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Instruction for use for

NHCTpYKLUMs no medical device:

NMPUMEHEHNIO MEANLIMHCKOIO

n3nenus:
CuncTtema ruHeKonorm4yeckas

GYNECARE TVT Obturator, B
cocTaBe

GYNECARE TVT
Obturator System

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLIMHCKUX U3REM



Russian text

BHumaTenbHO 03HaKOMbTeCb co BCeii npeAcTaBneHHO
NH(OpMaLnen.

HecobntofieHne MHCTPYKLUNA MOXET MPUBECTU K HerpaBWibHOW paboTte
yCTpOMCTBa 1 TpaBMam.

BaxHo!

B pgaHHOM  NMCTKe-BKNagbllle  npeAcTasfieHa  WHCTPYKUMA MO
NPUMEHEHMIO cuCTeMbl TMHeKonornyeckoli GYNECARE TVT Obturator.
B coctaB cuCTEMbl BXOAWUT fleHTa-UMMNAAHTAT CTepubHaa ceT4yartas,
MPOBOAHWKN MeTaNInyeckKne N30rHyTble 1 HarnpaBUTeNb MeTalIMYecKnil.
Bknagbll He cOAepXUT NOJTHOTO ONucaHUa XMpPypruyeckoro nprema ans
KOpPeKUuMM HefepxxaHnsa Mmouu npu Hanpsxenun (HMH). YcTpoiicTBo
npefHasHayeHo [ TNPUMEHEHUA TONIbKO Bpavamu, 06YyYeHHbIMM
XUPYPrUYecKoMy JfIEYEHUIO HeAep>kKaHud MO4YM NPU HanpsXeHWn, u, B
4aCTHOCTW, MMMMaHTauuM cucTembl TFUHekonormnyeckoin GYNECARE
TYT Obturator.

[aHHble MHCTPYKLMWN MpefHa3HayveHbl 41 06LWMX Cry4vaeB NMpUMeHeHUs
ycTpoiicTBa. B oTAenbHbIX cnyyasx MNOpPSAOK MPUMEHEHUS YCTPONCTBa
MOXET 6blTb WM3MEHEH B 3aBMCUMOCTW OT WHAMBUAYANbHON TEXHUKU

Xupypra n aHaToMn4yeCcKmnx 0COGeHHOCTeN nayneHTKn.

1.1 HanmeHoBaHMe MeANLMHCKOIO n3henmnsa

Cuctema ruHekonorndeckas GYNECARE TVT Obturator, B cocTase
1 JleHTa-uMnNnaHTaT cTepunbHas cetyaTas (1 Wr.);

2. [IpOBOAHMKN MeTa//INYecKne U30rHyTble (2 WT.:
"neBblii");

3. HanpaBuTtenb metananyeckuii (1 wrt.).

4. 'HCTPYKUMS Mo npuMeHeHunto (1 wr.)

(manee MoXeT ynoMmuHatbcs Kak - Cuctema, GYNECARE TVT, TVT-0)

"npasbIin” ©

1.2 O6nacTb NPpMMEHEHUS

[aHHble n3genvs ABNAOTCA MeANLNHCKAMM n3genmnamu,
npeAHasHa4YeHHbIMW ANA NPUMEHEHWUS B TepaneBTUYECKMX LUEeNnax Ans
W3MEHEHNS aHATOMWUW, Ha3Ha4yeHVEe KOTOPbIX He peann3yeTcs nyTem
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English text

Please read all the information provided carefully.

Failure to follow instructions can result in device malfunction and injury.
Important!

This package insert provides instructions for using the GYNECARE TVT
Obturator System. The system includes a GYNECARE TVT Obturator
device, a GYNECARE TVT Helical Passers and a GYNECARE
Atraumatic Winged Guide. The insert does not provide a complete
description of the surgical technique for correcting stress urinary
incontinence (STI). The device is intended for use only by physicians
trained in the surgical treatment of stress urinary incontinence, and in
particular for the implantation of the GYNECARE TVT Obturator
System.

These instructions are for general use of the device. In some cases, the
order of using the device can be changed depending on the individual
technique of the surgeon and the anatomical features of the patient.

1.1 Name of the medical device
GYNECARE TVT Obturator System including:

1. GYNECARE TVT Obturator device (1 pcs)

2. GYNECARE TVT Helical Passers (2 pcs: “right” and “left”)
3. GYNECARE Atraumatic Winged Guide (1 pcs)

4. Instruction for Use (1 pc)

(thereinafter - System, GYNECARE TVT, TVT-0)

1.2 Scope
The products are medical devices intended to be used for therapeutic
purposes for modification of the anatomy, and does not achieve its



(hapMaKonormyeckoro, MMMYHO/IOTMYECKOr0 WA MEeTabonn4ecKoro
BO3[ENCTBNA Ha OpPraHn3m YenoBeka

1.2.1 HasHayeHne MeANLMHCKOro n3genns

Cuctema rMHEKO/I0rnYeckas GYNECARE TVT Obturator
npefHasHayeHa [N  WUCMNOMb30BaHUA Y  D>KEHWMWH B  Kayecrse

cybypeTpanbHOro cTpona A/if /ie4eHns CTPECCOBOro HeAepXXaHns Mouw,
BbI3BAHHOIO TMMEPMOBUIBHOCTLIO YPeTpbl U / UM HeAOCTaTOYHOCTbLIO
BHYTPEHHEr0 CPUHKTEpA.

1.2.2 TToka3aHuA

NeHTa-MnnaHTaT  cTepu/ibHas  ceTyatad  MpefHasHayeHa  Aa
MCMOMIb30BaHNA Y JKEHLUMH B KauyecTBe CybypeTpasibHOro crtpona Aans
NeYeHNs CTPECcCOBOro HegepXaHus Moum (SUL), BO3HMKalOLWEro B
pesynbTaTe runepmMobunbLHOCTM YPeTpbl U / UM HeAOCTaTOYHOCTbLIO
BHYTPEHHEr0 ChHMHKTEpA.

MpOBOAHMKM MeTaNIMYeCKNe N30rHYTble N HaNPaBUTe/lb MeTaNINYeCKnl
npefHasHayeHbl 18 06/eryeHNss YCTaHOBKM CTEePUSIbHOW CeTyaToi
NeHTbI-MMMNaHTaTa.

1.2.3 NMpoTnBonoKasaHma

Kak n pgna noboil onepauun noapellnBalollero Tuna, B Ciy4ae
6epeMeHHOCTV NpOoBefeHVe OMUCAHHON npoueaypbl 3anpelyeHo. Kpome
TOro, MNOCKONbKY CTepu/ibHaf ceTyatas JfieHTa-umnaaHTaT obnagaet
Masnoi cnoco6HOCTBLIO K PacTSXEHMIO, NPoLeaypy He creayeT NpOBOAUTD
nauMeHTKam C BEpPOATHOCTbIO poCTa B OyAyLleMm, BK/IHOYas >KEHLLUVH,
NNaHUpYyoLWnx 6epeMeHHOCTb.

1.2.4 N060YHbIE AeACTBUA U OCNOXHEHMNS

. B0O3MOXHbI MPOKOAbI WAM pas3pbiBbl COCYA0B, HEPBOB, APYrux
aHaTOMWYEeCKUX CTPYKTYpP WM OPraHoB, BK/OYas MOYEBOM My3bipb,
MOYEUCNyCKaTe/IbHbI KaHan WM KULWEeYHUK, 4YTO MOXeT notpebosatb
BOCCTAHOBUTE/IbHOTO XMPYPrMyeckoro BMeLLaTesibCTaa.

. B o6nacTtv paHbl BO3MOXHO BPEMEHHOE MECTHOE pasfpaXKeHue.

. Kak ©n ¢ 7nobbiMu  gpyrumum  MMnaaHtTatamu, BO3MOXHO
BO3HVKHOBEHVE peakuun Ha WHOPOAHOE Tefo, CTeNeHb KOTOPO MOXeT
pasnuyatbCsa. Takas peakuus MOXET NPUBECTU K BblIGYXaHWIO, 3pO3NN.
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principal intended action in the human body by pharmacological,
immunological or metabolic means.

1.2.1 Purpose ofa medical device

The GYNECARE TVT Obturator System is intended to be used in women
as a sub-urethral sling for the treatment of stress urinary incontinence
(SUI) resulting from urethral hypermobility and/or intrinsic sphincter
deficiency.

1.2.2 Indications

The GYNECARE TVT Obturator device is intended to be used in women
as a sub-urethral sling for the treatment of stress urinary incontinence
(SUI) resulting from urethral hypermobility and/or intrinsic sphincter
deficiency.

The GYNECARE TVT Obturator Helical Passers and Atraumatic Winged
Guide are intended to aid in the placement of the GYNECARE TVT
Obturator Device.

1.2.3 Contraindications

As with any suspension surgery, this procedure should not be performed
in pregnant patients. Additionally, because the PROLENE polypropylene
mesh will not stretch significantly, this procedure should not be performed
in patients with future growth potential, including women with plans for
future pregnancy.

1.2.4 Adverse Reactions/Undesirable Side Effects

e Punctures or lacerations of vessels, nerves, structures, or organs,
including the bladder, urethra, or bowel, may occur and may require
surgical repair.

* Local irritation at the wound site may occur.

» As with any implant, a foreign body response will occur, the extent of
which may differ. This response could result in extrusion, erosion,
exposure, fistula formation and/or chronic inflammation, the severity of
which is unpredictable or other adverse reactions, which may be ongoing.



