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Pycckuii

NMHCTPYKLWNA MO NPUMEHEHWIO

9ANEKTPOA A1 BPEMEHHOW KAPANOCTUMY NALIWA,
BAPNAHTbI NCIMONTHEHWA: TPW10, TPW30, TPW92

1. ONeKTpOA AN1A BPEMEHHON KapanocTumynsumm TPW10, B cocTaBe: 3neKTPOA
TPWI0-12mT

WHCTPYKLUA NO NPUMEHEHUIO;

2. ONeKTPOA ANA BPEMEHHON KapanocTumynsumm TPW30, B cocTaBe: 31eKTPOA
TPW30 - 12 wrT,;

WHCTPYKLUA N0 NPUMEHEHWUIO;

3. 3neKTpog ANna BpemMmeHHol Kapanoctumynauum TPW92, B coctase: 3NneKTPof
TPWO92 - 24 wrt.;

WNHCTPYKLUA NO NPUMEHEHMIO.

(Oanee No TEKCTY MOXET YNOMUHATLCS KakK - 3NeKTPOoj ANS BPeMeHHOM
KapaMoCTUMYNALUW, SNeKTPO, U3aenue)

OMNMNCAHWNE

[aHHblii  3NeKTpoA AN BPEMEHHOW  KapAWMOCTUMYNALUUM  NpefcTaBnsieT  coboi
CTepWIbHOE W3denve OAHOPAa30BOr0 MCMOMb30BaHWA. ONeKTpoabl A1 BpeMeHHOW
KapAWOCTUMYIAILMM BbIMYCKAKOTCS B CEAYIOLLMX KOH(UTYPaLMAX 1 UMEHOT ClefyHoLLme
[OMO/HUTENbHbIE NMPUHALNEXHOCTH:

1 YHUNONSIpHbIE 3M1EKTPOAbI COCTOST M3 OAHOI0 M30/IMPOBAHHOIO MHOFO(MIaMETHOIO
MPOBOAHMKA 13 HEPXKABEIOLLIEH CTasn, MOKPbITOrO LBETHLIM MOSIM3TUIEHOM.

2. Ha uHTpakopnopasibHOM KOHLE 3/1eKTPoJa HAaxOAWTCS OrOfieHHbI y4yacToK 6e3
M30N5LMK, K KOTOPOMY MPUKPEN/eHa Uria U3 HepXKaBetoLLei CTanm.

3. OroneHHasi HEM30MPOBaHHAs YaCTb MHTPAKOPMOPa/IbHOrO0 KOHLA 3/1EKTPOAA MOXKET
ObiTb MNPSMOA  WAM  UMETb OAMH WM HECKONbKO MHOXECTBEHHbIX — U3r1MboB
(nNpepBapuTenbHO chOpMUPOBAHHASA BOJHA).

4. Ha aKcTpakopnopanbHOM KOHLe 3/1eKTPOJa HaxoAWTca npsmas OTnamblBatoLLasics
urna.

5. HomuHanbHas f/iMHa NpoBofHMKa paBHa 60 cMm.

6. [lmameTp NPOBOAHMKA COOTBETCTBYET 2-0 (N0 aMepuKaHCKO Knaccuiumkaumm).
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English

INSTRUCTION FOR USE

TEMPORARY CARDIAC PACING WIRE IN CONFIGURATIONS: TPWIO,
TPW30, TPW92

Temporary Cardiac Pacing Wire TPWIO: TPWIO Wire - 12 pcs, IFU;
Temporary Cardiac Pacing Wire TPW30: TPW30 Wire - 12 pcs, IFU;
Temporary Cardiac Pacing Wire TPW92: TPW92 Wire - 24 pcs, IFU.

W N

(Hereinafter may be referred to as - Temporary Cardiac Pacing Wire, TPW, the
device)

DESCRIPTION

This Temporary Cardiac Pacing Wire is a sterile single-use product.

Temporary cardiac pacing wires consist of the following configurations and optional
accessories:

1 The monopolar leads consist of one insulated multifilament stainless steel conductor
coated with colored polyethylene.

2. The intracorporeal end ofthe wire has a section of exposed, uninsulated wire
electrode which terminates with an attached stainless steel needle.

3. The exposed, uninsulated section of the intracorporeal end of the wire is either
straight or has one or more multiple pre-formed curves (pre-formed wave).

4. The extracorporeal end of wire has a straight needle with breakaway tip attached.
5. The wire length is 60 cm.

6. Wires range in multiple diameters fixym 0 to 2-0, depending on the product code.



DNeKTPoa COCTOUT M3
1 - 11301MpOBaHHbI MHOrO(MNAMEHTHbIA MPOBOAHNK,
MOKPbITbIA LBETHLIM MOIM3TANEHOM
2 - HenszonmpoBaHHbIl MHOTO(M/TaMEHTHbII
(MHTpaKopMOPa/IbHbIA) MPOBO/IOYHBLIV ANEKTPOA
3 - [ononHuTtenbHO - npeaBapuTeNnsHO CHOPMMPOBaHHASA
BO/IHOOOPA3HO W30rHyTasd 4acTb Ha HeW30/MpPOBaHHOM
WHTPaKoprnopabHOM KOHLIe 3/1eKTpoja
4 - 30rHyTaa MHTpakopnopaibHas urna

5 - TNpamasa sKcTpakopnopasibHas oT/1amblBaroLLasACca Urna

NPUHLUWMbI JENCTBUNSA

DNeKTpo4 [N BPEMEHHON KapAMOCTUMYNSUMM  06ecrneqvBaeT TOKOMPOBOASLLEe
COE/IMHEHVE MEX/Y BHELLHUM KapAWOCTUMYNSTOPOM U MUOKApAOM.

DeKTPUYECKIE NapamMeTpbl 3MEKTPOAOB A1t BPEMEHHOIN KapAUOCTUMYNALMN:

» ConpoTuBneHne NpoBoaHuKa anektpoda (9,1 £ 2,1) Om

MOKA3AHWA

JneKTpon, AN BPEMEHHOW KapAMOCTUMYNAUMM MpPeAHasHauyeH [Aj1s  BPEMEHHOI
ANVKAPAUANIBHON KapaNOCTUMYNALMW WU BPEMEHHOTO HaBMIOfEHNS U [OMKEH ObITh
M3B/IEYEH MOC/Ie 3aBEPLUEHUS| BPEMEHHOM KapAUMOCTUMYISILMN.

MPOTMBOIMOKA3AHNA

dnekTpos Ana BpeMeHHOI\/’I KapanoCctumynaunum  npoTuBONOKasaH AOnd MOCTOSIHHOWA
Kapanoctumynaunum nnm nocToAHHOro MOHUTOPKUHTa.

NMPEAYNPEXAEHWA/ MEPBHI

B3AUMOJENCTBUE

Mepef WCMONb30BaHWEM 9M1EKTPOAA [/ BPEMEHHOWM KapaMOCTUMYNALUMM CHadana
Heo6XoaMMo Y6eauUTLCA B TOM, YTO JaHHOE M3feNne COBMECTMMO CO BCEMM WU3AENMSMU
APYTUX NPOV3BOANTENENR, KOTOPbIE MOTYT NOTPE6OBATLCA N1 NPOBEAEHUS MPOLIEAYPbI.
3T0 0COBEHHO OTHOCUTCS K MPOBEPKE 6E30MacHOCTY COEAVMHEHNA MEXY 3NIEKTPOAaMY
AN KapAUOCTUMYALMN U KapAUOCTUMYISTOPOM UK Kabenem KapaumocTUMYNSTopa.

MPEAOCTOPOXHOCTW/

Cne,u,yeT CO6ﬂIO,anb OCTOPOXXHOCTb B C/y4asXx, NePeHnNC/IEHHbIX HUXKE.

* TIpefloXpaHsiiTe MNONUITUNEHOBOE MOKPbITUE OT Pa3pbiBOB, a MNPOBOAHUK OT
MOBPEXAEHWUIA, Hanpumep, B pe3ynbTaTe MepeKpyuMBaHus, MaHUNynsauuii -
WHCTPYMEHTaMMN W/ 3aBA3bIBaHNA Y3/10B.
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The lead consists of:

Item 1- Insulated multifilament conductor coated with
colored polyethylene

Item 2 - Uninsulated, multiniament wire (intracorporeal)
electrode

Item 3 - Optional wave pre-formed into the uninsulated,
intracorporeal wire end

Item 4 - Intracorporeal curved needle

Item 5- Extracorporeal straight breakaway needle

PRINCIPLES OF OPERATION/PERFORMANCE

The Temporary Cardiac Pacing Wire provides a conductive connection between an
external pacemaker and the myocardium.

Electrical parameters for Temporary Cardiac Pacing Wires:

* Lead conductor resistance (9.1+ 2.111)

INDICATIONS

Temporary Cardiac Pacing Wire is intended for use intemporary epicardial cardiac
pacing or monitoring and should be removed after temporary pacing has been
discontinued.

CONTRAINDICATIONS

Use of temporary cardiac pacing wires is contraindicated for permanent cardiac pacing
or for monitoring.

WARNINGS AND PRECAUTIONS

Before using the Temporary Cardiac Pacing Wire, it should first be established that this
device is compatible with all products from other manufacturers that may be required
for use. This particularly applies when checking the safety o f the connection between
pacing wire and pacemaker or pacemaker cable.

Care should be taken regarding the following:

« Avoid disruption of the polyethylene coating or damage to the conductive wire, i.e.,
by twisting, manipulation with instruments, or by tying knots.



* MN36eraiiTe no6bIX BO3MOXHBIX CAyYaliHbIX KOHTAKTOB 3M1EKTPOJA AN BPEMEHHO
KapAMOCTUMYALMK C NHOObIM 060pYL0BaHUEM.

 Oco60e BHUMaHUE CreyeT YAeNMTb TOMY, UTOBbI B MECTE COEMHEHNS OTCYTCTBOBAN
KOMTMOHEHTbI, KOTOpble MOFYT KacaTbCsl ApYyr Apyra M MNpoBOAWTb 3MEKTPUYECTBO
(Hanpvmep, BbICTYMatoLMe KOHLbI UrN).

