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Instructions for Use for Disposable Ligation Clips (non-Metallic)

-Polymer Clips
A IMPORTANT INFORMATION - PLEASE READ BEFORE USE!

Please read all information contained in this insert. The use of an instrument for a task other than that for which it is
intended, as well as improper, ineffective and insufficient maintenance can greatly reduce the life of an instrument and
will invalidate the instrument’s warranty. Incorrect handling and care as well as misuse can lead to premature wear or
can cause hazards to patients and users.

Before using, read the following information thoroughly. This booklet is designed to assist in using this product. It’s not
a reference to surgical techniques.

HOW SUPPLIED
Disposable Ligation Clips (non-Metallic) is supplied sterilized. If the package of the instrument is damaged, please do
not use.

DESCRIPTION

The Disposable Ligation Clips (non-Metallic) are intended for use in procedures involving ligation of vessels or tissue
structures. The Disposable Ligation Clips (non-Metallic) are made of Acetal Polymer. Polymer Clip is equipped with a
latch for reliable closure and lateral clip legs stability. The inner surface of the legs of the polymer clip has staggered
opposed teeth arrangement inclined towards the gripped tissue. The product was sterilized by EO and for single use
only.

MODEL/SPECIFICATION
Table 1-1 Polymer Clips

Ligation
Name Model and specification L1 L2 L3 L4 LS
range (mm)

KJ-JZJO01XL, KJ-JZJ02XL, KJ-JZJO3XL,

KIJZI04XL. KI-JZI0SXL. KIJZI06XL, | 13402 [ 20602 | 16+1 | 17.5%1 | 20542 | 7-16

KJ-JZJO1L, KJ-JZJO2L, KJ-JZJO3L, KJ-

Polymer | 1o s oSt Ki1zI06 13402 | 1402 | 11541 | 12541 | 1522 | 5-13
Clips | KI-JZJOIML, KJ-JZJ02ML, KJ-JZJO3ML,
KJ-JZJOAML, KJ-ZJOSML, KJ-jzjoeML | O-2*0-2 | 1202 | 81 | =1 ) 1= | 310
KI-IZI0IM, KIJZJ02M, KIIZIO3M, KI- | oo 1 T o .

J72J04M, KJ-JZJ05M, KJ-JZJ06M

INTENDED USE
The Disposable Ligation Clips (non-Metallic) are intended for use in procedures involving ligation of vessels or tissue
structures.

&CONTRAINDICATIONS

1) The product is not applicable to large arteries and veins.

2) The product cannot be used as a fallopian contraceptive tubal occlusion device..

3) The product cannot be used for ligation of the renal artery during a laparoscopic living-donor nephrectomy because
of serious risks to the donor.

4) The product cannot be used as a tissue marker.

5) The product is not intended for use except as indicated.

&CAUTIONS & WARNINGS

All persons using such devices should be knowledgeable in the use and handling of laparoscopic instruments, their
accessories and other related equipment. Test all instruments, accessories and equipment prior to each use. Written
Standard Operating Procedures for the cleaning, sterilization, storage, inspection and maintenance of the instruments,
accessories and equipment are recommended.

Follow all safety precautions and instructions supplied by the manufacturer of the device. Failure to observe these
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cautions and contraindications may result in injury, malfunction or other unanticipated occurrences or events for the
operator, staff and/or the patient.

ADo not modify device without authorization of the manufacturer.

Do not re-sterilize and re-use the instrument.

AWhen checking the shipping case, if you find any signs of damage to the product, do not use it.

MR SAFE

The Disposable Ligation Clips (non-Metallic)- Polymer Clips is MR safe. Polymer Clips are made of a non-absorbable
polymer material and are considered MR Safe. It means they poses no known hazards in all MR imaging environments
as they are nonconducting, nonmetallic and nonmagnetic items.

INSTRUCTIONS FOR USE

LOADING POLYMER CLIPS

1) Choose the appropriate size of the clip and the compatible applier, and check the compatibility of all devices prior
to using.

2) Following aseptic rules remove clips cartridge from the single packing. To prevent any damage of the device place
it on a sterile surface.

3) Align applier jaws vertically and laterally over a clip in the cartridge and advance instrument jaws into the slot of
the clip cartridge making sure they are perpendicular to the surface of the cartridge. Advance the jaws till they are
stopped. The applier should move inside and outside of the slot easily. Incorrect position of the jaws during
loading may lead to incorrect seating of the clip in the jaws, which may result in the inability to securely close the
clip, scissoring or falling out of the applier. (Fig. 1)

Il
= |
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Fig. 1 Loading polymer clip

4) Remove the applier from the cartridge. The clip is affixed in the jaws. It is not required to take any actions to keep
the clip in place.

5)  Verify that the clip is fully inserted into the applier jaws and the clip legs do not protrude beyond the end of the
jaws. Incorrect seating of the clip in the jaws, may result in the inability to securely close the clip, scissoring or
falling out of the applier.

6) Handle the applier carefully. The jaws should not close prematurely. Even a slight closing of the jaws prematurely
will cause the clip to fall out of the applier

7) Place the clip around the structure intended for ligation or marking. Use appropriate force to close the clip

completely making sure it is placed properly by a sound prompt. Closure should be made with a smooth, firm
continuous motion until clip is fully closed. Releasing the pressure on the handles will cause the applier jaws to
spring open. Releasing the pressure on the applier handle before the clip is fully closed will cause the clip to
remain partially open, which may result in bleeding or slipping the clip off from the vessel. (Attention: Ligation
should be performed at a distance of 2-3mm from the end of the tissue to leave an extra edge.)
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8)

Remove the applier from the surgical site.

REMOVING THE CLIP FROM TISSUE

1)

2)

To remove a clip, grasp the remover and carefully place the jaws of the remover over the closed clip so the clip is
fully positioned inside the jaws.

Once the jaws have been placed, close the handles of the remover until there is an audible click, indicating the clip
has unlocked. Ensure the clip has opened sufficiently to allow removal. Use KANGJI™ clip remover to remove
the opened ligating clip from the surgical site.

CAUTIONS

1)

2)

3)

4)

5)
6)

7)
8)
9)
10)

11)

12)

13)

14)
15)

16)

17)
18)

19)

Any surgical and minimally invasive procedures should be performed only by persons having adequate training
and familiarity with those techniques. Consult medical literature relative to techniques, complications, and hazards
prior to performance of any surgical procedure.

Surgical instruments may vary from manufacturer to manufacturer. When surgical instruments and accessories
from different manufacturers are employed together in a procedure, verify compatibility prior to initiation of the
procedure. Failure to do this can result in inability to perform surgery.

Kangji™ ligating clips are compatible with Kangji™ clip appliers only and are not compatible with other brand
clip appliers. Always ensure that correct applier type was chosen prior to initiation of the procedure. Failure to do
this can result in inability to perform surgery.

It is prohibited to use the Disposable Ligation Clips (non-Metallic) with damaged package or beyond the validity
period of sterilization.

Disposable Ligation Clips (non-Metallic) are disposable, and repeat sterilization and reuse are strictly prohibited.
Surgeon is fully responsible to choose proper size of the clip and must determine how many clips is necessary to
achieve satisfactory haemostasis and closure security.

Confirm the structure size and condition of blood vessels or tissues before firing a clip so that select the
appropriate model, clip should completely encompass the vessel or tissue.

Verify that there is a clip properly loaded in the jaws prior to inserting the clip applier through the trocar.

Position the clip carefully around the vessel to be ligated.

With fully visualization of the ligation site, squeeze the trigger all the way so that the trigger touches the handle to
close the clip around the vessel. The trigger will not reopen until the trigger is fully squeezed (see step 8 below).
Pull the trigger of the clip applier to the middle position of its stroke, push the clip into the clip applier head and
open it. The operation is completed and accompanied by a sound prompt. The clip applier is now ready for re-
firing. For polymer clip, after clamping, it is necessary to remove the clip applier from the trocar, after installing
the clip onto the clip applier manually, and repeat steps 1-6.

For the cholangiogram procedure, whereby a clip is used to temporarily secure the catheter inside the common
bile duct without occluding the catheter, the degree of clip closure can be adjusted. this is accomplished by
releasing the trigger anytime after the 7th click. This earlier release capability allows for the desired amount of
clip closure. For the maximum vessel occlusion (clip fully closed), simply depress instrument trigger fully so that
the trigger and handle are touching and then fully release so that the subsequent clip can be engaged in the jaws.
The cartridge must be removed after use or prior to the cleaning and sterilizing processes. Hangzhou Kangji
Medical Instrument Co., Ltd. shall not be responsible for any damage occurring because of non-compliance with
this warning.

Do not use the clip or applier as a dissecting instrument. Applier tips may cause tissue injury.

The clip must be latched to ensure proper ligation of the vessel or tissue. Inspect the ligation site after application
to ensure proper closure of the clip. This should be repeated after the use of other surgical devices in the
immediate area of the application.

Leave a distal cuff of tissue approximately 2-3 mm from the ligating clip if the tissue is to be divided, i.e. do not
use the side of the clip as a cutting guide. If this is not followed, the clip may slip from the vessel during the
procedure or in the postoperative period, leading to haemorrhage depending on the size of the vessel.

Do not squeeze the applier over other surgical instruments, staples, clips, gallstones or other hard structures as it
may cause the clip to break.

Implanted material belongs to polyethers group. The material used does not require quantitative restrictions on the
clips applied to the patient.

It should be avoided to empty fire the clip applier with clips upwards (the clips after being closed will fall inside
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the instrument shaft under the action of gravity, causing instrument failure).

20) When checking the shipping case, if you find any signs of damage to the product, do not use it.

21) If the patient needs MRI magnetic resonance examination after operation, please take the initiative to inform the
attending physician of this operation history.

22) Dispose of all opened clip cartridges no matter if all clips were used or not as sterility and full functionality of the
device can be guaranteed if clips are used short after opening the package.

23) Take care to discard the product and packing after use, as well as unused but opened devices in accordance with
hospital waste disposal practices and local regulations including, without limitation, those pertaining to human
health and safety and the environment.

24) Disposable Ligation Clips (non-Metallic) are intended for permanent ligation of vessels and tissue structures.
Should clip removal be necessary, it may be removed using a KANGJI™ clip remover. Should breakage of the
clip occur during the removal process, the surgeon should remove the broken clip from the surgical site.

ENVIRONMENTAL CONDITIONS

Working Temperature Range: 10°C (50°F) up to +40°C (104°F)
Relative humidity Range: < RH80%

Atmospheric pressure range:760hPa ~ 1060hPa

INSPECTION AND FUNCTIONAL CHECK

It is very important to examine carefully each surgical instrument for breaks, cracks or malfunctions before use. It is
especially essential to check all movable parts. Do not use damaged instruments. Do not use the instrument when the
package is damaged. Never attempt to make repairs yourself. Any repairs made by the customer may void the warranty.

STORAGE AND STERILIZATION

The instruments are sterilized by EtO.

The instruments must be stored in a clean, dry, moisture free, without sunshine directly area. The instruments should be
stored individually in their shipping carton or in a protective tray with partitions.

TRANSPORTATION AND STORAGE CONDITION
Transporting the device should be avoid wet, shaking and strike.
The device should be packaged with a suitable packaging. The store in the rooms with:
Relative humidity not exceed RH80%,
Temperature range -10°C (14°F) up to +50°C(122°F),
Atmospheric pressure range:760hPa ~ 1060hPa,
Without sunshine directly, and no corrosive gas.

RETURNED GOODS POLICY

Products must be returned in unopened packages with manufacturer’s seals intact to be accepted for replacement or
credit unless returned due to a complaint of product defect. Determination of a product defect will be made by KANGIJIL.
Products will not be accepted for replacement if they have been in the possession of the customer for more than 120
days.

EXPIRY

The shelf life of the product is 3 years.

PRODUCTION DATE

Refer to the package label.

EXPIRATION DATE

Refer to the package label.
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Medical Instrument
Co., Ltd.
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Manufacturer: Hangzhou Kangji Medical Instrument Co., Ltd.

Manufacturer Address: No. 1668, Chunjiang East Road, Economic Development Zone Tonglu, Hangzhou Zhejiang
311501 China

Tel: 0571-69900010

Fax: 0571-69900029
Email: kangji@kangji.com
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Hanzhou Kangji Medical Instrument Co. , Ltd.
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EU Representative 4 :
< o -

Name: Llins Service & Consulting GmbH {
Address: Heinigstrasse 26, 67059 Ludwigshafen, Germany !
E-mail: info@llins-service.com

1. : +491754870819
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Kuuncel surupywinme oJHopa3oBbie (HeMeTa/uindeckue) — UHCTpyKnust mo
npumenennio — [loiumepHbIe KIUINCHI

& BAKHASA UHOOPMALIUA — ITPOUYNUTATD INEPEJ] UCIIOJIB3OBAHUEM!

BuuMaTenpHO W3y4YHMTE BCHO WH(POPMAIMIO, COACPKAIIYIOCS B OSTOM BKiIajbime. lcmonp3oBanue
WHCTPYMEHTA HE 110 HA3HAYCHHUIO, & TAK)KE HEMPaBUIIbHOE, HeA(PHEKTHUBHOE M HEJIOCTATOUHOE TEXHMUECKOE
o0cTyXKUBaHHE MOTYT 3HAYUTEIFHO COKPATHTh CPOK €r0 CIIYKOBI ¥ TPUBECTH K aHHYIMPOBAHHIO TAPAHTHUN
Ha MHCTpPyMeHT. HempaBunbHOE OOpalleHne M yXOl, a TaKXKe HENMPAaBHIbHOE KCIIOJIB30BaHUE MOTYT
MIPUBECTHU K TIPEXKAECBPEMEHHOMY M3HOCY WJIM CO3/1aTh OMACHOCTH JIJISl MTAIIMEHTOB U TOJIH30BATENeH.
Ilepen wcmonbp30BaHWEM W3JENMS BHUMATEIHHO IMPOYUTANWTE MPHUBEICHHYIO HIDKE HWH(pOpMaruio. JTta
Opoitopa npeaHa3HaueHa IS OKa3aHHs IOMOIIH B UCIIOIb30BaHUM NaHHOTO m3fenus. OHa He CONEPIKUT
PEKOMEHIalUI IO XUPYPTUUECKUM METOAaM.

