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Russian text

HAMMEHOBAHWE MEANUMHCKOIo wm3genma MW) W ErO
KNACCNPUNKALNA

YcTponcTBo mkcaummn xupyprmudeckoe ETHICON SECURESTRAP 5
MM C paccacblBalwLWMMUCA CKO6aMU OLHOPAa30BOe, CTEPUSIbHOE, B
BapuaHTax UCMOJIHEHUSA:

1 YcTpolicTBo pukcayum xupypruyeckoe ETHICON SECURESTRAP
5 MM ¢ 25 paccacbiBaloWwmuMmuca ckobamun ofHopa3oBoe, CTEPUbHOE, B

cocTaBe:

- YcTpoiicTBO thmkcaymm Xupypruyeckoe ETHICON
SECURESTRAP 5 MM c 25 paccacbiBalowmumncs ckobamu
0fHOpa30BOe, CTepuUabHOe - | WT; UAKM 6 WT. B yNnaKoBKe,;

- MHCTpYKLUMA NO NpUMeHeHMnto - 1 wrT.

2. YcTpolictBo pukcayum xupyprudyeckoe ETHICON SECURESTRAP
5 MM ¢ 12 paccacblBalowuMmcsa ckobamuy ofHOpa3oBoe, CTePUNbHOE, B
cocTaBe:

- YcTpoiicTBo hukcaumm Xupyprunyeckoe ETHICON
SECURESTRAP 5 mMm c 12 paccacbiBalowWwmuMmnucs ckobamm
0fL,HOpa3oBoOe, CTepuabHOe - | WT. UAN 6 WT. B YNaKOBKE;

- VMHCTpyKLMA no npuMeHeHunto - | wr.
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English text

MEDICAL DEVICE (MD) NAME AND CLASSIFICATION

Surgical fixation device ETHICON SECURESTRAP 5 mm with
absorbable staples, disposable, sterile, available in the following
versions:

1. Surgical fixation device ETHICON SECURESTRAP 5 mm with 25
absorbable staples, disposable, sterile, consisting of:

- Surgical fixation device ETHICON SECURESTRAP 5 mm with 25
absorbable staples, disposable, sterile - 1 pc. or 6 pcs. packaged,;

- Instructions for use - 1pc.

2. Surgical fixation device ETHICON SECURESTRAP 5 mm w'ilh 12
absorbable staples, disposable, sterile, consisting of:

- Surgical fixation device ETHICON SECURESTRAP 5 mm with 12
absorbable staples, disposable, sterile - 1pc. or 6 pcs. packaged;

- Instructions for use —1 pc.



Knaccugpukauma MU

Knacc B 3aBUCUMOCTHU oT

NOTEHLMANbHOTO pUCKA MPUMEHEHNA

MeLULNHCKOTO n3genna cornacHo

Mpukasa 4H

KpaTHOCTb NpuMeHeHuUA [na oAHOKPaTHOro NPUMeHeHUs

CrtepunbHocTb CTtepunbHoe. MeTOoL CcTepununsaymnm:
3TUNEHOKCNS

Knaccugukayms no Tmny n  Cwm. Crnucok maTepuanos MW.

NPOAO/IKUTENBHOCTN KOHTAaKTa COMNacHO  KOHTaKTUPYHOLWMKUX C OPraHM3mMom

ISO 10993-1

HASHAYEHVE MEAVNUWVHCKOIO N3AENNA

YcTpoiicTBO (ukcauum xupyprudyeckoe ETHICON SECURESTRAP 5 mm c
paccacbiBaloWmMmnca ckobamMmy ogHOpPasoBOe, CTEPUIbHOE, B BapuaHTax WMCMOMHEHWA
npefHa3HayeHo AN (MKcCALUM NPOTE3HOrO CETYATOr0 MMNAAaHTa K MATKAM TKaHAM B
X0/4e PasNMyHbIX N1anapocKonMyecknx U OTKPbITbIX XMPYPTrUYECKUX onepaLmnii, Taknux
KaK nnacTuka rpbix.