» Ecnu anekTpog ANd KapauoCTUMYISLMN MOAKIHOYAETCA K KapauoCTUMYNATOPY Yepes
COeflJMHNTENbHbIV Kabenb (He MOCTaBAsETCA), U HEOOXOAMMO BPEMEHHOE OTK/IOUEHNE,
cobntofainTe OCTOPOXHOCTb, OTKAKYas COeAMHUTENbHbIA Kabenb TakuMM 06pasoM,
yToObl He NOBPEAWTb 3MEKTPOA ANA KapAWOCTUMYASLUMW W CNy4aliHO He CMecTuTb
3NEKTPOA B MUOKapAe.

+ Y6eautecb B TOM, YTO BCE I3/IEKTPUUECKME COEAMHEHUS MEXOY TeHepaTopoMm
MMMNYNbCOB W 9NMEKTPOAOM / 3MeKTpodaMu [Nis BPEMEHHOW KapAMOCTUMYNALUMA He
NOBPEXMAEHbl  ANf  O0BGECrieyeHUs ONTUMATbHOM  MPOM3BOAUTENLHOCTU,  Criefyst
COOTBETCTBYHOLLMM WHCTPYKLMAM MO MPUMEHEHNIO, TAE 3TO NPUMEHUMO.

* VIMNNaHTUPOBaHHLI 31EeKTPOA ANS BPEMEHHOW KapAMOCTUMYNsAUMM obecrieumBaeT
3/1eKTPUYECKOE COEAUHEHNE HU3KOTO COMPOTMBAEHMSA C MMOKapaoM. CrnegoBaTesibHO,
Heo6X04MMO MpOosBAATL  OCOOYH OCTOPOXHOCTb B C/y4Yae OLHOBPEMEHHOro
MCNOMb30BaHMA [PYIMX YCTPOWCTB, CMOCOGHLIX FeHepMpoBaTb 3MIEKTPUYECKWIA TOK
(Hanpumep, [eMOPUNNIATOPOB, 3NEKTPOXMPYPIrUYECKMX YCTPOICTB U ApYrKX
YCTPOICTB, reHEPUPYIOWMX  3MEKTPOMArHUTHYHO 4acToTy). Cobntopaiite
COOTBETCTBYIOLLME MHCTPYKLMMN MO MPUMEHEHNIO.

* ONeKTpoAbl ANA KapauoCTUMYNSUMK HeoGXOAMMO YCTaHaB/MBaTh B MUOKapae U
o6pes3aTb TakMM 06pasoM, UTOObl MUHUMU3MPOBATb PUCK MOBPEXAEHWA Mpw
pa3MeLLLEHNN 11 N3BNIEYEHUN 3MEKTPOOB.

* MOBTOPHOE MCMONb30BaHME AAHHOTO M3Aenus (UM ero YacTeid) MOXeT co3faTb pUCK
paspyLUeHNs W3[eNMs W MEPEKPECTHOTO 3apaXKEHWs, YTO MOXET MpWBECTU K
VHOULMPOBAHMIO WM 3aPXEHUIO MALMEHTOB WM MO/b30BaTe/ell reMOKOHTaKTHbIMY
NaToreHHbIMY MUKPOOPraHU3Mamm.\

HEXEJTATE/IbHbIE PEAKL W

He BbIsIBNEHbI.

BO3MOXHbIE OC/TOXXHEHWNA BPEMEHHOW KAPANOCTUMY NALINN
Mpoune BO3MOXKHbIE OCNOXHEHWS BPEMEHHOI KapANOCTUMY AL BKHOYAIOT:

o CHWXKeHWe 1 NoTeps YyBCTBUTE/IbHOCTM M3-3a CMEWIEHWS WM Had/loMa 3/1eKTPoAa,
N3MEHEHWIA B MMoKapae nan HEMCNPaBHOCTU reHepaTopa NMIMynbCOoB;
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« Avoid any possible unintentional contact between the Temporary Cardiac Pacing
Wire and any equipment.

« Particular care should be taken to ensure that no components which might touch each
other and conduct electricity are present at the junction (e.g., projecting needle tips).

« Ifa connection cable (not supplied) is being used between the pacing wire and the
pacemaker and temporary disconnection is necessary, be careful to disconnect the
connecting cable in such a way as to prevent damage to the pacing wire itselfor
accidental dislodgment ofthe pacing wire from the myocardium.

« Ensure that all the electrical junctions between the pulse generator and temporary
cardiac pacing wire(s) are intact to provide optimum performance, following relevant
instructions for use where applicable.

» An implanted temporary cardiac pacing wire provides a low-resistance electrical
connection to the myocardium. Particular care is therefore required when other devices
liable to generate electrical energy are used concurrently (e.g., defibrillators,
electrosurgical devices, and other devices that generate electromagnetic frequency).
Follow the relevant instructions for use.

« The pacing wires must be placed in the myocardium and trimmed in such a way that
the risk of injury when placing and extracting the pacing wires is minimized.

* Reuse of this device (or portions of this device) may create a risk of product
degradation and cross-contamination, which may lead to infection or transmission of

bloodbome pathogens to patients and users.

ADVERSE REACTIONS
None Known.

POTENTIAL COMPLICATIONS OF TEMPORARY CARDIAC
ELECTRICAL PACING

Potential complications of temporary cardiac electrical pacing include:



* MN3beraiite MO6LIX BO3MOXHbBIX CyYaliHbIX KOHTAKTOB 3/IEKTPOAA /15 BPEMEHHOM
KapAMOCTUMYNSALMK C NH06bIM 060pPYL0BAHEM.

*» Oco60e BHMMaHWe cneayeT yaennTb TOMY, YT0ObI B MECTE COEAMHEHNS OTCYTCTBOBA/IN
KOMMOHEHTbI, KOTOpble MOryT KacaTbCs APYr Apyra ¥ NPOBOAMTL 3NEKTPUYECTBO
(Hanpumep, BbICTynatoLme KOHLbI Urn).

 ECn anekTpo Ans KapanuocTUMyNAaUMmM NOAKMYAeTCS K KapAnocTUMYNATOPY Yepes
COeAVMHUTENbHbIN Kabenb (He MOCTaBnseTCcs), U HEOOXOANMO BPEMEHHOE OTK/HOUYEHME,
CO6MI0AaNTe OCTOPOXHOCTb, OTKKOYas COEAMHUTENbHLIA Kabenb TakuMm 06pa3oM,
yToGbl He MOBPEAWTb 3M1EKTPOA AN KapAMOCTUMYNAUMM W CyYailHO He CMeCTWTb
3NeKTPO/, B MMOKapAe.

e Y6eautecb B TOM, UTO BCE OSMEKTPUYECKME COEAVUHEHUS MEXAY TreHepaTopoM
VMMYNbCOB U 3/IEKTPOAOM / 9MEKTPOAAMU [MSl BPEMEHHON KapAMOCTUMYASLMU He
NoBpeXzaeHbl  Ans  o6ecreyeHWst  ONTUMAnbHOM  MPOU3BOAUTENBHOCTM, — Crefys
COOTBETCTBYHOLLMM UHCTPYKLMAM MO NPUMEHEHUIO, TAE 3TO NMPUMEHUMO.

* IMNNaHTVpOBaHHbI 3MeKTPOL 15 BPEMEHHON KapAMOCTUMYNsUMKM obecneynBaeT
3/1EKTPUYECKOE COEAMHEHME HW3KOrO COMPOTMB/IEHMSI C MUOKapaoM. CneaoBaTesbHO,
HeobXxoAMMO  MposB/IATL  OCOOYKD  OCTOPOXHOCTb B C/lyyae  OAHOBPEMEHHOIO
MCMONb30BaHMA APYTUX YCTPOICTB, CMOCOOHLIX FEHEPMPOBaTb SMEKTPUYECKMIA TOK
(Hanpumep, OedMOPUNNATOPOB,  3NEKTPOXUPYPIUYECKMX  YCTPOMCTB 1K ApYrKX
YCTPOWCTB, reHepUpYOLWMUX  3M1EKTPOMArHUTHYHO YyacToTy). Cobntopaiite
COOTBETCTBYHOLLME UHCTPYKLMMN NO MPUMEHEHMIO.

* OneKTpofbl AN KapAMOCTUMYNALMU HEOBXOAMMO YCTaHaBAMBaTb B MUOKapae W
obpesaTb TakuMm 006pa3oM, UTOObI MWHMMM3NPOBATb PUCK MOBPEXAEHWUI Npu
PasMEeLLEHNI 11 U3BNIEYEHN 3N1IEKTPOAOB.

* [OBTOPHOE MCMO/b30BaHME AaHHOMO U34ennsa (MK ero YacTel) MOXET Co34aTh PUCK
paspyLUeHMs W3HenMs U MEepPeKPecTHOro0  3apaKeHWsi, 4YTO MOXeT NpuBECTU K
VH(ULMPOBAHNIO MM 3aPaXKEHNIO MaLWMEHTOB WM NOMb30BaTeNell FeMOKOHTAKTHbIMM
NaToreHHbIMW MUKPOOpraHm3mMamm.\

HEXENATE/IbHbBIE PEAKLINN

He BbISIBNEHDI.

BO3MOXHBIE OC/TIOXXHEHUA BPEMEHHOW KAPANOCTUMY NALNN
Mpouvie BO3MOXKHBIE OC/OXHEHWUS BPEMEHHOM KapAMOCTUMYNALIMM BK/IHOUAIOT:

e CHmWKeHVe n noTteps 4YyBCTBUTENBHOCTU WN3-3a CMELUEHUA WK HaanoMa 3/1eKTpoaa,
W3MEHEHWI B MMOKapae nan HENCNpPaBHOCTU reHeparopa NMMny/bCoB;
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« Avoid any possible unintentional contact between the Temporary Cardiac Pacing
Wire and any equipment.

«Particular care should be taken to ensure that no components which might touch each
other and conduct electricity are present at the junction (e.g., projecting needle tips).

« Ifa connection cable (not supplied) is being used between the pacing wire and the
pacemaker and temporary disconnection is necessary, be careful to disconnect the
connecting cable in such a way as to prevent damage to the pacing wire itselfor
accidental dislodgment ofthe pacing wire from the myocardium.

« Ensure that all the electrical junctions between the pulse generator and temporary
cardiac pacing wire(s) are intact to provide optimum performance, following relevant
instructions for use where applicable.

