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DISPOSABLE CLIP APPLIER

Instructions for Use
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PLEASE READ THE FOLLOWING INSTRUCTIONS CAREFULLY
BEFORE USE. FAILURE TO PROPERLY FOLLOW THE INSTRUCTIONS
MAY LEAD TO SERIOUS SURGICAL CONSEQUENCES, SUCH AS CLIP
MALFORMATION, LEAKAGE, OR DISRUPTION OF OPERATION.

This document aims to assist surgeons in using this product; it is not a
reference for surgical procedure.

This device is for single-use only. Reuse or reprocessing of this device may
lead to its failure and subsequent patient injury. Reprocessing and/or
re-sterilization of this device may create the risk of contamination and patient
infection. Do not reuse, reprocess, or re-sterilize this device.

Product Name
Disposable Clip Applier

Intended Purpose

The Disposable Clip Applier is used to ligate blood vessels and other tubular
structures in cholecyst, liver, spleen, kidney, stomach, uterus, intestine or
pancreas during laparoscopic surgery.

Description

This is a sterile, single-use medical device. It consists of a clip applier and clips
contained within the clip applier. It is used to ligate vessels and other tubular
tissue structures in cholecyst, liver, spleen, kidney, stomach, uterus, intestine
or pancreas during laparoscopic (minimally invasive) surgery.

There are two models: TQ5 and TQ10. They may be used with a 10mm trocar
for TQ10 and a 5mm trocar for TQ5 (or larger with an appropriate converter).
The clips are made of pure titanium. The weights of clips for TQ5 and TQ10
are 0.023g+0.005g and 0.036g+0.005g, respectively.

Indications

The Disposable Clip Applier is indicated for use on blood vessels and other
tubular structures in cholecyst, liver, spleen, kidney, stomach, uterus, intestine
or pancreas wherever a ligating clip is needed during laparoscopic surgery.

Intended Users
The Disposable Clip Applier is intended to be used by surgeons who have
adequate training and are familiar with laparoscopic techniques.

Target Patient Group

Adult patients who need ligation of blood vessels and other tubular structures
in cholecyst, liver, spleen, kidney, stomach, uterus, intestine or pancreas
during laparoscopic surgery.

Intended parts of the body or type of tissue applied to/interacted with
Blood vessels and other tubular structures in cholecyst, liver, spleen, kidney,
stomach, uterus, intestine or pancreas during laparoscopic surgery.

Contraindications

* Do not use the device for contraceptive tubal occlusion, but may be
used to achieve hemostasis following transection of the fallopian tube;

* Do not use the device where ligation adequacy cannot be visually
verified after application;

* Do not use on renal artery and iliac artery.

Clinical Benefits to be Expected
Good ligation performance in laparoscopic surgery, and minimizing
damage to patients, such as reducing blood loss, bleeding and leak.

Facility Requirements
The procedure is typically conducted in a laparoscopic operating room
and the following equipment are recommended in order to be prepared to
support the procedure:

* HD digital camera system
* LED cold light source

* Medical monitor

* Insufflator

* Endoscope workbench

Residual Risks and Undesirable Side-effect

Undesirable side effects and risks associated with the device are: pain,
transfusion, ileus, malfunction, fever, nausea, vomiting, bleeding, leak,
reoperation, infection, pancreatitis, conversion to open surgery,
readmission, ascites, pneumonia, fistula, hematoma, tissue injury,
emphysema, abscess, perforation, heart failure and chronic obstructive
pulmonary disease, and death. Users must communicate these risks to
patients.

Schematic lllustrations
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Specifications
Clip appliers are coded according to the following rules:
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Specifications
Clip Size
Applicable .
Total | Shaft Jaw . . . tissue or Aptf,’cll'g:? le
Type |length | diameter | opening | Width | Height | Thickness | cjip gty. | vessel diameter
(mm) | (mm) | (mm) | (M) | (mm)) (mm) diameter | Yool
Cl| T | === (mm)
TQ5 | 510 5 3.8 44 | 815 0.75 15 1.0-3.0 5
TQ10| 471 10 4.0 55 | 75 1.0 20 1.0-3.0 10

Warnings and Precautions

The device can only be used by surgeons who have training and experience
with open or laparoscopy-assisted techniques.

This is a single-use, disposable device. Do not reuse or re-sterilize. Doing so
may damage the device’s structural integrity, pose a risk of contamination /
cross-infection to the patient, result in patient injury, illness, or even death.
Prior to the procedure, surgeons must read and carefully follow this IFU.
Consult the medical literature relative to techniques, complications, and
hazards, be familiar with the structures of and around the intended ligating
site.

Do not use the device where clip ligation cannot be visually verified after
application.

The device is packaged and sterilized by Ethylene Oxide (EQO) for use in a
single procedure only. Check the integrity of the sterilized package before
use, and discard if the package is not sealed. Use of an unsealed device
may lead to pathogen transfer, contamination of the patient, infection, or
inflammation.

Check the date of validity before use, and discard if the device is expired.
Use of an expired device may lead to pathogen transfer, contamination of
the patient, infection, or inflammation.

Ensure that the clip is the correct size for the vessel or tubular structure
being ligated.

Do not insert the clip applier through a trocar if a clip is present in the jaw.
This may result in clip malformation, dislodged clips, or damage to the
instrument. If a clip is present, fully squeeze the trigger against the handle,
then fully release the trigger to release the clip from the jaw.

Prior to loading a clip in the jaw, ensure that the jaw is past the end of the
trocar sleeve.

Always check to see if a clip is fully seated in the jaw prior to firing.