KOMIUIEKT IOCTABKHA
Knuncsr  aurupyromme OoxHOpa3oBble (HEMETaUIMYEeCKHe) IOCTaBIISIIOTCS CTEpUIN30BaHHBIMH. He
UCIIOJIB30BaTh UHCTPYMEHT, €CIIU €0 YIIAKOBKA IIOBPEXKICHA.

OIIMCAHHUE

Knurcsl nurupyromme ogHOpa3oBble (HEMETALTMYSCKHE) IPEIHA3HAYCHBI JJIS HCIIONB30BAHUS IIPH
MpoLEIypax, CBSI3aHHBIX C JIMTUPOBAHMEM COCYJIOB WJIM TKAaHEBBIX CTPYKTyp. Knumcel nurupyromue
OJTHOpPa30Bble (HEMETAJUIMUECKHE) HM3TOTOBIEHBI W3 alleTajeBoro mnonmMepa. llonmuMepHble KIUTICHI
OCHAIICHBI 3aIlIeJIKOM, 00eCreunBaroIcH HaISKHOE 3aKPHITHE U OOKOBYIO YCTOWYMBOCTh HOXKEK KJIHIIC,
Berpednsie 3yO1bl Ha BHYTPEHHEH MOBEPXHOCTH HOXKEK MTOIIMMEPHBIX KIIHIIC PACTIOIOKEHBI B IIaXMaTHOM
MOPSJIKE W HAaKJIOHEHBI B CTOPOHY 3axBaThIBaeMOM TKaHU. V3menue cTepuiiv30BaHO STUICHOKCUAOM U
MPEHAa3HAYEHO TOJBKO JIJI OAHOKPATHOTO MPUMEHEHUSL.

MOJEJIb U CIIEHUOUKALIUA

Tabmuma 1-1 ToaumepHbIe KIUIICHI

JAuana3on
Ha3panmue Mopeas u cnenuguranus L1 L2 L3 L4 LS |aurupoBanus
(Mm)

KJ-JZJ01XL, KJ-JZJ02XL, KJ-
JZJ03XL, KJ-JZJ04XL, KJ- 1,3+0,2 | 2,0+0,2 | 16+1 | 17,51 | 20,52 7-16
JZJ05XL, KJ-JZJ06XL

KJ-JZJO1L, KJ-JZJO2L, KJ-JZJO3L,
KJ-JZJ04L, KJ-JZJOSL, KJ-JZJO6L
KJ-JZJOIML, KJ-JZJ02ML, KJ-
JZJ03ML, KJ-JZJ04AML, KJ- 0,9+0,2 | 1+0,2 8+1 9+1 11£2 3-10
JZJO5SML, KJ-JZJO6ML
KJ-JZJ01M, KJ-JZJ02M, KJ-
JZJ03M, KJ- JZJ04M, KJ-JZJOSM, |0,9+0,2 | 1£0,2 | 6=l 7+1 8+2 2-7
KJ-JZJ06M

1,340,2 | 1,4+0,2 | 11,5%1 | 12,51 | 1542 5-13

ITonmumepHbie
KITMIICHI

IEJEBOE HASBHAUYEHUE
Knuncsr nurupyiomiye oaHOpa3oBble (HEMETAJUIMYECKHE) IpeIHa3HAYEeHbl ISl HMCIIONb30BaHUS TpHU
MpoLeTypax, CBI3aHHBIX C JUTUPOBAHUEM COCYIOB WM TKAHEBBIX CTPYKTYP.

/I\ MPOTHBOMOKA3AHHS

1) W3penue He ucnonb3yeTcs A KPYIHBIX apTepHUil U BEH.

2) W3penue Henb3s UCHOJIB30BATh B KAUECTBE KOHTPALEITUBHOTO OKKIIO3MOHHOTO YCTpPOWCTBAa IS
HEPEKPHITHSA MAaTOUHBIX TPYO.

3) MH3genue Hesb3s UCIONB30BaTh VIS JIMTMPOBAHUS IOUYSHHON apTEpUH BO BPEMs JIAIAPOCKOIIMYECKOM
HE(PPIKTOMHUH C )KUBBIM TOHOPOM U3-32 CEPbE3HBIX PUCKOB JJIS1 JOHOPA.

4) U3znenue Henb3s UCIOJIB30BATh B KAUECTBE BHYTPUTKAHEBOI'O MapKepa.

5) Uspenue He mpeAHAa3HAUYEHO AJIS HCIIOJIb30BaHUS, OTIIMYHOTO OT HA3HAUYECHHOT'O UCTIONIb30BaHHUS.
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& MPEAYIPEKIEHWS M IPEJOCTEPEKEHUS

Bcee nmma, mcnonp3yromue TakWe W3AETHs, JODKHBI UMETh COOTBETCTBYIOIIYIO KBATH(HKALWIO TIO
WCTIOJB30BaHUIO M OOPAIICHUIO C JIAMapOCKONMYSCKUMU WHCTPYMEHTAMH, WX TMPUHAIICKHOCTIMUA WU
JIPYTHM CONYTCTBYIOIUM O0OpyaoBaHueM. lIpoBepsiiTe BCE WHCTPYMEHTHI, NPUHAMICIKHOCTH U
o0opymoBaHNe KaXKABIH pa3 Iepea HCIONb30BaHHEM. PeKOMEeHAyIOTCS cOoOMoAaTh COCTaBJICHHBIE B
MUCHhMEHHON (hopMe CTaHAapTHHIE ONMEPAIMOHHBIC MPOIETYPHI MO0 OYHCTKE, CTEPUIH3AINK, XPAHCHUIO,
OCMOTpY 1 00CTYKUBAaHUIO HHCTPYMEHTOB, IPUHAIIS)KHOCTEH U 000PYIOBAHUS.

Cobxronaiite Bce Mepbl MPEJOCTOPOKHOCTH W WHCTPYKILHUH, TPEIOCTABICHHBIE MPOM3BOAUTEIEM
ycTpoiictBa. HecoOmoneHne 3THX Mep MPEAOCTOPONKHOCTH M TPOTHBOIIOKA3aHUH MOXET MPUBECTH K
TpaBMe, HEUCITPABHOCTH HJTU JAPYTUM HENPEIBUICHHBIM IIPOUCIIECTBUSM WM COOBITUSM JJISL OTIepaTopa,
MepCcoHAlIa W/1IK TalUeHTa.

& He u3meHsiiTe KOHCTPYKIHIO U3JIENHsI O3 pa3pelieHus TPOU3BOTUTEIS.

& He cTepunms3oBaTe HHCTPYMEHT M HE HCTIONB30BAThH €T0 TIOBTOPHO.

f He ucnonb3oBaTh u3enue, eciiv pu NPOBEPKE TPAHCIIOPTHOH YITAaKOBKH OOHAPYKEHBI KAKUE-THO0
MPU3HAKY MTOBPEKICHUS U3/ICIHUL.

MN3AEJUE BE3OINACHO JJisI MTPOBEAEHUA MPT

Knurcsl nurupyromuye OmHOpa3oBbie (HeMeTaymndeckne) - IlomuMepHbIe KIWTICH SIBISIFOTCS MP-
6e3omacHpiMU. [loTMMepHBIE KITUTICHI M3TOTOBIIEHBI U3 HEPACCACHIBAIOIIETOCS TIOJIMMEPHOT0 MaTeprana u
cumTarTcs Oe3omacHbIMU s npoBeneHuss MPT. DTo o3HadaeT, 4TO OHM HE MPEJICTABIISIOT HUKAKOU
W3BECTHOW OMAacHOCTH BO BceX cpenax MP-tomorpaduu, MOCKONBKY SIBISIOTCS HEMPOBOJSIIMMHY,
HEMETAJUTMYECKUMHU 1 HEMarHUTHBIMU TPEMETaMHU.

HHCTPYKIUA IO NPUMEHEHHIO
BCTABKA INIOJIMMEPHBIX KJIUIIC

1) BriGepure moaxoAsmuii pa3mMep KIHUIICH 1 COBMECTUMBIN KIIMTICOHAKIIAABIBATENh, 4 TAKXKE IPOBEPHTE
COBMECTUMOCTH BCEX YCTPONCTB IEPE UCIIOIb30BAHUEM.

2) C06J'HO)_I3}I mpaBuJia aCCUTUKU, U3BJIICKHUTC KaPTPUJK C KIIMIICAMU U3 HH,Z[HBH,Z[yaHBHOfI YIIaKOBKH. Bo
nz0exanue MOBPEKIACHUA U3ACIINUA, IOMCCTUTE €TI0 Ha CTEPHUIIbHYIO ITIOBEPXHOCTD.

3) CoMecture OpaHIIM KIWTICOHAKIAABIBATEIS 110 BEPTUKAINW W TI0 TOPH3OHTAIN C KIUICAMH B
KapTpU/DKE U BBEAUTE OpaHIIM MHCTPYMEHTA B THE3/I0 KapTPHUIKa C KIIUIICAMHU, pacrioiaras OpaHIm
MEePIEHANKYJIIPHO TTIOBEPXHOCTH KapTpumKa. BeTasistitre Opanmmu mo ynopa. KimumiconakiaapiBateins
JIOJI’KEH JIETKO BCTABIIATHCS B THE3/I0 U M3BJIEKAThCs M3 Hero. HempapuiibHOE 10JI0KeHHE OpaHIiiei BO
BpeMsl BCTABKH MOKET MTPUBECTHU K HEMTPABIIILHOM MOCAKE KIUIICHI B OpaHIIIaX, YTO MOXKET IPUBECTH
K HEBO3MOXHOCTH HAQJEKHOIO 3aKpbITUS KIMIICHl, €€ CpPE3aHUI0 WIM BBINAJCHUIO W3
kiuncoHaknaneBarens (Puc. 1).

=

Puc. 1 BeraBka momuMepHOM KITUTICHI
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4)

5)

6)

7)

8)

W3BnexnTe KIMICOHAKIAABIBaTeNh U3 KapTpumka. Kimmca 3adukcupoBana B Opanmmax. Hukaxux
JOEeHCTBUI U1 3aKPETUICHUS KITUIICHI HA MECTE BBIMOJIHATH HE TpeOyeTcH.

VYo6enntecs, 4TO KIMICA MOITHOCTHIO BCTABJICHA B OPAHIIN KINIICOHAKIABIBATENS, @ HOXKKH KITHIICHI
HE BBICTYIAIOT 32 KOHIIBI OpaHmei. HempaBuibHas ycTaHOBKA KIMICH B OpaHIIaX MOKET MPUBECTH
K HEBO3MOXXHOCTM HAJEKHOTO 3aKpBITUS KIHWICH, €€ CpE3aHUI0 WJINM BBIIAJAaHUIO U3
KIIUTICOHAKJIIaIbIBATEIS.

OO6parenne ¢ KIMICOHAKIAIBIBATENEM TPEOyeT OCTOPOKHOCTH. bpaHIN HE JOKHBI 3aKPBIBATHCS
npexaeBpeMeHHo. J{axxe HeboubIIoe NpeXIeBpEMEHHOE 3aKphITHE OpaHIIel MPUBEET K BhINATaHUIO
KJIMIICHI U3 KITMIICOHAKIIAbIBATEIS.

YcraHOBUTE KIIMIICY Ha CTPYKTYPY, KOTOPYH) HY’KHO JIMTMPOBaTh WM MapKupoBaTh. IIpunoxxure
COOTBETCTBYIOIIEE YCHJIME, YTOOBI MOJHOCTBIO 3aKPBITh KIHWICY, W yOeAuTech B TOM, YTO OHA
YCTaHOBJICHA PABUJIBHO, YTO COMIPOBOKAACTCS XapaKTEPHBIM 3BYKOM 3aKpPbITUS. 3aKPhIBATh KIIHUIICY
CIIEAyeT IUIaBHBIM, YBEPEHHBIM HETIPEPBIBHBIM IBIKEHHEM, 10 TEX IOP, MOKa KIUIICA HE 3aKPOETCS
nonHocThio. [locie ocnabnenus naBieHUs HA PYUKH, OpaHIIM KJIUIICOHAKIAABIBATEIS] PACKPOIOTCSL.
Ocnabnenre AaBIeHUS HA PyUYKy KIMIICOHAKJIAABIBATENS 10 MOJHOTO 3aKPBITHSI KJIUIICHI IPUBEACT K
TOMY, YTO KJHUIICA OCTAHETCS YaCTHYHO OTKPBITOH, YTO MOXKET MPHUBECTH K KPOBOTCUCHHUIO WU
COCKaJIb3BbIBAaHUIO KIIUTICH € cocyaa (BHuMaHMe: TUrupoBaHye caelyeT BBITOIHATh Ha PACCTOSTHUN 2—
3 MM OT KOHIIa TKaHH, YTOOBI OCTABHTH JIOTIOHUTENBHBIA KPaeBoi ()parMeHT TKaHH).

H3BieknTe KIMICOHAKIAABIBATENh U3 ONIEPAIMOHHOTO TIOJIS.

YIAJEHUE KIIMIICbI C TKAHHA

1)

2)

YToOBI CHATH KIUIICY, BO3MHUTECH 32 CHUMATENb H OCTOPOKHO IIOMECTHUTE €ro OpaHIY HaJl 3aKPHITON
KJIMIICOH TaK, 9TOOBI KJIMIICA TIOJIHOCTHIO BOIIIA B OpaHIIIH.