MpuHumn geicteus MU

YcTpoitctBo ukcayum xupypruvyeckoe ETHICON SECURESTRAP 5 mm ¢
paccacblBalWMMuUCA ckobaMy OfHOpPa30BOe, CTEPUIbHOE, B BapuaHTax UCMONHEHUS
npeacTaBnseT coboil ofHOpPa3oBOe YCTPOMCTBO AJOCTaBKM CKOG, npumeHsiemoe Ans
(hukcaumm nNpoTe3HON CeTKMW K MATKMM TKaHAM NpU NanapocKONWYeckux wuau
OTKPbITBIX NpoLeay pax C NOMOLLbO OAHOPA30BbIX PacCachliBalLLNXCA NOAUMEPHbIX
ckob6. CkoObl MpefHa3Ha4YeHbl AN MeXaHWYEeCKON huKcaLum cCeTKU Ha Cpok oT 4 go 8
Hepenb (Nnepuog 3axnsneHus). CornacHo uccnegoBaHus in vitro, npogunb abcopbumm
nonmanokcaHoHa u cononumepa L (-)-naktuga/rnukonnja MMHuManeH B nepeble fBe
Hegenu wumnaaHTaumm. MexaHu3Mm fgerpagauumu nonumepa - rugponus. [lMocne
nepBoHa4yanbHOr0 CHUXXEHUA MOJMIEKYNSPHOI Macchl CKOBbl TMAPOAN3 NPOAOIKaeTCH,
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MD classiilcation
Class of potential risk for medical
device according to Order 4n

Single use
Sterile. Sterilization method: EO

Multiplicity ofapplication
Sterility

See list of materials in contact

with human body

Classification by type and duration
of contact according to 1ISO 10993-1

INTENDED USE MEDICAL DEVICE

Surgical fixation device ETHICON SECURESTRAP 5 mm with absorbable
staples, disposable, sterile, in modifications is intended for fixation of
prosthetic material to soft tissues in various minimally invasive and open
surgical procedures, such as hernia repairs.

Principle of operation

Surgical fixation device ETHICON SECURESTRAP 5 mm with absorbable
staples, disposable, sterile, in modifications is a multi-fire, single-use
delivery devices used to fixate prosthetic mesh to soft tissue in laparoscopic
or open procedures, pre-loaded with single-use absorbable polymer straps
(implants) that are designed to mechanically hold the mesh in place for 4 to
8 weeks during the normal healing period. In vitro studies indicate that the
absogption profile of the polydioxanone and L (-)-lactide/glycolide
copolymer in minimal in the firsttwo weeks of implantation. The mechanism
by which the polymer degrades is hydrolysis. After an initial reduction in the
molecular weight of the strap, hydrolysis continues and a reduction in



N NPOUCXOAUT CHUXEHME (U3NYECKUX CBOWCTB CKOObI. 3HaumTenbHas abcopbuus
HabngaeTcsa cNycTs ABe Hefenu, U NoNMMep NpakTUYeckn abcopbMpoBaH NMPUMEPHO
yepes 12-18 mecaues.

MW nocTaBndetca 3apsXeHHbIM 12 unu 25 paccacbiBalOWUMUCA CUHTETUYECKUMU
ckobamu, npeAycTaHOB/MeHHbIMW B 36-cM cTBONe u3genusa. JaHHoe MU
npegHasHayeHOo AN BBELEHWA W MCMONb30BaHUS Yepe3 NanapoCKONWYecKUin mopT
anameTpom 5 MM unm 6onblwe. Ana npuMeHeHnss MW ¢ nanapoCcKOMMYecKnM MOPTOM
6onbliero guameTpa TpebyeTcs UCNONb30BaHMeE MepexofHuKa.

CKOGbl BbIMOMHEHbI M3 nonuamnokcaHoHa (20%). cononumepa b(-)-naktuga (70%),
rnukonnga (10%) un crteapata (<0.1%) n okpaweHbl Kpacutenem D&C Violet Ne 2
(<0.1%). AnnHa, Ha KOTOpPYI BXOAMT CKOoba, cocTaBnsieT 6.7 MM.