Inspect the jaw tips to ensure the clip is fully advanced in the jaw.

Ensure that each clip is securely and completely positioned around the
tissue being ligated, and that the tissue fits completely within the clip.

* Do not excessively twist or torque the instrument jaw when positioning or

firing the instrument on a tubular structure or vessel. Excessive twisting or
torquing may result in clip malformation.

Do not excessively apply a side pressure to the jaw that could cause it to
partially collapse and potentially result in a clip malformation.

The jaw should be fully open and parallel upon initiating the firing of the
instrument.

Do not push with excessive force on the proximal end of the instrument.
Excessive force may result in clip malformation.

The trigger must be fully squeezed against the handle to ensure complete
clip formation.

Do not apply excessive squeezing force when firing the trigger, for doing so
may lead to deformation of the jaw, local tissue injury, or broken trigger.
Ensure full release of the trigger after firing. A partial release of the trigger
may disrupt clip feeding sequence and may result in clip malformation.



* Avoid firing the instrument over another clip or obstruction. Firing the
instrument in this manner may distort the instrument jaw and result in clip
malformation.

 If a clip is dislodged prematurely from the jaw tips or a clip fails to advance,
remove the jaw from the targeted structure and fully squeeze and release
the trigger to reset the device.

« If a clip is present in the jaw and the clip applier needs to be removed from
the patient, fully squeeze and hold the trigger against the handle while
removing the clip applier through the trocar with the jaw in the closed
position. Once the clip applier is removed, fully release the trigger to release
the clip from the jaw. The clip applier is then ready for the next clip
application.

« The device contains a safety interlock that prevents the clip applier from
being fired if there are no more clips available.

» Dispose of all opened devices whether used or unused. Devices which meet
bodily fluids require special disposal handling to prevent biological
contamination, relevant local regulations shall be respected.

« Consider other options if the patient’s tissue is oedematous (swollen with
fluid), friable (tissue that readily tears, fragments, or bleeds when gently
palpated or manipulated), necrotic (dead tissue), or if it has received any
preoperative chemotherapy or radiation, as the staples may be less likely to
securely close tissue. Use in these circumstances may result in staple line
leak or bleeding, prolonged surgery time, or inflammatory reaction.

Instructions for Use

1. Carefully evaluate the diameter of the tissue to be ligated, then select the
appropriate clip applier according to the information in the “Device
specifications” table.

2. Check the integrity of the sterile barrier of the packaging, and the device
expiration date. Do not use any device with a damaged sterile barrier or
any device past expiration date.

3. Open the blister box, carefully remove the device from the blister box.

4. Insert the clip applier with an empty jaw through a 10mm trocar for TQ10
and a 5mm trocar for TQ5 (or larger with an appropriate converter). The
empty jaw will passively collapse as they pass through the trocar and
reopen when completely through the trocar.

5. Before loading the first clip into the jaw, fully squeeze and release the
trigger to reset the device.

6. Load a clip into the jaw by slightly squeezing the trigger until an audible
click is heard. Inspect the jaw to ensure that the clip is fully advanced in the
jaw.

7. Position the jaw with the clip completely around the tubular structure or
vessel to be ligated. The shaft can be rotated 360 degrees in either
direction to facilitate visualization and accurate placement. Ensure that no
other clips or obstructions are within the jaw, as firing over an obstruction
may result in clip malformation, which in turn may cause leakage or
damage to the device.

8. Fully squeeze the trigger until it stops against the handle to completely
form the clip on the targeted structure or vessel.

9. After firing, fully release the trigger. A clip will not be loaded in the jaw until
the trigger is lightly squeezed again (see step 6).

10.Check to ensure that each clip has been securely placed around the tissue
being ligated.

11.To remove the clip applier, ensure there is no clip remaining in the jaw, and
withdraw the device from the trocar. If the jaw contains a clip, fully squeeze
and hold the trigger against the handle, remove the device through the
trocar with the jaw in the closed position. Once the device is out of the body
cavity, fully release the trigger to release the clip from the jaw.

12.When the clips are used up, a yellow pointer will automatically appear on
the clip indication window to indicate that the cartridge is empty. At this
time, the safety mechanism of clip applier will limit the movement range of
the trigger, and the clamp head will no longer be closed to prevent tissue
from being pinched.

MRI safety information

For whole-Body MR examinations: A person implanted with the clips may be

safely scanned anywhere in the body at 3.0T or 1.5T under the following

conditions. Failure to follow these conditions may result in injury.

 Static magnetic field (BO) no more than 3.0T;

+ Maximum allowable spatial gradient of the magnetic field (v B) is 30 T/m
(3000 gauss/cm);

* Magnetic induced torque is less than worst-case gravitational torque;

* In 3.0T or 1.5T MR system, whole-body average SAR no more than 2 W/kg,
RF exposure no more than 15mins.

 Artifact information, sample causes artifacts up to 4.95 mm in 3.0T MR
system and 4.45 mm in 1.5T MR system.

Duration of Validity
The device is valid for 5 years.

Packaging
The device is packaged in a sterile blister box and paper box.

Production Date
Refer to package label.

Storage and Handling Conditions

Store at room temperature, avoid prolonged exposure to elevated
temperatures. Do not expose to temperatures above 30°C or below 10°C, do
not expose to humidity over 70% or below 35%. Handle with care, do not
over-stack or over-palletize.