06HaXXeHWH, 06pa3oBaHMI0 CBULLIEW 1 (M) XPOHMYECKOMY BOCMaNneHuto,
TSHKECTb KOTOPOro Henpejckasyema.
. O6pasoBaHve CBULLEN, OCTPOE W XPOHWYECKOe BOCMNasieHne W
MOCTOSHHbLIA PUCK BbIAAB/IMBAHWUA CETKW, OOHAXEHMS WU  3P03UK
Bnaranuwa uam Apyrux CTpykTyp WM OpraHoB (TakMx KaK MO4YEBOWA
ny3blpb, ypeTpa Wiy npsMas KuLKa), KOTopble MOryT OblTb TPYAHO
NOAJAIOIWMMUCA JIEYEHUIO U MPUBOAUTL K Nocnefytowein  6onu.
BbigaBnusaHue, O06HaXeHVWe WAW 3p0O3NA CETKU BO Braraivile Takxke
MOTYT BbI3BaTb HEMPUATHbIE Bbl4eNIEHNSA U3 BRaraima..
. WHhekumns nocne TpaHcBarMHanbHOM umnnaHTaymm. Kak n npm
NOO6LIX XMPYPrUvecknx npouegypax u MMMAaHTauum WUHOPOAHLIX Ten,
CYLWEeCTBYET PUCK WHMOUUUPOBAHWA, W CTepu/bHas ceTyatas JfieHTa-
MMNaHTaT  MOXET  YCUIUTb  yXXKe  VMMEIOLWYCS  MHPEKLMI.™
OcCTpble 1 XpOHMYecKue 6osu.
. BpemeHHas WM XpOHMYeCKas AUCHYHKLMS  OMOPOXHEHUS
MOYeBOro nysbips (MNKU 3aTPYAHEHME MOYENCNYCKaHWUA) Unn 3agepxka /
HEMPOXOAMMOCTb MOYEUCMNYCKaHUS, He 3aBuCAWAs OT TOro, 4To
noCnyXuno NPUYNHON - ype3mepHas Koppekuuei nnu
rMNepMo6uNbHOCTLIO YPETPLI, T. €. CIMLLKOM CU/IbHOE HaTsXKeHWe NIEHTHI,
WAKW  U3-32 HENpPaBWU/IbHOTO PAaCMOOXeHUA WAN  CAUWKOM  TYrOM
YCTaHOBKMW MMMNaHTaTa.
. Bonb Npu NONOBOM akTe (gucnapeyHus) v MoTeps MOOBOWA
(hyHKUMK (anapeyHus), KoTopasi Y HEKOTOPbIX NaLMEeHTOK MOXeT He
pa3peLnTbCa.
. Upe3mepHOe COKpalleHMe Wan ycagka TKaHW, OKpYXXatoLeln
CeTKy, W BarvHanbHble pybubl MO MpPUYMHAM, KOTOPbIe BK/HOYAlOT,
MOMUMO TNPOYEro, XPOHUYeCKoe BOCMNasieHne, OOHaXKeHMe CceTyaTou
NeHTbl-UMNAaHTaTa.
. Mpobnemsbl, CBA3aHHbIE C HEPBHO-MbILIEYHOW CUCTEMOW, 1 TOM
yucne ocTpblie 1 (MNK) XpoHUYeckne 6onm B 06n1acTu naxa, 6egep, Hor,
Tasza 1 (M) 6pIOLLIHON NONOCTK, cNaboCTb B HOrax.
. Peunans Hegep>kaHua.
. KpoBoTeueHue, BKIOYaA KPOBOU3NUAHUA WA TEMATOMBbI.
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* Fistula formation, acute and chronic inflammation and ongoing risk of
mesh extrusion, exposure, or erosion into the vagina or other structures or
organs (such as bladder, urethra or rectum) which may be difficult to treat
and result in consequent pain. Mesh extrusion, exposure, or erosion into
the vagina may also cause offensive vaginal discharge.

» Infection following transvaginal implantation. As with all surgical
procedures and the implantation of foreign bodies, there is a risk of
infection and PROLENE Mesh may potentiate an existing infection.

« Pain - which may be severe and chronic.

e Temporary or chronic voiding dysfunction (or difficulty voiding) or
urinary retention/obstruction independent from that caused by
overcorrection or urethral hypermobility, i.e., too much tension applied to
the tape, or from misplacement of the sling or placing the sling too tightly.
e Pain with intercourse (dyspareunia), and loss of sexual function
(apareunia), which may be ongoing and may not resolve in some patients.
» Excessive contraction or shrinkage of the tissue surrounding the mesh,
and vaginal scarring from causes which include, but are not limited to,
chronic inflammation, mesh exposure.

* Neuromuscular problems, including acute and/or chronic pain in the
groin, thigh, leg, pelvic and/or abdominal area, and leg weakness, may
occur.

* Recurrence of incontinence.

« Bleeding, including hemorrhage, or hematoma.

* One or more revision surgeries may be necessary to treat these adverse
reactions. Revision surgeries may not resolve complications and are
associated with a risk of adverse reactions.

« PROLENE Mesh is a permanent implant that integrates into the tissue.
In cases in which the PROLENE Mesh needs to be removed in part or
whole, significant dissection may be required. Removal of the implant in
whole or in part will not necessarily alleviate the patient’s symptoms.
Removal of part of the implant can be difficult. Surgery to remove the
whole or part ofan implant can result in further scarring and tissue damage



. Ona  neveHus TakMx HebGMaronpuATHbIX — peakuuidi  MoryT
NnoTpebOEWITLCA  O4HA WM HECKO/IbKO  PEBM3WMOHHBLIX  Onepauuii.
PeBM3MOHHbIE onepaumn MOTYT He paspeLlnTb OC/IOXHEHWUS U CBSA3aHbI C
PUCKOM BO3HWKHOBEHWS MNOBGOYHBIX peakLuuii.

. CTepunbHas ceTyatas JleHTa-UMMNAHTaT - 3TO MOCTOSHHbINA
MMMNIaHTaT, BpacTatowuii B TKaHW. Mpn HE06X0AUMOCTM YaCTUYHOTO UK
MONHOr0 yJaneHWs NeHTbl MOXeT MoTpeboBaTbCs 3HAUYUTENbHOE
pacceuyeHvie TKaHein. Y janeHve nmnaaHTaTa nofHOCTbIO UM YaCTUYHO He
06g3aTeNbHO  06N1€erYMT CUMNTOMbI  NauueHTa. YJaneHue 4actu
MMMNNaHTaTa MOXeT ObiTb 3aTpyAHUTENbHbIM. Onepauus Mo yaaneHuto
MMANaHTaTa LefIMKOM WM €ro Y4acTu MOXET MPUBECTU K AanbHeiLemy
PyOLIEBAHMIO N MOBPEXAEHUKD TKaHEW, 4YTO, B CBOK 0O4yepelb, MOXET
MMeTb  HebnaronpuAaTHble  NOCNEACTBUSA,  BK/IOYas  CUIbHYHO
XPOHMUYECKYIO 60/b, KOTOPYKO Henb3s YA0BMETBOPMUTENbHO PaspeLlnTb.
Onepayuns No yfaneHU0 BCEro WM YacTU MMMaHTata Takke MOXeT
MPMBECTU K PeuuamnBy CTPECCOBOFO HefepXaHus Mouu. YJaneHue
paspylieHHOn  ceTyaTol  NIeHTbI-UMNAAHTaT  He  0653aTeNbHO
NpeAoTBPaTUT Aa/lbHeiLwne 3po3nn Unmn apyrue noboyHble s deKTbl.

Apyrvie nobo4Hble apheKTbl/HexenaTesibHble ABNEHUSA
. Cepombl

. YpreHTHOe HeaepXaHue, BK/IOYas HegepxxaHue moyu de novo

. YacToe moyeuncnyckaHme

. 3agepxka moun

. O6pasoBaHue cnaek

. ATUMWUYHbIE BarMHa/IbHblE BbleneHns

. Mpy 06HaXEHWUW NeHTa MOXET MPUYMHATL 601b UK JUCKOMGOPT
napTHepy NauveHTKX BO BPeMs NOJIOBOr0 akTa

. NeTanbHbIn ncxon

1.2.5 Ycnosusa akcnayataymn

W3penne ncnonb3yeTtcs BO BHYTPEHHE cpeje opraHnusma
Temnepartypa: ot +32°C pfo +42°C
1.2.6 YcnoBusa NpyMeHeHNA MeAULIMHCKOro n3genns
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which, in turn, may have adverse outcomes including severe chronic pain
which may not be able to be satisfactorily treated. Surgery to remove the
whole or part ofthe implant may also result in recurrence of SUL. Removal
of the eroded mesh will not necessarily prevent further erosions or other
adverse events.

Other Adverse Reactions/Undesirable Side EfTects

» Seroma

« Urge incontinence, including de novo urge incontinence

 Urinary frequency

* Urinary retention

» Adhesion formation

« Atypical vaginal discharge

« Exposed mesh may cause pain or discomfort to the patient’s partner
during intercourse.

* Death

1.2.5 Operating conditions

The device is used in the internal environment of the body
Temperature Limitation: +32°C to +42°C
1.2.6 Conditions of medical device use (MD potential customers)




W3penne  npefHasHayeHO — MCNOMb30BaHWA  TOJILKO  Xupypramu,
06YYEHHbIMU XUPYPrUYECKOMY NIEHYEHMIO CTPECCOBOI0 HeepXKaHns MOYm
W, B YaCTHOCTW, MMNAHTaL MU CTEPUNIbHON CETYATOM NEHTbI-MMMNNaHTaTa.
O6yyeHne [O/MKHO COOTBETCTBOBATb WHCTPYKLMAM M0 06YyYeHuto,
YCTaHOB/MIEHHbIM MeXAyHapoAHOM YPOrMHEeKOIOrMyYecKon accoumnaumen
(IUGA) wnn  gpyrumMy  MeXAYyHapoLHbIMW, HaUWOHAIbHbIMU UK
MECTHbIMU yupexaeHusamn. MoboyHble peakuMnm MOryT BO3HUKHYTb
He3aBMCMMO OT MOATOTOBKMU U OMbITa XUpypra.

CTepunbHas ceTyatas neHTa-uMnnaHTar asngetcs MPT-coBMeCTUMbIM
n3genvem.

1.2.7 ®akTOpbl, CBA3AHHbLIE C NaLMeHTOM

MeguumnHckoe n3genue npefHasHavyeHo AN HeGepeMeHHbIX B3POC/bIX
NnauveHToK, He naaHupywWwmx Oyayly 6epeMeHHOCTb, KOTOpble
CTpafjalT OT CTPECCOBOrO  HeAepXaHus MOYM B pesyfbTare
rMNepMobuUNbHOCTN YPeTpbl U / MW Hef0CTaTOYHOCTHHO BHYTPEHHErO
ChmHKTEpa. X1pypru fOMKHbI UCMOb30BaTb CBOW XUPYPruyecKnin onbIT
N CY)XXAEHWSA, 4ToObl onpeaennTb, MOAXOAMT MU NeHTa-UMNAaHTaT Ans
KOHKPETHbIX nayneHToB. Creyunguryeckue ana nayneHTa paktopbl MOryT
NPenATCTBOBaTb 3aXKUBJIEHUIO PaH, YTO MOXKET YBE/NUYNTb BEPOATHOCTb
NOGOYHbIX AEACTBWIA.

1.2.8 YKazaHue BO3MOXHOCTU U 0OCOBEHHOCTEN
MEAUUWHCKOrOo un3genua [ANs Nwojerd ¢ UMNAaHTUPYeMbIMU B
OpraHW3M 4enoBeka MeAULUHCKUMWU U3Lennamu, OGepemMeHHbIX
XEHLWWH, XeHLWMWH B MNepuoi rPyAHOro BCKapMAWBaHWSA, feTei,
B3POC/bIX, UMEHLWNX XPOHUYEeCKMe 3a601eBaHNA

Kak n pgna nob6oi onepauun MOABELLMBAIOLLErO TuNa, B Clyyae
6epeMeHHOCTM MpPOBeAeHMEe ONUCaHHOW Mpoueaypbl 3anpeleHo. Kpome
TOro, MOCKO/bKY CTepu/bHas ceTyatas JleHTa-umnnaHTat obnagaet
Masol CNOCOBGHOCTBLIO K PacTsHXKeHUIo, Npoueaypy He cnefyeT NPOBOAUTb
nauMeHTKaM C BEPOATHOCTbIO pocTa B OyAylleM, BKIKOYas >KEHLLMH,
NNaHMpPYyLWNX 6epeMeHHOCTb.