MOKA3AHVA N TIPOTUBOMOKA3AHUWA K MPMMEHEHUWIO MW U
BO3MOXHbIE NMOBOYHbLIE 3®PEKTHI

[Moka3saHus

YcTpoiicTBo (ukcaumm xupypruyeckoe ETHICON SECURESTRAP 5 wmm ¢
paccacbiBalLmmMuca ckobamum ofHOpa3oBoe, CTEPUbHOE, B BapuaHTax UCMOJHEHUA
npefHasHavyeHo Ang UKcauum NPOTE3HOro CETYATOro MaTepmana K MATKUM TKaHAM B
X0Ae PasfinyHbIX MUHUMaNbHO WHBA3NBHbLIX W OTKPbITbIX XUPYPruyecknx onepayuii,
TakKMX Kak nnacTuka rpbix.
MpoTnBonokasaHusa

* YCTPOWCTBO He AOMKHO WCMONb30BaTbCA NPW HanUuuyu NPOTUBOMNOKA3aHMil K
(hvKcaumMy NPoTe3HOro matepuana.

* He VICI'IOI'Ib3yI7ITe CUCTEMY Ha TKaHAX, KOTOpbleé HE MOTyT ObITb OCMOTPEHbl Ha
Hann4yue remocTasa.

* MUHUMaNbLHO AOMYyCTWMas TOMWMHA CMOS TKaHW NpU MMNAaHTaUUM cKobG Hag
nognexauumm KocTaMM, COCYAamMn U BHYTPEHHUMM OpraHaMy A0MKHA COCTaBNATh
6,7 MM. Ecnun paccTosiHMe OT MOBEPXHOCTM TKaHW [0 Mogexalied CTPYKTYpbl MeHee
PEKOMEHA0BaHHOW MWHUMANbHOW TONWMHLI TKaHW WAM MOXeT ObiTb CXaTo A0
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physical properties of the strap occurs. Significant absorption is seen after
two weeks, and the polymer is considered essentially absorbed at
approximately 12-18 months.

MD contains either 12 or 25 synthetic absorbable straps, preloaded into the
device's 36 cm long shaft. The instrument is designed for introduction and
use through a 5 mm or larger laparoscopic port sleeve. Larger diameter
sleeves will require use ofa converter.

Straps are composed of Polydioxanone 20%; Glycolide 10%, L-Lactide 70%,
D&C Violet #2 <0.1%, and Stearate <0.1%. The inserted length of the strap
is 6.7 mm.

INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
POSSIBLE ADVERSE EFFECTS

Indications

Surgical fixation device ETHICON SECURESTRAP 5 mm with absorbable
staples, disposable, sterile, in modifications is intended for fixation of
prosthetic material to soft tissues in various minimally invasive and open
surgical procedures, such as hernia repairs.

Contraindications

» The device is not intended for use where prosthetic material fixation is
contraindicated.

* Do not use the system on tissue that cannot be inspected visually for
hemostasis.

e A minimum tissue thickness of 6.7 mm is required when applying the strap
over underlying bone, vessels, or viscera. Ifthe total distance from the surface
of the tissue to the underlying structure is less than the minimum tissue
thickness or may be compressed to a total distance less than the minimum
tissue thickness, use of the device is contraindicated.




TONWMWHbI  TKaHW, MeHee PpPEKOMEH[OBaHHOI, WCMONb30BaHMEe  YyCTpolicTBa
NPOTMBOMOKAa3aHo.

e YCTpPOWCTBO He [JOMKHO WCMNOMb30BaTbCA Ha TKaHAX, WUMEKLWNUX npsamoe
aHaTOMMUUYeckoe OTHOLWIEHME K TNaBHbIM COCYAWCTbIM CTPYKTypam. 3TO KacaeTcs
UMNAaHTaLUM OUKCUMPYIOLWMX 31EMEHTOB Ha Auadparmy B6AM3N NepuKapaa, aopThl 1
HWXXHel Nonoii BeHbl MPU NNacTUKe guaparmManbHbIX FPbIX.