IMoce ycraHoBkH OpaHIIel, HAYHUTE 3aKPHIBATh PYYKH CHHMATEINs, TIOKa HE YCIBIIHUTE MICTYOK,
YKa3bIBAIOUIHNN HA Pa30JIOKUPOBKY KITUIICHL. Y OETUTECH, YTO KITUIICAa OTKPHITA HEOOXOJMMBIM 00pa3oM,
TO3BOJISIFOIIIM  BBITTOJIHATH H3BJIeYeHHE. UTOOBI yOadWTh OTKPHITYIO JHUTHPYIOIIYIO KIHUICY H3
OTIEPAIIIOHHOTO TOJISl, HCIIONB3YyHTe CHUMaTelns s ke KANGII™,

BHUMAHHUE!

1)

2)

3)

4)
5)

6)

7)

8)

9)

JIrobble XUpyprudeckue U MUHUMAJIBLHO WHBA3UBHBIE MPOLEAYPHI JOJDKHBI BBIIOIHATHCS TOJNBKO
CHEIUATUCTAMH, HWMEIOIIMMHA COOTBETCTBYIOIIYIO TOATOTOBKY W 3HAKOMBIMH C METOJaMH
NpoBelleHHs Takux mpouenyp. llepen BBITOTHEHWEM JIOOBIX XUPYPTUYECKUX —IMPOLETYP
O3HAKOMBTECh C METOJAMM, OCJIOXKHEHUSMHU MU ONACHOCTSAMM, IPUBEAEHHBIMM B MEAUIMHCKON
JIUTEpaType.

Xupyprudeckue WHCTPYMEHTBHI Pa3HBIX INPOU3BOAUTENEH MOryT oTiaudatecs. IIpu coBMecTHOM
UCIIOJIB30BAHUU XUPYPIUUECKUX MHCTPYMEHTOB WM INPUHAMJIECKHOCTEH OT Pa3HbIX IIPOU3BOJUTEICH
IPOBEPHTE UX COBMECTUMOCTD IEpE]] BHIIIOJIHEHUEM Npouielypsl. HeBblnonHeHue 3Toro TpeO0oBaHus
MOJKET IIPUBECTH K HEBO3MOKHOCTH IIPOBEACHHS OTIEPALHH.

Jlurupyromue kumncel Kangji™ coBMecTHMBI TONBKO € KIUICOHakianeiBatensimu Kangji™ u
HECOBMECTUMBI C KIIMIICOHAKIAABIBATEISIMUA APyrux Mmapok. Ilepen HauanoM mpouenypsl Bcerja
HpoBepsiiTe BHIOOpP MPAaBUIBHOIO THIA KIMIICOHAKIaAbIBaTess. HeBrlmonHeHne 3Toro TpeOoBaHus
MOJKET IIPUBECTH K HEBO3MOKHOCTH IIPOBEACHHS OTIEPALIHH.

Hcnonp30BaTh KIMIICH TUTHPYIOIINE OJHOPa30BbIe (HEMETAJUINYECKUE ) C TIOBPEXKIEHHOH yIIaKOBKOH
WM NOCIIE NCTEYEHH CPOKA CTEPIIIM3ALNAN 3aIIPEIacTCs.

Kinunesl nurupyromue oaHOpa3oBble (HEMETAIMYECKHE) SIBIISIOTCS OAHOpa3oBbIMU. IloBTOpHAs
CTEpPUWIIM3ALUs U IIOBTOPHOE UCIIOJIb30BAHUE CTPOTO 3aAIPEIIEHBI.

Xupypr HeceT IMOJIHYI0 OTBETCTBEHHOCTH 32 BHIOOP NMPaBHIBHOTO pa3Mepa KiIumchl. OH JOIKEH
OIPENICJINTh YHUCIO KJIMIIC, HEOOXOMUMBIX IJISI JIOCTIDKEHMS yIOBJICTBOPUTEIIBHOIO TeMOCTa3a U
HAaJEKHOTO 3aKPBITHS.

Ilepen HamokeHUEM KITUIICHI, IPOBEPHTE Pa3Mep CTPYKTYPBI U COCTOSHUE KPOBEHOCHBIX COCYAOB HIIU
TKaHeH, 4To0bl BEIOPATh NOAXOIAINYI0 MOAENb. Kiurca 10/KHa OJIHOCTBIO 0XBAThIBATh COCYL WIH
1IEJIEBOM y4aCTOK TKaHHU.

[Ipexxne uyem BCTaBIATH KIIMIICOHAKJIAAbIBAaTeNlb Yepe3 Tpoakap, yOeauTech, 4TO B OpaHIIax
IIPaBUJIBHO YCTAHOBJICHA KIIUIICA.

OCTOPOYXKHO PACTIONIOKUTE KIIUIICY BOKPYT COCY/a, KOTOPBIA HEOOXOANMO JIUTHPOBATE.
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10) IToJHOCTBIO OCMOTPEB MECTO JTUTHPOBAHUS, HAKMUTE Ha CITyCKOBOM KPIOYOK 110 yIIOpa TaK, YTOOBI OH
KOCHYJICSI pyKOSITKH, TEM CaMbIM 3aKpbIBasi KJIHUIICY BOKPYT cocyda. CIyCKOBOH KPIOYOK HE BEPHETCS
B OTKPBITOE TOJIOKEHUE, IIOKA OH HEe OyIeT MOJIHOCThIO HaXKaT (CM. IIar 8 HUXKe).

11) IlorsHuUTE CIyCKOBOM KPIOUOK KIIMIICOHAKJIAABIBATEN B CpPEIHEE IOJIOXKEHUE €r0 XO0[a, BCTABbTE
KJIUIICYy B TOJOBKY KJIWICOHAKJIAABIBATENSI W OTKPOWTE Kiumcy. JlelicTBHE 3aBEpIICHO, YTO
COIIPOBOK/AAETCA XapaKTepHBIM 3BYKOM. Temepb KIMIICOHAKIAAbIBATENb TOTOB K IOBTOPHOMY
HCIIOJIB30BAHUIO. TTocne IIPUMCHCHUA TMMOJIMMEPHBIX KJIUIIC HCO6XOJII/IMO N3BJICYb
KJIMIICOHAKJIaIpIBAaTeNlb M3 TpOakKapa, BPYYHYIO YCTAaHOBUTb KIIHMIICY B KJIMIICOHAKJIaAbIBATENb, U
MOBTOPUTSH 11aru 1-6.

12) Tlpu npoBeneHHM XOJIAHTHOTPAMMBI, KOTJIa KJIWICA HCHOJB3YyeTcs Ui BPEMEHHOH (UKcaluu
KaTeTepa BHYTpH OOIIETro JKEITYHOTO MPOTOKA 0e3 OKKIFO3UM KaTeTepa, CTENEHb 3aKPBhITUS KIIUTICHI
MOYKHO PEryJupoBaTh. DTO AOCTUTAETCS MyTEM OTITyCKAaHHUS CITyCKOBOT'O KPIOYKa B JIFOOOH MOMEHT
nocie ceapMoro menuka. OyHknus Oonee paHHEro OTIMYCKAaHUS MO3BOJSET JOOMTHCS JKEIaeMON
CTETICHH 3aKpPBITUSl KIUICHL. J{JI1 MaKCHMaJIbHOW OKKIIO3MH cocyia (KJIUTICA TOTHOCTHIO 3aKpPhITa)
HYHO IIPOCTO HaXKaTh Ha CITyCKOBOH KPIOYOK HHCTPYMEHTA JI0 YIIOPa TakK, YTOOBI KPIOUOK U PYKOSITKA
COIIPUKOCHYJIUCH, & 3aTE€M IIOJIHOCTBIO OTIYCTHTh €T0, YTOOBI MTOCIEAYIONas KJIUIICa CMOTIJIa BOMTH B
OpaHmy.

13) Kaprpumk HeoOX0uMO H3BIEKATh MOCTE HCIOJIb30BAHUS WIH MEPe]l OUUCTKOW M CTepUIIM3aIHeH.
Komnanus "Xanuxoy Kanmxu Megukan Muctpyment Ko., JITo." He HeceT OTBETCTBEHHOCTH 3a
100011 yiep0o, BO3HUKIINA U3-3a HECOOIOACHUS IAHHOTO MPEIYPEK ICHHS.

14) He ucmonp3yiiTe KIMICY WM KIUICOHAKJIAAbIBaTEeIh B KauyeCTBE MHCTPYMEHTA JJS PACcCEUCHMS.
HakoHeyHHKH KIHMIICOHAKIAABIBATENS] MOTYT IOBPEIUThH TKAHU.

15) Knwurca nomkHa 3aIielKUBaTHCS, YTOOBI 00ECIEUNTh MPAaBUIIBHOE JIUTUPOBAHKE COCYA MM TKaHH.
[Mocne HamoXXeHWs! KJIWICHI OCMOTPHTE MECTO IUTHPOBAaHUS, YTOOBI yOEAWThCS B MPABHIBLHOM
3aKpBITUM  KIMICBL. OTy NpPOLENYpY CJleAyeT MOBTOPSATh IIOCHE HCIOIb30BAaHUS APYTHX
XUPYPTUYECKUX YCTPOMCTB B HEMOCPEACTBEHHOM OIM30CTH OT MECTa PUMEHEHHUSI.

16%Ecnn TkaHp HEOOXOOUMO pa3lelUTh, OCTaBbTE IUCTAIBHYIO MAHKETy TKaHM Ha PACCTOSHUU
MPUMEPHO 2-3 MM OT JIMTUPYIOIIEH KIIUIICHL, T. €. HE HCIOIb3yHTe OOKOBYIO YacTh KIUIICH B KAYECTBE
HarnpasJisitolien ais paspesanus. Eciam He coOmoats 310 TpeOoBaHKE, KIUIICA MOXKET COCKOJIB3HYTh
C cocyia BO BpeMs MPOLELyphl MU B TOCIEONEPAHOHHOM IEPUOJE, YTO MOXKET NPUBECTU K
KPOBOTEUYCHHUIO B 3aBHCUMOCTH OT pa3Mepa cocyaa.

17%He cpaBnuBaiiTe KIMIICOHAKNAAbIBATEIb APYTMMHU XUPYPTUUECKUMHM HHCTPYMEHTaMH, CKOOamu,
KJIMIICAaMH, KOHKPEMEHTaMU WJIM APYTUMH TBEPABIMU MPEIMETaMH, TaK KaK 3TO MOXKET IIPUBECTH K
MOJIOMKE KJIHTICHI.

18% MmmnaHTupyeMblii MaTepuall OTHOCHTCS K rpymme noiaum3gupos. Mcmonezyemslii marepuall He
HaKJIabIBAaeT OIPAaHNUCHUN Ha KOJIMYECTBO KIIUIIC, KOTOPhIE MOXKHO HAJIOXKUTh HA MAIEHTA.

19% U36eraiite BbICTpelIMBaHUs KIMIICOHAKIAABIBATENSl KIWICAMHA BBEpX (3aKpbITas KIHUICAa O[]
JIEHCTBUEM CHIIBI TSDKECTH YNAAET B CTEP)KEHb HHCTPYMEHTA, YTO PUBEAET K MOJIOMKE HHCTPYMEHTA).

20% He mcmonp3oBath u3A€mINe, €CIIM MPH MPOBEPKE TPAHCIIOPTHON YIMAKOBKK OOHAPYKEHBI KaKHUe-IIN00
NPU3HAKYU ITOBPEXICHUS U3AETHAL.

21%Ecnn nmanueHTy mocne omnepanud HeoOXOJMMO TMPOBECTH MarHUTHO-PE30HAHCHYIO TOMOTpagHio
(MPT), cooOmruTe sreganieMy Bpady O MepeHECEHHON OTIEPAITHH.

22% Y Tunu3upyinTe BCe OTKPBIThIE KAPTPUIXKHU C KIIUIICAMH, HE3aBUCHMO OT KOJIMYECTBA UCIIOJIb30BaHHBIX
KIIUIIC, TIOCKOJIBKY CTEPHJIBHOCTh M TOJNHAS (YHKIMOHAIBHOCTH YCTPOMCTBA MOTYT OBITh
rapaHTHPOBaHbI, €CIIM KJIUIICHI HCTIOIB3YIOTCS BCKOPE TIOCIIE BCKPHITUS YIAKOBKH.

23%]lIlocne wcmonb3oBaHWsl 00A3aTE€NBPHO  YTHIM3HPYWTE W3JENME€ W YHAKOBKY, a TaKke
HEHCIIONb30BaHHBIE, HO OTKPBITBIE YCTPOHCTBA B COOTBETCTBHHM C IPAaBWIAMH YTHIM3ALUU
OOJIBHUYHBIX OTXOJIOB MU MECTHBIMH HOPMaMH, BKJIIOYasi, IOMUMO MIPOYEro, Te, KOTOPBIE KACAIOTCs
3/10pOBbs ¥ 0€30MIACHOCTH YEI0BEKA U OKPYKAIOILEH cpelbl.

24% Knurcel mUTHpYOMKE OJHOPA30Bble (HEMETAUIMYECKHe) TpeNHAa3HA4YeHbl I IOCTOSHHOTO
JUTUPOBAHUS COCYIOB M TKAHEBBIX CTPYKTyp. CHATH KJIMICY B ciiydyae HEOOXOAMMOCTH MOXHO C
nomortpio canMatens ke KANGJII™. Ecnu B poriecce yajieHHs IPOr30IILIa MOJIOMKa KITUTICHI,
XUPYPT JOJDKCH YJAUTh CIIOMaHHYIO KIIMIICY U3 ONIEPAIIMOHHOTO TTOJISI.