Keep clean, dry and sealed during transportation. Prevent heavy pressure, do
not mix with sand, broken metal, glass or sharp objects, and do not mix with
toxic, corrosive or flammable materials. Do not throw during loading and
unloading, and do not expose to the sun or rain

Device disposal

The disposal of the product should only be performed by physicians who have
received adequate training, conforming to ISO 12891-1 and local laws and
regulations. Used or expired packages and damaged or broken devices
should be disposed as medical waste conforming to local laws and
regulations.

Sterilization Method
Ethylene oxide sterilization

Incident Reporting

Any serious incidents related to the device should be reported to the
manufacturer and the competent authority of the Member State in which the
user and/or patient is established.

Summary of Safety and Clinical Performance (SSCP)

The SSCP is available in the European database on medical devices
(Eudamed). Use the Basic UDI-DI 69492989LS0003W9 to find the device on
the website: https://ec.europa.eu/tools/eudamed.

Symbol Description

Date of manufacture Manufacturer

Catalogue number Authorized representative

Batch code

@ ® 001 [HE

Sterilized using ethylene oxide

Single sterile barrier system with

Unique device identifier protective packaging outside

Medical device Single sterile barrier system

Use-by date Do not re-sterilize

Caution Do not re-use

Consult instructions for use or
consult electronic instructions
for use

Do not use if package is
damaged and consult
instructions for use
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OpHopasoBbIN osad
Knunannnukarop

WHCTPYKUMS MO NpUMEHEHMIO

NEPEL  WUCMONIb3OBAHMEM  BHUMATENbHO  MPOYTUTE
CNEAYIOWME WHCTPYKUMW. HECOBMIOOEHUE WHCTPYKLIMKA
MOXET  MPUBECTU K  CEPbE3HbIM  XWUPYPI'MYECKUM

NOCNEACTBUAM, TAKUM KAK OE®OPMALUA KIIUMNC, YTEYKA
UN1 NPEPbLIBAHUE OMNEPALINN.

Hacrosiumnii  foKyMeHT npefHasHayeH ANs MOMOLWM Xvpypram B UCMONb30BaHUM
[aHHOTO MPOAYKTa; OH He SBMSETCS CrpaBOYHbIM MaTepuanoM Mo XWUpPYpPruveckum
npoueaypam.

3T0 YCTPOMCTBO NpeaHasHa4eHo TOMbKO At OAHOPa30BOro UCMOb30BaHMs. [oBTOpHOE
MCMonb30BaHve Uny NoBTOpHasi obpaboTka 3TOro yCTPOICTBA MOTYT MPUBECTU K €ro
BbIXOAY U3 CTPOsi U nocrieayoLemMy TpaBMUpoBaHuto nauueHTa. MNosTopHas o6paboTka
n/vnu NoBTOpHas CTepuUnM3aLMsi 3TOrO YCTPOWCTBA MOryT CO3faTb PUCK 3arpsisBHEHUsS U
VHUUMpOoBaHKs naumeHTa. He ucnonbayite, He obpabaTbiBanTe n He CTEPUNU3YINTE 3TO
YCTPOWCTBO MOBTOPHO.

HasBaHwve npoaykra
OpHopasoBblIi
KnvMnannnukaTop
MNpenHasHavyeHue

OpHOPa3oBbIi KMMNANMIMKATOP UCMOMNb3yeTCs ANS MEPeBs3ky KPOBEHOCHBIX COCYAOB W
ApYrvX TpyBuaTbIX CTPYKTYP B XKENYHOM My3blpe, MeYeHu, ceneseHke, novkax, xenyake,
MaTKke, KULLEYHUKE WU MOMKENy[AOYHON >Kenese BO BpeMmsi nanapockonuyeckom
XUPYprum.

OnucaHue

OTO CTepunbHOe MeAULMHCKOe W3[enue OfHOPa3oBOro WCMoMb3oBaHUs. OHO COCTOMT W3
annnukaTopa Ans KWNC M KIWNC, Coaepxallyxcs B annnukatope. Mcnonbayetcs anst
nepeBsi3ku COCYOoB W APYrUX TpyBUaTbiX TKaHEBbIX CTPYKTYP B KEMYHOM Mysbipe, NeveHu,
ceneseHke, Moykax, Xernyake, MaTke, KULLEYHUKE UIn NMOAXKenNyA04HON xernese BO Bpemst
nanapocKonuyeckol (ManonHBa3s“BHOMN) XMPYpPruu.

CywectsyeT ase mogenu: TQ5 n TQ10. OHM moryT ncnonb3osatbes ¢ 10-MUANMMETPOBLIM
TpoakapoM ans TQ10 u Smm-Tpoakapom ansa TQ5 (unu Gonee KpynmHbIM C
COOTBETCTBYIOLLVIM KOHBEPTEPOM). 3aXVMbl U3roTOBMIEHbI U3 YMCTOrO TUTaHa. Bec knunc
ans TQ5 n TQ10 coctaenset 0,023 r + 0,005 r 1 0,036 r + 0,005 r cOOTBETCTBEHHO.

MokasaHusa

OpfHOpPa30BbIA  KMMaNMMKaTop npeaHasHavyeH Ans UCMONb30BaHUA Ha KPOBEHOCHbBIX
cocynax u Apyrux TpyBuatbix CTPYKTypax B XKEMYHOM My3bipe, MeYeHu, CeneseHke, nodkax,
XKenyake, MaTtke, KWLLeYHVKe Wnv MOKenyaouHoi skenese, rae Tpebyetcs ycraHoBka
3aXMMa ANa NepeBs3kM BO BpeMsl NlanapoCcKonuyeckoii onepawmm.

