterilizacia parou pomocou predvakua

Unikatny identifikator pomécky

Metoda sterilizacie (sterilizacia v autoklave)

®Eep = B L

NepouZivajte, ak je obal poSkodeny, a preditajte
si ndvod na pouZitie

. o Stertl';?ma Retenény ¢as
Podmienky sterilizacie 32°C & mindty alebo viac
134 °C 3 minuty alebo viac

Cas susenia (nastaveny ¢as): 20 minit
(8-krét frakcionované vakuum)

*a: Skutoény poZadovany ¢as susenia zavisi priamo od parametrov, za

ktoré zodpoveda vyluéne pouZivatel (napr. konfiguracia a hustota

zatazenia, podmienky sterilizatora).

Podmienky susenia *a

Vlysokotlakovy parny sterilizator pouZity na overenie vyhovuje norme
EN 285.
5) Skladovanie
Po sterilizacii uskladnite na Cistom mieste bez prachu a vihkosti.
Zabrante vysokej teplote a vihkosti.

Zaruka
MIZUHO Corporation bezplatne opravi chybné ¢asti tohto vyrobku pocas
jedného roka odo diia dodanialinstalacie, s vynimkou pripadov
po3kodenia spdsobeného opravou tretou stranou, vySSou mocou,
nespravnym pouzivanim alebo umyselnym poskodenim. V3etky ostatné
podmienky zaruky podliehaju predpisom MIZUHO Corporation.

Likvidacia
Ak treba pomécku zlikvidovat, napr. po jej pouZiti na pacientovi s CJD
alebo s podozrenim na CJD, likvidacia sa musi vykonat v stlade
s miestnymi predpismi.
MIZUHO Corporation
M 3-30-13 Hongo, Bunkyo-ku, Tokyo 113-0033, Japan
https:/fwww.mizuho.co.jp

EMERGO EUROPE
Westervoortsedijk 60, 6827 AT Amhem
The Netherlands
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