MpeaynpexpgeHus

e TONbKO  MeAULUHCKWE paboTHWKW,  WMellLlmne COOTBETCTBYIOLLYIO
NOArOTOBKY W 3HAaKOMble C 3HLOCKOMWYECKUMW MeTodaMu, MOryT
BbIMONHATL  3HAOCKOMMWYECKUE  MNpoLeaypbl. Heo6xognMmMo nosnHoe
MOHWMaHWe MNPUHLMNOB paboTbl, PUCKOB W MNPeuMyLecTs, a TaKxe
0nacHOCTEel,CBA3aHHbIX C WCMO/Mb30BAHWEM  3HAOCKOMMYECKOro [OCTyna,
4yTOOblI M36eXaTb BO3MOXHOr0 TPaBMUPOBaHUA MeAULUMHCKOr0 paboTHUKaA
n/mnn nauueHTa.

e HacTtoAuiee n3genve nocTaBnsfeTca B CTEPUNBHOM BUAe W npejHasHavyeHo
4NS  OLHOKPATHOrO0 MCNONb30BaHWA Yy OAHOro nauueHTta. [loBTOpHOe
ncnonb3oBaHWe WAM  MOBTOPHas o06paboTka u3genus npuBeder K
HENpPOrHoO3npyemomMy MOBELEHUID  CKO6 M MOXEeT TMpuBecTn K
HEMCMNPaBHOCTU U K TpaBMe NaLueHTa.

e 3anpeleHbl  NOBTOPHOE NUCNONb30BaHUE, nosTopHas o6paboTka wau
noBTOpHaa cTepunusauymsa unsgenus. T[1OBTOPHOE MCMONb30BaHWe WU
NOBTOPHAaA CTepUNn3aLna 4aHHOTO M34eNNA MOXET MPUBECTM K Pa3nodXXeHMnio
N3fenns, 4Yto MOXeT MNPUBOAUTL K HEUCNPaBHOCTU WU3fennua u/mnm K
NnepekpecTHOMY 3arpsA3HeHWIo, YTO MOXET MPUBOANTL K MHMULUPOBAHWIO
WM K nepejaye remMaTtonoOrMyecku.X NaTOreHoB Yy MNAaUWEHTOB WU Yy
MeLUUNHCKNX PabOTHUKOB.

e [lo aHanorum c JApYruMuU WHOPOAHBIMWU W3JeNnAMU, CKOOGbl ycTpoicTBa
hukcaymnu XUPYPruyeckoro ETHICON SECURESTRAPC
paccacblBalLWMMmMCA CKob6amMmn MOTYT NPUBOAUTL K UH(EKL UK.

e HekoppekTHasa dqwukcaumsa ceTku, B TOM uucne ocnabneHne nam nosomka
CK06O, HEKOpPEKTHOE pacnonoXeHune cKob, uan HefoCTaTOYHOE KONUYECTBO
TO4YeKk hmkcaLum MOXeT NPUBOANTL K HEIPHEKTUBHOCTMN NIeYEHNUS.

e B cnyvyae HeucnpaBHOCTW U34enns ero cnefyeT yTUAN3NPOBaTb U 3aMeHUTb
Ha HOBOe, 4TO6bl 3aBepWNTbL MPOLEAYPY.
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e This device should not be used in tissues that have a direct anatomic
relationship to major vascular structures; this includes the deployment of
straps in the diaphragm in the vicinity of the pericardium, aorta, or inferior
vena cava during diaphragmatic hernia repair.

Warnings

Only healthcare professionals having adequate training and
familiarity with endoscopic techniques should perform endoscopic
procedures. A thorough understanding of the operating principles,
risks versus benefits, and the hazards involved in utilizing an
endoscopic approach is necessary to avoid possible injury to the
healthcare professional and/or patient.

This device is provided sterile and is designed for single patient use
only. Reuse or reprocessing ofthis device will lead to unpredictable
strap performance and may lead to its failure and subsequent patient
injui-y.

Do not reuse, reprocess or resterilize this device. Reuse or
resterilization ofthis 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 bloodbome pathogens to
patients and healthcare professionals.

Like all foreign bodies, the straps from the ETHICON
SECURESTRAP Absorbable Strap Fi.xation Device may potentiate
an infection.

Inadequate fixation of the mesh including but not limited to loose or
broken straps, inappropriate position of straps, or insufficient
fixation points of mesh may lead to failure oftreatment.

In the event of device malfunction, the device should be discarded
and a new one retrieved to complete the procedure.

Discard unintentionally opened / partially used / used devices and
packaging.