Mpennonaraemblie nonb3oBaTenu

OpfHOpa3oBbIN  KIMMANMMKaToOp NpefdHasHaveH Ans  MCMOMb30BaHUsA  Xupypramu,
NpoLUEALIMMU COOTBETCTBYIOLLYIO MOAFOTOBKY M 3HAKOMbIMM C NanapoCKOMUYECKUMU
TEXHUKaMU.

LieneBas rpynna naumeHToB

B3pocnble nauyeHTbl, KOTopbIM TPeByeTCsi IMIMpPOBaHNE KPOBEHOCHBIX COCYAOB W ApYrnX
TpyGUaTbIX CTPYKTYP B XXENYHOM My3bipe, NeYeHu, CeneseHke, noykax, enyake, MaTke,
KULLIEYHVKE WU NOKENY[0YHOM Xenese BO BPEMS N1anapockonMyeckon onepaumu.

MpeanonaraemMble YacTu Tena Uy TMN TKaHU, K KOTOPbIM NPUMEHAETCS/C KOTOPbIMU
B3aMmoaencTByeT

KpoBeHoCHbIe cocyabl v Apyrie TpyGUaTble CTPYKTYPbI B XKEN4YHOM My3bIpe, NeyeHu,
cerneseHke, NoYKax, KeNyaKe, MaTke, KULWEYHUKE U MOMKeNyA04HON Xenese BO Bpems
nanapockonMyeckon onepawmu.

n poTuBONOKasaHusA

* He vcnonb3yiiTe yCTPOWCTBO ANS KOHTPALENTUBHOMN OKKMIO3UU MATOYHBIX TPY6, HO
€ro MOXHO 1CMonb3oBaTh Ans JOCTMXXEHWS reMocTasa nocne nepeceyveHms
MaTo4HOM TpyObl; He ncnonb3yiite yCTPOMCTBO B Cnyyasx, korga nocrne
NpPUMEHeHUs1 HEBO3MOXHO BU3yarlbHO NPOBEPUTL aAEeKBaTHOCTb JINTMPOBaHWS;

* He ncnonb3oBatb Ha NOYEYHOW apTEPUN U NOAB3AOLLHOW apTepun.

OxupaaeMble KMMHUYECKMe npenmyLyecTsa

Xopowas 3adEKTUBHOCTL  NEpeBs3kv Npy  Nanapockonuyeckon  Xupypruv 1
MWUHAMU3ALUMS MOBPEXAEHWI MaLUMEHTOB, TakUX Kak KPOBOMOTEPS, KPOBOTEYEHWE W
yTeuka.

TpebGoBaHusA k 06opyaoBaHUIO
MpoLenypa 06bIMHO MPOBOAWTCS B MaMapoOCKOMWYECKOi OMepaLMOHHOW, W AMnsi ee
npoBefeHNst PEKOMEHAYETCS UMETb CriefytoLee 06opyaoBaHIe:

« Cuctema HD-Buaeokamep
* NctouHuk LED-xonoaHoro ceeta
* MegnUMHCKUIA MOHUTOP

* NHcyddnsTop
« CToiika Ans aHAocKona

OcTaTo4YHbIe PUCKU U HeXenaTenbHble No6o4Hble adchekTbl

HexenatenbHble noboyHble 3addeKTbl WU PUCKKM, CBA3AHHbIE C  WUCMONb30BaHWEM
ycTpoiicTBa: 6onb, nepenviBaHne KpoBM, KULLIEYHAsi HEMPOXOAUMOCTb, HEUCTIPABHOCTb,
nmxopajka, TOLWHOTa, pBOTa, KPOBOTEYEHME, yTeuka, NoBTOpPHas onepauus, HheKums,
naHkpeaTuT, nepexof K OTKPbITOW XMPypruu, MOBTOPHasi rocnutanusauus, acuur,
NMHEBMOHWS, CBULL, rematoma, MoBpexaeHWe TkaHel, omdwusema, abcuecc,
nepcdopauvsi, cepaeyHasi HeJOCTaTOYHOCTb U XpOHWYeckas obCTpykTuBHas 6GonesHb
nerkux, a Takke cMepTb. Monb3oBaTenu AomKkHbl MHCOPMMPOBAaTL MaLMEHTOB 06 3TWX
puckax.

CxemaTtuyeckue unn HoCcTpauyumn

1. BpaHwm
2. Wrok

3. T1oBOPOTHbIN

perynﬂT
= 4. PykosiTka
5. Kypok
6. Knunca
TexHnYyeckue xapakTepucTukun
Knuncosble annnukaTopbl KOAMPYHOTCA B COOTBETCTBUM
CO crneayoLLIMMKY NpaBunamm:
TQ — (5/10)
L [viamertp LwToka (Mm)
Kon mopenn
TexHnyeckme xapakTepucTukm
Pasmep 3axunma
Mpumenn n
O6w| [dvam| Packp MbIid pUMEHM
Tun | @ erp | bitve | lWvp |Bbico | TonwmHal yomiue anametp| Mbit
AnvH| wroka | Bpanw| MHa | Ta | (mm) | ey, | AvameT
a | (mm) | (vm) | (Mm) | (Mwm) s | v p
(Mm) —— = o cocyna Tpogkap
— o (+) (mm)
TQ5| 510 5 3,8 44 1815| 0,75 15 | 1,030 5
Tgl 471 10 4,0 55| 75 1,0 20 | 1,0-3,0 10

MpeaynpexaeHus n Mepbl NPEAOCTOPOXHOCTH

YCTPOICTBO MOXET MCTONb30BaTLCS TOMBKO XUPYPramu, VMEOLLWMK MOArOTOBKY M- OMbIT
paboThbl C OTKPbITLIMW UMW NANapOCKONUYECKUMN METOAAMM.