NHhopmauma 0 NpYMEHEHUN U3AENUA Y KOPMALLMX XEeHLWMWH, aeTeld v
B3POC/bIX, UMEHLLNX XPOHUYECKME 3a60N1eBaHMS, OTCYTCTBYeET.

NPUMEHEHNA
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The device is intended to be used only by surgeons trained in the surgical
treatment of SUI and specifically in implanting the GYNECARE TVT
Obturator device. Training should be in line with the training guidelines
specified by the International Urogynecological Association (IUGA) or by
other international, national, or local Institutions. Adverse reactions may
occur notwithstanding the training and experience of the surgeon.

GYNECARE TVT Obturator System is Magnetic Resonance (MR) Safe.

1.2.7 Patient Factors

GYT~ECARE TVT Obturator is intended for use for non-pregnant adult
female patients not planning future pregnancies, who are affected by SUI
resulting from urethral hypermobility and/or intrinsic sphincter
deficiency. Smgeons should use their surgical experience and judgment to
determine if PROLENE Mesh is appropriate for certain patients. Patient-
specific factors may impair wound healing, which may increase the
likelihood of adverse reactions.

1.2.8. Indication of possibilities and features of medical device use in
people with implanted medical devices, pregnhant women,
breastfeeding women, children, adults with chronic diseases

As with any suspension surgery, this procedure should not be performed
in pregnant patients. Additionally, because the PROLENE Polypropylene
mesh will not stretch significantly, this procedure should not be performed
in patients with future growth potential, including women with plans for
future pregnancy.

No information available for use in breastfeeding women, children and
adults with chronic diseases.



NCnosb30BaHNA
ynpaensTb

1.29 CsegeHna 0  BO3MOXHOM  B/INSHUMN
MeANLIMHCKOIO0 n3genunsa Ha CrocobHoCTb
TPaHCMOPTHbLIMU CpefcTBaMU, MexaHU3Mamu
VHpopmaumusa 0 BO3MOXHOM BUAHUWU WUCMOMb30BaHUA MeLULMHCKOro
M3Lennsa Ha CnoCcOOHOCTb YMpPaBNATb TPAHCMOPTHLIMU CPeACTBaMMU,
MeXaHW3MaMy He BbISIB/IEHA.

2. KNACCNPUNKALUNA MEONT"MHCKOIO N3AENNA

Knacc noteHuManbHOro pucka npuMeHeHWsa MeAULUHCKOro Wsgenus B
COOTBETCTBMM C HOMEHKNATypHOW Knaccumkauneid MeauLMHCKUX
n3genni:3.

XapakTep vHBasunu: VIHBa3UBHbIMN.

Buf KOHTaKTa c opraHMsMom yenoseka rno 1ISO 10993-1:

NeHTa: MMNNaHTUPYyemoe W3fenne, B OCHOBHOM KOHTakKTupytoLlee ¢
MAFKUMU TKaHAMU U MEXTKaHEeBOW XXNAKOCTbIO;

MPOBOLHUKMN MeTa/I/INYeCKNe U30THYTbIe, HanpaBuUTeNb MeTalIMYeCKUIA:
U3Lennsa, MPUCOELUHAEMblE W3BHE, KOHTAKTUPYHOLWME C  MATKUMU
TKaHAMU, KOCTHbIMU TKaHAMU

MpogomknTensHoCTL KoHTakTa rno 1ISO 10993-1:

NenTa: Kateropusi C (>30 cyToK);

MPOBOAHMKN MeTa/l/IM4yeckme N30rHyTble, HanpaBuTenb MeTa/INUYECKUiA:
KaTeropus A (< 24 u).

KpatHocTb npumMeHeHunsa: OLHOKpPaTHOE NMPUMEHEHME.

OTHoLeHue K cTepunmsaunn: CTepunbHoe.

MpuMeHeHWe NCTOYHMKOB 3HEprumn: HenpumeHUMo.

Vicnonb3oBaHMe B COCTaBe N1eKapCTBEHHbIX cpeacTs: HET.
Vcrnonb3oBaHne npu  M3roToBAEHUW MPOAYKTOB  BMONOTMYECKOro
npoucxoxaeHua: HET.

OTHeceHue K cpeacTBaMm mamepeHus: HET,

3. OMMNCAHWME MPHUWMMOB, HA KOTOPbIX OCHOBAHA
PABOTA MEANUMHCKOIO N3NENNA, n NX
OCOBEHHOCTEMN

Cuctema ruHekonorudeckads GYNECARE TVT Obturator npeacraenset
CO6O0W CTEPUNbHbINA, OAHOKPATHOIO NPUMEHEHUS HAbOopP, COCTOALLMNIA 13:
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1.2.9 Information on the possible impact of the medical product use
on the.ability to drive vehicles, mechanisms

No information available on the possible impact of the medical product
use on the ability to drive vehicles, mechanisms.

2. CLASSIFICATION OF THE MEDICAL DEVICE

Class potential risk of medical device use according to the nomenclature
classification of medical devices: 3.

Character of invasion: Invasive.

Type ofcontact with the human body by 1SO 10993-1: Obturator
Device: Implantable device, mainly in contact with soft tissues and
interstitial fluid; Helical Passers, Atraumatic Winged Guide: External
communicating devices in contact with soft tissues, bone

Contact duration by 1SO 10993-1: Obturator Device: Type C (>30 days).
Helical Passers, Atraumatic Winged Guide: Type A (<24 h).

Multiplicity ofuse: Single Use

Sterilization: Sterile.

Application of energy sources: Not applicable.

Use in medicaments composition: NO.

Use during manufacture of products of biological origin: NO.
Assignment to measuring instruments: NO.

3. DESCRIPTION OF THE OPERATIONAL PRINCIPLES OF
THE MEDICAL PRODUCTS AND THEIR FEATURES

The GYNECARE TVT Obturator System is a sterile, single-patient use
procedure Kit consisting of:




JleHTa - umnnaHTaT CTepUnbHas ceTyaras

JleHTa - wmnNnaHTaT CcTepunbHas ceTyatas COCTOMT W3  OfHOW
HEOKpALLUEHHOM WM  CUHEA NONUMNPOMNWUIEHOBOM CETYaTOM NEeHTbI-
nmnnaHtata PROLENE pa3smepom npubnuantensHo 11 cm x 45 cm,
MOKPbITON NNAaCTMKOBLIM NPO3paYHbIM YeX/IOM C pa3pe3oM nocepefmnHe,
[BE YacTW KOTOPOro YaCTUYHO NepeKpbIBAKOT Apyr Apyra K koHuam netim
NPUKpenneHbl NnacTMaccoBble TPy6OKuM-coegmnHmuTenn. CeTyatas NneHTa-
MMnNnaHTaT AOCTYNHa B BepcuMM nasepHoit pesku: (L) B KOHUe HOMepa
0603HayYaeT CeTKy, Bblpe3aHHy nasepoM. CeTyaTas NeHTa-UMMNaHTaT
COCTONT M3  TPUKOTAXHOrO  BOMIOKHA M3 3KCTPYAUPOBAHHbIX
NOAUNPONUIEHOBbLIX HUTEN, WAEHTUYHbIX MO COCTaBy MCMONb3YEMbIM B
NONMMPOMNUNEHOBO  HepaccacbiBalOWECs  XUPYPrMYECKON  HUTK
PROLENE. NWmnnaHTaT uMeeT ToNWwunHy npumMepHo 0,7 mm. CoobLuiaetcs,
YTO 3TOT MaTepuman NpyM UCNONb30BAaHUWN B Ka4ecTBe LLIOBHOrO mMatepuana
COXPaHSeT CBOK MPOYHOCTb HA HEOMPEAENEHHbIN CPOK NPY KIMHNYECKOM
MCNONb30oBaHWW. JleHTa CBs3aHa C MOMOLLbIO Mpouecca, KOTopblit
nepenseTaeT BO/IOKHA B MeCTax COeMHEHUS.

lMpoBOAHMKN MeTanNnyeckne U3orHyTble

MeTannmyeckne WN30rHyTble MPOBOAHUKM - 3TO fBa W30THYTbIX
MPOBOAHMKA W3 HepXaBelwein CcTanm C MNacTUKOBbIMK  PYYKamu,
npefHasHayeHHble ANA YCTAHOBKWU UMNiaHTara. VI3orHyTblie npoBOAHUKN
MOCTaBNAKTCA B «MPaBO» W «NeBOW» KOH(Urypauuu, cobpaHHbIX C
ceTyaton  neHToW-umnnaHtTatom.  M3orHytele  nposogHuku  HE
OOJDKHDbI 6b1Tb fethopMMpoBaHbI.

HanpaBuTenb MeTaninyeckuii

MeTannmyecknin HanpasuTe/lb - 3TO BCOMOraTe/ibHbliA MHCTPYME?HT 13
HepXaBeloLLel cTanu, KOTOpblii obecneynBaeT WM 06neryaeT NPOXop
N30rHYTbIX NPOBOAHMKOB Yepes Hafpes.
4. CIMOCOBb NMPMEHEHWA
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GYNECAELE TYT Obturator Device

The GYNECARE TYT Obturator Device consist of one piece of undyed
or blue PROLENE Polypropylene Mesh (tape) approximately 1.1 cm x 45
cm covered by clear sheath overlapping in the middle. The GYNECARE
TYT Obturator Device is available in laser cut version: an (L) at the end
of the number indicates the laser cut mesh. PROLENE Polypropylene
Mesh is constructed of knitted filaments of extruded polypropylene
strands identical in composition to that used in PROLENE Polypropylene
non-absorbable surgical suture. The Implant is approximately 0.7 mm
thick. This material, when used as a suture, has been reported to be non-
reactive and to retain its strength indefinitely in clinical use. PROLENE
Mesh is knitted by a process that interlinks each fiber junction.

GYNECARE TYT Helical Passers

The GYNECARE TYT Helical Passers are two stainless steel, curved wire
passers with plastic handles that are designed to deliver the GYNECARE
TYT Obturator Device. Helical Passers are provided as left and right units,
pre-assembled to the GYNECARE TYT Obturator Device. The Helical
Passer MUST not be bent or deformed in any way.

GYNECARE TYT Atraumatic Winged Guide

The GYNECARE TYT Atraumatic Winged Guide is stainless steel
accessory instruments, which facilitates the passage of the GYNECARE
TYT Helical Passers through the dissection tract.

4. INSTRUCTIONS FOR USE



(MpumMeyaHue. TMoONOXKEHUS PYK MOTYT OT/IMYATLCA OT MOKa3aHHbIX
Ha pUCyHKax.)

1 MayneHTKy YKNaAblBatOT Ha CNWHY B MOJIOXeHVWEe KakK [ns
NNTOTOMMK; NPU 3TOM Gefpa AO/MKHbI OblTb COTHYTbl HACTO/LKO, YTOObI
OHVW HaXOAWMNUCH Haf XXMBOTOM. KOHUMK KOMYMKa AO/MKEH pacnonararbCs
Ha OlHOM YpPOBHe C Kpaem ctosia. OTBefieHVe HOr criefyeT Npou3BoOAUTb
nocse Toro, Kak 6yeT BbIMOMHEHO crnbaHme 6eaep.