The total distance from the surface of the tissue to the underlying
bone, vessels, or viscera should be evaluated prior to application and



HenpegHamepeHHO BCKPbITbIE, 4acTUYHO MCNONb30BaHHbIE n should be a minimum of 6.7 mm,
MCMNONIb30BaHHbIE YCTPONCTBA, a TaK Xe ynakoBKa nognexar yTunmsauuu.

Obuwee paccTosHME OT MOBEPXHOCTU TKaHW [0 PacrofioXKEeHHbIMU MOA Hei

KOCTHbIMW CTPYKTypaMu, cocyfamu WAU BHYTPEHHWMW opraHamu, cnepyet

OLUEeHMBaTb nNepef MPUMEHEHWEM U3AeNns, W OHO [O/HKHO COCTaBNATH

MUHUMYM 6,7 MM.

Mepbl NpegoCTOPOXKHOCTH Precautions

e MeTog wukcaumm N060Or0  MMNNAHTUPYEMOro  M34enns  JOJXKEH e Fixation method for any prosthetic device should be determined on
onpefensitbCas Ha OCHOBaHMM MPUEMNEMOIN XUPYPrUUYECKOW TeXHUKMU, the basis of accepted surgical technique, procedural requirements,
TpeboBaHMiA K mnpouefype, a TakKXe WHCTPYKUMIA NO 3kchayatauuu and the instructions for use of the prosthetic material.
UMNNAHTUPYEMOTO U3JENNs. e Verify mechanical and electrical compatibility of devices from

e Heo6X0AMMO NPOBEPUTb MEXAHWYECKYH U 3/MIEKTPUUYECKYD COBMECTUMOCTb different manufacturers prior to using them together in a procedure.
n3gennii pasnnyHbIX npoun3BoAuTeNei nepes  wux COBMECTHbIM * Inspect fixation site after application to ensure hemostasis.
MCMoNib30BaHNEM B npoLesype. e Appropriate force should be applied to the device for application of

* Heob6X04MMO OCMOTPETb MECTO (PUKCALMMN MNOCNE HANOXKEHNA U3eNNdA Ha NpeaMeT straps. Excessive force may result in damage to the tissue, the material
3PPeKTUBHOCTN remMocTasa. being fixated, or the device.

e HeobXxogumMo NPUNOXWUTb LOCTaTOYHOE YCUNMEe Ha u3fenne ANS HaNoXeHus
CcKob. W36bITOYHOE ycuaMe MOXEeT MNpuMBECTM K nNoBpexfAeHuto TkaHel, Note: Care should be taken in the application of e.xternal counter-pressure to
M3BbITOYHONM (hMKcaunmum maTepuana unu n3penus. avoid tissue compression between the end of the device and the location of
counter-pressure of less than 6.7 mm.
MpumeyaHue: CnefyeT NpPOsABAATb OCTOPOXHOCTb MPU HaNOXEHUW M36bITOYHOTO
YCWUANA C NPOTUBOMONOXHOW CTOPOHBI, 4TO6bI M36eXaTb KOMMPECCUN TKaHel Mexay
KOHYMKOM W3AeNna M TOUYKOW MPUAOXKEHUS YCUAUA C MPOTUBOMONOXHOW CTOPOHbI
pacrnofoXeHHON MeHee YeM Ha 6,7 MMm.

MarHutHo-pe3oHaHcHasa Tomorpagusa (MPT) Magnetic Resonance Imaging (MRI)

Ckobbl ans yctpoiicTBa dukcaunn xupyprinvyeckoro ETHICON SECURESTRAP ¢ straps from ETHICON SECURESTRAP'” Absorbable Strap Fixation
paccacbiBalumuca  ckobamn coBmecTumMo ¢ MP-ycTpoiicTBamu. Hukakue pevice are MR Safe. No known ED substances are present at >0.1%.
n3pecTHole ED BeuiecTBa B KOHUeHTpauuu > 0,1% He NpUCYTCTBYIOT.