YCJIOBUSI OKPYKAIOIIEM CPE/IBI
Huanazon padounx temneparyp: ot 10°C (50°F) no +40°C (104°F)
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Jnanazon oTHOCHTENBHOH BiaxkHOCTH: < 80% OB
Jwnamnazon atmocdeproro gasieHus: 760 ~ 1060 rlla

OCMOTP U ®YHKIIUOHAJIBHAS ITPOBEPKA

Ilepen ucnonb3oBaHUEM OYEHb BAXKHO TIIATEIEHO OCMOTPETh KaXKIblH XUPYPIHUECKUM MHCTPYMEHT Ha
MIpeIMET MOJIOMOK, TPEIINH WiTH HeucnpaBHOCTEH. OCOOEHHO BaXXHO MPOBEPUTH BCE TOJBM)KHBIE YACTH.
Hcnonrs30BaTh MOBPEKICHHBIE HHCTPYMEHTHI 3ampelieHo. He ucnonb30BaTh MHCTPYMEHT, €CJIU YIIAKOBKA
noBpexicHa. Hukorga He mbITaiiTech PEMOHTHPOBATh H3ZICIUS caMoOCTOsTeabHO. JIF0OO peMoHT,
BBITIOJTHEHHBIH KIIMEHTOM, MOYKET MTPUBECTH K aHHYIMPOBAHUIO TAPAHTHH.

XPAHEHHME U CTEPUWIN3ALUA

MHCTpyMEHTHI CTEPUIIN3YIOTCS STUIEHOKCHAOM.

MHCTpyMEHTHI CIIEAYET XPaHUTh B YHCTOM, CYXOM, 3aILMIIEHHOM OT BJIard U MPSIMBIX COJHEYHBIX Jy4eil
MecTe. XPpaHWTE€ HHCTPYMEHTBI OTIAEIbHO B TPAHCIOPTHOM YIAKOBKE MM B 3alUTHOM JIOTKE C
[IEPErOPOJKAMH.

YCJOBUA TPAHCIIOPTUPOBKHU U XPAHEHUSA
[Ipu TpaHCTIOPTHPOBKE CIIEAYET N30eraTh TPSCKU U yIAPOB, a TAKXKE MONAAaHus B U3JICITUC BIIary.
Uznenmue n0mKHO OBITH YMAKOBAHO B COOTBETCTBYIONIYIO YITAKOBKY. XPaHUTh B IOMEIICHWUH CO
CIICAYIOIIMMH YCIOBUSMH OKPY>KAIOIIEH Cpeibl:

OTHOCHUTENIbHAS BIAXKHOCTh HE TOJDKHA IpeBbimaTh 80% OB.

Huanazon Temnepatyp: ot -10°C (14°F) no +50°C(122°F)

Huanazon armocdepnoro nasnenus: 760 ~ 1060 rlla

He nomyckatpk npsiMoro Bo3AeHcTBUS COMTHEUHBIX JTydeil. ObecneuynuTh OTCYTCTBHE €IKUX I'a30B.

ITOJIUTUKA BO3BPATA TOBAPOB

YroObl npoayKIiusi ObUIa MPUHSATA K 3aMEHE WM BO3BpaTy, €€ He0OXOJUMO BO3BpaAIllaTh B HEBCKPHITOU
YIaKOBKE ¢ HETOBPEKIACHHBIMH TUIOMOAMHU MPOM3BOJIUTENS, 33 UCKIIIOUEHUEM CIIy4aeB, KOTJa BO3BpAT
BBI3BaH jxajoOoil Ha nedekt mpomykiuu. Hedext m3menust Oymer ompeneneH kommanuein KANGIL
W3nenus He MpUHUMAIOTCS K 3aMEHE, €CJIM OHU HaXOJIMJIMCh BO BIIAJICHUM NOKymaTess oomnee 120 qHE.

CPOKT'OJHOCTH
CpoOK rOIHOCTH U3JENNs COCTABISIET 3 TO/a.

JATA U3I'OTOBJIEHUS
CM. 3THKETKY Ha YIaKOBKe.

JATA UCTEYEHUSA CPOKA T'OJHOCTH
CM. 5THKETKY Ha yIaKOBKeE.

OBO3HAYEHMUSA, UCITIOJIB3YEMBIE HA OTUKETKAX

3anpeniaercs
WCIOJIb30BaTh
He ucrons3oBats H3JeNue, eCiin
Buumanue Kon maptuun Howmep o xaranory
TIOBTOPHO [EIOCTHOCTh
YIaKOBKH
OBPEXXICHA
el | (i ol
Crepuin3oBaHo CM. HHCTPYKLHIO 110
P TPyKI IIpousBoautenn Jata usrotosnenust | Mcnons3oBate A0
STUJICHOKCUIOM [IPUMEHEHHIO
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JItn." (HangZhou
Kangji Medical
Instrument Co., Ltd)

“ IMpousBoauTeib

IIpomsBoautens: "Xanwkoy Kammku Menukan Muctpyment Ko., JItn." (HangZhou Kangji Medical
Instrument Co., Ltd)
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Ten.: 0571-69900010
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On. moura: kangji@kangji.com
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Ha3zpanmue: "JIun3 Cepsuc 351 Koncantunar I'm6X" (Llins Service & Consulting GmbH)
Anpec: Xaiaurmrpacce 26, 67059 Jliogsurcxaden, ['epmanus
9u1. moyta: info@llins-service.com
Teu.: +491754870819

/lloonucw/
/lImamn/: Hangzhou Kangji Medical Instrument Co., Ltd («Xanuocoy Kanosicu Meouxan Hncmpymenm

Ko., JImo.»)
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Instructions for Use

Disposable Ligation Clips (Titanium Clips+Multiple Titanium Clips)

1. Indication for use

The Disposable Ligation Clips (Metallic and no-Metallic) are intended for use in procedures involving ligation of
vessels or tissue structures. Surgeons should apply the appropriate size clip for the size of the vessel or tissue structure
to be ligated such that the clip completely encompasses the vessel or tissue structure.

Intended users: product is intended to be used exclusively by qualified medical staff.

2. Contraindications

1) The product is not applicable to large arteries and veins.

2) The product cannot be used as a fallopian contraceptive tubal occlusion device..

3) The product cannot be used for ligation of the renal artery during a laparoscopic living-donor nephrectomy
because of serious risks to the donor..

4) The product cannot be used on structures where use of metal clips is not appropriate

5) The product cannot be used in case of just suspicion of allergy to titanium

6) The product is not intended for use except as indicated.

3. MR safe
MR Conditional

The implantable clips made of titanium are MR Conditional. A patient with the implanted clips can be scanned safely
immediately after placement of the clips, under the Static magnetic field of 3.0 Tesla or less

MRI Related Heating

® A clip can produce a temperature rise of less than 0.4°Cat 1.5-Tesla, a maximum MR system reported whole body
averaged SAR of 2.02 W/kg.

® A clip can produce a temperature rise of less than 1.9°Cat 3-Tesla, a maximum MR system reported whole body
averaged SAR of 2.05 W/kg.

Artifact Information

MR image quality may be compromised if the area of interest is in the same area or relatively close to the position of
the clips. Therefore, optimization of MR imaging parameters to compensate for the presence of the clips may be
necessary.

The worst case signal void size for a clip can be:

MRI System | Spin echo sequence Gradient sequence
worst artifact | worst artifact | Signal void | worst artifact | worst artifact | Signal  void
width(mm) length(mm) size (mm?) | width(mm) | length(mm) size (mm?)
1.5T 4.1 4.19 17.179 6.10 4.69 28.609
3.0T 11.6 8.78 101.848 11.76 7.82 91.963

4. Product description
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The Disposable Ligation Clips (Titanium Clips and Multiple Titanium Clips) are sterilized by EO, single-use,

non-absorbable, non-active implantable devices designed for use in general surgical procedures that require vessel or
tissue ligation. The clips are placed around the tissue and closed with the grip of a clip applier.

The Disposable Ligation Clips (Titanium Clips and Multiple Titanium Clips) are compatible with the reusable,
non-sterile Clip appliers which are made by Kangji.

The Clips (Titanium Clips and Multiple Titanium Clips) are manufactured from medical grade titanium.

Titanium Clips consists of titanium clip, base and platen.

Multiple Titanium Clips consists of titanium clip and titanium clip cartridge.

//1
X
| 2 E H \ujf;ﬁ

1 Titanium Clip 2 Base 3 Platen
Figure 1 Structure Diagram of Titanium Clips

L2

L1 |3

I I I B IS I N N N D | | | o |

1 Titanium Clip 2 Titanium Clip Cartridge
Figure 2 Structure Diagram of Multiple Titanium Clips

Table 1 Titanium Clips

No. Name Cartridge Clip size Model and specification Ligation range (mm)

KJ-TJD101, KJ-TJD102
1 Blue S KJ-TJD103, KJ-TJD104 0.2-2.9
KJ-TJD105, KJ-TJD106
KJ-TJD201, KJ-TJD202
2 White M KJ-TJD203, KJ-TJD204 0.2-4.0
KJ-TJD205, KJ-TJD206
KJ-TJD301, KJ-TJD302
3 Green ML KJ-TJD303, KJ-TJD304 0.4-5.5
KJ-TJD305, KJ-TJD306
KJ-TJD401, KJ-TJD402
4 Gold L KJ-TJD403, KJ-TJD404 0.9-6.5
KJ-TJD405, KJ-TJD406

Titanium Clips

Table 2 Multiple Titanium Clips
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No. Name

Model and specification

Ligation range (mm)

KJ-TILS05,
KJ-TILS08,
1 KJ-TJLS11,
KJ-TJLS14,

KJ-TJLS06, KJ-TJLSO07,
KJ-TJLS09, KJ-TJLS10,
KJ-TJLS12, KJ-TJLS13,
KJ-TJLS15, KJ-TJLS16,

0.2-4.0

KJ-TJLS17, KJ-TJLS18, KJ-TJLS19

KJ-TILMOS, KJ-TJILMO06, KJ-TILMO07,
KJ-TILMO08, KJ-TJLM09, KJ-TJILM10,
KJ-TILM11, KJ-TILM12, KJ-TJLM13,
KJ-TILM14, KJ-TJILM15, KJ-TJLM16,
KJ-TILM17, KJ-TJLM18, KJ-TILM19

Multiple Titanium Clips 0.4-5.5

KJ-TJLLO5, KJ-TJLL06, KJ-TJLLO7,
KJ-TJLLO8, KJ-TJLL09, KJ-TJLLI0,
KJ-TJLL11, KJ-TJLL12, KJ-TJLL13,
KJ-TJLL14, KJ-TJLL15, KJ-TJLLI6,
KJ-TJLL17, KJ-TJLL18, KJ-TJLL19

0.9-6.5

5. Instructions for use

5.1 Loading Titanium Clips

1)

2)

3)

4)

5)

6)

Choose the appropriate size of the clip and the compatible applier, and check the compatibility of all devices prior
to using.

Following aseptic rules remove clips cartridge from the single packing. To prevent any damage of the device place
it on a sterile surface.

Grasp the handle of the applier, otherwise that can cause the jaws to close to some extent, causing the clip to fall
out of the applier.

Align applier jaws vertically and laterally over a clip in the cartridge and advance instrument jaws into the slot of
the clip cartridge making sure they are perpendicular to the surface of the cartridge. Advance the jaws till they are
stopped. The applier should move inside and outside of the slot easily. Incorrect position of the jaws during
loading may lead to incorrect seating of the clip in the jaws, which may result in the inability to securely close the
clip, scissoring or falling out of the applier. (Fig. 3)

Fig. 3 Loading titanium clip

Remove the applier from the cartridge. The clip is affixed in the jaws. It is not required to take any actions to keep
the clip in place.

Verify that the clip is fully inserted into the applier jaws and the clip legs do not protrude beyond the end of the
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7)

8)

9)

jaws. Incorrect seating of the clip in the jaws, may result in the inability to securely close the clip, scissoring or

falling out of the applier.

Handle the applier carefully. The jaws should not close prematurely. Even a slight closing of the jaws prematurely

will cause the clip to fall out of the applier

Place the clip around the structure intended for ligation or marking. Use appropriate force to close the clip
completely making sure it is placed properly. Closure should be made with a smooth, firm continuous motion until
clip is fully closed. Releasing the pressure on the handles will cause the applier jaws to spring open. Releasing the
pressure on the applier handle before the clip is fully closed will cause the clip to remain partially open, which
may result in bleeding or slipping the clip off from the vessel. (Attention: Ligation should be performed at a

distance of 2-3mm from the end of the tissue to leave an extra edge.)

Remove the applier from the surgical site.

5.2 Loading Multiple Titanium Clips

1)

2)

3)

4)

Tear open the PE bag, hold the tail with circular holes behind the multiple titanium clip cartridge, remove it from
the bag. (Fig. 4)

Fig. 4 Remove the multiple titanium clip
Squeeze the trigger of the applier tightly to secure it. (Fig. 5)

Hold the multiple titanium clip naturally and insert it into the applier handle from the tail with squeezing the
trigger tightly. Fully insert the multiple polymer clip into the handle. [ Note 1 The insertion direction of the
multiple polymer clip is consistent with the opening direction of the “C” mark at the end of the handle. (Fig. 6)

Fig. 5 Squeeze the trigger Fig. 6 Insert the multiple titanium clip into the applier

Slowly release the handle (this operation will immediately connect the titanium clip to the applier), and at this

point, the applier is ready for ligation. (Fig. 7)

4/9



I(ANGJI Revision date: 01th Apr 2025  Version: 2025 V1

=

Fig. 7 The applier after loading of the clip

5.3 Removing the Multiple Titanium Clips from Applier

1)

When ensuring that there are no clips on the jaws, grasp the tail of the round hole of the multiple polymer clip
under (Need to squeeze the trigger tightly at the same time), pull it out of the applier, and discard it. If multiple
titanium clips are not released before removing, squeezing the trigger and removing the titanium clip will cause
the connection and release of one titanium clip (at this time, the jaw should be located below the horizontal line to
prevent the closed titanium clip from entering the applier under gravity, causing device failure). In this case, please
ensure that apply the titanium clip to an objects such as disinfected sheets, to prevent polluting titanium clips from
falling onto the ground, sticking to the jaw, or falling into the applier, which may lead to blockages and safety

hazards. (Fig. 8)

Fig. 8 Squeeze trigger and remove the multiple polymer clip

5.4 Removing the clip from tissue

1)

2)

Titanium Clip can be removed by a general surgical forceps.