3T0 oHOpas3oBoOe YCTPOMCTBO. He ucrnonb3yiiTe ero nMOBTOPHO M He cTepunuayite. 310
MOXET MOBPeAUTb KOHCTPYKLIMIO YCTPOMCTBA, CO3haTb PUCK 3apaweHWs/nepeKpecTHOro
3apaXeHns naumeHTa, NPUBECTU K TPaBMe, 3aboneBaHUio U Aaxe CMepTU NaumeHTa.
Mepen npoueaypon xvpypr AOMKHLI NPOYMTaTb U TLlATENbHO CneaoBaTh AaHHOW
WHCTPYKUMMU MO  NpuMeHeHunto. O3HaKkoMbTeECb C MEAWLUMHCKOW nuTepaTypon,
KacaloLLencsi TEXHUK, OCMOXHEHWUIA W OMacHOCTEW, 03HaKOMbTECb CO CTPYKTypamu B
MecTe npeanonaraemMon JIMMMpPOBaHNS 1 BOKPYT HETO.

He wucnonbayiite yCTPOMCTBO B TeX Cnyyasx, Korga MOCre HanoXeHus KIunchbl
HEBO3MOXHO BM3yarnbHO NPOBEPUTL NUTMPOBaHME.

YCTPOMCTBO ynMakoBaHO W CTepUNmn3oBaHO C MOMOLLblo 3TuneHokeuaa (EO) ans
MCrMonb30BaHMS TOMbkO B OAHOW npouenype. lepend vcnonb3oBaHuem MpoBepbTe
LIeNIOCTHOCTb CTEPWIIbHOWM YMakoBKM M BbIBpocbTe ee, ecnv OHa He 3anevaTaHa.
Mcnonb3oBaHne HesaneyaTaHHOro YCTPOWCTBA MOXET MpuWBECTU K nNepefaye
naToreHoB, 3apaXxeHWIo NaLMeHTa, UHPEKLUM UK BOCTaNeHMIo.

Mepen ucnonb3oBaHMeM NpoBepbTe CPOK FOAHOCTU W BbIGPOCbTE YCTPOWCTBO, ecnu
CPOK FOAHOCTM MCTeK. VICnonb3oBaHne NPOCPOYEHHOrO YCTPOMCTBA MOXET MPUBECTU K
nepefave NaToreHoB, 3apaXeHWo NauneHTa, MHAEKLMN UMK BOCTaneHnIo.
Ybeamtecb, YTO 3aXWM MOAXOAUT MO pasmepy ANS NWUTMpPyemMoro cocyaa wunu
TpyGyaTon CTPYKTYpbI.

He BcTaBnsiTe annnmkaTop KMNCbl Yepes Tpoakap, eChu B 3aXMMe HaxoauTCs Kunca.
OTO MOXeT MpuBecTU K Aedopmauun KNWUMNCbl, €e CMELLEHUI0 UNU MOBPEXAEeHUIo
MHCTPYMeHTa. Ecnn B 3axume HaxoauTcs KUMca, MOMHOCTLIO H&KMWUTE Ha CryCKOBOW
KPIOYOK, @ 3aTeM MOSHOCTbIO OTNYCTUTE ero, YTobbl 0CBOBOANTL KNNMCY U3 3aXUMa.
Mepen 3arpyskon KNWUMChbI B 3aXNM yOeauTeCh, YTO 3aXUM NpOoLLEn KOHeL, rmb3bl
Tpoakapa.

Mepen 3anyckom BCeraa NpoBEPSAINTE, MOMHOCTLIO M 3aXUM 3adUKCPOBaH B 3aXKMME.
OcMOoTpUTE KOHLIbI 3aXnMa, YTobbl YBeanTbCs, YTO OH MOMHOCTLIO BCTaBMNEH B 3aXXVM.
Y6ennTech, YTO KaXablvi 3aXKUM HaeXHO 1 MOMHOCTBIO 3adpUKCHPOBaH BOKPYr
TIMrMpyeMON TKaHU U YTO TKaHb MOMHOCTLIO MOMELLLAETCS B 3aXKUMe.

He ckpyunBaiiTe 1 He 3akpy4mBaiiTe GpaHLUM MHCTPYMEHTA MPU YCTAHOBKE UMW 3arnycke
MHCTPYMEHTa Ha TpybuyaTon CTpyKType wunu cocyfe. Ype3mepHoe CKpyuuBaHWe wnm
3aKpy4rBaHMe MOXET NPMBECTU K AedopMaLm KNuncbl.

He npunaraiite 4ypeamepHoe 6GokoBOe AaBneHWe Ha GpaHWM, Tak Kak 3To MOXeT
NPUBECTM K €€ HYaCTUYHOMY Pa3pyLLEHMIO W, KaK CNeacTBue, K AedopmaLmmn 3axmuma.
Mpw 3anycke MHCTpyMeHTa BpaHLUM AOMKHbI ObITb MOMHOCTLIO OTKPbITHI M
pacnonoxeHbl napannensHo.

He naBuTe ¢ YpeamMepHOW CUION Ha NPOKCUMarbHbINA KOHeL, MHCTpyMeHTa. YpeamepHoe
ycunmne MoXeT NpUBECTM K AeopMaLMn KIUMCbl.

[ins obecneyeHns NONHOro PopMmUPOBaHNSA 3aKMMa HEOOXOAMMO MOSHOCTLIO HaXaTb Ha
CMYCKOBOW KPIOYOK NMPOTUB PYKOSITKU.