Carcinogenic, Mutagenic, Toxic to Reproduction (CMR) / Endocrine
MHdopmaumsa no KaHLEeporeHHOCTW, MYTareHHoOCTU, a TakXe TOKCUYECKOMY Disrupting (ED) Safety Information
BO3JEACTBUIO Ha penpogykTuBHyw cuctemy (CMR) / 6e3onacHocTu B
OTHOLLUEHNN HapylweHns MQYHKUMN SHAOKPUHHONM cnctembl (EP)
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Of4WH WNWM HECKONbKO HEe-UMMNAHTUPYeMbIX KOMMOHEHTOB HaCTOAWEro W3genus
cofepXuT cnepytowee(ne) seuiectso(a). KoTopble onpegenstoTcs kak CMR LW B
KOHUeHTpauum Bbiwe 0,1% no macce:

MpucyTCTBYIOLLWIA o

pucy yloui OcTaTouHbIN pUCK

maTepuan

Kob6anbT: Vimelolmecd B HacToAllee BpeMs HayyHble
[laHHble NOATBEPXKAAT, 4YTO MEeAULMHCKMe

CAS Ne 7440-48-4 W3[enns, MNpouU3BefeHHble U3  KO6anbTOBbIX

EC No 231-158-0 cnnasoB, WU 13 Hep>KagetoLeit cmami,
cogep>kalyme KobanbT, He nNpuBOAAT K
MOBLILIEHNIO PUCKA Pa3BNTUS OWKONOTNYECKUX
3aboneBaHnii UM HeXKenaTenbHbIX 3h(heKTOB
CO CTOpPOHbI PENPOAYKTUBHOA CUCTEMBI.
MpumeyaHue, pacnono>KeHHoe B6AM3M OT 3TOrM0 CUMBONA HA YNakKoBKe,
OTHOCUTCA K COOTBETCTBYLIEMY MaTepuany, Npucy TCTBYHLEMY B COCTaBe.
B03MOXHbIe 0CNTOXKHEHUSA ii N060YUHbIE 3(h(heKThbI

BO3MOXHble  OCNOXHEHWA, KakK nNpaBuio, CBA3aHbl C  WUMMONAHTUPYEMbIMU
maTepuanamu, B YaCTHOCTM, BPeMEHHOe MeCTHOe pasfjpaxeHue, BPeMeHHas
BOCNanuTeNbHaa peakLus Ha MHOpPOAHOEe Teno, ocTpas WAM XpOHW4Yeckas 60Mb,
KPOBOTEYEHWE, rematoma, TMOBPEX[JeHUEe HepBa WAN MATKUX TKaHel, HO He
orpaHnymuBaroTCca UMU. HenpasunbHas QuKcayms NpOTe3HOW CETKU MOXeT NpUBeCTU
K HeahheKTUBHOCTU NeveHns. Kak 1 npoyme WHOPOAHbIE Tena, CKO6bl YcTpoiicTea
thukcayum xmpypruyeckoro ETHICON SECURESTRAP 5 MM ¢ paccacbiBaloWwumumcs
ckobamu ofHOpasoBoe, CTepwu/ibHOEe, B BapumaHTax MWCMONHEHWA MOryT BbI3blBaTb
UHpULMPOBaHUE.

MeAUUMHCKME  PaBOTHUKM  [O/KHbI  COOGWMTHL  NaLMeHTYy O  BO3MOXHbIX
OCNOXHEHWAX, HeXenaTeNbHbIX MNOBGOYHLIX 3hdeKTax M pUcKax, CBA3AHHBIX C
MEeAUUUHCKUM WU3AeNNeM W Npouefypoii, U peKOMeHAOBAaTb MalLMeHTy 06paTUTbCA K
MeANLUUHCKOMY PaGOTHUKY B c/lydyae Nt06Oro OTKNOHEHUS OT HOPManbHOTFO TeYeHUs
nocneonepawumoHHOro nepuoga.
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One or more non-implanlable components of this device contains the
following substance(s) defnied as CMR IB in a concentration above 0.1%

W

Material Present Residual Risk

#
Cobalt: Current scientific evidence supports
that medical devices manufactured
CAS No. 7440-48-4 from cobalt alloys or stainless

W

1 EC No. 231-158-0

steel alloys containing cobalt do not
cause an increased risk ofcancer or
adverse reproductive effects.

The footnote adjacent to the above symbol on the packaging refers to
the relevant Material Present.