To remove a clip, grasp the forceps and carefully place the jaws of it over the closed clip so the clip is fully
positioned inside the jaws.

Once the jaws have been placed, close the handles of the remover until there is an audible click, indicating the clip
has unlocked. Ensure the clip has opened sufficiently to allow removal. Use forceps to remove the opened ligating
clip from the surgical site.

6. Warnings and precautions

6.1 For Titanium Clips

1)

Any surgical and minimally invasive procedures should be performed only by persons having adequate training
and familiarity with those techniques. Consult medical literature relative to techniques, complications, and hazards

prior to performance of any surgical procedure.
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2)

3)

4)

5)

0)
7)
8)
9)
10)

11)

12)

13)

14)

15)

16)

17)

18)
19)

20)

Surgical instruments may vary from manufacturer to manufacturer. When surgical instruments and accessories

from different manufacturers are employed together in a procedure, verify compatibility prior to initiation of the

procedure. Failure to do this can result in inability to perform surgery.

Kangji™ ligating clips are compatible with Kangji™ clip appliers only and are not compatible with other brand

clip appliers. Always ensure that correct applier type was chosen prior to initiation of the procedure. Failure to do

this can result in inability to perform surgery.

It is prohibited to use the Disposable Ligation Clips with damaged package or beyond the validity period of

sterilization.

Disposable Ligation Clips are disposable, and re-sterilization, reuse, reprocessing, modification may lead to

serious consequences with death of patient included. After opening the initial packaging, it should be used up one

time. If it is not used up, please destroy it according to local regulations.

This product must be operated by a professional surgeon! Surgeon is fully responsible to choose proper size of the

clip and must determine how many clips is necessary to achieve satisfactory haemostasis and closure security.

Confirm the structure size and condition of blood vessels or tissues before firing a clip so that select the

appropriate model, clip should completely encompass the vessel or tissue.

After each clip is placed it is required to close the applier fully. A not full squeeze may result in dislocation of the

clip and therefore improper ligation.

Verify that there is a clip properly loaded in the jaws prior to inserting the clip applier through the trocar.

Position the clip carefully around the vessel to be ligated.

With fully visualization of the ligation site, squeeze the trigger all the way so that the trigger touches the handle to

close the clip around the vessel. The trigger will not reopen until the trigger is fully squeezed (see step 13 below).

Releasing the trigger will open the clip applier jaws and automatically engage the next sequential new clip.The

clip applier is now ready for re-firing. For titanium clip, after clamping, it is necessary to remove the clip applier

from the trocar, after installing the clip onto the clip applier manually, and repeat steps 1-10.

When loosening the movable handle, it is prohibited to loosen it instantaneously to prevent the clip from flying out

of the jaw. (for multiple titanium clips)

For the cholangiogram procedure, whereby a clip is used to temporarily secure the catheter inside the common bile

duct without occluding the catheter, the degree of clip closure can be adjusted. this is accomplished by releasing

the trigger anytime after the 7th click. This earlier release capability allows for the desired amount of clip closure.

For the maximum vessel occlusion (clip fully closed), simply depress instrument trigger fully so that the trigger

and handle are touching and then fully release so that the subsequent clip can be engaged in the jaws. (for multiple

titanium clips)

Avoid closure the multiple titanium clip jaw onto the clip previously fired, as this may cause the trigger to perform

wrong fired.

If all the clips are to be used, the last two clips are colored to warm the surgeon that the cartridge is almost out of

clips. The clip applier should be removed from the cavity once the last colored clip has been fired. The cartridge

should then be removed and discarded. (for multiple titanium clips)

The cartridge must be removed after use or prior to the cleaning and sterilizing processes before applier use,.

Hangzhou Kangji Medical Instrument Co., Ltd. shall not be responsible for any damage occurring because of

non-compliance with this warning.

Do not use the clip or applier as a dissecting instrument. Applier tips may cause tissue injury.

The clip must be latched to ensure proper ligation of the vessel or tissue. Inspect the ligation site after application

to ensure proper closure of the clip. This should be repeated after the use of other surgical devices in the

immediate area of the application.

Leave a distal cuff of tissue approximately 2-3 mm from the ligating clip if the tissue is to be divided, i.e. do not
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21)

22)

23)

24)

25)

26)

27)
28)

29)

30)

31)

32)

use the side of the clip as a cutting guide. If this is not followed, the clip may slip from the vessel during the
procedure or in the postoperative period, leading to haemorrhage depending on the size of the vessel.

Do not squeeze the applier over other surgical instruments, staples, clips, gallstones or other hard structures as it
may cause the clip to break.

Do not use damaged appliers. Using of damaged applier may result in dislocation of a clip. Always check the
alignment of the applier jaws before use. If this is not done, patient injury may occur.due to clip scissoring what
can cut the vessel.

The following factors have serious influence on the closure of a clip: condition of an applier, force used by
surgeon to close the clip, size of ligated structure and features of the clip itself.

As for all other ligation technique it is required to check the place of ligation after applying a clip making sure it
was located appropriately.

Implanted material is a pure titanium. The material used does not require quantitative restrictions on the clips
applied to the patient.

It should be avoided to empty fire the clip applier with clips upwards (the clips after being closed will fall inside
the instrument shaft under the action of gravity, causing instrument failure). (Fig. 11)

PROHIBITION ALLOW

The titanium clip jaw is
above the horizontal line.

The titanium clip jaw is
below the horizontal line.

Fig. 11

When checking the shipping case, if you find any signs of damage to the product, do not use it.

If the patient needs MRI magnetic resonance examination after operation, please take the initiative to inform the
attending physician of this operation history.

Dispose of all opened clip cartridges no matter if all clips were used or not as sterility and full functionality of the
device can be guaranteed if clips are used short after opening the package.

Take care to discard the product and packing after use, as well as unused but opened devices in accordance with
hospital waste disposal practices and local regulations including, without limitation, those pertaining to human
health and safety and the environment.

Disposable Ligation Clips are intended for permanent ligation of vessels and tissue structures. Should clip removal
be necessary, it may be removed using a KANGJI™ clip remover. Should breakage of the clip occur during the
removal process, the surgeon should remove the broken clip from the surgical site.

Titanium clip can be removed by a general surgical forceps.

7. Transportation and storage condition

Transporting the product should be avoid wet, shaking and strike.
The product should be packaged with a suitable packaging. The store in the rooms with:
(DRelative humidity: < 80% RH
(@Temperature range: -10°C~+50°C
(3 Atmospheric pressure range: 760hPa~1060hPa
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(@Without sunshine directly, and no corrosive gas.
8. Product shelf life
The shelf life is 3 years if used properly
Attention!

Revision date: 01th Apr 2025  Version: 2025 V1

Products that exceed the shelf life are recommended to be scrapped according to local regulations.
9. After sales service commitment

The company implements three guarantees and quality tracking for the products sold.

1) Ifthe Clip Applier fails to work normally due to product quality problems within 12 months from the date of sales,
it will be repaired for the user free of charge. For faults caused by improper use or maintenance by users, only cost
and mailing fees will be charged.

2) After the three guarantee period, the Clip Applier will be maintained for life, and will be charged according to the
specific conditions.

3) The user shall be responsible for any damage caused by disassembling the product without the consent of the
company.

10. Symbol description used for the label

® | ®

Do not use if package

LOT REF

Do not reuse . Caution Batch code Catalogue number
is damaged
mi | [ |
Sterilized usi Refer to instructions
e Manufacturer Date of manufacture Use-by date

ethylene oxide for use

“-.} | ":-'-" i 0‘ ‘
EU |REP % MD —7 I~
P
|
. Do not re-sterilize,
Authorized

Indicates a medical Keep away from

representative in the Medical device

Keep dry

device that is not to be sunlight

European Community

C €oor

re-sterilized

Rx ONLY

UDI

CE Marking

Prescription use only

MR conditional

Not made with

natural rubber latex

Unique device

identifier

IKANGJI
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Trademark of
manufacture,
authorized by
Hangzhou Kangji
Medical Instrument
Co., Ltd.

d [Manufacturer]

Manufacture: Hangzhou Kangji Medical Instrument Co., Ltd.

Address: No.1668 Chunjiang East Road, Economic Development Zone, Tonglu, Hangzhou, Zhejiang 311501, P.R.China
Tel.: 0086-571-69900010

Fax: 0086-571-69900029

Website: http: //www.kangjimed.com

E-mail: kangji@kangji.com t\h %1 ;“ Hpe }} 1‘{’ i.‘% l»‘ m )z\
J,\":iL I VAT

Hangzho Kangj M

d" W i P
EU |REP SO -
[EU Representative] e g f
Name: Llins Service & Consulting GmbH ol WA L
Address: Heinigstrasse 26, 67059 Ludwigshafen, Germany i

E-mail: info@llins-service.com
1. : +491754870819
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NMHCTPYKIUA 110 ITPUMEHEHUIO

OnHOpa30BbIe TUTHPYIONTUE KIUICHI (THTAHOBBIE KIUIICHI 1 MHOTO3aPSTHBIC TUTAHOBHIC
KJIUTICHI)

1. Tlokazanus K NMPUMEHCHUIO

Kiuncel urupyromuye oJaHOpa3oBble (METaNIMYSCKHEe M HEMETAJUTMUECKUE) TpeIHA3HAYCHBI IS
WCTIOJI30BaHMsI IIPH MPOLIEAYPaxX, CBI3aHHBIX C JIUTHPOBAHHEM COCYIOB MIIM TKaHEBBIX CTPYKTYp. Pazmep
MIPUMEHSEMOU XUPypraMu KJIHIICHI JIOJDKEH COOTBETCTBOBATh pa3Mepy COCY/Ia MIIM TKAHEBOH CTPYKTYPHI,
MOJIeKAIIEH TUTUPOBAHUIO — KIIUIICA TOJKHA MOJHOCTHIO OXBATHIBATH COCY/]l WM TKAHEBYIO CTPYKTYpY.

[Ipenrmonaraemple TONB30BATENH: H3AETUE NPEAHA3HAYEHO IS HCIIOJIB30BAaHUS HCKIIOUUTENHHO
KBaJTM(PHUITUPOBAHHBIM MEIUIIMHCKUM MIEPCOHATIOM.

2. TIlporuBomokazanus

1) W3penue He ucnonb3yeTcs A KPYIHBIX apTepuil U BEH.

2) MH3zpenue Henb3sl HCIOIL30BAaTh B KAueCTBE KOHTPALENTHBHOI'O OKKJIFO3MOHHOIO yCTpOMcTBa s
NEePEKPHITHS MAaTOUYHBIX TPYO.

3) MH3penue Hesb3s UCHONB30BATh IS JIUTHPOBAHUS MOUSUHON apTEPUH BO BPEMs JIAIAPOCKOIIMYECKON
HEQPIKTOMUH C )KUBBIM JIOHOPOM U3-32 CEPbE3HBIX PUCKOB JIJISl IOHOPA.

4) H3penue Hemb3sl HMCIONB30BaTh B OpPraHax M TKaHSIX OpraHu3Ma, sl KOTOPBIX NPUMEHEHHE
METAJUTMIECKUX KIIMIIC HE SIBJISETCS LeJIeco00pa3sHO WIIM YMECTHOW MPOLEAypOil.

5) H3penue Henmb3s UCHOIB30BATH NIPU IOJO3PEHUU HA aJUIEPTUI0 HAa TUTaH.

6) M3zpenue He peJHAa3HAYEHO IS UCIIOJIb30BAHUS, OTIMYHOIO OT HA3HAYEHHOI'O UCII0Ib30BaHUS.

3. MH3zpenue Ge3onacHo ajsi npoBeaenuss MPT
Bbe3zonacuo ajass MPT

WMIiaHTHpyeMble KIWICHI M3 TUTaHA SBISIOTCA Oe3omacHbIMU st mposeneHus MPT. Ilanmenta c
UMITIAaHTUPOBAHHBIMHU KJIUTICAMH MOXKHO O€30MacHO CKAaHMPOBATh CPa3y IOCJIEC YCTAHOBKH KIIUIC IO
CTaTHYECKHM MarHuTHBIM 11ojieM 3,0 Tecna mim MeHee.

Harpes, Bbi3biBaemblii MPT

e Kiunca MoxkeT BbI3BaTh MNOBBIIEHHE TemnepaTypsl MeHee deM Ha 0,4 °C mpu 1,5 Tecna,
MaKcUMalbHas 3apuKcupoBaHHast st MP-cucteMsl ycpeiHeHHas ckopocTh noriomieHus (SAR) ans
Bcero Teaa cocrasisaeT 2,02 BT/kr.

e  Kiunca MoxeT BbI3BaTh MOBBILIEHHE TemIiepaTypbl MeHee 4eM Ha 1,9 °C ipu 3 Tecna, MmakcumanbHas
3aukcupoBannas st MP-cuctembl ycpenHeHHast ckopocTs moriomeHus (SAR) mns Bcero tema
coctansieT 2,05 BT/kr.

HNndopmanus o6 apredakrax
KauyectBo MP-u300paxenust MO>KeT ObITh CHUKEHO, €CIIH 00JIaCTh UCCIICAOBAHMS PACIIONAaraeTcs B TOM jke
o0JlacTH WJIM OTHOCHUTENBHO HENAJIeKO OT MecTa pasMmenieHus Kiaumchl. CreaoBaTeslbHO, MOXKET

noTpe0oBaThCs ONTUMH3ALIUS apaMeTpoB MP-ToMorpaduu ¢ yueToM HaJIM4us KIUIIC.