« An implanted temporary cardiac pacing wire provides a low-resistance electrical
connection to the myocardium. Particular care is therefore required when other devices
liable to generate electrical energy are used concurrently (e.g., defibrillators,
electrosurgical devices, and other devices that generate electromagnetic frequency).
Follow the relevant instructions for use.

* The pacing wires must be placed in the myocardium and trimmed in such a way that
the risk of injury when placing and extracting the pacing wires is minimized.

« Reuse ofthis device (or portions of this device) may create a risk of product
degradation and cross-contamination, which may lead to infection or transmission of
bloodbome pathogens to patients and users.

ADVERSE REACTIONS
None Known.

POTENTIAL COMPLICATIONS OF TEMPORARY CARDIAC
ELECTRICAL PACING

Potential complications of temporary cardiac electrical pacing include:



*OBbILLEHVE NOPOrOBOro 3HAYEHMs NPY KapAUOCTUMYNISALMN UK NPEKpaLLieHe
CTUMY/ISILMMN 13-3a CMELLIEHWS UK Haf/IoMa 3N1EKTPOA, N3MEHEHMI B MMOKap/e Wi
HEMCNpaBHOCTY reHepaTopa VMM bLCOB;

* APUTMUM U3-3a PA3APAKUMOCTI MUOKAPAA;
* VIHtheKLMM, HanpumMep CUCTEMHbIE, MECTHbIE, UAN MH(EKLMN MUOKapAa;

* KpoBOTEUEHME M NOBPEXEHNE MUOKAPAA.

CTEPUNNBHOCTb

W3penve CTEpUIN3yeTcA ralvlma-o6nyqu|/|eM. He wcnonb3oBatb, ecnu ynaKoBKa
noBpexxaeHa WK BCKpPbITa. PacnakoBaHHble HEWCNO/b30BaHHbIE W3AENNA Nognexar
yTnnnsaunn. He CTepunnnsosBaTb NMOBTOPHO.

ycnoBma NPUMEHEHWA/SKCONY ATALUNN

W3penve npeaHasHayeHoO Ana  npuUMeHeHWA nNpu  CTaHOAAPTHLIX YCNoBUAX  AONA
onepaunioHHbIX “ 60/bHMYHbIX Nanar.

MeauUyHCKoe M3fenne MMeeT UMMNaHTUPYeMyH YacTb. WMnnaHTMpyemas 4acTb
npeAHa3HaueHa An1s MPUMEHEHNS BO BHYTpeHHell cpe/ie opraHu3ma

MPT
CosmecTumocTtb ¢ MPT

[JaHHbIA  31eKTpog 41 BPEMEHHON  KapauocTUMynsuumM  coBmecTum ¢ MPT.
CkaHvpoBaHUWe nauueHTa ¢ 3TM U3enMemM cpasy rnoc/e ero yCTaHoBKU 6e30nacHo npu
COBMOAEHNIN CNeAYIOLLMX YCNOBWIA:

* TO/IbKO CTaTUYeCcKoe MarHuTHoe none 1,5 Tecna nnu 3 Tecna;

* MakcuMasnbHbIA NPOCTPAHCTBEHHBIV PagveHT MarHWTHoro nons 1400 [aycc/cm
(3KCTPanonMpoBaHHBLIN);

* TonbKo NepegatoLLas/npuHMmatoLLas paguodactotHas (PY) katyLuka ans ronosbi;

e MakcManbHbIA yAenbHbIA KosthduumeHT noraowerHms (YKIM) npu npumeHeHUn
annapata gna MPT ¢ nepegatoLeii/npuHmmatoLueli PY-kaTtywkoit gnsa ronosbl 3,2 BT/kr
B TeueHue 15 MUHYT CKaHMpOoBaHUA (T. €. Ha UMMNY/bCHYIO MOC/Nef0BaTeNlbHOCTb);

» HopmasibHbIi pexkum paboTsl annapata gns MPT.

B [OKIMHWYECKUX WCCNEefoBaHMAX W LMU(POBOM  MOLEMPOBAHUM  MPUMEHEHMWE
3MeKTpofa ANA BPEMEHHON KapAMOCTUMYNALMU  COMPOBOXAANOCH MOBbILLEHUEM
TemnepaTypbl MeHee Yem Ha 0,5 °C npu MakcumanibHoM pacyeTHoOM YKIT 3,2 BT/kr gnst
annapatoB MPT 15 Tecna/64 MI'u n 3 Tecna/128 MI'y ¢ nepegatoLeii/NprHUMaroLLeli
PaAMoYaCcTOTHON KaTyLIKOI ANs FON0Bbl.

[ononHuTenbHble cBeAeHMs o 6esonacHocT npyu MPT
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He npoBognts MPT. ecnv aneKTrnm M rneurvurm v it

* Impairment or loss of sensing due to lead dislodgment, or 1tacllire, changes in the
myocardium, or failure ofthe pulse generator.

* Increased pacing threshold or loss of pacing due to lead dislodgment or fracture,
changes in the myocardium, or failure ofthe pulse generator.

« Arrhythmias due to myocardial irritability.
« Infections, which can be systemic, local, or myocardial.

* Bleeding or myocardial damage.

STERILITY

The product is sterilized by irradiation. Do not use if the package is damaged or
opened. Discard opened, unused product. Do not resterilize.

USAGE CONDITIONS

The medical device is intended for use in the standard hospital operating room
environment.

Medical Device has the implantable part. The implantable part is intended to be used in
the body's internal environment.

MRI
MR Conditional

This Temporary Cardiac Pacing Wire is MR Conditional. A patient with this device
can be scanned safely, immediately after placement under the following conditions:

« Static magnetic field of 1.5-Tesla or 3-Tesla, only
« Maximum spatial gradient magnetic field of 1,400 Gauss/cm (extrapolated).
* Transmit/receive RF head coil, only.

» Maximum MR system reported, transmit/receive RF head coil specific absorption
rate (SAR)of3.2 W/kg fori 5 minutes of scanning (i.e. per pulse sequence).

» Normal Operating Mode of operation for the MR system.

In non-clinical testing and numerical modeling, the Temporary Cardiac Pacing Wire
produced a temperature rise of less than 0.5°C at a maximum MR system calculated
transmit/receive RF head coil SAR 0f3.2-W/kg in 1.5-Tesla/64-MHz and 3-Tesla/128-
MHz MR systems.



« He npoBogutb MPT, ecnn anekTpog, 415 BPEMEHHOM KapanoCTUMYNALMN NOBPeXAeH
WU MO MHLIM MPUYMHAM (YHKLMOHUPYET HEMPaBUIILHO.

* MNepen Bxoaom B KabnHeT MPT Heo6X0AMMO OTCOEAVHUTbL 3NEKTPOA ANt BPEMEHHOWA
KapAnoCTUMYNSALMM OT MMMYNbCHOTO FeHepaTopa.

* /icnonb3oBaHWe NepefatoLLein/npUHMMAatoLLLeA paanMoYacTOTHON KaTyLLKW Anis Tena npu
MPT naupueHTa C 3N1eKTPOAOM A1 BPEMEHHOW K \IMOCTUMYAALMUN MOXET NMPUBECTU K
TpaBMe M3-3a Upe3MEepHOro Harpesa, MHAYUMpoBaHHOrO MPT.

KOMTIUTEKT NMOCTABKW

3nekTpos ANS  BPEMEHHON  KapAMOCTUMYAAUMWM € MPUKPENAEHHbIMKA - Urfamm
YMaKOBbIBAETCA B OYMaXKHbIN BKMaAbILL, KOTOPbIA MOMELLAETCS B CTEPU/IbHBIV MaKeT 13
Tyvek. [BeHafLaTb NakeToB C 3MEKTPOLAMU BMECTE C MHCTPYKLUMeE MO MPUMEHEHMIO
3aTeM MOMELLAIOTCA B NOTPeOUTENBCKYIO KapTOHHYIO KOpoOKy. Kopobka momeLuaeTcs
KOPO6OUHYH MOKPbILLKY Y 32aBOPAYMBAETCA B MbIIE3aLLUTHBIA YeXO0n.

MPUMEHEHWNE
M3BneuyeHve 3aNeKTPOAOB AN KapANOCTUMYAALMMN U3 YNAaKOBKM

AneKkTpoAbl NS BPEMEHHON  KapAMOCTUMYNSUMK  BbIMYCKAlOTC B Pa3/MUHbIX
rOpPU30HTa/bHbIX U BEPTUKAbHBIX KOH(UIYpaLmsx no 12 unn 6onee NakeToB B KOPOGKE.
CHUMUTE NNacTUKOBYIO 06EpTKY, OTKpOIiTe KOPOBKY 1 BO3bMUTE OAWH MaKeT C
3NIEKTPOLOM /151 BPEMEHHOI KapAMOCTUMYNAUUN. Y epknBasi NakeT Haf CTePUIbHBIM
rnonem, akKypaTHO OTAe/uTe Mpo3padyHyto MOMMMEPHYIO YacTb MaKeTa, MOTAHYB ee
Hazafl, W U3BNEKNUTe BYMaXKHYH MOANOXKKY. OTKpOKTe GyMaXHYI0 NOA/IOXKKY, OTOTHYB
A3bIYOK  (A3bIYKM). 3aTeM M3BMeKUTe Wu3denve (U3fenns) B CTepUbHOe Mofe.
MpefoxpaHsiiiTe NOSMITUNIEHOBOE MOKPbLITUE OT Pa3pbIBOB, a NPOBO/OKY-NPOBOAHUK OT
MOBPEXAEHUIA, Hanpumep, B pe3y/nbTaTe NepeKkpyurBaHUs UMM  MaHUNynsumii ¢
VHCTPYMEHTaMM.