Adverse Reactions and Side Effects

Potential adverse reactions are those typically associated with surgically
implantable materials, but not limited to transitory local irritation, transitory
inflammatory foreign body response, acute or chronic pain, bleeding,
hematoma, nerve damage, and soft tissue injury. Inadequate fixation of mesh
may lead to failure of treatment. As with all foreign bodies, the straps from

the Surgical fixation device ETHICON SECURESTRAP 5 mm with
absorbable staples, disposable, sterile, in modifications may potentiate
infection.

Healthcare professionals should convey adverse reactions, undesirable side
effects and risks associated with the product and the procedure to the patient
and advise the patient to contact a healthcare professional in case of any
deviation from the normal post-operative course.



Y KasaHus No NnpUMeHeHuto

1. BcTaBbTe YcTpolicTBo (ukcauum xupyprudeckoe ETHICON SECURESTRAP
yepes KaHH /0 N1anapoCcKOMNMUYecKoro Tpoakapa Hajnexalero pasmepa unm KaHto
Tpoakapa 60nblero pasmepa ¢ UCNONb30BaHMEM NepexogHuKa (ecnu Tpebyertcs).

2. TomecTMTe KOHYMK YCTpPOWCTBA Ha TKaHb WNM CETKY HENOCPeACTBEHHO Hap
ueneBbiM y4yacTkoMm. CopueHTUpylTe YCTPOWNCTBO TakuM o06pa3om, 4TOGHI
YCTAHOBUTb CKOOY Yepe3 NMPOTE3HbIA MMMNAAHT, TaKOW Kak CeTKa, B MATKYH TKaHb
ans ukcaumm. KoHYMK ycTpoicTBa MOXET OblTb MCMNOMb30BaH ANA 061ervyeHuns
pPacnofioXXeHUs CEeTKN HYXXHbIM 06pa3om.

MPAMEYAHWNE. NHdpopmaunto 0 nNpasuibHOM MOJIOXKEHUM NpU (UKcaLUM CM. B
WHCTPYKLUUMN MO NMPUMEHEHUIO CETKMN.

MPNMEYAHWNE. CneayeT BHMMaTENbHO CAefuTb 3a pacnonoXXeHumem KOHYMKA
KaH M, 4YToObl yCcTaHaBNMBaeMas ckoba BXxoAuna B CLUeNieHNe C LeNeBON TKaHbHO.

3. Mpwunaras [OCTaTOYHOe BHELWHee BCTPEYHOE faBNeHWe, HAOXKXMMUTe [0 ynopa Ha
PYKOATKY M 3aTeM oOTnycTuTe. [TpUNOXeHWe BCTPEYHOro [JaBfeHWs nomoraeT
06ecneynTb HafeXXHY YCTaHOBKY CKOObI.

4. MoBTOpPUTE BbllLeyKa3aHHbIe Waru 2-3 Ans pasMeleHns A0MOAHUTENbHbBIX CKOG Mo
BCeli AsMHe 06nacTn, KoTopas NOANEXUT uUKcalynuu.

MPUNMEYAHWE. NMpy Heo6X0AUMOCTM CKOObI MOryT 6bITb yYAaneHbl U3 CETKN NyTeM
Bblpe3aHunsa CKOObl 1anapoCKONUYeCKUMU HOXHULAMU. BbITAHUTE CETKY U3 CKOObI 1
0CTaBbTe CKOOY B TKaHW A1 paccacbiBaHUs.

5. LlBeT mManoro nHamMKatopa octaTka CKob mokasbiBaeT, KOrja B yCTPOACTBE OCTaeTcs
5 cKkob6.

6. Mocne ycTaHOBKM 12-ii wunm 25- cKOGbl CMNYCKOBOW MEXaHU3M PYKOATKMU
6/10KMpPYeTCcAa B MOMHOCTHIO CXATOM MOMOXEHWW, & OKHO Majioro WHAMKatopa
ocTaTKa CKO6 Ha pyKOATKe yCTpOliCTBa NOMHOCTbIO OKPacuTCH, yKasblBas Ha TO, 4TO
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Directions for use

1

Insert Surgical fixation device ETHICON SECURESTRAP 5 min
with absorbable staples, disposable, sterile, in modifications through
the appropriately sized laparoscopic port sleeve or larger port sleeve
with the use of a converter (if necessary).