2. Mpoueaypy MOXXHO NPOBOAUTL NOL MECTHON, perroHapHOW Mam
o6LLel aHecTe3nel.

3. Mpn Heo6XOLMMOCTM MOXXHO OTTAHYTb MOMOBble Ty6bl, YTOOLI
o6ecneynTb Nyyllee packpbiTue.

4. B mM04eBOI Ny3bipb BBOAAT YpeTpasibHbIl KaTeTep Y ONOPOXKHAKOT
ny3bIpb.

5. ToukM BbIXOfa MAACTMacCOBbIX TPYOOK HameyatoT, HayepTus
rOPM30OHTANIbHYI0  JIMHUKD  HAa  YPOBHE  Hapy)XXHOro  OTBEPCTUA
MOYeNCrnycKaTe/lbHOTO KaHana W BTOPYK JIMHUIO Ha 2 CM Bbllle,
napannenbHoO nNepBoil. TOUKM BbIXOAa YCTaHaB/IMBAKOT Ha BTOPOM IMHUN
Ha 2 cM BOOK OT 6eApeHHbIX CKNafoK (KOXY MOXHO pasrnagutb
pacTarmeaHmem). OTMeyaldT MeCTO pasMeLLeHns TOYEK BbIXOAa; paspes
ANVHOM 5-10 MM B KaXXol TOYKe BblXOA4a MOXHO cAenatb cpasy Wam
no3xe B xoge npouegypbl. (Cm. PucyHok 1).
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(Note: Hand positions used in surgery may vary from those shown in
illustrations.)

1 Place the patient in the lithotomy position with the hips hyperflexed
over the abdomen. The tip of the coccyx should be positioned flush with
the edge of the table. Abduction of the legs should be performed after
flexion ofthe hips is realized.

2. The procedure can be carried out under local, regional, or general
anesthesia.

3. If desired, retract the labia to provide additional exposure.

4. Insert a urethral catheter into the bladder and empty the bladder.

5. Mark the exit points of the plastic tubes by tracing a horizontal line at
the level ofthe urethral meatus, and a second line parallel and 2 cm above
the first line. Locate the exit points on this line, 2 cm lateral to the folds of
the thigh (the skin may be flattened by stretching). Mark the exit points,
alternatively a 5 to 10 mm incision may be made at each exit point or at a
later stage of the procedure. (See Figure 1)



O

6. Mcnonb3ays 3aXnMbl NIC NS HATATMBaHUS, fenatoT CPeANHHbIN
paspe3 CAU3MCTOW 000M104YKM Bnaranuiwa AJMHOAW 1 cMm, OTCTynuB B
MPOKCUMaSIbHOM Harpas/ieHMM Ha 1 CM OT Hapy>XHOro OTBepcTUA
MOYenCcnycKaTe/nbHOro KaHana v AByx 60KOBbIX TOUEK BbIXOa.
(MpumeyaHne. PekomeHAyeTCH 3aBEpLUTb BBefeHWEe U3[enusa c
OLHON CTOPOHbI, Npexie YeM BbINONHATb AUCCEKUUIO (pa3pes) C
APYTOi CTOPOHBI.)

BbINONHMB CHayasla OCTPOe paccevyeHWe TKaHeld, NPOLBMXKEHME
MPOAO/KAOT METOAOM TYMNOM AUCCEKLMM MO NPUHLMNY «MPOTaIKUBAHUA
N pasgeneHns», nNpegnovyTUTeNIbHO C  MOMOLLbID  OCTPOKOHEYHbIX
M30MHYTbIX HOXHWL,. TpaekTopus 06pa30BaHHOrO natepasbHOro KaHana
[O0/HKHA NPOXOAMTbL Nog Yrnom 45° no OTHOLIEHWUIO K CPeaHei NnHuu;
Mpv  3TOM HOXHWUUbLI LO/MKHbI  pacnonaratbCd B TFOPU3OHTA/IbHOM
nnockoctu. (CMm. PUCYHOK 2). BbINONHEHUE AMCCEKUUW NPOAO/HKAKOT B
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6. Using Allis clamps for traction, make a 1 cm midline incision in the
vaginal mucosa starting 1 cm proximal to the urethral meatus and two
lateral sharp dissections.

(Note: It is suggested that the device insertion be completed on one
side before beginning dissection of the second side.)

After initiating sharp dissection, continue by using a “push-spread
technique”, to perform blunt dissection preferably using pointed, curved
scissors. The path ofthe lateral dissection should be oriented at a 45° angle
from the midline, with the scissors oriented on the horizontal plane. (See
Figure 2) Continue dissection towards the junction between the body of
the pubic bones and the inferior pubic ramus. (See Figure 2)

2A. Horizontal Plane



HaNpaB/ICHHH MECTA COEAMHEHMUS TeNa To6KOBOH KOCTH ¢ HkHei BeTBbIO | 2B. Ischio-Pubic Ramus
nobkopoit koctTH. (CM. PrucyHok 2) 2C. Midline Plane

2D. Vaginal Dissection
2A. l'opH3oHTaNbHaA MJIOCKOCTD

2B. [TanbnupyemMoe «MecTO COEAHHEHHAY
2C. InockocTb cpeaneit NMHUH

2D. BarnnanbHasa QHCCEKLHUA

®

When the junction between the body of the pubic bones and the inferior
pubic ramus is reached, perforate the obturator membrane. A loss of
resistance can be felt when the membrane is perforated. The channel
should be approximately 5 to 7 mm in diameter and no deeper than 5 cm.
Dissection beyond 5 cm may allow unintended entry into the Space of
Retzius. If the bone is not reached after dissecting 5 cm, re-evaluate that

[To NOCTHKEHHH MECTa COEAMHEHHs Tena JIOOKOBOH KOCTH C HHXKHEH the angle of dissection is correct.

BETBBIO JIOOKOBOH KOCTH NPOKaNbIBAIOT 3anuparenbHylo MeMOpaHy.
[Tocne npokona MemOpaHb! COMPOTHBJIEHHE MOXET MNpONacThb.
IMonyueHHblit KaHan fo/KeH ObITH 0KOJIO 5—7 MM B IHaMeTpe # ryOHHON

ua ARnnaa & ru Mnu pLinn
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MPOM30ATN HeXenaTeNbHOe MPOHWKHOBEHME B MPOCTPAHCTBO PeTumyca

(Retzius). Ecnn nocne guccekymm Ha rnybuHy 5 cMm He fobpanvcb Ao
KOCTW , CNeAyeT elle pa3 NpoBepuTb NPaBUIbHOCTb Yria AUCCEKLUN. 7. Remove the internal package workstation from the external package.

7. 3BneknTe BHYTPEHHIOK YMAaKOBKY C cucTemoil u3 BHelwHeld Then remove the GYNECARE TVT Winged Guide from the package
YNaKOBKW. 3aTeEM W3BMEKNTE MeTa//IMYECKMIA HanpaBuTenb U3 ynakoBku workstation. (See Figure 3)

c cuctemoit. (CMm. PucyHok 3)
3A. Winged Guide

3A. HanpaBuTenb MeTann4eckuii 3B. Helical Passer/Device Assembly

3B. MpoBOAHNKMN MeTannn4yeckmne n3orHyTble ("Npasblii™ 1 "nesbliA™)

it passes the inferior pubic ramus and enters the opening previously made
in the obturator membrane. Loss of resistance can be felt as the Winged

8. Hal'lpaBVITenb BBOAAT B nOﬂyquHblﬁ B pe3ynbTate AUCCEKUUMU  Guide passes through the obturator membrane.
KaHan, NoKa oH He NPOMAEeT HMKHIOK BETBL I0GKOBOW KOCTW 1 He BOMAET  |f difficulty is encountered during insertion of the guide, reconfirm the

B C(pOpMI/IpOBaHHOG paHee OTBEPCTUE B 3anv|paTean0|7| MeM6paHe. Mocne direction ofthe tract with the scissors.
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MPOXOXAEHUS1  HanpaBUTeNs  4epes MemM6paHy
COMPOTUBEHME ABUKEHNIO YMEHbLUNTCS,

B cnyuyae 3aTpyfHeHW A Npu BBeLEHUM HaNpaBUTENS MPaBUIbHOCTb
HanpaBfeHUs KaHana cneayeT NPOBEPUTL C MOMOLLbIO HOXHMLL.
(MpumeyaHue. HanpaBuTenb A0/MKEH 6biTb MOBEPHYT K XMPYpry
OTKPbITO CTOPOHOIA. Mpn HEOBXOAMMOCTM, 4NN YBENNYEHUS ANNHbI
HanpaBUTeNs MOXHO OTOTHYTb CrbaemMyto 4acTb, CM. PUCYHOK 5.)
9. 3 cTepunbHOW yNakoBKW AOCTAOT MeTal/IMYecKue W30TrHYTble

npoBoAHVKM ('npaBblin” ") W CTepU/IbHYIO CeTyaTylo JIeHTY-

3anvpaTesibHy

n "nesbi
nmnnaHtat (CM. KOMMOHEHTbI Ha PUCYHKe 3).

(MpumeyaHne. YT06bLI 06ecneuynTb NpaBUIbHOE  MOJIOXKEHME
M30MHYTbIX MPOBOAHWKOB W IEHTbI, HEO6X0AUMO Y6e4UTHCA, UTO KakK
norotun GYNECARE u BblemMKa Ana 601bWIOr0 nanblia Ha
MNacTMaccoBbiX pPyYKax, TakK W KOHLUbl C BHEWHEW CTOPOHbI
MOBEPHYTbI K XWUpypry. V30rHyTblil NpPOBOAHWK B fEBOW pykKe
Xupypra crnefyetr uWcnonb3oBaTb ANS NpaBOii  CTOPOHLI Tena
naymeHTKKM; cM. PUCYHOK 4.)
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(Note: The open side of the guide must be facing the surgeon. The
bendable tab can be bent to increase the length of the guide if needed.
See Figure 5.)

9. Remove the GYNECARE TVT Helical Passers/Device Assembly and
the GYNECARE TVT Obturator device assembly from the sterile pack
(See Figure 3 for components).

(Note: To ensure correct orientation of the Helical Passers and tape,
verify that the GYNECARE logo and thumb indent on the plastic
handle are facing the surgeon, and that the points are on the outside
facing the surgeon. The Helical Passer in the surgeon’s left hand must
be used on the patient’s right side; See Figure 4.)



©

10. OAWH 13 M30THYTbLIX MPOBOAHWUKOB MOMELLAOT Ha CTePUSIbHYHO
XUPYpPruyeckyto canetky, nmbo B ApYyroe nOAXOAALLEe CTEPWUIbHOE
MeCTO [0 Tex Mnop, Noka OH He noHafgobutca. Heobxoaumo ybeamntbes,
YTO fIeHTa He nepekpyyeHa.