WHTpakopnopanbHas YycTaHOBKa (MPUMEHWMO K /tO6bIM 3/eKTpogam  [A/is
KapAMOCTUMYNALUN)

MHTpakopropa/sibHbIAi ~ KOHEL, 3MeKTpofa A1 BPEMEHHON  KapAMOCTUMY/SLMM
3aKpENnnsSeTcs B MWUOKapAe MO MOKasaHWsM, OmnpeaensembiM YC/OBMSMM OMepaLn,
KIMHWUYECKOW OLEHKOM U MpeanoyTeHUsIMA Xvpypra. JnekTpodbl NS BpeMeHHON
KapaMoCTUMYNSLMN CNeAyeT YCTaHaBNMBaTb B TAKOM MOJOXEHWI, KOTOPOE MO3BONSET
NEerko yaanuTb X Moc/e 3aBepLUeHKs NPoLeaypbl ¥ CBECTU K MUHUMYMY PUCK TPaBMbI.
Huxke NpeanoXeH cnocob ycTaHOBKM MHTPAKOPMOpasbHOTO KoHLA (KOHLIOB) 3N1eKTpoaa
[ANS BPEMEHHOMN KapAUOCTUMY ALK

[lns Bcex TUMOB M3aenuii (C LBETOBO KOAMPOBKOI 1 63 Hee) pacnonoXKeHne 1 TeXHIKa
YCTAHOBKU 3/1EKTPO/a ONPEAENseTcs XMPyproMm Ha OCHOBAHWUM KMVHWUYECKON OLIEHKW.
Ecrv npuMeHumo, A o6nerdeHus  auddepeHUMauMn  MONOXKUTENBHBIX 1
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Additional MR1 Safety Information

« Do not perform an MRI procedure ifthe Temporary Cardiac Pacing Wire is damaged
or otherwise not functioning properly.

» The Temporary Cardiac Pacing wire must be disconnected from the pulse generator
prior to entry into the MR system room.

« The use of a transmit/receive RF body coil to perform an MRI examination in a
patient with the Temporary Cardiac Pacing Wire may cause patient injury due to
excessive MRI-induced heating.

CONTENTS

The Temporary Pacing Wire with attached needles is packaged in a paper folder that is
sealed into a Tyvek sterile barrier pouch. Twelve pouched TPWs are then placed into a
sales carton tray with an IFU. The tray is then placed into a sleeve and then wrapped
with a dust cover.

APPLICATION
Removing Pacing Wires from Package

Temporary Cardiac Pacing Wire is offered in various horizontal and vertical
configurations with 12 or more pouches per box. After removing the plastic outer wrap,
open the box and select one Temporary Cardiac Pacing Wire(s) pouch. Over the sterile
field, carefully peel back the clear polymeric portion of the pouch and withdraw the
paper folder. Open the paper folder by lifting the tab(s). Then remove the device(s) to
the sterile field. Avoid disruption of the polyethylene coating or damage to the
conductive wire, i.e., by twisting, or by manipulation with instruments.

Intracorporeal Placement (Applicable to All Pacing Wires)

The intracorporeal end of the Temporary Cardiac Pacing Wire is attached to the
myocardium as indicated by surgical circumstances, clinical Judgment, and the
preference of the operator. The temporary cardiac pacing wires should be placed in a
position which allows uncomplicated removal and minimizes the risk of trauma when
treatment is complete. The following is a suggested method for placement of the
intracorporeal end(s) of the Temporary Cardiac Pacing Wire:

For all product types (non-color coded and color coded), surgeon clinical judgment
determines the location and technique employed for wire placement. When applicable.



OTPULIATENbHBIX 9MEKTPOAOB /IM60 NPEeACepaHbIX 1 XKEeNYyA0UKOBbIX 3EKTPOAOB MOXHO
NCMO/b30BAaTh 3MEKTPO/bI C FO/Y6bIM U CUHUM MOKPbITUEM.

YCTAHOBKA B XENYAOYKE (MPEACEPANN).
[ns  yCcTaHOBKM 3NeKTpoja B MWOKapf WCMonb3yiTe
M30MHYTYIO Ur/y Ha MHTPAKOPNOpabHOM KOHLE 3/1eKTpoja
0N BPEMEHHON  KapauocTumynauuu. [lpyu  ycTaHOBKe
3NeKTpofa HeobXo4MMo CO6/M0AaTL OCTOPOXKHOCTb, YTOObI
CBECTU K MUHUMYMY PUCK CNy4aliHOW TpaBMbl TKaHel npu
n3BfeYEHN (NPUMepP YCTAHOBKW B XXeNyfoueK CM. Ha puc.
1). Ecnm Ha WHTpakoprnopaibHOM KOHLe 3/ekTpoga Ans
KapAnOoCTUMYIALMN HET UI/bl, & TAKKE B Liensx ob6ieryeHus
M3BMEYEHNS| U MAKCUMASIbHOTO CHIDKEHWSI TPaBMbl TKaHew
3NeKTPOL, MOXHO 3aKPEenuWTb Ha MUOKapie C MOMOLLbO
HEOOMbLUOTO CTEXKA LLOBHOrO MaTepuana, NponyLLeHHOro
yepe3 MOBEPXHOCTb MUOKapAa. W30bITOUHYO  O/INHY
OrO0/IEHHOM YaCTN 3NeKTPOAA Y NPUKPENeHHYo urny (npu
HannumMun) OTpesaloT HOXHMLUamK (MpUMep YCTaHOBKW B
Xenyaouek CM. Ha puc.2).

YCTAHOBKA BTPEACEPANW MOXENAHWNIO. Mo
BbIGOPY XMpypra MOXHO WCMOMb30BaTh  CEAYHOLLYH
TEXHUKY, KOTOpas Mo3BO/ISIET CBECTM K MUHUMYMY TPaBMbl
TKaHW npeacepams, 06eCneynTb TECHbIA KOHTAKT C TKaHbtO
npeacepans U 0BNerYnTb K3BMEYeHUe; C MOMOLLbIO CTEXKa LLOBHOTO MaTepuana
cthopMMpyiiTe Ha 3NMKapAMaibHOW MOBEPXHOCTY TKaHW MNPeACcepams CKNaaky u
MOMECTUTE B HEE HEWU30NMUPOBAHHbINA 3N1EKTPOA. 36bITOUHYIO A/IMHY OrOfEHHON YacTy
3NEKTPOAA U NPUKPENIEHHYIO Uy (MPX HANUNK) OTPEXbTE HOXKHULAMY (CM. pUC. 2)

NCMNO/Tb3OBAHWME BOJ/IHOOBPA3HO M3OIMrHYThbIX S/NIEKTPOAOB. Ans
3M1eKTPOAOB, MMEIOLMX LONOSHWTESNbHbLIA BOHOOOPa3HbIA Y4YacTOK Ha OrofeHHOM
WHTPaKoprnopa/lbHOM KOHLIe, BO/HOOOPa3Hyl 4YacTb CrieflyeT BBECTU B MUOKapA,
OCTOPOXXHO BTSIHYB M OCTaBWB ee B TO/LLe TKaHU. V30bITOYHYIO A/IMHY OroNeHHOM YacTy
3M1EKTPOLA U NPUKPENIEHHYIO UMY (NPU HAIMYMK) OTPEXbTE HOXHULAMK (CM. pUc. 2).

JKcTpakopnopanbHad YCTaHOBKa (NMPUMEHMMO K J06bIM  3/71eKTpogam  Ans
KapanmocTumMynsauum)

SKCTpaKopnopanbHbIi KOHeL, (KOHLbI) BpEMEHHOTO 3/1EKTPOAA AN KapAUOCTUMYNALMNA
3akpensisieTcs  (-0TCA) MO MOKasaHUsM, OMpejenseMbiM  YCNOBMAMK  OMepaLum,
KMHUYECKOW OLEHKOM W MpeanouTeHnsMN Xupypra. Hwke npeanoxeH cnocob
YCTaHOBKM  3KCTPaKoprnopa/lbHOTO KOHUA (KOHLOB) 3/1eKTpoja Ans  BpeMeHHON
KapAnoCcTUMYNALNN:

DKCTpaKopnopa/ibHbIF KOHEL, 3/1eKTpoaa Zms BpeMEHHOW KapanoCTUMYSLMA NPOBOAST
uepes rpyAHyH CTEHKY C MOMOLLbIO MPUKPENIEHHOW Wb,
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the light and dark blue wire coatings may be helpful, after implantation, in differentiating
the positive and negative wires or in differentiating atrial
and ventricular wire placement.

VENTRICULAR/ATRIAL USE. Utilize the curved
needle on the intracorporeal end of the Temporary
Cardiac Pacing Wire to place the wire into the
myocardium. Care should be taken in the placement of
the wire to minimize the risk of unintended trauma to
tissue upon removal (see Figure 1 for ventricular
example). Ifa needle is not utilized on the intracorporeal
end ofthe pacing wire or to minimize traumato the tissue
and facilitate easy removal, the pacing wire can be
brought into contact with the myocardium using a small
loop of suture passed through the surface of the
myocardium. Use scissors to cut excess exposed wire and
the attached needle when present (see Fig. 2 for
ventricular example).

OPTIONAL ATRIAL USE. If the surgeon chooses, the following technique can be
used to minimize trauma to the atrial tissue, provide close contact with the atrial tissue
and facilitate easy removal; place the uninsulated wire in a fold created on the epicardial
surface of the atrial tissue using a suture loop. Use scissors to cut excess exposed wire
and the attached needle when present (see Fig. 2).

PRE-FORMED WAVE USE. For wires that include the optional pre-formed wave in
the exposed wire of the intracorporeal end, the wave should be gently pulled into and
left embedded in the myocardium. Use scissors to cut excess exposed wire and the
attached needle when present (see Fig. 2).

Extracorporeal Placement (Applicable to All Pacing Wires)

The extracorporeal end(s) of the Temporary Cardiac Pacing Wire is managed as
indicated by surgical circumstances, clinical judgment, and the preference of the
operator. The following is a suggested method for placement ofthe extracorporeal end(s)
ofthe Temporary Cardiac Pacing Wire;



y u3gennii ¢ NpAMbIMU 061aMbIBalOLLUMUCS
3KCTpaKopnopasbHbIMW  UrNaMW B TOYKe
06>K1Ma HET OrO/IEHHOI NPOBOJIOKM W NpAMas Urna
MMEEeT PUCKY, YTO YCTPaHAET HEOBGXOAMMOCTb B ee
0bpe3aHuu.

Wrna obnambiBaeTca no pucke (cMm. puc. 3),
06pas3ys KOHTaKTHbIA WTbIpb (3N1EKTPOL U3
Hep>xaBetoLLeld CTanm).