He npunaraiite YpesmepHOro yCunmus npy HaxaTnm Ha CryCKOBOW KPIOYOK, Tak Kak 3To
MOXeT NpUBECTM K AedbopmaLmm 6paHLLW, NIOKanbHOMY NMOBPEXAEHUIO TKaHen nnmn
MOMOMKE CMyCKOBOTO KPHoYKa.

Y6eauTech, 4TO CMYCKOBOW KPHOYOK MOMTHOCTLIO OTMYLLEH Mocre HaxaTus. HenonHoe
OTMyCKaHMe CMyCKOBOrO KPIoYKa MOXET HapyLIWTb NOCNeA0BaTeNbHOCTbL nogaqn
3aKMMOB 1 NPUBECTU K NX AeopmaLimu.



* 3beraiiTe 3anycka MHCTPYMeHTa Haf APYrMM 3aXMMOM Unu npensitcteuem. 3anyck
VHCTPYMEHTa TakuM o6pa3oM MOXeT NpuBECTM K Aedopmauuy rybok MHCTpyMeHTa u
Aedopmanmy 3axmma.

Ecnn 3axum npexaeBpeMeHHO BbiMan M3 HAaKOHEYHWKOB OpaHLWM WM 3aXum  He
npoasuraeTcs, yaanute OpaHlwy K3 LeneBoi CTPYKTYPbl M MOSHOCTBIO HaXmute u
OTNyCTUTE KYpPOK, YT0BbI COPOCUTL HACTPOIKM YCTPONCTBA.

¢ Ecnu 3avM HaxoauTcs B 3aKMMe M HeobXoaMMO M3BMeYb annnukaTop 3axuma u3 Tena
naumeHTa, MOMHOCTbID HAXMUTE W yAepXUBaNUTE KypoK Ha PpYKOATKe, MW3BRekas
annnukaTop 3axvma 4yepes3 Tpoakap C 3aXVWMOM B 3aKpbITOM MornoxeHun. [Mocne
M3BMeYeHUs: KnunannmukaTopa NorHOCTLI0 OTNYCTUTE KypoK, YTOObl 0CBOGOANTL 3aXUM 13
3axuma. Knunannnmkatop rotoB K creayowemMy npUMEHEHUIo 3axuma.

* YCTpPOMCTBO OCHALLEHO NpeaoxpaHuTenbHON 6rOKMPOBKON, KOTopas NpefoTBpaLLaeT
cpabaTbiBaHWe annnukaTopa ckoG, ecrnv ckobbl 3aKOHYMITUC.

*  YTUnu3npyite BCe BCKPbITbIE YCTPONCTBA, HE3aBUCUMO OT TOrO, 6bINN NI OHW UCMONb30BaHbI
UM Het. YCTPOWCTBA, KOTOpble BCTYNalT B KOHTaKT C 61onorniyeckrMm KMAKOCTAMM,
TpeﬁleT crneunanbHOW  yTunusauum AOns  npepoTBpalleHuns 6uonoruyeckoro
3arpsisHeHns, Mpu  3TOM  JOMKHbI  cobniogatbes COOTBETCTBYHOLME MECTHble
HOpMaTuBHbIE TPEOOBaHMS.

* PaccmotpuTe [pyrMe BapuaHTbl, €CNM TKaHW MauueHTa OTeYHbl (HamorHeHbl
XWUIOKOCTBIO), PbIXMblE (TKAaHW, KOTOpble Nerko paspbiBaloTcsl, hparMeHTUPYIOTCA UK
KPOBOTOYAT MpW NerkoM nanbnauunm Wiv MaHunynsumusx), HeKpoTUYeckue (MepTBble
TKaHW) UMW ecrin NauWeHT MpoLUen MPenonepaLMoHHYI0 XUMUOTEPaNVIO UK FyHeBYo
Tepanuo, MOCKOMbKY CKOObl MOryT He 0GecneynTb HaaekHoe 3akpbiThe TKaHew.
Mcnonb3oBaHe B Takux Criydasix MOXET MPUBECTU K YTEYKE WM KPOBOTEYEHWMIO B
06nacTi NUHUA  CKPEMmeHUsl, YBENUYEHUIO MPOJOIPKUTENBHOCTM  onepaumn  unu
BOCManUTENIbHON peakuum.

MHCTpyKUUM NO NpMMeHeHUto

1. BHumaTenbHo oLeHWUTe AMameTp TKaHW, MOANexXallel NMrMpoBaHuio, 3atem Bbibepute
noaxodsawmii  annnukatop ckob B COOTBETCTBMM C MHGopmauuen B Tabnuue
«TexHn4yeckne xapakTepUCcTUKN yCTPONCTBa».

2. TMpoepbTe LEMOCTHOCTb CTEPUNbHOMO Gapbepa ynakoBKM W CPOK  FOAHOCTM

ycTpoicTBa. He ncnonbayiite yCTpoicTBa C MOBPEXAEHHbIM CTepUnbHbIM 6apbepom

WM C MCTEKLUMM CPOKOM FOAHOCTH.

OTkpoliTe BrIMCTEpHYIO YNaKkoBKy U OCTOPOXHO W3BMEKUTE YCTPOWCTBO M3 Briuctepa.

4. BcraBbTe annnukaTop KIWMChI C MycTor GpaHLueto yepes Tpoakap 10 Mm ans TQ10 u
Tpoakap Smm ansa TQ5 (unu 6onbluero pasmepa ¢ COOTBETCTBYIOLLIMIM KOHBEPTEPOM).
MycTble GpaHLWM NAacCCMBHO CXMMAIOTCS NMPU NPOXOXAEHWUN Yepe3 Tpoakap U BHOBb
OTKpbIBAETCA NOCIe NOMHOro NPOXOXAEHNS Yepes Tpoakap.