B xyniiem ciydae 30Ha OTCYTCTBHS CUTHAJIA JIJIsl KIIMIICHI MOXKET OBITh CJITYFOIICH:

Cucrema [TocnenoBaTesIbHOCTH CIIMHOBOTO 3Xa [ocnenoBaTebHOCTD TPaJUEHTHOTO 3XO0
MPT XyALast XyAwas aiuHa | 3oHa XyALas Xyauias JyinHa | 30Ha
HIMpUHA apredakra OTCYTCTBHUS | IIMPHHA apredakra OTCYTCTBUS
apredakra (MM) |(MM) CUTHaNa apredakra (Mm) curnana (Mm?)
(Mm?) (Mm)
1,5Tn 4,1 4,19 17,179 6,10 4,69 28,609
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Cuctema ITocnenoBaTeabHOCT CIMHOBOTO HXa [ocnenoBaTebHOCTD TPaJUEHTHOTO 3XO0
MPT XyALas XyAwas aiuHa | 3oHa XyALas Xyauias JyinHa | 30Ha
LIMpHUHA apredakra OTCYTCTBHUS | IIMPHHA apredakra OTCYTCTBUS
apredaxra (MM) |(MM) CHTHala apredaxra (Mm) curHana (Mm2)
(Mm?) (Mm)
3,0 Tn 11,60 8,78 101,848 11,76 7,82 91,963

4. OnucaHue u3aeJus

OpHOpa30Bble JIMTUPYIOMIKE KIUIICH (TUTAHOBBIE KJIMIICHI M MHOTO3apsAHBIC TUTAHOBBIE KIIMIICHI)
CTepPWIN3YIOTCSI ~ JTHJICHOKCHIOM, TPEICTAaBIAIOT  CO0OM  HepaccachlBaloIInecs, HEAKTHBHBIC
UMIUTAaHTHPYEMBIC YCTPOHCTBA OJHOKPATHOI'O IIPUMEHEHHS, NpeJHa3HAuYCHHBIC IJIS MCIONb30BaHUS B
Oo0MKX XHUPYPrHUECKHX TMpoLenypax, TpeOYIOIHMX JHUIHPOBaHUS COCYIOB WIM TKaHei. Kimmnce
HAKJIaJIbIBAIOTCS] BOKPYT (pparMeHTa TKaHH U 3aKPBIBAIOTCS C TIOMOIIBIO 32)KNMa KIINTICOHAKIIAAbIBATES.

OnHOpa30BbIe JUTHPYIOIINE KIUICH (THTAHOBBIE KIIUICHI U MHOTO3apsi/ibIHE TUTAHOBBIC KIIMIICHI)
COBMECTHMBI C MHOTOPa30BBIMU HECTEPWJIBHBIMH KIUIICOHAKIIAABIBATEIIIMH, KOTOPbIE HPOU3BOAMT
kommanus Kangji.

Kimuricbl (TUTaHOBBIE KIMIICHI ¥ MHOTO3apsIHbIE THTAHOBBIC KIIMIICHI) M3TOTOBJICHBI W3 THUTaHA
MEeIUIHCKOTO Kiacca.

TutaHOBBIE KIMIICHI COCTOST U3 TUTAHOBOT'O 32)KMMa, OCHOBAHHUS U IUTACTHHBI.

B KOMIIEKT MHOTO3apsSJHBIX THTAaHOBBIX KITUIIC BXOJUT TUTAHOBAs KJIMIICA W KApTPUIK C
TUTAHOBBIMH KJTUIICAMH.

1. Turanossiii 3axuMm 2. OcuoBanue 3. [Tmactuna

Puc. 1 Tura"HoBBIE KIIUIICHI

[]

|2

[]

L1 L3

1 ¢

I33})1).1'}3’3!31333}33})?);63Bﬁllllll_ll_ll_ll_llJé:l_ll_ll_ll_ll_ll_ll_ll_ll_ll |

1. TuranoBas knurnca 2. KapTpumx ¢ TATAHOBBIMU KIIUIICAMU

Pucynox 2. MHOro3apsiiHble TUTAHOBBIE KJIUIICHI

Tabnuua 1. TUTaHOBBIE KIIUICHI
Pazmep
KIJIUIICHI

Jnamna3oH TurupoBaHus

Ne Hazsanue Kaprpumx (vv)

Mogens u crienuduKarus

KJ-TJD101, KJ-TJID102
1 T Cunuii S KJ-TID103, KJ-TID104 0.2-2.9
MTaHOBBIC KJ-TID105, KJ-TID106

KJIHMIICEL KJ-TJD201, KJ-TJD202

2 beiid M KJ-TJD203. KI-TID204 0,2-4.0
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Pasmep Juana3oH TurupoBaHust
Monens u crieruduranus

o Hassanm Kaprpumx
N 3 ¢ PTpHL KITUATICBI (Mm)

KJ-TJD205, KJ-TID206

KJ-TJD301, KJ-TJD302
3 3emeHblil ML KJ-TID303, KJ-TID304 0,4-5,5

KIJ-TID305, KJ-TID306
KI-TID401, KJ-TID402
4 300THUCTHIN L KJ-TID403, KJ-TID404 0,9-6,5
KI-TID405, KJ-TID406

Tabmuna 2. MHOr03apsTHbIe TATAHOBBIC KITUTICH

Ne HazBanue Mogens u crienuduKamnms Jnana3on nurupoBanus (MM)

KJ-TJLS05, KJ-TJLS06, KJ-TJLS07,
KJ-TJLS08, KJ-TJLS09, KJ-TJLS10,
1 KJ-TJLS11, KJ-TJLS12, KJ-TJLS13, 0,2-4,0
KJ-TJLS14, KJ-TJLS15, KJ-TJLS16,

KJ-TJLS17, KJ-TJLS18, KJ-TJLS19
KJ-TJLMOS, KJ-TJLMO06, KJ-TJLMO07,
KJ-TJLMO8, KJ-TJLMO09, KJ-TJLM10,
KJ-TJLM11, KJ-TJLM12, KJ-TJLM13, 0,4-5,5
KJ-TJLM14, KJ-TJLM15, KJ-TJLM16,
KJ-TJILM17, KJ-TJLM18, KJ-TJLM19

) MHoro3apsigHbie
TUTAHOBBIE KIIHIICHI

KJ-TJLLOS, KJ-TJLLO6, KJ-TJLLO7,
KJ-TJLLO8, KJ-TJLL09, KJ-TJLL10,
3 KJ-TJLL11, KJ-TJLL12, KJ-TJLL13, 0,9-6,5
KJ-TJLL14, KJ-TJLL1S5, KJ-TJLLI6,
KJ-TJLL17, KJ-TJLL18, KJ-TJLL19

5.1

1)

2)

3)

4)

HNHcTpyKkius no npuMeHeHH IO

3arpy3ka THTAHOBBIX KJIHIIC

BI:I6CpI/ITC HO,Z[XO,Z[HH.H/IfI pa3sMEep KIUIICBI U COBMECTUMEIN KIIMIICOHAKJIAaJIbIBATCIIb, @ TAKIKC IPOBCPHTE
COBMCCTHUMOCTB BCCX yCTpOﬁCTB nepea uCrojab30BaHuCM.

Co0:roy1as mpaBHiIa aCENTUKH, U3BJICKUTE KAPTPUIDK C KIIMTICAMHU M3 WHIWBUIYaIbHOH yIakoBKH. Bo
n30eKaHHUe TIOBPEKICHHS U3CIIHSI, TOMECTUTE €r0 Ha CTEPUIBHYIO TOBEPXHOCTb.

CoxxmuTe PYUKY KIUIICOHAKJIAAbIBATCIIA. Ecimm PYUYKY HE CiKartb, 6paHIHI/I MOT'YT COMKHYTBLCHA, U
KJIMIICA BBINIAACT U3 KIUIICOHAKIIaAbIBATCIIA.

CoBMmecTuTe 6paHHH/I KIIMIICOHAKJIAJIbIBATCIIA IO BEPTUKAJIM M IO TOPHU3OHTAIM C KIIHMIICAMU B
KapTpUIAKE€ U BBSIUTC 6paHum HUHCTPYMCHTA B THE310 KapTpUIAKa C KIIMIICaMU, pacriojaras 6paHH_II/I
MNEPICHAUKYIISIPHO MOBCPXHOCTU KapTPUIKA. Bcerasmsiite 6paH].HI/I A0 ynopa. KJ'H/IHCOHaKJ'Ia,I[LIBaTeJ'IL
JOJIXKCH JICTKO BCTABJIATHCA B 'HE310 U U3BJICKATHCSA U3 HETO. HeraBI/IJIBHOG IIOJIOKCHUEC 6paHIHeI>'I BO
BPEMs BCTABKU MOKCT IPUBCCTU K HeraBHJ’IBHOﬁ IoCcaaKe KIIUIICHI B 6paHmax, YUTO MOXCT MIPUBCCTU

K HEBO3MOXXHOCTH HAJEXKHOTO 3aKPBITUS KIUICH, €€ CPEe3aHHi0 WJIH BBINAJCHUAI0 U3
KiuricoHaknaapiBarens (Puc. 3).

Puc. 3 3arpy3ka THTAaHOBOH KITUTICHI
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5)

6)

7)

8)

9)
5.2

1)

2)

3)

W3BiieknTe KIUIICOHAKIAAbIBATEIb U3 KapTpumka. Kiwumca 3adukcupoBaHa B OpaHmax. Hukakux
JISUCTBUIA JUTS 3aKPETUICHHUS KIUIICH HA MECTE BBITIOJHATH HE TpeOyeTCs.

Y6enurech, 4TO KIUICA MOTHOCTHIO BCTABJICHA B OpaHIH KITMIICOHAKIIABIBATENS, 8 HOKKH KITHIICHI
He BBICTYINAIOT 3a KOHIIBI OpaHmiei. HempaBuibHasi ycTaHOBKA KITUIICHI B OpaHIIIaX MOXKET PUBECTH
K HEBO3MOXHOCTH HAJCKHOTO 3aKpBITUS KIMIICHl, €€ CpPE3aHUI0 WIM BBINAJAHUIO W3
KITUTICOHAKJIA/IbIBATEIIS.

OO6pamienne ¢ KIUMICOHAKIIAABIBATEIEM TPeOyeT OCTOPOKHOCTH. bpaHIIM HE MOKHBI 3aKPHIBATHCS
npexaeBpeMeHHo. [laxke HeOOIBIIOE MPEKICBPEMEHHOE 3aKPhITHE OpaHIIIel MPUBEIET K BHITIAIAHUIO
KITUTICHI U3 KIIUIICOHAKIIA [bIBATEIIS.

YcTaHOBUTE KIIMIICY Ha CTPYKTYPY, KOTOPYH HYKHO JIMIMPOBaTh WIM MapkupoBaTb. IIpunoxxure
COOTBETCTBYIOIIEE YCWJINE, YTOOBI IMOJHOCTBIO 3aKPBITh KIHWICY, U yOeauTech B TOM, YTO OHA
YCTaHOBJIEHA TMpPaBWJIBHO. 3aKpbIBaTh KIUICY CIEAYyEeT IUIABHBIM, YBEPEHHBIM HENPEPHIBHBIM
JOBIDKEHHEM, 10 TeX TOp, MOKa KJIMICa He 3akpoeTcs moidHocThio. [locne ocnabnenus paBieHus Ha
pydkH, OpaHIINM KIMIICOHAKIanbIBaTeNs packpororcs. OcnabineHue JaBleHMS Ha  PYdKy
KIIIICOHAKIIAABIBATEIA JO IOJIHOIO 3aKPBITHS KIMUIICHI IIPUBEIAET K TOMY, YTO KIIMIICA OCTaHETCS
YaCTHUYHO OTKPBITOH, YTO MOXKET IPHUBECTH K KPOBOTEUEHHIO MIIM COCKAIB3BIBAHUIO KIIMIICHI C COCYa
(BHMMaHMe: TUTUPOBAHUE CIIENYET BBHINOIHITH HA PACCTOSHUM 2—3 MM OT KOHIA TKaHH, YTOOBI
OCTaBUTH JONOJTHUTENBHBIN KpaeBoi (parMeHT TKaHm).

W3BnexuTe KIMIICOHAKIAABIBATEIb U3 ONIEPALHOHHOTO TOJIS.
3arpy3ka MHOr03apsiiHbIX THTAHOBBIX KJIUIIC

Pa30pBI/ITe OIS THIICHOBBIN IMMaKe€T, BO3bMUTECH 3a KOHIICBYIO 4YaCTb C KPYIJIBIMHU OTBEPCTUAMHU
no3ajau KapTpuaka ¢ MHOro3apsaAHbIMA TUTAHOBBIMH KIIMIICAMHU U U3BJICKUTC €TO U3 ITAKCTA (PHC 4)

Puc. 4 M3neyeHre MHOro3apsiiHON TUTAHOBOW KITUIICHI
CoXMHTE C CHIION CITYCKOBOW KPIOYOK KIIMTICOHAKIIAABIBATENS, 9TOORI 3adukcupoBats (Puc. 5)

Bo3bMuTEe MHOT03apsHYI0 TUTAaHOBYIO KJIUIICY HOPMalbHBIM OOpa3oM M BCTaBbTE €€ B PYUYKY
KJIMTICOHAKJIJbIBATENSl C XBOCTOBOM YaCTH, C YCHJIMEM Ha)KMMas Ha CITyCKOBOM KptouoK. [TodHOCTBIO
BCTaBbTE MHOTO3apSAHYI0 IMOJUMEPHYIO Kiuicy B pyuky. Ilpumeudanue: HampaBneHue BCTaBKU
MHOT03apATHON TONUMEPHON KIHIICHI COOTBETCTBYET HANPABICHHUIO OTKPBITHS, 00O3HAYaeMOMY
MeTKo# «C» Ha koHIe pydku. (Puc. 6)

Puc. 5 Cxatue ciryckoBoro Puc. 6 BecraBka MHOTO3apsiiHON TUTaHOBOW KITUIICHI B

Kprodka KIIMIICOHAKJIaAbIBATCIIb
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4)

MeUIeHHO OTIyCTUTE PYKOATKY (3TO NEHWCTBHE HEMEIJICHHO COCAMHHT THUTAHOBYIO KIHIICY C
KJIMIICOHaKIapIBaTesieM). C 3TOro MOMEHTa KJIMIICOHAKIIAAbIBATEeh OyAET TOTOB K JMTHPOBAHUIO.
(Puc. 7)