KOHTaKTHbIi  LWIThIpb  MPUKPENnseTcs K
COEAVHMTENBHOMY Kabento KapAMoCTUMYyNsTopa
WM, TO HeobXoAMMOCTM B 3aBUCUMMOCTW OT
KNVHUYECKOW  CUTyauuu, HEemocpefcTBEHHO K
BPEMEHHOMY YCTPOACTBY KapAMOCTUMY LMW UK
HaG/MIOIEHUS B COOTBETCTBUM C MHCTPYKLMAMU NPOU3BOANUTENS (CM. piC. 4)

MpuMeYyaHue: ecnM  KapAMOCTUMYNATOP MIaHUPYeTCs  MOACOEAMHUTL  MO3AHEE,
Heo6X0aMMO, B 3aBUCUMOCTU OT K/IMHWYECKOW CUTyauuu, OmnpeaenuTb ONTUManbHbIe
Crnoco6bl M30MAUMKM 3MEKTPOA0B TakMM 06pa3oM, 4TOBbl He OCTasloch OFO/IEHHOrO
MeTaIna.

BaXkHO; nepef MCMONb30BAHMEM 3/1EKTPOLA ANA KapAMOCTUMYNALUM HEo6XoaMMOo
ybeauThesa B MOMHOM COBMECTUMOCTM 3EKTPOAA L1 BPEMEHHON KapAuoCTUMYNALMK C
Kap4MOCTUMYNATOPOM UK ero kabenem. 3neKTpog nocne 0671ambiBaHUA UMbl UMeeT
anviy 20 Mm-38 mm 1 guametp 0,7 mM-1,0 MM B 3aBUCMMOCTM OT Kofa u3genvs. B
OCOBEHHOCTW, HEOb6XO0AMMO CnefuTb 3a TeM, YTOObl KOMMOHEHTbI, CMOCOGHbIE
MPOBOAMTb 3/IEKTPUYECKMIA TOK, He CoMprKacanmch Apyr C APYroM B MecTe COeAVNHEHNS
(Hanpumep, BbICTyNaKoLWune KOHYMKA Urn).

Y [aneHue aneKTpoa ANns BPEMEHHON KapanoCTUMYNsLum

ONEeKTPOA A9 BPEMEHHOM  KapAMOCTUMYNALUMM  YAANSeTC N0 MOKA3aHWsM,
onpeaensieMbIM YC/I0BUAMMW OMepaLum, KIMHUYECKO OLEHKOM U NpeanouTeHnsmMm
Xupypra. Huxe NpeanoxeH cnoco6 yaaneHUs MHTPAKOPMopasbHOro KoHua (KOHLOB)
3M1EKTPO/A A1 BPEMEHHO KapanoCTUMYNSLNN:

Mocne nNpeKpaLleHNst BPEMEHHOW KapaWOCTUMYNSALMW 9MEKTPOL MOXHO YAauTh,
OCTOPOXHO MOTAHYB 3a Hero. Bo u3GexaHue Cy4yaiiHOro npeXaeBpeMeHHoro
0TCOEANHEHUS HEOBXOAUMO MPELOXPaHATbL ANEKTPOL OT HATSKEHNS.

TPAHCIMOPTUPOBKA
TpaHcnopTmposaTh Npu TeMmneparype ot -60 ®C g0 60 "C
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The extracorporeal end of the Temporary Cardiac Pacing Wire is brought through the
chest wall using the attached needle.

For products with Straight Breakaway
extracorporeal needles, there is no exposed wire
at the point of swage and the straight needle is
scored, eliminating the need to cut the needle off.

The needle is broken offat the score mark (see Fig.
3) to create a connector pin (stainless steel
electrode).

The connector pin is attached to the connecting
cable of the pacemaker or, as determined by
clinical need, directly to the temporary pacing unit
or monitoring unit per the manufacturer's
instructions (see Fig. 4).

Note: Ifa pacemaker will be attached later, clinical
judgment should be exercised to determine the optimal means of isolating the electrodes
in such a way that no exposed metal remains.

IMPORTANT: Before using the cardiac pacing wire, it is necessary to check that the
Temporary Cardiac Pacing Wire electrode and the pacemaker cable or pacemaker device
are fiilly compatible. The electrode, once the needle is broken4)ff, is 20 - 38 mm length
by 0.7 -1.0 mm diameter, depending on the product code. Particular care should be given
to ensuring that no components which could conduct electricity might touch each other
at the connection point (e.g., projecting needle tips).

Removal of Temporary Cardiac Pacing Wire

The Temporary Cardiac Pacing Wire is removed as indicated by surgical circumstances,
clinical judgment, and the preference of the operator. The following is a suggested
method for removal of the intracorporeal end(s) of the Temporary Cardiac Pacing Wire:

When temporary pacing has been discontinued, the lead can be removed with gentle
traction.

Care should be taken to prevent traction on the lead that may cause inadvertent
premature removal.

TRANSPORTATION

Transportation conditions: Do not exceed -60 ®Cor 60 ®C



XPAHEHWNE

OcobbIx ycnoBumiA xpaHeHus He TpebyeTca. He 1cnonb3oBaTh NOC/e UCTEUYEHUS CPOKa
XpaHeHus. PekoMeHayeMble YCOBUA XpaHeHWs: npu Temneparype ot -60 ®C go 30 °C.

CPOK rogHocTwu

CPOK FOAHOCTM U3LeNns cocTaBnseT 5 net
"apaHTUIHBIA CPOK XpaHeHUst COCTAB/ISET 5 NeT.

FTAPAHTUVHBIE OBASATE/IbCTBA

Mpon3BoanTeNb FapaHTUPYeT KOHEYHOMY MO/Mb30BATe/l0 OTCYTCTBUE [e(heKTOB Y
U30eNUs U COOTBETCTBME M3Aenns crneumduKaLmam B TeueHre BCEro CpoKa roAHOCTM
npoziyicra npu co6t04eH1N TpeGOBaHNIA K XpaHeHWIO, TPaHCMOPTUPOBKE W LIENOCTHOCTM
YNaKoBKM.

MpousBoguTeNnb He TNpefoCTaBAseT —rapaHTWiA, KOTOpbEE BLIXOAAT 33  pamKu
NPUBEAEHHOTO 3[1eCh ONWCAHWA TapaHTUW. [pPUrogHOCTb ANS UCMOML30BAHWS 3TOTO
MEAMLIMHCKOro U3aenus Ans Nio60oii KOHKPETHOW XUpypruyeckoii npouedypbl AoMKHa
onpenensTecst Monb3oBaTeNieM B COOTBETCTBUM C WHCTPYKLMSMU MPOM3BOAUTENS MO
NPUMEHEHWIO.

YTUIN3AUNA
YTUNM3MpYiiTe BCKPbITYHO YNAKOBKY 1 HEMCMO/b30BaHHbIE U3aenus.
YTUAM3NPYITE NCMOMb30BAHHbIE UMbl B KOHTEAHEPbI /151 OCTPbIX NPeAMETOB.

YTva3V|py|7|Te mn3genve n ero oCtatovyHble 3nemMeHTbl UM OTXOAbl B COOTBETCTBUN C
MECTHbIMW 3aKOHaMW 1 npasunamMun.

Mocne Mcnonb3oBaHUA U3AeNnsa ABAAKTCA NOTEHLMATbHO UHAEKLMOHHBIMW 0TX04aMu
(knacc b no Knaccntmkauym MeMLMHCKUX OTXOLOB).

CMBO/JIbI, NCMNONb3YEMBIE MNP MAPKNPOBKE

Cm. MHCTPYKLMIO NO NPUMEHEHNIO

~ ~ X
® He ncnonb3oBaTb NOBTOPHO
YcnoBHo coBmecTumo ¢ MPT
Konnyectso eAnHuUL, NPOAYKLMA
nuwj Kopg naptuum
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STORAGE

No special storage conditions required. Do not use after the expire date. Recommended
storage conditions: Do not exceed -60 ®Cor 30 ®C

EXPIRATION DATE

Shelf life ofthe product is 5 years.
Warranty period of storage is 5 years.

WARRANTY

Manufacturer guarantees to the end user absence of defects and conformity to product
specifications for the entire shelf life ofthe product under the conditions of adherence
to storage, transportation and package integrity requirements.

There are no warranties that extend beyond the description on the face hereof.
Suitability of use this medical device for any particulat surgical procedures should be
determined by the user in conformance with the ‘manufacturer’s instructions for use’

DISPOSAL
Discard open packaging and unused devices.
Discard used needles in “sharps” containers.

Dispose the product and its residual elements or waste items in accordance with local
laws and regulations.

After being used the products are potentially infectious waste (class b medical devices
under medical wastes classification).

SYMBOLS USED ON LABELING

)K See instructions for use
® Do not reuse
MR Conditional
CJn Number of units



U3roTOBUTEN [STERILE 1R 1 Sterile unless package is damaged or opened. Method of

[STE§ 1R 1 PaamaumoHHas cTepunmsaums Batch
sterilization: Irradiation

S Vcnonb3oBath 10 ... MI Manufacturer
T R YNONHOMOYEHHbI  MpeAcTaBuTens B EBponeiickom
coobLecTBe 2 Use by - year and month
3Hak «CE» n NOEHTU(PNKALMOHHbINA Homep
HOTU(MUMPOBAHHOIO  opraHa. WM3genve  coOOTBETCTBYET EC R Authorized Representative in the European Community

OCHOBHbIM Tp96OBaHI/IFIM ﬂ,l/lpeKTI/IBbI no MeanymHCKoMy

060pyA0BaHI0 93/42/EEC. CE-Mark and Identification Number of Notified Bodly.

C€ The product meets the essential requirements of Medical

(HE Howmep no katanory Device Directive 93/42/EEC.
He 1Cnonb30BaTh MY MOBPEXAEHNN YNaKOBKM [LLI Catalogue number
. (@' Do not use if packaging is damaged
TeMmnepaTypHblii AnanasoH
X
Temperature range
s O6paTUTECh K MHCTPYKLMM MO MPUMEHEHNIO

CI I I See instructions for use
ANVpOreHHo

Non-pyrogenic
C- 3HaK COOTBETCTBUA

Symbol of conformity

Ethicon, LLC, Highway 183 Km 8.3, San Lorenzo, Myapto-Puko 00754, CLLA |Ethicon, LLC, Highway 183 Km 8.3, San Lorenzo, Puerto Rico 00754, USA
YMONHOMOUYEHHbIV NPEACTABUTE/Ib MPOU3BOANTENSA AUTHORIZED REPRESENTATIVE OF MANUFACTURER
000 «[IKOHCOH & [KOHCOH», 121614, Poccus, r. Mocksa, yn. Kpbinatckas 4. 17 K. 2 "Johnson & Johnson" LLC, 121614, Russia, Moscow, st. Krylatskaya, building 17/2,
TenedioH: 8 (495) 580 77 77 phone: 8 (495) 580 77 77,
Pakc; 8 (495) 580 78 78 fax: 8 (495) 580 78 78.
10
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TEXHUYECKUME XAPAKTEPUNCTUKN

Kartano- OnwucaHue
YKHbIN
HOMep

2 aTpaBMaTnyecKmne
nribl  (HepXKaBeroLast
cTab 420) Ha owwom
NPOBOAHMKE

(HepxaBerowas  CcTasb
316L). MpoBoAHMK
MOKpbIT CVHei
nsonsaumen u3
NonMaTueHa.