5. Mepepn 3arpyskoii NepBOrO KNWMca B 3aXWUM MOMHOCTbIO HaXMWUTE W OTAYCTUTE
KypOK, 4ToBbl COPOCUTHL HACTPOWKM YCTPOUCTBA.

6. 3arpysuTe KNUNCy B 3aK1M, Crierka HaxaB Ha CryCKOBOI KPIOYOK, NOKa He YCrbilumTe
wenyok. OcMoTpUTe 3akMM, YTOBbI YBeauTbCsl, UYTO KIMnca MOMHOCTBIO NPOABUHYNAcH B
3AKUM.

7. Pacnonoxute 3axum Tak, YTo6bl OH NOTHOCTBLIO OXBATLILITOK TPYBUATYio CTPYKTYpY
unu cocya, noanexawimin nuruposaHuto. LUTOk MoOxHO noBopauvBaTb Ha 360
rpagycoB B nob6OM HanmpaBneHWn pAns obnerveHuss BusyanusauMM M TOYHOTO
pasmelLeHuns. Y6eauTech, YTo B 3aKMME HET APYruX 3aKUMOB UK NPENSTCTBUN, Tak Kak
cpabaTbiBaHVe 3ak1UMa Haj, NPENsSTCTBAEM MOXET NPUBECTU K Aedopmaunmn 3axuma,
4YTO, B CBOK OYepelb, MOXET BbI3BaTb YTEUKY UMK NOBPEXAEHNE YCTPOWCTBA.

8. TMonHocTblo HaxMUTE Ha KypoK [0 ynopa B PYKOSTKY, 4TOBbl MOMHOCTLIO
chopMMpoBaTh 3aXMM Ha LieNIeBON CTPYKType Unun cocyae.

9. TMocne 3anycka NOMHOCTLIO OTAYCTUTE KypoK. 3axum He ByaeT 3arpykeH B GpaHLLm, noka
KypOK He ByneT cHoBa crnerka Haxat (cMm. Lar 6).

10. Y6eautecs, HTO Kakaplii 38pKVIM HAZEHO 3aKpEneH BOKPYT TMrMpyemMoii TKaHu.

11. Yro6bl yaanuTb KMnannnmkaTop, yoeauTecs, YTo B GpaHluax He OCTaroch 3aKMMOB, W
M3BMeKMTe YCTPOWCTBO U3 Tpoakapa. Ecnn B 6GpaHliax ocTancs 3axuM, MOMHOCTLIO
COXMUTE N YyAepXuBalTe KypoK MPOTMB PYKOSITKU, W3BIIEKUTE YCTPOWCTBO Yepes
Tpoakap ¢ GpaHLwamm B 3aKpbITOM MoroxkeHun. Kak Tonbko ycTpoicTBo GyaeT M3BneyeHo
M3 MNOMOCTM Tena, NOSIHOCTBbI OTMYCTUTE KYpOK, YTOObl OCBOGOAUTL 3aXUM M3
GpaHLL.

12.Koraa 3akuMbl 3aKOHYATCA, B OKHE MHAMKALMN 3aKMMOB aBTOMATUYECKM MOABUTCS
XKENTbIN ykasaTenb, CUrHaNU3MPYOLMA O TOM, YTO KapTpUaX nycT. B aToT mMomeHT
MexaHu3M Ge3onacHOCTM annaparta Ans HanoXeHUs! 3aXVMMOB OrpaHWyMT AMana3oH
[BWKEHWS CMYCKOBOIO KpHoYka, U 3aKMMHasi rornioBka GonbLue He ByaeT 3akpbiBaThbCs,
4YTOGObI NPEefOTBPATUTL 3aLleMIeHne TKaHew.

w

MHdopmauumsa o 6esonacHocty npy MPT

[Ons MP-uccnepoBaHuii BCero Temna: YernoBeK C UMMMaHTMPOBaHHBIMK KIMMCaMU MOXET

6e3onacHo NpoxoauTb ckaHupoBaHue B nobon vact Tena npu 3,0 T unn 1,5 T npu

cobntogeHnn cnepyowmnx ycnosuii. HecobrniogeHne 3TVX YCNOBUIA MOXET MPUBECTU K

TpaBMam.

¢ Cratndeckoe marHuTtHoe none (BO) He 6onee 3,0 T;

* MakcmmanbHO AONYCTUMBI NPOCTPAHCTBEHHbIN rpagnMeHT MarHuTHoro nons (B)
coctaensiet 30 T/m (3000 rayccos/cm);

¢ MarHuTHbI MHOYLMPOBAHHBI MOMEHT MEHbLLE, YeM rPaBUTALMOHHBIA MOMEHT B XyALLeM
cnyvae;

¢ Bcucreme MPT 3,0 T wnm 1,5 T cpeaHsis SAR ansi Bcero Tena He 6onee 2 Br/kr,
Bo3geicteme PY He 6onee 15 MuHyT.

* Wndopmauus o6 apredaktax: obpasel BbibiBaeT apTedakTsl pasmepom Ao 4,95 v B
cucteme MPT 3,0 T u 4,45 mm B cucteme MPT 1,5 T.

Cpok aencraus
YCTPONCTBO MMEET CPOK roAHOCTM 5 neT.

YnakoBka
YCTPOWCTBO ynakoBaHO B CTEpUIbHYI0 BriCTepHYt0 KOpPoBKy 1 ByMakHyt0 KOPODKy.