11. COOTBETCTBYHOLWMNUA  WM30THYTbIA  NPOBOAHWK  BBOAAT B
MONMYyYEHHbIN B  pesynbTaTe  AUCCEKUMM  KaHan N0 BbleMKe
MeTaN/IMYeCcKoro Hanpasutena. W3genue npoTaskuBakT BHYTPb Tak,
4yTOObl OHO HEMHOrO MPOABMHY/IOCH 3a 3anupartefibHYH MemopaHy.
Heob6xoavMmMo y6eanTbca B TaKOM PACMOMIOXKEHUN PYUKU W3[enns, npu
KOTOPOM MNPAMOI KOHeL, N30rHYTOro NpoBOAHMKa 6YyAeT HaXOAUTbLCS Ha
OfHOV NIMHUK C BbIEMKOW HanpaBUTeNs U 0CTaHeTCA B TAKOM MOJSIOXKEHWN,
MOKa 3TOT KOHeL, He NpoKnaeT 3anupatesibHyt0 MemopaHy. (CMm. PUCyHOK
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10. Place one of the Helical Passers on the sterile drape or other suitable
sterile location until needed. Assure that the tape is not twisted.

11. Insert the correct GYNECARE TVT Helical Passer into the dissected
tract following the channel ofthe GYNECARE TVT Winged Guide. Push
the device inward, traversing, and slightly passing the obturator
membrane. Make sure the device handle is oriented so the straight tip of
the Helical Passer is aligned with the channel in the GYNECARE TVT
Winged Guide and remains in that orientation until the tip traverses the
obturator membrane. (See Figure 5)
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13. lMocne u3BNEYEHMA  META/I/IMYECKOrO  HamnpaBuTeNns  Py4uky
N30rHYTOro NPOBOAHMKA NOBOPaYMBalOT, OAHOBPEMEHHO MepemMelLan ee
K CPEAUHHONM NMHMM A0 TexX Mnop, NoKa pyvyka He NpUMeET BepTUKabHOe
NoJsIOXKEHNEe OTHOCUTENLHO nona. (Cm. Puc. 6)

6A. HayanbHOe nono)xeHue

6B. KoHeuyHoe NosoXxeHune

(MpumeyaHmne. Pyyka He AonkKHa HaxoguMTbCA B FOPU3OHTa/IbHOM
NONOXEHNN OTHOCUTENIbHO MNo/a.)
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13. Once the GYNECARE TVT Winged Guide has been removed, rotate
the handle of the Helical Passer as you simultaneously move towards the
midline until the handle is vertical to the floor. (See Figure 6)

6A. Starting position

6B. Ending position

(Note: Never allow the handle to be oriented horizontal to the floor.)



©

14. KoHel, M30rHyToro npoBOAHMKa [AO/DKEH BbIATW BO3/e paHee
onpeaeneHHon Toukn Bbixoga. (Cm. PucyHok. 7). MHorga ans 3Toro
MOXET NoTpeboBaThCA HEOO0MbLIOE CMeLLeHNe KOXKN. Ecnn pa3pe3 KoxXu
He 6bl/1 cLienaH npefBapuTeNibHO, ero cnefyert cenaTb B MeCTe, rje noj
KOXel BbICTYNnaeT KOHel npoBoAHMKa. Korga 3a0CTpeHHbll  KOHel,
nNacTMaccoBOi TPyOKW MOABUTCA B paspe3e KOXMW, €ro 3axsaTblBaloT
32KMMOM WY, NpuaepxmBas TPy6KY BO3Ne MOYeUCnyCcKaTe/lbHOro KaHana
60/bLUMM NabLEM, BbITACKMBAKOT U30rHYTbI NPOBOAHWMK, MOBOPayMBas
py4Ky B 06paTHOM HanpasneHuun. (Cm. PucyHok 8)
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14. The point of the Helical Passer should exit near the previously
determined exit points. (See Figure 7) However, slight skin manipulation
may be required. If the skin incision has not been previously made, make
it at the point where the tip of the Helical Passer tents the skin. When the
tip ofthe plastic tube appears at the skin opening, grasp the pointed tip of
the plastic tube with a clamp and, while stabilizing the tube near the
urethra with the thumb, remove the Helical Passer by a reverse rotation of
the handle. (See Figure 8)



15. Pull the plastic tube completely through the skin until the tape appears.
(See Figure 9)

15. MnacTmaccoByto TPyOKY MONHOCTLIO BbITATMBAKOT Yepes paspes B

KOXe [0 NosBNeHUA NneHTbl. (CM. PucyHok 9)
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16.  Bhullieyka3aHHbi€ NEHCTBHA NOBTOPSAIOT C ApYroi CTOPOHBI Tena
NaUMEHTKH, YOEQUBLUHCL B MJIOCKOM Pa3sMCEICHHH JIEHTH MNETIH noa
MOYeHCNycKaTeNbHbIM KaHatoM. (CM. PucyHok 10)

(Mpumeuanng. Ilpn  obnapykeHHH NepPeKpYHBAHHA
BLITAFHBARHHS JHIIHEH YACTH JIeHTH cJjeayer ybeanTbes, 4TO

nmoc.je

nepelcpytlelmui‘l YUYACTOK HAXOAHTCH He NOA MOUCHCHYCKATEAbLHLIM

®

16. Repeat the technique on the patient’s other side ensuring that the tape

lies flat under the urethra. (See Figure 10)
(Note: If a twist in the tape is discovered, ensure that the twist is not

positioned under the urethra after the excess tape is pulled through.)

KAHRJIOM.)
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17. Korpga o6e nnactmaccoBble Tpy6Ky OYyAYT BbITAHYTHI U3 pa3pe3os
Ha KOXe, WX OTpe3atdT OT JIeHTbl W MNacTUKOBOro 4exna. JIeHTy
pacnonaraloT cBO6GOAHO, T. e. 6€3 HaTsXKeHWs, Noj CpefHeli 4acTbio
MOYEUCnycKaTeNbHOro KaHana W pacnpaenfoT. Ha pgaHHOM aTane
PEKOMEHAYETCA BbINOMHUTL TeCT Ha Kawenb uam npuem Kpege (T.e.
OKasaHue [aBfieHns Ha Hag/106KoBYK 061acTb BPYYHYIO, B 4aCTHOCTH,
ecnu NauMeHT HaxoauTca noj obLiein aHecTe3nein) Nnocne 3akanbiBaHUS B
Mo4eBOiA Ny3bipb 300 M (MM B0 eMKOCTU MOYEBOTO My3bIps NaLUEHTKMN,
OnpefeneHHoW A0 onepauun) ANA PerynvpoBKU HaTSXKEHUS CeTvaToid
NeHTbI-MMNaHTaTa B COOTBETCTBMM c NHAMBUAYANbHBIMA
xapaktepuctukamu nauymeHTa. (Cm. PucyHok 11)
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17. When both plastic tubes have been extracted through the skin
incisions, cut the plastic tubes from the tape and plastic sheaths. Position
the tape loosely e.g. without tension, and flat under the midurethra. At this
stage, it is advisable to perform a cough test or Crede maneuver (i.e.
exerting manual pressure on the suprapubic area, in particular ifthe patient
is under general anesthesia) after instilling the bladder with 300 mL (or up
to the patient’s preoperatively determined bladder capacity) to adjust mesh
implant tensioning to the individual patient’s characteristics (See Figure

11)



O,

[Tocne npuBeneHHA NEHTBI B HYXKHOE NMOJIOKEHHE, NOKPHIBAIOIMHA IEHTY
NA3CTHKOBLIHA 4exon CHUMaloT. [IpH CHATHH NMIACTHKOBOrO YexJia MeXay
MOYEHCIYCKATENbHBIM KaHAJIOM H JIEHTOH MMOMELIAIOT TYNOH HHCTPYMEHT
(HanpuMep, HOXHHUB HIH 32XKHM), 1H60 HCMONL3YIOT Apyrxe
noOAXOoAsAlWHEe cnocoObl  CHATHA 4exya, no3Bojsoiue Hibexars
PasMCELICHHA JICHTBI C HATSDKCHHEM.

(Ilpumeyanne. IIpexaeBpeMenHOE CHATHE YeXJIa MOXKET 3aTPYAHHTDL
NOCAEAYIOUYI0 PeryTHpPOBKY.)

18.  Ilocne perynupoBKM NIEHTbl BIarajHUIHBIA pa3pe3 3aKpblBaloT.
Konup neHTnl 06pe3aloT y Touek BHIXOAA YYTh HHXKE YPOBHS KOXH Ha
BHYTpeHHeH mnoBepxHocTH Oeapa. Paspe3bl KOXH yIIMBAlOT HIH
3aKpbIBAIOT € NMOMOLUBIO XHPYPrHU€CKOH KIEHKOH JIEHTHI.

®

When the tape is in position, remove the plastic sheath that covers the
tapes. Place a blunt instrument (e.g., scissors or forceps) between the
urethra and the tape during removal of the plastic sheaths, or use other
suitable means during sheath removal, to avoid positioning the tape with
tension.

(Note: Premature removal of the sheath may make subsequent
adjustments difficult.)

18. Following tape adjustment close the vaginal incision. Cut the tape ends
at the exit points just below the skin of the inner thigh. Close the skin
incisions with suture or surgical skin adhesive.

19. Cystoscopy can be performed at the discretion of the surgeon. If
cystoscopy was performed following the first passage, make sure the
bladder is emptied prior to initiating passage of the second side. Post-
operative indwelling catheterization is not typically required. The patient
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19. Xupypr, N0 CBOEMY YCMOTpeHuMto, MoxeT npoectu should be encouraged to try to empty the bladder 2-3 hours after the
umMcTockonuio. Ecnm  UMCTOCKOMMIO  BBIMOMHANM  MOCMe  MNepBOro operation.

npoBefeHNs nU3genus, nepes npoueaypoi ¢ Apyror CTOPOHbI y6eanTech

B TOM, 4TO MOY€EBOI Ny3bIpb NycT. ocneonepaunoHHas KateTepusayms ¢

NMPUMEHEHNeM TMOCTOAHHOrO KaTeTepa, Kak Npaswno, He TpebyeTcs.

MauneHTKe peKOMEHAYETCA MOMbITaTbCA OMOPOXHUTL MOYEBON My3blpb

yepes 2-3 yaca nocse onepauuu.

5. BAPMAHTbI MCMONHEHWA 5. CONFIGURATIONS

Cuctema ruHekonormnyeckads GYNECARE TVT Obturator, B cocTaBe: GYNECARE TVT Obturator System

1. leHTa-umnnaHTar cTepuibHas cetyatas (1 wr.); 1 GYNECARE TVT Obturator device (1 unit)

2. MpoBOAHMKM MeTannyeckKne N30rHyTble (2 WT.: "npasblin” n 2. GYNECARE TVT Helical Passers (2 units: Right and Left)
"neBsbIin"); 3. GYNECARE TVT Autrauraatic Winged Guide (1 unit)

3. Hanpasutenb metanimyeckuin (1 wrt.). 4.  Instruction for use (1 unit)

4. 'HCTPYKUMA NO NpUMeHeHuto (1 wr.)
6. BOSMOXHOCTb u CRNOCOBbl MHTErPMPOBAHWA C 6. POSSIBILITY AND METHODS OF INTEGRATION WITH

APYTUMWN MEONWUNHCKUMW N3AETNAMUA OTHER MEDICAL DEVICES
HenpumeHumo. Not applicable.