=]

=

Puc. 7 KnuncoHnakiaipiBatelb Mocie 3arpy3Ku KIUTChI

5.3 H3BiaedyeHue MHOT'03apAAHbIX THTAHOBBIX KJIHUIIC U3 KJIUICOHAKIAAbIBATEIA

1)

5.4

1)

2)

y6C}_II/IB]J_II/ICL, 4YTO Ha 6paHmax HET KJIMIIC, BO3BbMHUTCCH 3a KOHLCBYI YaCThb KPYIJIOTO OTBEPCTUA
MHOFOBapHZ[HOﬁ HOHHMCpHOﬁ KJIHIIChI (O,Z[HOBpCMCHHO C CUJIOM HaKhmas Ha CHyCKOBOﬁ KpIO‘lOK),
BBITSHUTC €€ N3 KIIUMIICOHAKJIIAAbIBATCIIA U BBI6pOCLTe. Ecmu MHOIr03apsaaHbI€ TUTAHOBBIC KIIMIICHI HE
BBITYHICHBI IICPCA U3BJICUCHNUECM, HAKAaTUC HA CHYCKOBOﬁ KPIOYOK U HU3BJICUCHUC THTAaHOBOM KIIMIICEHI
NpUBEAYT K 3alCIUVICHUKO U BBIITYCKY O,I[HOﬁ TUTAHOBOH KJIUIICHI (B O9TOT MOMCHT 6paHIHI/I
KIIMIICOHAKJIaAbIBATCIIA OOJIKHBI OBITH HIDKE TOPHU3O0HTAJIN, YTOOBI npeaoOTBpaTUTL IIOMMaJaHUuC
SaKpI)ITOI\/'I THUTAHOBOU KIJIUIICHI B KIIMIICOHAKJIaAbIBATCJIb IO/ IIefICTBHeM CHJIBI TSIXKECTH, YTO MOXKET
MMPUBECTHU K IMOJIOMKC I/IHCTPYMCHTa). B stom ClIy4dac HY>XXHO 00513aTeNBHO BBICTPCIIUTDH 3aL[CHJICHHOI>'I
KJIMIICOM B CTCPWIBHYIO IIPOCTBIHb UIIN HO,I[O6HLIﬁ MaTtcepual, YTOOBI TaKas 3arpsA3HCHHAsA KIIMIICAa HE
ynajia Ha I10JI, HC MpWIIKILIa K 6paHu1aM M HC II0oIIajla BHYTPb KIIMIICOHAKIAAbIBATCIIA, YTO MOXKCT
MMPUBECTHU K 3aCAAHNUIO WX BOSHUKHOBCHUIO YI'PO3bI IJIA 0e30ImacHOCTH (PI/IC 8)

R
I\\, R

Puc. 8 CxaTtue cmyCcKOBOIro Kprouka U U3BJIEUEHUE MHOT03aPSIHON MOTUMEPHON KIUICHI
Yaajnenue KJIMICHI ¢ TKAHU
TUTaHOBYIO KIIMIICY MOXKHO YAAIUTH C TOMOIIBI0 OOBIYHOTO XUPYPrUIe€CKOTO MHHIIETA.

UToOBl CHATH KIIMIICY, BO3BMHUTE MUHIET W OCTOPOXKHO PACIOJIOXKHUTE €ro I'yOKHM HaJ 3aKpbITOH
KITUTICOX TaK, YTOOBI KIIMIICA TTOTHOCTHIO 0XBaThIBANIACh I'yOKaMHU.

[Tocne ycTaHOBKM OpaHIleil, HAUHUTE 3aKPHIBATH PYyYKH CHUMATENS, ITOKAa HE YCIBIIINTE IIETYOK,
YKa3bIBAIOUIHI HA Pa30JIOKUPOBKY KIUIICHL. Y OETUTECH, YTO KITUTICA OTKPHITA HEOOXOJUMBIM 00pa3oM,
MO3BOJIAIONINM BBITIONHUTG H3BIeUeHUE. UTOOBl yOpaTh OTKPBITYIO JHMTHPYIOUIYIO KIHUICY W3
OTIEPAIIMOHHOTO OIS, HCHIONIB3yHTE MUHIET.
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6.

6.1

1)

2)

3)

4)

S)

6)

7)

8)

9)

10)

1)

12)

13)

14)

15)

IIpenynpesxaeHust 1 Mepbl NPeAOCTOPOKHOCTH
151 THTAHOBBIX KJIUIIC

JIroOble XUpypruyeckne ¥ MUHMMAIbHO HHBA3WBHBIC MPOLEAYPH! JOJDKHBI BBIMOIHATHCS TOJIBKO
CHELUAINCTAMH, MMEIOIIMMHU COOTBETCTBYIOUIYIO IIOATOTOBKY M 3HAaKOMBIMH C METOAAMHU
OpoBeleHUs Takux mnpouenyp. llepen BbIMOTHEHHWEM JIOOBIX XUPYPrUYECKUX —IPOLETYP
O3HAKOMBTECH C METOAaMH, OCIOKHEHHSMU M OIACHOCTSMH, NPHUBEAEHHBIMH B MEAMLUHCKON
JTUTEepaType.

Xupyprudeckue HMHCTPYMEHTHI Pa3HbIX NPOU3BOAWTENEH MOryT oriuyarbes. Ilpu coBmecTHOM
UCIIOJIb30BaHUN XUPYPTUYECKUX MHCTPYMEHTOB M HPUHAUICKHOCTEH OT pa3HBIX MPOM3BOAMTENEH
MIPOBEPHTE UX COBMECTUMOCTD II€pE]l BHITIOJIHEHNEM Tpoleaypbl. HeBblmomHeHHe 3TOro TpeboBaHus
MOJKET MPUBECTH K HEBO3MOKHOCTH MIPOBEACHUS OTIEPAIIHH.

Jlurupyrome knuncsl Kangji™ coBMecTHMBI TONBKO C KIUICOHakianeiBaTensiMu Kangji™ u
HECOBMECTUMBI C KIMIICOHAKIAABIBATESIMA IpYyrux Mapok. llepen Hawamom mponexypsl Bcerzaa
npoBepsiiiTe BEIOOp MPAaBUIIBHOTO THMA KIMIICOHAKNIAAbIBaTeNsl. HeBbimomHeHne 3Toro TpeboBaHus
MOYET NPUBECTU K HEBO3MOXXHOCTH IPOBEJCHHUS OIIEpallHu.

Hcnonp30BaTh KIMICHL JIMTUPYIOIIME OJHOPA30BbIE C IOBPEXKACHHOH YMAaKOBKOW WM MOCIE
MCTEUEHUS CpPOKa CTEPHITU3AIIUH 3alpeIIaeTcs.

OnHOpa30BbIe TUTUPYIOIINE KIIUTICHI SIBIISIFOTCS] OTHOPA30BBIM U3/I€THEM, U TIOBTOPHAS CTEPUITH3AIIHS,
MOBTOPHOE HCIIOJIb30BAaHUE, MOBTOPHAs 00paboTKa, MOAM(DUKALMS MOTYT NPHUBECTH K CEPHE3HBIM
MOCIIEACTBUSAM, BKIIIOYasi CMepTh ManueHTa. [locne BCKphITHA NEepBOHAYAIFHONW YIIAKOBKHU H37ENUE
CJIeJlyeT UCIIONIb30BaTh OJIMH pa3. Eciu u3aenue He UCTIONb30BaHO, YTUIIM3UPYHUTE €r0 B COOTBETCTBUU
C MECTHBIMH IIPAaBUIIAMH.

JanHoe m3nenue AOJDKEH HKCIUTyaTHpPOBaTh MPO(dEeCCHOHANbHBIH Xupypr! Xupypr HeceT MOJIHYIO
OTBETCTBEHHOCTH 33 BBIOOP MPaBUIIBHOTO pa3Mepa KIHIchl. OH ITOMHKEH ONpPEACIUTh YUCIO KIIHIIC,
HEOOXOIUMBIX AJIs1 JOCTHKEHHS YJOBIETBOPUTEIHHOTO [eMOCTa3a M HAJACKHOTO 3aKPBITHSL.

[lepen HamoXKeHUEM KITUIICHL, IPOBEPHTE pa3Mep CTPYKTYPHI M COCTOSIHIE KPOBEHOCHBIX COCYAOB WIH
TKaHeH, YTo0bI BEIOpAaTh MOAXOISIIYIO MOEb. Kiuica 10/’KHa IOJTHOCTBIO O0XBATHIBATh COCY/I WIIH
LIEJIEBOM yYaCTOK TKaHHU.

[locne ycTaHOBKM KaXIOW KIHUIICHI HEOOXOAMMO MOJHOCTBIO 3aKPBITh KJIMIICOHAKIIAABIBATEIb.
HenonHoe cxaTtve MOXET NMPUBECTH K CMENIEHUIO KIMICH M, KaKk pe3yjbTaT, K HEMpaBUILHOMY
JIUTHPOBAHUIO.

[Ipexxne 4YemM BCTaBIATH KIIMIICOHAKJIAAbIBAaTENb Yepe3 Tpoakap, yoOeauTech, 4yTOo B OpaHIIax
MPaBUWIBHO yCTAHOBJIEHA KIIUIICA.

OCTOpPOKHO PACHONOKUTE KITUIICY BOKPYT COCY/a, KOTOPBI HEOOXOAMMO JTUTHPOBATE.

[TomHOCTBIO OCMOTPEB MECTO JIUTUPOBAHMUS, HAKMHUTE HA CITyCKOBON KPIOYOK JI0 YIIOPa TaK, YTOObI OH
KOCHYJICSI pyKOSITKH, TEM CaMbIM 3aKpbIBast KJIHUIICY BOKPYT cocyaa. CIyCKOBOM KPIOYOK HE BEPHETCS
B OTKPBITOE MOJIOKEHHE, TIOKa OH He OyJIeT MOTHOCTHIO HaxKaT (cM. 1ar 13 Hmke).

OTmyckaHue CITyCKOBOI'O KpIOYKa MPHUBEAET K PACKPBITHIO OpaHIIeid KIMICOHAKIaAbIBaTeIsl U
aBTOMAaTHYECKOMY 3axBaTy Clenyromeill xiuncel. Tenepp KIMIICOHAKIagbIBaTeIb TOTOB K
IIOBTOPHOMY HCIIOJIb30BaHMIO. [locie NpHUMEHEHUs THUTAaHOBBIX KIIMIIC HEOOXOIMMO U3BJIEUYb
KIIMTICOHAKJIaIIBATENb M3 TpOakKapa, BPYUYHYIO YCTAaHOBUTHb KIIUIICY B KJIMIICOHAKJIaAbIBATENh, U
moBTOPpUTH Taru 1-10.

Ilpu ocnabneHUH TOABWKHOW PYKOSTKH 3aIlpemiacTcs ocialdisiTh €e¢ MIHOBEHHO, YTOOBI
NPEAOTBPATUTh BBUIET KIMIICH! U3 OpaHIIH (IJ11 MHOTO3apSAHBIX TUTAHOBBIX KIIHIIC).

[Ipu mpoBeAeHUH XOJAHTMOTPAMMBI, KOTAA KIHUIICA HCIOJB3YyeTCsA Al BPEMEHHOW (ukcanun
KaTeTepa BHYTPU OOIIEro >KEIYHOI'0 MPOTOKa 0e3 OKKIIO3UM KaTeTepa, CTENEHb 3aKPBITUS KIIUIICHI
MOYKHO PEryJIupOBaTh. DTO AOCTUTAETCS MyTEM OTITyCKAaHHUS CITyCKOBOT'O KPIOYKa B JIFOOOH MOMEHT
nocie ceapMoro menuka. OyHknus Oonee paHHEro OTMYCKAaHUS MO3BOJSIET JOOHMTHCS JKEIaeMOn
CTENEHH 3aKpPbITUS KIMICHL. [ MaKCUMaJIbHOH OKKIIO3MM cocyna (KJIHIICA MOJHOCTBIO 3aKphITa)
MPOCTO HaXMHUTE HAa CITYCKOBOW KpPIOYOK HHCTPYMEHTa [0 YIIOpa, YTOOBI KPIOUOK M PYKOSITKa
COIIPUKOCHYJIUCH, @ 3aTeM MOJHOCTBIO OTIYCTUTE, YTOOBI MOCIEAYIONIas KIHUICca BOILIa B OpaHIIN
(A7t MHOTO3apSAHBIX TUTAHOBBIX KIIHIIC).

W3Geraiite 3akpbITHs OpaHIIEi A KIWIIC HA PaHee UCIOIb30BAaHHBIX TUTAHOBBIX KIIMIICAX, TaK KaK
3TO MOXKET NMPHUBECTH K JO)KHOMY CpadaThIBAHUIO CITyCKOBOT'O KPIOUKA.
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16% B ciy4asx, korga He00X0IMMO HCIIOJIb30BaTh BCE KITUIICHI, I[BET MTOCIETHIX JBYX OKPAMICHHBIX KIIHATIC
HAIIOMHUT XHUPYPry O TOM, YTO B KapTPUJKE MOUTH 3aKOHUMIUCH KIUMCHL. [locne BricTpenuBaHus
MocIieAHEN 1IBETHOW KITUIICHI CIIEyeT U3BJIeYb KIUTICOHAKIIAABIBATENb U3 MOJIOCTH. 3aTeM KapTPHIK
CJIEZTyEeT U3BJICUb M BHIOPOCUTH (JIJI1 MHOTO3aPSTHBIX THTAHOBBIX KIIHIIC).