[ara nponssoacTea
CM. 9TUKETKY Ha YMaKoBKe.

YcnoBusa xpaHeHusi U o6palleHus

XpaHuTb npuv  KOMHaTHOM TemnepaTtype, usberatb ANUTENBHOrO BO3AEWCTBUSI
noBbILLEHHbIX TemnepaTyp. He noaeeprate BosgencTBuio Temnepatyp Bbiwe 30 °C unm
Hwke 10 °C, He moaBepraTb BO3AEWCTBMIO BnaxHOCTU Bbiwe 70 % wnu Huke 35 %.
O6palyatbCs € uU3ZenveM OCTOPOXHO, He LWTabenupoBaTb U He YyKnagbiBaTb Ha
NoALOHBI.

Bo BpemMsi TpaHCMOPTMPOBKU [EPXKUTE B YMCTOM, CYXOM W 3aKpbITOM COCTOsiHUM. He
noABepranTe CUrMbHOMY [aBMEHWO, HE CMELUMBaTE C MECKOM, OCKOMkaMu MeTarnna,
CTEKNOM WNnv OCTpbIMM MpeaMeTaMu, a Takke He CMeluMBaiTe C TOKCUYHBbIMMU,
KOPPO3VOHHBbIMK  UIK  NerkoBOCNNaMeHsioWwyMncs Matepuanamu. He Gpocaiite BO
BpeMs MOrpy3kun 1 pasrpy3ku, He noaBepraviTe BO3AEWCTBUIO CONMHLA UK AOXAS.

YTunusaumsa yctponcTtaea

YTunusaumst  npogykta  [ODKHa  OCYLLECTBMATLCS  TOMbKO — Bpavamy, NpoLlefLumn
cooTBeTCTBYlOLEee 0bydeHune, B cooTBeTCTBUM C ISO 12891-1 U MECTHBIMU 3aKOHaMU 1
npasunamu. Mcnomnb3oBaHHbIe WM NPOCPOYEHHbIE YNAKoBKW, a Taioke MOBPEXAEHHbIe
WM CIOMaHHbIe YCTPOWCTBA [OSKHbI YTUNU3NPOBATLCS Kak MeAULMHCKMe oTXoAdbl B
COOTBETCTBUMN C MECTHbLIMW 3aKOHaMV 1 NpaBuiamu.

MeTopa cTepunusaumm
CTepunmsaums STUINEHOKCUOOM

CoobLueHre 0 NPOUCLLIECTBUSAX

O niobblx CepbesHbiX MHUMAEHTAX, CBS3aHHbIX C YCTPOWCTBOM, criegyeT coobliatb
NPOV3BOAUTENIO U KOMMETEHTHOMY OpraHy rocydapcTBa-uneHa, B KOTOPOM MpOXuBaeT
nonb3oBaTenb W/MMM NauneHT.

KpaTtkoe nsnoxeHue 6e3onacHocTi u knuHuyeckon acpdpekTuBHocTH (SSCP)
SSCP poctynHo B eBponeickoi 6a3e gaHHbIX No MeauuuHckum nsgenvam (Eudamed).
Wcnonbayite 6asoebii UDI-DI 69492989L.S0003W9, uTOObI HaiTW YCTPOWCTBO Ha Beb-
cawre: https://ec.europa.eu/tools/eudamed.

Cumson OnucaHuve

Jlata usroroBnenus TIpousBomTens

Karanonslii Homep y ii npesicTaBuTENH

Koz maprin ‘ N C CHC

O/IHOKOMITOHCHTHAs CTEPUIIbHAS
GapbepHast YIaKoBKa B KOMILIEKTE C
3aIUTHOH TPAHCIOPTHO# Tapoit

VHHKaIbHEL HICHTHHKATOP YCTpOiicTBa

MenuuuHeKoe yCTpoHcTBO OxnnopasoBas cTepHIbHAs GapbepHas creTeMa

Cpok rozHoCTH He nozseprats nosTopHoii crepumsaiim

Tpenynpexaenne He ncnons30Bath MOBTOPHO

He ncronb30Bath, ecimi ynakoska
TOBPEIKICHA, U 03HAKOMHTBCS C
MHCTPYKIHEH 10 MPUMEHEHHIO

CM. MHCTPYKIIMIO 1O TIPUMEHEHHIO HITH
OIIEKTPOHHYIO HHCTPYKIIHIO [10 IPUMEHEHHIO

Bepxnnii npesien Temnepatyper coctaset 30 °C.

" =< Bepeub 0T conHedHOro cera
Hukemii npesien Temnepatypsr cocragser 10 °C. ,-..'\

Xpynkuii, obpaniaiiTech 0CTOPOKHO XpaHHTh B CyXOM MecTe

Bepxuuii npezen BiaxkHoCTH
cocrassier 70% Hukuuit npenen
BIAKHOCTH cocTaBisieT 35%

MR-coBmecTMO

000 «Ikuanrcy BpantHec Meaukan JeBavicuc»

3naHue 1, 3-7 aTax 3aaHus 3, 2-i, 3-i, XKHbIN 3Tax 34aHust 5 1 koMHaTa 7-3
3aaHua 7, Ne 66, MexyaH Poya, 30Ha akoHoMUYeckoro pa3sutust [DKoHrnoy,
Yanbmxoy, 213000 LizsHey, KHP

«Jleny Meaukan (FOpon) Koonepatud Y.A.»
Bynbsap Abe JleHcTpa 36, 8448 JB XepeHBeH, HuoepnaHab!
Ne MDR-CLIP-12.2. Homep pepgakumn. A/5, 09.05.2025
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