7. MATEPWAI/DI 7. MATERIALS

Cuctema ruHekonornyeckas GYNECARE TYT Obturator, B GYNECARE TVT Obturator System:
COCTaBe: TVT Obturator Device:

NeHT a-“uMNAaHT aT CTepuUNbHAA CeT YaT as: PROLENTEA Mesh -POIyprOperne
NewHTanernnm PROLENE (PROLENEA*AMesh) TVTPlastic Sheath -Polyethylene
MonunponuneH PROLENE™ TVT Obturator Device:

O6onouka (TVTPlastic Sheath) [10/IMITUNEH Plastic Needles -HDPE

O6TypaTop (TVTA" Obturator Device): Dowlex tube = LDPE

MnacT ukoss e uraw : MNOJNITUMEH BbICOKOW MIOTHOCTU Polyurethane tube

MonuwaTunenosas Tpy6ka - NONMNMITUNEH H|/|3KOV| NIOTHOCTHU

MonunypeT aHoBas Tpybka rlOflVlypeTaH HelicalPassers -Curved W ireHandle (Rightand Left):
MNMpPpoBOAHMKN MeT annmuyecknme M30THYT bl e ("NpaBbl@** u "neBbl h**): Shaft

cTepx ens (shaft) HEpXaBewLWasa cTanb Handle - polycarbonate.

PykoaT ka (Handle) nOﬂVIKaDGOHaT Atraumatic W inged Guide -9

Hal'lpaEMTel'lbMETaﬂﬂMHeCKMVI:Hep)'(aBel'Ou."aﬂCTanb
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8. TNEPEYEHb MATEPWMANTOB XWBOTHOIO WU
UENTOBEYECKOI O MPONCXOXAEHWA

[JaHHoe MW He COOEpXWT MaTepuasibl XUBOTHOTO W (MNK) YesIOBEYECKOro
MPOVCXOXIEHNS.

(NNN)

9. TEPEYEHb NEKAPCTBEHHBIX CPEACTB and
MEOVNUMHCKOTIO MPNMMEHEHWA, COOAEPXALWNXCA B MU
He npumeHumo gna gaHHoro M

10. AAHHBIE O MAPKVUPOBKE M N EIM0 YNAKOBKE
Cuctema ruHekonorndeckas GYNECARE TVT Obturator nomewaetcs B
NOTOK, KOTOPbI 3aTEM NMOMELLAETCA BO BHELLUHMWIA 6MCTEP U 3aKPbIBAETCS
Kpblwkoi Tyvek. CTepunbHas YynakoBka BMeCTe C  WHCTPYKLMel
NMOMELLAKTCS B MOTPEOUTENIbCKYIO YNaKOBKY.

O603HavyeHune Pa3baAcHeHUue

REF

XK

(8)

Homep no katasnory

OcTopoxHo!

He ucnonb3oBatb npu
noBpeXXaeHnn ynakoBku

BHumaHue. ®efepanbHbIi
3aKOH paspeLuaeT NpoAaxy
AaHHOr 0 U3LeNna TONbKO Mo
NALEH3NN NPaKTUKYIOLLEro
Bpava.

ANonly

BepxHsis rpaHuLa
TemnepaTypHoro AuanasoHa
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8. LIST OF MATERIALS OF ANIMAL AND (OR) OF HUMAN

ORIGIN
This Medical Device does not contain materials of animal and / or human
origin.

9. LIST OF DRUGS FOR MEDICAL USE, CONTAINED IN MD

Not applicable for this Medical Device.
10. DATA ABOUT LABELING OF MD AND ITS PACKAGING

The GYNECARE TVT Obturator System device is placed in a

workstation which is then put inside a blister and sealed with a Tyvek lid.

This is then placed, with an IFU, into a carton.

Symbols used on the product label:
3ynsHin

EipianatiOD!

REF

XK

Catalogue number

Caution

Do not use if package is
damaged

Caution: Federal law restricts
this device to sale by or on the
order of a licensed healthcare
practitioner.

only

Upper limit of temperature

Do not reuse



-

3anpet Ha NOBTOPHOE @ Do not resterilize
NpHMCHEHHE

@ He CTepHA30BATS NOBTOPHO Sterilized using Ethylene Oxide

i CE mark and identification
Crepunusaums OKCHAOM number of Notified Body.
ITHCHA ( € Product conforms to the
T T 3uax coorpercTsua CE u hes{sene dictlalal De:riee Dire tsmpfw the
AAeHTH)HKALMOHHEH HOMEp 93/42/EEC
( € YTIOTHOMOYCHHOIO Oprasa.
H3nenue coOTBETCTBYET
OCHOBHEIM TPEGOBAHKAM d Manufacturer
Bb O MCAHLIHHCKHX e

nagenuax 93/42 / EEC Lo Batch

“ Usrorosurens

2 Use-by date
LOT Kon naprun
— m MR Safe
g Hcnonwsosars Ao MR Safe
bezonacuo npu MPT
MP-GezonacHue
11. YCJIOBHSI TPAHCIIOPTHPOBAHHSA 1 XPAHEHHSA 11. TRANSPORTATION AND STORAGE CONDITIONS

Tpancnopmuposxa

Transportation

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




W3genus cnepyeT TpaHcnopTupoBaTh npu TemnepaType oT -20°C pgo Medical devices should be transported in temperature ranges from -20°C

+50°C 1 OTHOCMTE/IbHOW BNaYKHOCTU BO3AyXa A0 75%. to + 50°C and relative humidity up to 75%.

XpaHeHue Storage

M3pennsa cnegyeT XpaHUTbL Npu Temnepatype oT -60°C go +25°C. Medical devices should be stored at temperatures between -60°C and
+25X.

12. OCHOBHbIE TTAPAMETPbl N XAPAKTEPUCTUKN

MEZMLMHCKOrO U3ENNS 12. SPECIFICATIONS

CuctemaraecccosiOrnyedkass GYNECARE TYT Obtarator, B cocTaBe: GYNECARE TYT Obtarator System
NesTa-umlAalrrar ctepunsHad CBmaiaa GYNECARE TVT Obturator device
Macca (cosmectio ¢ Meramuieckumn usorkyTeimm 105 Mass (with GYNECARE TVT Helical Passers), g 105
NpPoBOAHVKamu (“'npasbliA™ v "nesblin)),
O6wwasn zuiHHa NeHTbI, MM 470 Tape total length, mm 410
LLvpuHa neHTbl, MM 1 Tape width, mm n
TonmHa NeHTbI, MM 0,69 Tape thickness, mm 0.69

o o Plastic tube OD, mm 4.6
Hapy>kHblin fuaMeTp NNacTUKOBOW TPYOKKU, MM 4,6
[nvHa nnacTMKoBOR TpyOKKM, MM 161,5 Plastic tube length, mm 161.5
Cu - GYNECARE TVT Helical Passers

MpoBaLHHKH McTansH4yeclle nsorHyTble CnpaBblii” u "neBbiin™)
O6LLUast ANMHA, MM 1947 Total length, mm 194.7
PaGouast AnnHa, MM 747 Working length, mm 747
BbicoTa M30rHYTOro NPOBOAHMKA, MM 57,6 Helical passer height, mm 57.6
Panyc n30rHyToro npoBoAHMKa, MM 30 Helix radius, mm 30
[lnameTp paGouei vacTi, MM 30 Working part diameter, mm 3.0
LA pyuKA, MM 120 Handle length, mm 120
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LLinprHa pyykun, MM 24,0
BbicoTa pyuKku, Mm 17,3
HwumBBrews MBANULL YeCto i

Macca, 1 4,7
O6was 4nmHa, Mm 90,0
LLInpmHa Kpblnbes, MM 28
Pabouas gnvnHa, Mm 60,0
LLInpnHa paboyein YacTu, Mm 5.2
BbicoTa, MM 9

*B Tabnuue npescTasieHbl HOMUHabHbIE pasMepsbl.

13 cPoK cnyx6bl / CPOK FTOAHOCTY
Cpok rogHoctv - 1rog.

CPOK CNy>X06bl - HENPUMEHMMO.
14. TPEBEOBAHUA
MPEAOCTOPOXHOCTHU
MPEAYMNPEXAEHNA N MEPbI MPEAOCTOPOXHOCTU

. 3anpeliaetcd  MCMoMb30BaTb  CUCTEMY  TMHEKOJ/IOTMYECKYIO
GYNECARE TYT Obturatory y naumeHTOK,  MPOXOAALLUX
aHTUKOAryNAHTHYO Tepanuio. 3arnpewjaeTcs WCMnoib3oBaTb CUCTEMY
rnHekonornyeckyto  GYNECARE TYT Obturator y nayuneHToK ¢
NH(EKLIMER MOYEBbIBOAALLNX MYTEN.

. XUpypru  OO/MMKHbI  BNafeTb  XUPYPruyeckMM  NpPUEMOM
noAgeLuvBaHus MOYencnyckaTenbHOro KaHana n ObITb
COOTBETCTBYHOLWMM 06pa3oM 00yYeHbl MPOBEAEHUD npouesypbl ¢
MCMONb30BaHWEM CUCTeMbl TuHekonormyeckoik GYNECARE TYT
Obturator, npexge 4YeM MCNONb30BaTb AaHHOE MeULWHCKOE W3fenve.
BaxxHO, uTO6bI MMNIAaHT pacnonaranca 6e3 HanpsKeHWUs Mo LeHTPOM

ypeTpbl.

BE3OMACHOCTMU n MEPbDI
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Handle width, mm 24.0
Handle height, mm 17.3
GYNECARE TVT Atranmatk Wlnecd Guide

Mass, g 4.7
Total length, mm 90.0
Wings width, mm 28
Working length, mm 60.0
Working part width, mm 5.2
Height, mm 9

* The table shows the nominal sizes.

13. SERVICE LIFE, SHELF LIFE

Shelflife - 1year.

Service life - N/A.

14. SAFETY REQUIREMENTS AND PRECAUTIONS

WARNINGS AND PRECAUTIONS

* Do not use GYNECARE TYT Obturator System in patients who are on
anti-coagulation therapy.

* Do not use GYNECARE TYT Obturator System in a patient who has a
urinary tract infection.

 Surgeons should be familiar with surgical technique for mid-urethral
sling and should be adequately trained in the GYNECARE TY T Obturator
System procedure before employing the GYNECARE TYT Obturator
device. It is important that the Implant be located without tension under
mid-urethra.

* Acceptable surgical practice should be followed for the procedure as well
as for the management of contaminated or infected wounds.



. Mpy  BLINONHEHUWM NpoLedypbl  CneayeT  NPUAEPXMBATbCS
Haf/eXalleil  XMpypruyeckoil TakTUKWM, Kak W npu  ob6paboTke
3arpA3HEHHbIX U MHAULMPOBAHHbIX PaH.