17% KapTtpumx HeoO0X0IMMO U3BIEKATh ITOCIE UCTIOIh30BAHUS WK TIEPE]] OYMCTKON U CTEpUIIM3aINeH 10
UCIONIb30BaHus knuncoHaknaasiBarens. Kommanus "Xanuxoy Kanmku Menukan Uucrpyment Ko.,
JItn." He HeceT OTBETCTBEHHOCTH 3a JI00OW yIiepO, BO3ZHMKIIMNA HM3-3a HECOONIOIEHUS TaHHOTO
MpeayPEKICHUS.

18%He ucnonb3yiiTe KIUNCY WIKM KIUICOHAKIAIBIBATENIb B KaUE€CTBE MHCTPYMEHTA AJIA PacCECUCHUS.
HaxoHedyHHKY KIUIICOHAKIIATBIBATENS MOTYT ITOBPEIUThH TKAHU.

19% Knunca nomkHa 3aIieIKuBaThCs, YTOOBI 00eCTIeYnTh MPaBUIHLHOE JIUTHPOBAHKUE COCY/Ia MU TKaHU.
ITociie HaOXEHHSI KJIHMIICHI OCMOTPUTE MECTO JIMTHPOBAHU, YTOOBI YOEIUTHCS B TMPABUIHBHOM
3aKpPBITUM  KJIMIICHL. Ty TMPOLEAypYy CJlEAyeT MOBTOPSATh IOCIE HCHOJb30BAHUS JIPYTUX
XUPYPTrUYECKHUX YCTPOMCTB B HEMOCPEACTBEHHON OJIM30CTH OT MECTa MMPUMECHEHUSI.

20% Ecnu TkaHp HEOOXOAMMO Pa3JeNUTh, OCTABhTE JUCTATHHYIO MAH)XETy TKAHH Ha PACCTOSHUU
MPUMEPHO 2-3 MM OT JIUTUPYIOUIEH KIUIICHL, T. €. HE UCTIONB3YHTe OOKOBYIO YacTh KITUTICHI B
KaueCTBE HAIPABIISIONICH [Tst pa3pe3anus. Eciin He co0moaaTh 3TO TpeOoBaHue, KIIUIICA MOXKET
COCKOJIB3HYTh C COCY/Ia BO BPEMsI POIISAYPHI WIIH B TIOCICONEPAITMOHHOM MEPHOJIE, YUTO MOXKET
MIPUBECTH K KPOBOTEUEHHUIO B 3aBUCUMOCTH OT pa3Mepa cocya.

21%He cpaBnuBaiiTe KIMIICOHAKIAILIBATEIb APYTMMH XUPYPrHUSCKUMH HHCTPYMEHTAMH, CKOOaMH,
KJIUIICAMH, KOHKPEMEHTAMHU WA JPYTUMH TBEPILIMH MPEAMETaMU, TaK KaK 3TO MOXKET MPUBECTHU K
MTOJIOMKE KJIHTICHL.

22% 3anpenieHo UCIoNb30BaTh MOBPEXKICHHBIE KIUIICOHAKIAIBIBATENH. VICTIOIh30BaHNE TOBPEXK IEHHOTO
KJIUTICOHAKIIAABIBATEIISI MOXKET MPUBECTH K CMEIICHUIO Kiuichl. [lepen mcmonb3oBaHHEM Bceraa
MPOBEpsIiTe BHIpAaBHUBAaHWE OpaHIIel KIUICOHAKIaapBaTens. Eciu 3Toro He crenarb, ManueHT
MOJKET MOJYYHUTh TPaBMY H3-32 pa3pe3aHusl KIUIICHL, YTO MOXKET MPUBECTH K HAPE3aHHUIO COCY/Ia.

23%Ha 3akpbITHE KIMIICHI OKAa3bIBAIOT CYIICCTBCHHOE BJIMSHHUE CJCAyIOIIHe (DaKTOpBI: COCTOSIHUC
KJIUIICOHAKIIAABIBATENS, CUJa, TPUKIAIbIBaeMasi XUPYProM JJsi 3aKpBITHS KIHWICHI, pa3Mep
JUTAPYEMOU CTPYKTYPHI U XapaKTEPUCTHKN CAMOI KIIUTICHI.

24%Kak m mpu HCHOIB30BAaHMM BCEX JPYTMX METOIOB JIMTHPOBAHUS, IOCIE HANO0XEHHS KIUICHI
HE00X0IMMO TIPOBEPUTH MECTO JIMTUPOBAHUS, ¥ YOSIUTHCS, YTO KJIMIICA PACIIONOKEHO MPABUIILHO.

25% VmnnantupyeMblii MaTepual NpeiacTaBiser coOol yucTelid TUTaH. Vcmonb3yeMblil mMarepuall He
HaKJIaIbIBAaeT OTPAHWYECHH Ha KOIMIECTBO KIIHIIC, KOTOPHIE MOKHO HAJIOXHUThH HA MMAIMEHTA.

26% M30eraiiTe BEICTPEIIMBAHUS KIUIICOHAKIIABIBATESI KIIMTICAMU BBEPX (3aKphITask KIUIICA MO
JIEHCTBHEM CHITBI TSDKECTH YTaJIeT B CTEP’KEHb HHCTPYMEHTA, YTO TIPUBEAET K MOJIOMKE
nacTpymenta) (Puc. 11).

SAIIPEIIEHO PA3PEIIEHO

BpaHHII/I JUJIA TUTAHOBBIX KIIMIIC
HaIIpaBJICHBI BBEPX
OTHOCHUTCIIBHO I‘OpPI30HTaIII)HOI71
JIMHUMH.

BpaHH.II/I JUIsI TATAHOBBIX
KJIMIIC HAIIpaBJICHbI BHU3
OTHOCHUTCJIBHO

FOpI/I?)OHTaIIbHOﬁ JIMHUHU.

Puc. 11

27% He ucnonb3oBath U3ACIUE, €CIIM MPH MTPOBEPKE TPAHCIIOPTHON YIAKOBKUA OOHAPYKEHBI KaKUE-JINOO
MIPU3HAKY MTOBPESIKICHUS U3/ICITHS.

28% Ecnm manmeHTy mocie omepanuyd HeoOXOIMMO IPOBECTH MarHWTHO-PE30HAHCHYIO TOMOTpaduio
(MPT), cooOmure sieuanieMy Bpady O IEpEHECEHHON Omeparuu.
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29% YTunusupyiTte Bce OTKPHIThIE KAPTPUIKH C KIIATICAMH, HE3aBUCHMO OT KOJIMYECTBA UCTIOIh30BAHHBIX
KJIMIIC, TIOCKOJIBKY CTEPHJIBHOCTh M TOJNHAs (YHKIHOHAIBHOCTH YCTPOHCTBA MOTYT OBITh
rapaHTUPOBAHBI, €CITU KJIUIICHI HCTIOIB3YIOTCS BCKOPE ITOCIE BCKPBITHS YITaKOBKH.

30%]Ilocne wcmonb3oBaHusl 00sA3aTE€NBHO  YTHIM3HPYWHTE UW3[ENMEe W YHAKOBKY, a TaKke
HEHCIIONb30BaHHBIE, HO OTKPBITHIE YCTPOHCTBA B COOTBETCTBMHM C IPAaBWIAMH YTHIM3ALUU
OOJNBHUYHBIX OTXOJIOB MU MECTHBIMH HOPMaMH, BKJIIOYasi, IOMUMO MIPOYEro, T€, KOTOPBIE KAcaroTCs
3JI0POBbS ¥ O€30MACHOCTH YEIOBEKA M OKPYKAFOIIEH CpeIbl.

31% Kuurcel aurupyrone oIHOpa30Bble MpeAHA3HAUYEHB! IJI HOCTOSHHOTO JIMTUPOBAHUSI COCYJOB U
TKaHEBBIX CTPYKTYp. CHATB KIHUICY B clIy4ae HEOOXOAUMOCTH MOKHO C ITOMOILBI0 CHUMATEIS KITUIIC
KANGJI™. Ecnu B mpomecce yJaqeHHs] MPOU30IUIa MOJIOMKa KIHICHI, XUPYPT AODKEH YIATUTh
CJIOMaHHYIO KIIUIICY U3 ONEPAIIHOHHOTO TTOJISI.

32% TUTaHOBYIO KIUIICY MOKHO YJAIUTh C IIOMOIIBI0 OOBIYHOTO XHUPYPTrUUECKOr0 MHHIIETA.

7. Yc0BUSI TPAHCIIOPTUPOBKYU U XPAHEHUS

[Ipu TparcopTHpOBKE cieayeT u3beraTs TPSACKU U YAAPOB, a TaKkKe MOoMagaHus B U3/IeN1e Biary.

Wznenue mokKHO OBITH YHAKOBAaHO B COOTBETCTBYIOIIYIO YHNAKOBKY. XpaHHTh B TOMELICHUH CO
CIICAYIOIIMMH YCIOBUSMH OKPY>KaIOIIEH Cpeibl:

(1) OtHocuTenbHas BaxkHOCTH: < 80% OB

(2) Muamason temneparyp: -10°C ~ +50 °C

(3) Jlmanazon armocdepuoro nasnenus: 760 ~ 1060 rlla

(4) He nomyckath npsMOro BO3EHCTBHS CONHEUHBIX Jyueii. OGeceunTs OTCYTCTBUE €IKHX Ta30B.

8. Cpok roaHoCcTH MPOAYKTA

CpoOK roIHOCTH COCTaBJISCT 3 rojia MPH YCIOBUH IPABUIBHOTO UCIIOIh30BAHNS.

Buumanue!

IIpoaykmuo, CpoK TOJHOCTH KOTOPOW HMCTEK, PEKOMEHIYETCS yTHIN3UPOBAaTh B COOTBETCTBUU C
MECTHBIMU MPaBUIIAMHU.

9. O06s3aTeabCTBA N0 MOCJHENPOAAKHOMY 00CTyKHBAHIIO

Kommanus npeiocTaBiseT TpU BUIA TrapaHTHH U KOHTPOJIb Ka4eCTBa peaii3yeMOi MPOIYKIHH.

1) Ecnu B TedyeHnue 12 MecsieB ¢ IaThl MPOJAXKH KIUIICOHAKIAABIBATENb MEPECTAHET HOPMATHHO
paboTaTh M3-3a TPOOIIEM C Ka4eCTBOM MPOAYKIIHH, OH OyJeT OTPEMOHTHPOBAH IS MOJB30BATEINS
OecruiaTHO. 3a HEHCIPABHOCTH, BHI3BAHHBIC HEMPABUILHBIM HCIOJIB30BAHUEM HITH O0OCITY:KUBAHUEM
MOJIb30BATENS B3UMAETCS TOJIBKO CTOUMOCTD U TIOUTOBBIC PACXO/IbI.

2) Tlo ucTeueHWn TpeX TapaHTHHHBIX CPOKOB KIMIICOHAKIABIBATENh OyIET 00CTYKMBATHCS BILIOTH 10
OKOHYaHHUS CpOKa CIyKOBI, W ero oOcCIyXnBaHWe OyJeT OIJIauyhBaTGCA B COOTBETCTBHH C
KOHKPETHBIMH yCJIOBHUSIMH.

3) TIlonp3oBareib HECET OTBETCTBEHHOCTh 3a JIIOOOW yiepO, BhI3BAaHHBIA pa30Opkol wu3nmenuii 0e3
cornacusi Kommnanumu.

10. Onucanue CHMBOJIOB HAa DTHKETKE

LOT REF

3anperniaercs
UCIIOJIb30BaTh
He ucnonbs3oBath u3Jesne, ecliu
MOBTOPHO [EIIOCTHOCTh
YIaKOBKH
TOBPEXKJICHA

Buumanue Kon maptuu Howmep no kxaranory

srenigeo
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cBeTa B Bameit
JKU3HHU

Crepuin3oBaHo

CM. HHCTPYKIHIO 110
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He crepunuszoBartb
. noBTOpHO. CUMBOI
Y1oJHOMOYEHHBIN 0603HAYACT He nonseprars
IpeJCTaBUTEIND B METHIIHHCKOE Menunusckoe BO3CHCTBUIO XpaHUTb B CyXOM
EBpornetickom 1363 (S5 (S MPSIMBIX COTHEYHBIX MecTe
H3IeNre, KOTOpoe He .
coolmecTBe . ydei
TIOJIICKHUT IOBTOPHOU
CTEPHITN3AIIH.
Rx ONLY
C €0197 (Tonkbko no MR UDl
peuenTy)
ToNbKO 10 eLerT He conepxur VHUKAJIbHBIA
Mapxkuposka CE 5 an; Y| Besomacno s MPT HaTypanbHbINA naeHTH(PUKATOP
P KaydJyKOBBIH JaTeKC W3S

IKANGJI

Toprosast Mapka
MPOU3BOIUTEINA,
aBTOPU30BaHHAs
KOMIIaHHEN
"Xanwmxoy Kanmkn
Menukan
Wuctpyment Ko.,
JItn." (HangZhou
Kangji Medical
Instrument Co., Ltd)

d [[IpousBoguTenb|

[pousBoaurens: "Xanwkoy Kanmxun Menukan Unctpyment Ko., JItn." (HangZhou Kangji Medical

Instrument Co., Ltd)

Appec: Ne 1668 Yynsmzsa Hct Poyn, OxoHoMuueckast 30Ha pa3Butus TyHily, XaH4KOY, TPOBUHLUA
WixonzsiH, 311501, Kuraiickas Haponnas Pecybnmka

Tea.: 0086-571-69900010
daxc: 0086-571-69900029
Caiir: http: //www.kangjimed.com

Q4. moura: kangji@kangji.com

EU |REP

[IIpeacTtaBuTteanb EC|

Hazpanmue: "JIun3 Cepsuc 311 Koncantuur I'moX" (Llins Service & Consulting GmbH)
Anpec: Xaiaurmrpacce 26, 67059 Jliogsurcxaden, ['epmanus

Q4. moura: info@llins-service.com

Teu.: +491754870819

/Tloonucwe/

/IlImamn/: Hangzhou Kangji Medical Instrument Co., Ltd («Xanuocoy Kanosicu Meouxan Hncmpymenm
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Ko., JImo.»)
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