TPWI10

2 aTpaBMaTUyecKme
UMbl (HepXxaseroLLas
cTab 420) Ha 0AgHOM
NPOBOAHMKE

(HepKaBetoWas  cTanb
316L). MpoBogHKK
MOKpLIT CVIHel
n3onsuueri 3
NONM3ATUIEHA.

TPW30

anektpog (2 wr.).
Kaxablii 3NeKTpos,
cocTount u3
MPOBOAHMKA u3
Hep)XaBetoLlein  cTam
316L c LBYMSA
aTpaBmMaTUyecKUMm
nrnamu u3
HepXxaBeloLLein  cranu
420.
OaunH

TPW92

MPOBOAHUK
MOKPbIT nsonsumeii
CMHEro  LBeTa U3
MoMUaTUNEHA.

Bropolii NPOBOAHUK
MOKPbIT usonauuei
ronyboro uBeta U3
MOMUaTANEHA.
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YacTu
anexrpoga

MpoBogHUK

M3orHyTas
urna

Mpsamas
urna

MpoBoAHMK

M3orHyTas
urna

Mpsamas
urna

MpoBogHNK

M30rHyTas
urna

Mpavas
urna

TexHuyeckue XapPaKTePUCTUKN

YHunonspHolii, MP 3,0 (2-0),
AnvHa 60 cwm.
RB-1; M30rHyTas Ha /4

OKPYXXHOCTW/ KONKoLWas, [AnmMHa
nurabl 17 mm

SKS; pexyLas/obpaTHo-
pexkyLias, — OT/aMbIBaOLLAACA
urna, 4nnHa 60 Mmm

YHunonspHelii, MP 3,0 (2-0),

AnnHa 60 cm

SH; N30rHyTas Ha v
OKPY>KHOCTW/  KonioLas, A/nHa
Urnbl 26 MM

SKS-3; pexyLias/obpaTHO-
pexylias,  oT/famblBatoLiascs
urna, gavHa 90 Mm

YHunonapHbli, MP 3,0 (2-0),
AnnHa 60 cm

SH; N30rHyTas Ha 4
OKpY)XHOCTW/ Konowas, AuvHa
Urnbl 26 Mm

SKS-3; pexxyLas/obpaTHo-
pexyluas,  OTNaMblBatOLLAACs
urna, gnavmHa 90 mm

SPECIFICATIONS

Product
Code

TPWIO

TPW30

TPW92:

Description

I pc of TPW
consisting of 2
atraumatic needles
(SS 420) on each
end ofthe wire (SS
316L) with blue
PE insulation

1 pc of TPW
consisting of 2
atraumatic needles
(SS 420) on each
end ofthe wire (SS
316L) with blue
PE insulation

2 pcs of TPW.
Each TPW consist
of: wire (SS 316L)
with two
atraumatic needles
(SS 420).

One wire has dark
blue PE insulation.
Another wire has
light blue PE
insulation

Parts of
electrode

Wire

Curved
Needle

Straight
Needle

Wire

Curved
Needle

Straight
Needle

Wire

Curved
Needles

Straight
Needles

Type

Monopolar, 2-0 (3 Ph. Eur.) / 2-0 (3.0
metric), length 60 cm

RB-1: (length 17mm,
bodied/ Taperpoint)

SKS (length 60mm, Cutting/ Cutting
Edge Reverse, breakaway)

I/2c, Round

Monopolar, 2-0 (3 Ph. Eur.) / 2-0 (3.0
metric), length 60 cm

SH: (length 26mm, 1/2¢, Round bodied/
Taperpoint)

SKS-3:  (length 90 mm. Cutting
/ Cutting Edge Reverse, breakaway)

Monopolar, 2-0 (3 Ph. Eur.) / 2-0 (3.0
metric), length 60 cm

SH: (length 26mm, 1/2c. Round bodied/
Tap>erpoint)

SKS-3: (length 90 mm. Cutting/ Cutting
Edge Reverse, breakaway)



XapakTepucTuku aNeKTpoja 3HayeHne

rpwio

Konunyectso 3/1eKTPOA0B B 1

MePBUYHOI YNaKOBKe

Konuyectso 3M1eKTPOJ0B BO 12

BTOPUYHON  YNaKOBKe/KOMMEKT

nocTaBku

PasmepHOCTb MPOBOAHMKA 2-0 USP (3 Ph. Eur.)/ 2-0 USP, MP 3,0
11nvHa NpOBOAHUKA HOMMHaNbHas 60 cv

O6Lwas 4/iMHa NPoBOAHUKA 63...66 cm (24.75 - 26 xuoiimoB)

[mnameTp npoBogHuKa ¢ nsonaupeid 0,559...0,610 MM (22 - 24 MUNIVOHHBIX A0Nel

0HOiMa)

[OunameTp oronénHoro nposogHuka 0,310...0,338 mMm (12,2 - 13,3 MUNINOHHBIX
30nei aroiima) (ycnoBHblii Homep U.S.P.: 2-0)

ConpoTusfeHne NPOBOAHMKA (9,1£2,1) Om
anekTposa
Martepuan npoBogHuKa Hepxasetoluas cranb 316L
M3onaumsa npoBogHUKa Monuatunex
LiBeT nzonauum CvHunin
Matepuan urnbl HepxasetoLuas cranb 420
MoKpbITVE UMbl CununkoH
Uncno arpaBmartuyeckux urn Ha [se
NPOBOAHMKE
®opma urnsl RB-1 M3orHyTas
Paanyc KpuBU3HbI Urbl RB-1 5,41+0,13 MM
dopma urnbl SKS Mpamas
OnvHa nrnsl RB-1 17 mv*
LmHa nrnsl SKS 60 mm*
[Ovawvetp urnbl RB-1 0,6858 MM (27 MUNIMOHHbIX JONEN AoMa)*
[JvameTp urnbl SKS 1,016 MM (40 MUNNMOHHBIX A0Neld LWoMa)*
Ovametp wrnbl RB-1 B 30He He 6onee 1,15 oT guvameTpa Wbl B Havane
Kpen/eHns NpPoBOAHUKA 30HbI KpenneHus
Ovametp wurnbl SKS B 30He He 6onee 1,15 oT guameTpa UMbl B Havane
KpenieHns nNpoBoAHMKa 30HbI KpenneHus
Ycunve Ha oTpbIB Ukl RB-1 B cpeaHem He meHee 10.7 H
[ns Kaxaoh He meHee 4.45 H
Ycunve Ha oTpbiB Urfibl SKS B cpeaHem He meHee 10,7 H

[ns kaxaoi He meHee 4,45 H

Teeppocte urnbl RB-1 1 SKS no H\/ 4900-6475 H/mm
Bukkepcy
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MapameTpsl LepoxoBaTocT Ha cTepxHe n ocTpue - Ra 0,32 MKM; B 30He
nosepxHocTeli urn RB-1 1 SKS, He KpenneHnus - Rz 20 MKm

5onee

OcTptota Kontoweid yactu urn RB-1 0,025 mm

1 SKS, He 6onee
Ornom urnbl SKS

MpAMble UMb, NpPeAHA3HAYeHHble  ANs

npsamoro BBeLeHuns BO BHELLUHWI
KapAvoCTUMYNATOP, [AO/KHbI JIOMAThCs MO
puyckam

PasbeMbl AN 971eKTPoAoB  Ha HecneunimnuHblii pasbém ¢ MexaHWYecKUM

KapAMoCTUMyATopax JaTArvBaHNEM

"OK yTeuku <2,0 MA

Macca anekTpoga 0,780,025 r

MmnepaHc aneKTpoAa npn OT 21,34 fo 28,34 Om
KapanoCcTUMynsaLv

VmnepaHc aneKTpoaa npu OT 80,26 go 129,31 Om
n3MepeHun

XapacTepucTuku anekTpoga HomeHknatypa
rP\Y30

Konnyectso 3/1EKTPOLO0B B 1
MEPBUYHOI YMaKoBKe

Konunuectso 3N1EKTPOJ0B BC 12
BTOPMYHOA  ynakoBke/komnek!

nocTaBKu

Pa3mepHOCTb NPOBOLHMKA 2-0 USP (3 Ph. Eur.) / 2-0 USP, MP 3,0

11rnvHa NPoBOAHMKA HOMUHaIbHas 60 cm

O6Las g/imHa NPOBOAHNKA 63...66 cm (24.75 - 26 A10iMOB)

[JvnamveTp npoBogHuKa ¢ nsonaumeid 0,559...0,610 mMm (22 - 24 MUNMOHHBLIX AONENA
Jroimva)

11vameTp oronénHoro nposogHuka 0,310...0,338 mMm (12,2 - 13,3 MWUANMOHHBIX

Jonei aroima) (ycnoBHblii Homep U.S.P.; 2*0)
ConpoTurBeHne NPoOBOAHNKA (91 £2,1)Om
anekTpoga