. Mpoueaypy cneayeT NPOBOAWUTL C OCTOPOXHOCTLID, UTOGbI He

3aleTb KPYMHbIe COCYAbl, HEPBbl, MOYEBOM MY3bipb U KULIEYHUK. YUeT
0C06EeHHOCTEN aHaTOMUK NaLMEHTKN U NPaBUIbHOE NPOBEAEHNE U3LeNns
Mo3BO/AT CBECTU PUCK K MUHUMYMY.

. Mocne onepauuy BO3MOXHO KpoBOTeyeHue. [lepef BbINUCKOIA
nauueHTKn 13 601bHULbI cnefyeT y6eanTsCs B OTCYTCTBUM CUMITOMOB U
MPU3HAKOB KPOBOTEYEHUS.

. HecmoTps Ha TO, YTO MPU NPUVMEHEHUWU OMUCAHHbLIX MPUEMOB
BEPOATHOCTb MOBPEXAEHUA MOYEBOro My3blpA HE3HauYUTeNbHa, XUpypr,
Mo CBOEMY YCMOTPEHUIO, MOXET MPOBECTU LIUCTOCKOMMUIO.

. He cnepgyet cHumatb nNiacTUKOBbIE YeX/bl, MOKa He Oyaer
OOCTUTHYTO NPaBWIbHOE NOJIOKEHWE NEHTI.

. Heob6xoammo y6einTbCs, UTO JIeHTa PacrnosioXeHa Nof cpefHel
4acCTbl0 MOYENCNYCKaTe/IbHOro KaHana npu MUHUMaIbHOM HaTAXeHUN.

. MpoBOANTL AaHHYIO MpoLeaypy He cnefyeT, ecnu cyuiecTsyet
BEPOATHOCTb TOro, 4TO 06/1aCTb OMNEepaLyoHHOro Mnofs MOXeT ObITb
NHMULMPOBaHA NN KOHTAMUHUPOBAHa.

. MOCKOMbKY K/MHWYecKas MHGopmaums o 6epeMeHHOCTW nocne
npoueAypbl  MMMNNaHTaumMn cybypeTpasbHOM  neTnu  (cTpona) ¢
npuMeHeHVeM cuctembl ruHekonornyeckoin GYNECARE TYT Obturator
OTCYTCTBYET,  NauuWeHTKe cfedyeT  coobwmuTb, 4Yto  Oygyuias
0epeMeHHOCTb MOXET CBEeCTM Ha HeT 3((eKT OT XMPYPruyeckoro
BMeLLaTeNbCTBa, W Heflep>kaHne MOXET pa3BUTbCA CHOBA.

. MockonbKy — AocTaToyHas — KAWHWYeckas — MHGopMaums o
BarMHa/IbHbIX podax Mocie npoueaypbl MMNAAHTaLMK cyBypeTpanbHoi
netnan (ctporma) C  MPUMEHEHMEM  CUCTEMbl  FVMHEKONOTMUYECKOl

GYNECARDb TYT Obturator oTcyTcTBYET , B Clyyae 6GepemMeHHOCTU
cnocob6 pofopaspeLleHns LO/HKEH ONpeAe/nTb akyLlep no cornacoBaHuio
C XMPYpProm.
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The procedure should be performed with care to avoid large vessels,
nerves, bladder, and bowel. Attention to patient anatomy and correct
passagei>fthe device may minimize certain risks.

« Bleeding may occur post-operatively. Observe for any symptoms or
signs before releasing the patient from hospital.

» Although bladder injury is unlikely to occur with this technique,
cystoscopy may be performed at the discretion of the surgeon.

* Do not remove the plastic sheaths until the implant has been properly
positioned.

« Ensure that the tape is placed with no tension under the mid-urethra.

* Do not perform this procedure if you think the surgical site may be
infected or contaminated.

« Since no clinical information is available about pregnancy following sub-
urethral sling procedure with the GYNECARE TYT Obturator System,
the patient should be counseled that future pregnancies may negate the
effects of the surgical procedure and the patient may again become
incontinent.

* Since limited clinical information is available with delivery following a
sub-urethral sling procedure with the GYNECARE TYT Obturator
System, in case of pregnancy, mode of delivery should be determined by
the obstetrician in consultation with the surgeon.

* Post-operatively, the patient should be advised to refrain from heavy
lifting and/or exercise (e.g., cycling, jogging) for at least four to six weeks
and intercourse for at least one month. The patient can usually return to
other normal activity after one or two weeks.

« Should dysuria, bleeding or other problems occur, the patient should be
instructed to contact the surgeon immediately.

« Transient leg pain lasting 24—48 hours may occur and can usually be
managed with mild analgesics.

< As with other incontinence procedures, de novo detrusor instability may
occur following a sub-urethral sling procedure utilizing the GYNECARE
TYT Obturator System. To minimize this risk, make sure to place the tape



. MNocne onepauMH  nauMeHTKE CHEAYET  PEKOMEHAOBATH
BO3AEPXHUBATLCA OT MOXBEMA THXKECTEH H (WIH) CHAbHOH (H3HUYECKOH
Harpy3kH (HanpHMep, e3anl Ha BeslocHnene, 6era TpycLO#) B TEHEHHE KakK
MHHHMYM 4YeTHIPEX-IIECTH HeAeNb, a Talkke OT MOJOBOH XKH3HH B
TEYEHHE, NO KpaiHeH Mepe, OAHOro Mecsla. B ocranbHoM nauueHTKa, Kak
NPaBHNO, MOXET BEPHYTHLCA K MPHBHIYHOMY 06pa3y XKH3HH uYepe3 OAHy
WJIH JIBE HEJENH.

. [Maunentky cnenyer npeaynpeauts O  HeoOXOAHMOCTH
HEMEIUIEHHO OOpaTHTBCA K XHPYPry NpH BO3HHKHOBEHHH IH3YpHM,
KPOBOTCYCHHSA HIIH APYrHX npobnem.

. Bo3moXxHO BO3HHKHOBCHHE npexoasue# 6oau B Horax, Koropas
MoxeT npoaomkatscs 2448 yacos. O6BIYHO €€ MOXHO KynHpOBaThb C
NOMOLLBIO JIETKHX aHaIbMeTHKOB.

. Kak 1 npu npyrux npoueaypax, BeINOJHAEMBIX NPH HEACPKAHHH
MOYH, Nlocne npoleayphl HMNIaHTaUHUH CyOypeTpanbHo#i netau (CTpona)
¢ ucnonb3oBaHHeM cucTeMbl rHHekosornueckoii GYNECARE TVT
Obturator Bo3MOXHO HOBOE pa3BHUTHE HecTabunbHOCTH aeTpy3opa. Jina
CBEJCHHA 3TOTO PHUCKa K MHHHMYMY clieayeT YOeaHTbCR B pasMELICHHH
neHTHl TakuM o0pa3oM, Kak onucaHo Buiwe. Bo u3bexanue
MEXAHHYECKOTO  MOBPEXICHHUA  JICHTHI-UMIUIAHTaTa  3anpellaeTcs
KacaThCsl JIEHTH CKOOKaMH, KJTHIICAMH HITH 32XKHMaMH.

. He crepunuzoBaTh M HeE HCNOJB30BaTh H3/ACAHE NOBTOPHO.
[MoBTOpHOE MCMONB30BAaHHE JAHHOIO H3JenHsa (MAH €ro yacreit) Moxer
BHI3BaTh PHCK €ro  paspylleHHs, 4YTO CMOocoGHO npHBECTH K
HenpaBHAbHO# paboTe U (MNM) NEpeKPeCTHOMY 3apaXEHHIO, YTO, B CBOIO
oyepelb, MOXKET NMPHBECTH K HHPEKLUMH WiK nepeaaye 60/1e3HETBOPHBIX
MMKPOOPraHH3MOB 4Yepe3 KpOBb MalMEHTaM H XUpYypraM.

. B uensx npopunakTuku MOXeT OBITL Ha3HaYeH npHeM
aHTHOHOTHKOB B COOTBETCTBHH C 0OLIYHOMN MPAKTHKOMN XHpYpra.
. B ciyyae noBpexacHHs M3AENHA €ro CleAyeT YTHIH3UPOBaTh H

B3ATH HOBOE /A 3aBEpLICHHUA MpoueAypu. B ciyuae HewcnpaBHOCTH
M3JENIHA BO BPEMA HCMOJNb30OBAHMSA, MPOAOIKMTE WIM [peKpaTuTe
HMCTIONIb30BAHHE MO YCMOTPEHHIO XUpYpra.

as described above. Do not contact the PROLENE Mesh with any staples,
clips or clamps as mechanical

damage to the mesh may occur.

* Do not resterilize/reuse. Reuse of this device (or portions of this device)
may create a risk of product degradation, which may result in device
failure and/or cross-contamination, which may lead to infection or
transmission of blood-borne pathogens to patients and surgeons.

* Prophylactic antibiotics can be administered according to the surgeon’s
usual practice.

* In the event of a damaged product, the product should be discarded and
a new one retrieved to complete the procedure. In the event of a product
malfunction during use, continue or discontinue use at surgeon’s
discretion.
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15.1 TPEBOBAHWMA K OXPAHE OKPY>KA}OLLI,EI7I CPEAbLI MPK
NMPUMEHEHNN MEAVWUMNHCKOIO N3AENNA
Cuctema ruHekonornyeckas GYNECARE TVT Obturator, B cocTaBe He
0Ka3bIBaeT BAUSHUSA Ha OKPYXXAHoLWYH0 cpeay.

N3genve ©n uncnonb3yemble MaTepuanbl He 0KasblBalOT BpeAHOro
BO3[ENCTBUA Ha OKPY>XXaloLlyt cpegy W He TpebOyrT cneumanbHbiX
MeTO/0B YTUAN3aLUN,

152 TMOPAAOK OCYWECTBNEHUA YTUNUIALUNN W
YHUWYTOXEHNA, YKA3AHWE, NP HEOBXOAMMOCTW,
CNEUMANBHbLIX MEP MPEAOCTOPOXHOCTMW MnPU
YHNWYTOXEHWN HEVMCIMONTb3OBAHHbLIX MEAVLMHCKNX
N3OENNI
YTtunusunpyiite HenpefHaMepeHHO OTKPbITbIE / 4acTUYHO
NCNOMb30BaHHble /  WCMOMb30BaHHble  W34eMS WM YMaKOBKYy B
COOTBETCTBUM C MOANTUKOM BaLIEro YYpeXxaeHns W CTaHAapTHbIMU
pabousMu npouefypamMu B OTHOLUEHUM OUMONMOrMYECKM OMAacHbIX
mMaTepuanos 1 0TXOA0B.

Pa6oTa u yTWAM3auus [O/MDKHbI NPOBOAMTLCS B COOTBETCTBUM C
06LLEeNPUHATON MeANLMHCKOWA NPaKTUKONW N NPUMEHUMbBIMWA MECTHBIMMU,
06LerocyjapcTBeHHbIMM 1 (hefepasibHbIMU 3aKOHaMU 1 HOPMATUBHbIMU
MONOXEHUAMU.

Mocne MCMNonb30BaHWA W3Aenns MOryT NpPeAcTaBNATb MOTEHLMANbHYIO
6M0N0rNYECKYHO OMacHOCTb.

Mpn NOBpeXAeHWN YNaKOBKW/MCTEYEHUN CpOKa FOAHOCTU W3fenue
yTUIM3MpyeTcs B COOTBETCTBMM C MpaBunamy  obpalieHms c
MeAMLMHCKUMM 0TX04amu Knacca A.

Wcnonb3oBaHHOE M3enve yTUINM3MPYeTCca B COOTBETCTBUM C NpaBunaMu
ob6paLleHns ¢ MeMUMHCKMM 0TX04amu Knacca b

16. METOAbI 7 CPEACTBA  AE3VNH®EKLUN n
MPEACTEPUNNSALUVNOHHOW OYNCTKU
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151 ENVIRONMENTAL REQUIREMENTS FOR MEDICAL
DEVICE USE

GYNECARE TVT Obturator System is not designed to influence the
environment.

The device and the materials used are not intended to harmful to the
environment and do not require specialized methods of disposal.

15.2 DISPOSAL/RECYCLE

Discard unintentionally opened / partially used / used devices and
packaging according to your facility’s policies and standard operating
procedures concerning biohazardous materials and waste.

Disposal should be in accordance with generally accepted medical
practice and applicable local, state and federal laws and regulations.
Ifpackage is damaged or expiration date is exceeded, device is disposed
in conformity with the rules of handling medical wastes of Class A.

The used device must be disposed in conformity with the rules of
handling medical wastes of Class B.

16. DISINFECTION AND
METHOD AND AGENTS

PRESTERILIZING CLEANING



MeAnUMHCKOe — W3denue  NpefiHasHauyeHo  Ans  0JHOPa30oBOro
NCMONb30BaHMSt 1 TMOCTaBAsSETCA  CTepuNbHbIMW.  W3genue  He
npeAHa3HauyeHo [A/18 MOBTOPHOW CTepuaM3auuMm v / WAM NOBTOPHOFO
MCMONb30BaHMSA Y IPYTOro nayueHTa.

17. METOAblI W YCnoBuA CTEPUNTNSALUNWN, CPOKWU
COXPAHEHNA CTEPHJ1BHOCTMU @ana  CTEPUNIBHO
BbIMYCKAEMbIX MEAVHWHCKWNX N3OENTNN

MaoBnHe MeTof crepHnasaLHH
Cuctema rnuHekosniornyeckas  dtuneHokeng (100%);
GYNECARE TYT YpoBeHb 06ecneyeHns CTepUNbHOCTY

Obturator, B cocTaBe (SAL) 10=

18. MEPEYEHb HALUWMOHANBbHbLIX N MEXAYHAPOAHbLIX
HOPMATWBHbIX JOKYMEHTOB / CTAHOAPTOB,
KOTOPbIM COOTBETCTBYET MEAVNUWHCKOE N3OEJTNE
EN ISO 13485; EN I1SO 14971; EN ISO 15223-1; EN 1041; EN ISO
16061; EN ISO 14630; EN 62366-1; EN 1SO 10993-1; EN ISO 10993-2;
EN ISO 10993-3; EN ISO 10993-5; EN ISO 10993-6; EN ISO 10993-7;
EN 1SO 10993-9; EN ISO 10993-10; EN ISO 10993-11; EN ISO 10993-
12; EN 1SO 10993-13; EN ISO 10993-17; EN ISO 10993-18; EN 556-1;
EN ISO 11737-1; EN ISO 11737-2; EN ISO 11135; EN ISO 11138-2; EN
ISO 17664; EN ISO 11607-1; EN ISO 11607-2; EN I1SO 14644-1; EN ISO
14644-2; EN ISO 14644-5; COMMISSION REGULATION (EU) No.
207/2012; MEDDEV 2.7.1; Regulation (EC) No 1272/2008

19. TPEBOBAHNA K MOHTAXY N YCTAHOBKE

He npumeHumo gns gaHHoro MMW. Cnocob nNpuMMeHeHWs onucaH B
pasgene 4.

20. TAPAHTUWHBIE OBA3ATE/ILCTBA

MponsBoAMTENb FapaHTMPYeT KOHEYHOMY MO/b30BaTeNll0 OTCYTCTBME
Ae(eKTOB M COOTBETCTBME Cneunpukaunsm mnsfenns B TeYeHue BCero
Cpoka TrogHOCTM nNpu  CcOo6MOAeHMM TpeboBaHWMIA K  XPaHeHwuto,
TPaHCMOPTMPOBKE W LENOCTHOCTM  YNakoBkW. [lpurofgHoctb Ans
MCMOMb30BaHMSA [AHHOTO0 MeAWLUMHCKOro u3fgenus ANns  Kakon-nnéo
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The device is provided sterile (ethylene oxide) for single use. They are
not intended for re-sterilization and/or re-use on another patient.

17.  STERILIZATION METHODS AND CONDITIONS,

STERILITY PRESERVATION TERMS (FOR STERILE

MEDICAL DEVICES)

Device Sterilization method

GYNECARE TVT Obturator Ethylene oxide (100%);

System Minimum Sterility Assurance
Level (SAL) of 10*

18. LIST OF NATIONAL AND INTERNATIONAL

REGULATIONS / STANDARDS FOR MEDICAL DEVICE

COMPLIANCE

EN ISO 13485; EN 1SO 14971; EN ISO 15223-1; EN 1041; EN ISO
16061; EN ISO 14630; EN 62366-1; EN ISO 10993-1; EN ISO 10993-2;
EN ISO 10993-3; EN 1SO 10993-5; EN I1SO 10993-6; EN 1SO 10993-7;
EN I1SO 10993-9; EN I1SO 10993-10; EN 1SO 10993-11; EN ISO 10993-
12; EN ISO 10993-13; EN ISO 10993-17; EN ISO 10993-18; EN 556-1;
EN ISO 11737-1; EN ISO 11737-2; EN ISO 11135; EN ISO 11138-2; EN
ISO 17664; EN ISO 11607-1; EN 1SO 11607-2; EN 1SO 14644-1; EN 1SO
14644-2; EN ISO 14644-5; COMMISSION REGULATION (EU) No.
207/2012; MEDDEYV 2.7.1; Regulation (EC) No 1272/2008

19. REQUIREMENTS FOR INSTALLATION AND MOUNTING

N/A. The method of application is described in par. 4

20. WARRANTY

Manufacturer guarantees to the end user absence ofdefects and conformity
to product specifications for the entire shelf life of the 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 for use of this medical device for any



KOHKPETHOH XHpYprudeckoii mnpoueaypsl AoDKHa OWTh onpeaeneHa
NoONb30BATENEM B COOTBETCTBHH C HHCTPYKUHMAMHM TNPOH3BOAMTENA MO
NPHMEHEHHIO.

T"apaHTHiinbif cpok xpanenus: 1 ron

particular surgical procedure should be determined by the user in
conformance with the manufacturer’s instructions for use.
Warranty period of storage: | year

2. HAMMEHOBAHHE H lOPHl[PI‘lECKKﬁ AJAPEC
IMPOU3BOIUTEJIA MH H YIIOJIJHOMOYEHHOI'O
MNPEACTABHUTEJIA TIPOH3BOJAUTEJIA B POCCHH
PABPABOTYHK:

Ethicon, Inc. (3TtHKOoH, HHK.), CLLA

1000 Route 202, Raritan, New Jersey 08869 USA
MMPOHU3BOIMTEJIDb:

Ethicon SARL (9tnxon CAPJI), LlBeiinapus

Puits Godet 20 Neuchatel CH-2000 Switzerland

MECTO IIPOHU3BOJACTBA:

1) Ethicon SARL, Puits Godet 20 Neuchatel CH-2000 Switzerland.

2) Ethicon Inc., 655 Ethicon Circle Comnelia, Georgia 30531, USA
YNOJHOMOYEHHOH ITPECTABHTEJIb ITIPOU3BOIUTEJIS
B POCCHA:

O61ecTBO ¢ OrpaHUYeHHOMN OTBETCTBEHHOCTBIO «JXkoHCOH & JKOHCOH»
000 «JxoHcoH & JxoHCOH»

121614, Poccus, r. Mocksa, ya. Kpunatckas, a. 17, kopn. 2

Ten. +7 (495) 580-77-77

®Paxc +7 (495) 580-78-78

21. NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION
DESIGNER LOCATION:

Ethicon, Inc., USA

1000 Route 202, Raritan, New Jersey 08869 USA

MANUFACTURER:

Ethicon SARL, Switzerland

Puits Godet 20 Neuchatel CH-2000 Switzerland

PLACE OF PRODUCTION:

1) Ethicon SARL, Puits Godet 20 Neuchatel CH-2000 Switzerland.

2) Ethicon Inc., 655 Ethicon Circle Cornelia, Georgia 30531, USA
AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
IN RUSSIA:

LLC “Johnson & Johnson”

121614, Russia, Moscow, Krylatskaya str., 17, bld. 2

Phone: +7 (495) 580-77-77

Fax: +7 (495) 580-78-78
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MepeBos C aHrMMIACKOTO si3blKa Ha PYCCKNi A3bIK

«I9TUKOH CAPJ1I»

Mion Moge 20 Heswatens CH-2000 L Beiuapus

JuwpekT op nogpasfeneHns nopeanumsaymumn

rno6anbHoONn ¢cT paTermm HopmaT MBHO-NPaBoBOTroO peryanmpoBaHmuas
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CaaTun CTtedaHnn (Saati Stephanie)

28 okT a6psa 2021 ropa

<noAgnuncaHo>

MHCTPYKLMA NO NPUMEHEHNIO

MEeANLIMHCKOIO U3AeNUS:

MognucaHo nopg MPUCAron B MOEM MNPUCYTCTBUW,
cerogHAa ™ oxvaspa 2021 roga

<nognucaHo>
HoTapuyc

<LLtamn: KEWT P. METEPCEH;
Hotapuyc - LUTat Helo-Ikepeu;
CpOK [eiiCTBMS MO€I NNLEH3UN UCTEKaeT
23 nrona 2026 roga>

Cuctema rnHekonornyeckas GYNECARE TVT Obturator,

B COCTaBe



MepeBofg faHHOTO T eKCT a BblMOAHEH nepeBojuynkoMm KpananmHubse M JeHncomMm AneKkcaHAapPOBUYEM

Poccuitckas ®egepayuns
Fopos MockBa

ABaguatb cefb [Be TbiCAYM ABajLaTb NepBOro roga
A, MpokoweHkoBa EneH yc ropoga MOCKBbl, CBMAETENbCTBYH MOA/MHHOCTb
nognucu nepeBojymnKka caHapoBuya.
Moanwuckb caenaHa B
JNTnyHocTb noanuc eHa.
3aperucTpuposaH 7-2021-
Ynna4yeHo 3a co oro gevicteus: 400 py6. 00 kon

E.E. MNMpokoweHKoBa

NpPOLWHYpPOBaHo,'! 0 neyaTbio nuct(-a,-0B).

E.E. MNMpokolieHKoBa
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