MaTepvan NnpoBoAHMKa Hep>kasetoLuas ctanb 316L

M3onauma npoBogHMKa MonuatnneH

LiBeT nsonsauum CuHuii

MaTtepuan urnsbl Hepxkasetowas cranb 420
[MoKpbITVE UMb CunukoH

13

TPW10 characteristics

TPW quantity in the primary
package

TPW quantity in the secondary
package/Delivery set

Wire Gauge Size

Wire nominal length

Total Length

Coated Diameter

Uncoated Diameter

Lead conductor resistance

Wire material

Wire insolation

Wire insolation color

Needle material

Needle coating

Number of Atraumatic Needles
per Wire

RB-1 Needle Shape

Radius of RB-1curvature

SKS Needle Shape

RB-1 Needle Length

SKS Needle Length

RB-1Needle Diameter

SKS Needle Diameter

RB-1 Diameter in the binding
zone

SKS Diameter in the binding zone

RB-1 Needle Pull-Off
SKS Needle Pull-Off

RB-1 and SKS Needle hardness
due to Vickers*

Roughness parameters of RB-1
and SKS needles surface, no more
than

Range
I

12

2-0 (3 Ph. Eur.) / 2-0 (3.0 metric)
60 cm

63.. 66 cM(24.75-26 in)
0.559...0.610 mm (22-24 mils)

0.310...0.338 mm (122 - 133 mils) (20

U.S.P)
(9.1 £2.1)0

316L SS
Polyethylene
Blue

420 SS
Silicone
Double Armed

Curve

5.41£0.13 mm
Straight

17 mm*

60 mm*

0,6858 mm (27 mils)*
1,016 mm (40 mils)*

No more than 1.15 of needle diameter in the

beginning of the binding zone

No more than 1.15 of needle diameter in the

beginning of the binding zone
Minimum Average 10.7 N
Minimum Individual 4.45 N
Minimum Average 10.7 N
Minimum Individual 4.45 N
HV 4900-6475 N/mm*

on the shank and point - Ra 0.32 pm; in the

binding zone - Rz 20 pm
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MapameTpebl LLepoxoBaToCTN Ha cTepxxHe 1 ocTpue - Ra 0,32 MKM; B 30He
nosepxHocteit urn RB-1 n SKS, He cpennenuns - Rz 20 MKm

6onee

OcTpoTa Kontoueid yactn urn RB-1 0,025 mMm

n SKS, He 6onee
Ornom urnbl SKS

npﬂMbIe urael, npeaHasHa4YeHHbIE  O/1A

npsAMoro BBefeHUs BO BHELLHWIA
KapAMOCTUMYNATOP, AO/MKHbI IOMaTbCcs Mo
ancKam

PasbemMbl  [And  3NEKTPOAOB  Ha Hecneuu(uWUHbIA pa3bém C MeXaHWYeCcKUM

KapAuoCTUMYNATOPax 3aTArvBaHNEM

MoK yTeuku <2,0 MA

Macca anekTpoga 0,78+0,025 r

VmnegaHc anekTpoa npn OT 21,34 po 28,34 Om
KapAnoCTUMY ALK

VmnepaHc 3NeKTpoaa npa Ot 80,26 go 129,31 Om
N3MepeHun

XapacTepuctuku aneKkTpoaa HomeHknatypa
TPW30

Konnyectso 3/1IEKTPOA0B B 1
MepPBUYHOI YMaKoBKe

Konuyectso 3M1EKTPOJ0B BO 12
BTOPUYHOIA ynaKoBKe/KOMMeKT

MoCTaBKM

Pa3mepHOCTb NMPOBOAHUKA 2-0 USP (3 Ph. Eur.)/ 2-0 USP, MP 3,0

1171Ha NPOBOAHMKa HOMUH&aUTbHAA 60 cM

O6Luasn AnMHa NPOBOAHMKA 63...66 cm (24.75 - 26 AOMOB)

[nameTp npoBogHuKa ¢ usonaumein 0,559...0,610 MM (22 - 24 MUNIMOHHLIX JONEN
otoiima)

[JwvameTp oronéHHoro nposogHuka 0,310...0,338 MM (12,2 - 13,3 MUIIMOHHbBIX

aonein aroiMa) (ycnosHblii Homep U.S.P.: 2-0)
ConpoTumsreHve NpOBOAHMKA (9,1 +2,1) Om
aneKTpoja

MaTepuan NnpoBogHMKa Hep>kasetowas cranb 316L

M3onsaums npoBofHUKa Monuatunex

LiBeT msonauum CuHuiA

Martepuan urnbl HepxasetoLas ctans 420
MokpbITHE UMbl CunmkoH
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TPW10 characteristics

TPW quantity in the primary
package

TPW quantity in the secondary
package/EKklivery set

Wire Gauge Size

Wire nominal length

Total Length

Coated Diameter

Uncoated Diameter

Lead conductor resistance

Wire material

Wire insolation

Wire insolation color

Needle material

Needle coating

Number of Atraumatic Needles
per Wire

RB-1 Needle Shape

Radius of RB-1 curvature

SKS Needle Shape

RB-1 Needle Length

SKS Needle Length

RB-1Needle Diameter

SKS Needle Diameter

RB-1 Diameter in the binding
zone

SKS Diameter in the binding zone

RB-1 Needle Pull-Off
SKS Needle Pull-Off

RB-1 and SKS Needle hardness
due to Vickers*

Roughness parameters of RB-1
and SKS needles surface, no more
than

Range
1

12

2-0 (3 Ph. Eur.) / 2-0 (3.0 metric)
60 cm

63...66 cm (24.75-26 in)
0.559...0.610 mm (22 - 24 mils)

0.310..0.338 mm (122 - 133 mils) (2-0

U.SP)
(9.1 £2.1)0

316L SS
Polyethylene
Blue

420 SS
Silicone
Double Armed

Curve

5.41+0.13 mm
Straight

17 mm*

60 mm*

0,6858 mm (27 mils)*
1,016 mm (40 mils)*

No more than 1.15 of needle diameter in the

beginning of the binding zone

No more than 1.15 of needle diameter in the

beginning of the binding zone
Minimum Average 10.7 N
Minimum Individual 4.45 N
Minimum Average 10.7 N
Minimum Individual 4.45 N
HV 4900-6475 N/mm~

on the shank and point - Ra 0.32 pm; in the

binding zone - Rz 20 pm



Uucno atpaBMatuMyeckux urn Ha [pe Sharpness of the stitching part of 0,025 mm

rTPOBOAHMKE the RB-I and SKS needles, no
$opma urnbl SH M3orHyTas more than
Pagunyc KpyBW3HbI Urbl SH 8,76+0,13 mm Breakaway of SKS Needle Straight needles intended for direct insertion
dopma nribl SKS-3 Mpsmas into external pacemaker must break at the score
[XrmHa vrnbl SH 26 MM* marks
[nvHa nrnbl SKS»3 90 mm*
[Jvametp urnbl SH 0,6858 MM (27 MUNIMOHHBIX JONER Aloima)* ) )
[vameTp urnbl SKS-3 1,016 MM (40 MUNIIMOHHBIX AONE LLOMMA)* Connections of electrodes with Non-specific mechanical tightening connector
Ovavetp wurnbl SH B 30He He 6Gonee 1,15 OT gvaMeTpa WUrfbl B Havane Cardiac pacemakers
KpensieHusi MpoBoAHMKa 30HbI KpernieHuns Leakage current <20mA
Ovavetp urnbl SKS-3 B 30He He Gonee 1,15 0T AuameTpa UMbl B Hauase TPW Weight (0.78+0.025) g
KperiieHs NpoBoAHNKa 30HbI KPENEHN Lead pacing impedance From 21,34 t0 28,34 n
Ycunue Ha oTpbIB Urnbl SH B cpegHem He meHee 10,85 H (2,44 dhyHT- o
CUTbI) Lead sensing impedance From 80,26 to 129,31 I
[na kaxpoii He meHee 4,45 H (1,00 dyT-cubl)
Ycunme Ha oTpbIB UMbl SKS-3 B cpegHem He meHee 10.7 H

[ns Kaxpoii He meHee 4.45 H

Teeppocts urnbl SH 1 SKS-3 no H\/ 4900-6475 H/MMA

Bukkepcy

MapameTpbl LLIEPOX0BATOCTU Ha CTepkHe 1 ocTpue - Ra 0,32 MKM; B 30He TPW 30 characteristics Range

nosepxHocTel urn SH n SKS-3, HeKpenneHuns- Rz 20 MKv TPW quantity in the primary 1

6onee package

OcTtpoTa KontoLein yactu urn SH n 0,025 mm TPW quantity in the secondary 12

SKS-3, He 6ornee package/Delivery set

Ornom urnbl SKS Mpamble  wrabl,  npefHasHayeHHble  OnA Wire Gauge Size 2-0 (3 Ph. Eur.) / 2-0 (3.0 metric)
npamMmoro BBEAEHUA BO BHELLHWUI Wire nominal |ength 60 cm
KapauocTUMYNSTOP, AO/MKHbI  loMathcA MO Total Length 63...66 cm (24.75-26 in)

) puckam Coated Diameter 0.559...0.610 mm (22 - 24 mils)
Pasbémbl  AnA  GNEKTPOAOB  Ha HecrneunguuHblii pasbém € MeXaHU4ecKuM Uncoated Diameter 0.310...0.338 mm (12.2 - 13.3 mils) (2-0 U.S.P.)
KapAnocTumynsTopax sararneaHnem Lead conductor resistance (91+2.nn
Tok yTeqkn <2,0 MA Wire material 316L SS
Macca anekTpoja 1,035£0,025 r Wire insolation Polyethylene
VimnegaHc aneKTpoga npn OT 21,34 1o 28,34 Om
KapAMoCTAMY nALMA Wire insolation color Blue
Iﬂs“’l:ﬂ'-é%%m% SMeKTpoja  Mpn OT 80,26 Ao 129,31 Om Needle material 420 SS

Needle coating Silicone
Number of Atraumatic Needles Double Armed
per Wire
SH Needle Shape Curve
Curve of SH Needle 8,76x0.13 mm
SKS-3 Needle Shape Straight
SH Needle Length 26 mm*

14
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XapakTepucTtukmn 3neKTpofa HomeHknaTypa

rP\y92

Konnyectso 3N1eKTPOA0B B 2
MepBMYHOIA YNaKoBKe

Konnyectso 3/1EKTPOA0B BO 24
BTOPUYHOM  yMaKoBKe/KOMMAEKT

MocTaBKu

Pa3vepHOCTb NPOBOAHMKA 2-0 USP (3 Ph. Eur.)/2-0 USP, MP 3,0

1171Ha NpoBOAHMKA HOMUHA/IbHaA 60 cm

O6LLas AnvMHa NpPoBOAHMKA 63...66 cm (24,75 - 26 A0IMOB)

[unameTp npoBogHvKa ¢ nsonauuein 0,559...0,610 MM (22 - 24 MUNNMOHHBIX Lonelt
[Jtoimva)

[Jnawvetp oronéHHoro nposofgHnka 0,310...0,338 Mm (12,2 - 13,3 MWIMOHHBIX
fonei groinma) (ycnosHblin Homep U.S.P.: 2-0)

ConpoTueneHne NPoBOAHUKaA (9,1 £2,1) Om

afeKTpoga

MaTepvan npoBoLHMKa Hepxxasetowas ctasib 316L

M3onauma npoBofHUKa Monnatunen

LigeT n3onauum AByx NpoBOLHWMKOB CuHWiA 1 rony6oi

MaTtepuan urnbl Hep>kasetoLasa crans 420

MoKpbITHE UMb CunnKoH

Uucno arpaBMaTMuUecKMx urn Ha [se

MPOBOAHWUKE

dopma urnsl SH W3orHyTas
Paaunyc kpvBu3HbI Urnsl SH 8,7620,13 Mm
dopma nrnbl SKS>3 Mpsamas
JnviHa urnel SH 26 Mm*
LmHa nrnel SKS-3 90 mm*

Onavetp nrnsl SH
Onametp nrnibl SKS-3

0,6858 MM (27 MUIIMOHHBIX AONEN AtoliMa)
1,016 mm (40 MUNAMOHHBIX AONER AONMA)
Ovavetp wrmbl SH B 30He He 6onee 1,15 0T guameTpa UMbl B Havase 30Hbl
KpenneHns NpoBoAHMKa KpenneHus

Ovamvetp wrnbl SKS>3 B 30He He 60nee 1,15 OT guameTpa Urbl B Ha4asie 30HbI
KpenneHns NpoBoAHMKA KpeneHus

Ycunve Ha oTpbIB urfbl SH B cpepHeM He meHee 10,85 H (2,44 dyHT-CvbI)
[na kaxpoi He meHee 4,45 H (1,00 yT-cunbl)
B cpegHem He meHee 10,7 H

[ns kaxaoi He meHee 4,45 H

HV 4900-6475 H/mm*

Ycunve Ha oTpbiB uribl SKS-3

Teepgoctb urnsl SH 1 SKS-3 no
Bukkepcy

15
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SKS-3 Needle Leneth

SH Needle Diameter

SKS-3 Needle Diameter

SH Diameter in the binding
zone

SKS-3 Diameter in the binding
zone

SH Needle Pull-Off

SKS-3 Needle Pull-Off

SH and SKS-3 Needle hardness
due to Vickers

Roughness parameters of SH
and SKS-3 needles surface, no
more than

Sharpness of the stitching part
of the SH and SKS-3 needles,
no more than

Breakaway of SKS-3 Needle

Connections of electrodes with
Cardiac pacemakers

Leakage current

TPW Weight

Lead pacing impedance

Lead sensing impedance

90 mm*

0,6858 mm (27 mils)*

1,016 mm (40 mils)*

No more than 1,15 of needle diameter in the
beginning ofthe binding zone

No more than 1,15 of needle diameter in the
beginning of the binding zone

Minimum Average 10.85 N (2.44lbs)

Minimum Individual 4.45 N (1.00lbs)

Minimum Average 10.7 N

Minimum Individual 4.45 N

HV 4900-6475 N/mm~

on the shank and point - Ra 0.32 pm; in the
binding zone - Rz 20 pm

0,025 mm

Straight needles intended for direct insertion into
external pacemaker must break at the score marks

Non-specific mechanical tightening connector

<2.0mA
(1.035+0.025)g
From 21,34 t0 28,34 I

From 80,26 to 129,31 J1



MapameTpbl LuepoxoBaTocTy Ha cTepXHe u ocTpue - Ra 0,32 MKM; B 30He
noBepxHocTelt urn SH 1 SKS-3, He KpenneHus - Rz 20 MKm

Sonee

OcTtpoTa Kontoulein Yactu urn SH n 0,025 mm

SKS-3, He 6onee

Ornom urnel SKS MNpAMble Urnbl, NpefHasHavyeHHble 41d NpaMoro

BBEEHUS BO BHELUHWIA  KapAWOCTUMYNATOP,
A0/DKHbI IOMAaTbCA MO PUCKAM
PasbéMbl [N 9MeKTPOAOB  Ha HecneuuduuHblA  pasbéM € MeXaHU4ecKUM
KapaunoCcTUMynsaTopax 3aTArMBaHMeM
oK yTeuku <2,0 MA
Macca anekTpoga 1,035+0,025 r
OnvHa npegsaputensHo 13,33... 13,97 mm (0.525”...0.550™)
:(hopMMpPOBaHHOIA BO/HbI
NPOBOAHUKA

PaccTosHue oT nrnbl fo >23,1 mm (0.917)
npesBapuTe/ibHO CHOPMUPOBAHHOW
30/1HbI NPOBOAHMKA

BoicoTa npeggaputenbHo 9,9...13,5 mm (0.39”...0.537)
CthopMMpPOBaHHOIA BO/THB!

NPOBOAHMKA

VmnegaHc anekTposa npu OT 21,34 go 28,34 Om
KapauoCTUMYALUN

VimnegaHc anekTpoja npu OT 80,26 go 129,31 Om
N3MEPEHUN

"[onyCcTMMOe OTK/TIOHEHWE XapaKTepUCTMK COCTaB/ACT £ 5%, €C/IN He YKa3aHo MHOe.
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TPW 92 characteristics

TPW quantity in the primary
package

TPW quantity in the secondary
package/Delivery set

Wire Gauge Size

Wire nominal length

Total Length

Coated Diameter

Uncoated Diameter

Lead conductor resistance
Wire material
Wire insolation

Wire insolation color

Needle material

Needle coating

Number of Atraumatic Needles
per Wire

SH Needle Shape

Curve of SH Needle

SKS-3 Needle Shape

SH Needle Length

SKS-3 Needle Length

SH Neddie Diameter

SKS-3 Needle Diameter

SH Diameter in the binding
zone*

SKS-3 Diameter in the binding
zone*

SH Needle Pull-Off

SKS-3 Needle Pull-Off

SH and SKS-3 Needle hardness
due to Vickers

Roughness parameters of SH
and SKS-3 needles surface, no
more than

Range
2

24

2-0 (3 Ph. Eur.) / 2-0 (3.0 metric)
60 cm

63.-.66 cm (24.75 - 26 in)
0.559...0.610 mm (22 - 24 mils)

0.310...0.338 mm (12.2 - 13.3 mils)(2-0 U.S.P.)

(0.1+2.1)0
316L SS
Polyethylene

Dark blue and Light Blue

420 SS
Silicone
Double Armed

Curve

8.76+0.13 mm

Straight

26 mm*

90 mm™*

0,6858 mm (27 mils)

1,016 mm (40 mils)

no more than 1,15 of needle diameter in the
beginning ofthe binding zone

no more than 1,15 of needle diameter in the
beginning of the binding zone

Minimum Average 10.85 N (2.441bs)

Minimum Individual 4.45 N (1.00Ibs)

Minimum Average 10.7 N

Minimum Individual 4.45 N

HV 4900-6475 N/mm*

on the shank and point - Ra 0.32 jim; in the
binding zone - Rz 20 pm
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Sharpness of the stitching part
of the SH and SKS-3 needles,
no more than

Breakaway of SKS-3 Needle

Connections of electrodes with
Cardiac pacemakers

Leakage current

TPW Weight

Pre-formed wave length

The distance from the needle to
the pre-formed wave
Pre-formed wave height

Lead pacing impedance
Lead sensing impedance

0,025 mm

Straight needles intended for direct insertion into
external pacemaker must break at the score marks
Non-specific mechanical tightening connector

<2.0 mA
(1.035+0.025)g
13.33...13.97 mm
(0.525”...0.550™)
>23.1 mm (0.91")

9.9...135mm (0.39”...0.53")

From 21,34 10 28,34 Q
From 80,26 to 129,31 I

eTolerance is+ 5% unless otherwise specified



«COMACOBAHO»

«3TUKOH, 3/1-3/1-C» <Kpyrnas neyats: HOTAPUNYC;
Xaitysin 183 Km 8.3, JTOPU A. TIPUCKO;
CaH-J1opeHuo, MyapTto-Puko 00754, CLUA HbO-[PKEPCIN>
MeHepKep No MeXAyHapoAHON cTpaTernm HopMaTUBHO- MognuncaHo nog NpUCAroid B MOEM MpUCyTCTBIM

MPaBOBOro PEryMpPoBaHus cerogHs, 9 oktsa6ps 2020 roga

CrepaHun Caatu

<nognmcaHo> ’ <nognvcaHo>
(noanuce) oTapuyc
«09» okTabpa 2020 ropa

CKpyrnas neyars: HOTAPUHYC WL rar How -Jxepcn>
<Worawn:DOPUW A TPUCKD

HOTAPUYC - W rar Hsw -Jxepc

MHCTPYKUMA O MPMMEHEHWIO
SNIEKTPOA AN1A BPEMEHHOW KAPANOCTUMY NALNN,

BAPVNAHTbI NCMNOJIHEHWA: TPW10, TPW30,TPW92

2020 rog
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[MepeBof LaHHOTO TEeKCTa BbINOAHEH nepeBoAgYnKoM KpanauHbim JeHncom AnekcaHgpoBuyem

NoANMCh

Poccuiickas ®epaepauus

["opog Mockaa.
[BajuaTb BOCbMOro OKTS6psA ABe ThiCAYM ABaALATOro roga.
A, MpokoweHkoBa EneHa EBreHbeBHa, HoTapuyc ropoga MOCKBbI, CBMAETENLCTBYH MOLMHHOCTb

noznucu nepesogumka KpannunHa JeHunca AnekcaHaposumya.
Mognuce caenaHa B MOEM NPUCYTCTBUN.
JInyHOoCTbL NognucasLLero AOKYMEHT YCTaHOB/EHaA.

3aperncTpmpoBaHo B peectpe: Ne 21/86-H/77-2020-

B3bICKaHO rocyapCTBEHHOM NOLLAMHBI (Mo Tapudy): 100 py6. 00 kon.
YnnayeHo 3a OKasaHve YCNyr npaBoBOro 1 TexHuyeckoro xapakrepa: 300 py6. 00 kon.
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