Place the tip of the device on the tissue or mesh, directly over the
target site. Orient the device to deploy the strap through prosthetic
material, such as mesh, and into soft tissue for fixation. The tip ofthe
device may be used to facilitate positioning of the mesh.

NOTE: Reference the mesh Instructions for Use regarding appropriate
fixation placement

NOTE: Care should be taken to position the cannula tip so that
deployment of the strap engages the targeted tissue.

While applying appropriate external counter-pressure, squeeze the
handle completely, and then release. The application of counter-
pressure helps ensure secure strap placement.

Repeat the above steps, 2-3, for placement of additional straps all
along the length of the area to be fastened.

NOTE: If necessary', the straps may be dislodged from the mesh by
cutting the strap with a laparoscopic scissor. Pull the mesh away from the
strap and leave the strap in the tissue to resorb.

The low strap indicator color appears when there are 5 straps left in
the device.

Following the deployment ofthe 12th or 25th strap, the handle trigger
will lock in the fully depressed position and the low strap indicator
window on the device handle will be fully colored, indicating there
are no straps left in the device. The device should be removed and
discarded at this time. If additional fixation points are required,
obtain an additional device.



B YCTpO/iCTBE He OCTanocb CKo6. B 3TOM cny4yae YCTPOWCTBO HYXHO M3BNeYbL U
BbI6poCnTb. Ecnun TpebytoTCA AONONHUTENbHbIE TOUYKM DUKCALWW, NCMONb3YIiTE eLe
O/lHO YCTPOWCTBO.

7. Mo 3aBepWweHn NPUMEHEHUS W3BAEKUTE Y CTPONCTBO (QUKCALUN XMPYPTUYECKOe
ETHICON SECURESTRAP 13 KaH0/M 1anapockonuyeckoro Tpoakapa.

8. Y cTpoiicTBO MOXET GbITh TAKXE UCMONb30BAHO B X0/€ OTKPbITOFO XUPYPruyeckoro
BMeLlaTe/1bCTBa.

MPUMEYAHWE. HenpegHaMepeHHO BCKpPbITble, YaCTUYHO WCMO/b30BaHHbIe M
MCMNOoNb30BaHHbIE YCTPONCTBA M yNnakoBKa nojnexar yTuausaynum B COOTBETCTBUU C
noAuTMKamu W npouefypaMu Ballero yYpexpgeHus B OTHOWEHWM 6GMOMOTUYecKu
onacHbIX MaTepuanos ¥ OTXO[40B.

MHPOPMALUNA O MOTEHUWMANBbHBLIX TIOTPEBUTENAX
M N YKASAHNA MO NCIMOJTIB3OBAHUIO

YKasaHua no ncnosb3oBaHUI0

MprMeHsieTCs TONIbKO B CTEPU/bHBIX YCNOBUAX (Hanpumep, onepauuoHHas,
XUPYPTUYECKUA LEEHTP)

Ycnosua npumMmeHeHus/akennyataumum M
Temnepartypa oT +10 go +35°C
OTHOCUKTEeNbHAA BMIAXHOCTb fo 80% (npu 25 ° C)

MoTeHuManbHble NoTpebuTenn MU

YcTpoiicTBo (ukcauum xupypruyeckoe ETHICON SECURESTRAP 5 mMm c
paccacblBallWumucs ckobamu ofHOpasoBOe, CTEPUIbHOE, B BapuaHTax UCMNONAHEHUS
LO/DKHBI  MCNOMNb30BaTbCA TOMBKO MEAULMHCKUMM PabOTHUKAMU, MpOLeALnMn
obyyeHne XMpypruyeckum npouegypam 1 MeTogam, HeoOXOoLWMbIM AN18 (UKCaLUm
CMHTETUYECKOro MMMAaHTa Hanpumep, Npu nNaacTuke rpbK. TONbKO MeAULUHCKME
paboTHUKKN, WMeloWwmne COOTBETCTBYIOLWYHO  NOArOTOBKY UM 3HaKOMble C
9H[OCKOMWYECKUMU MeTOoAaMW, MOTYT BbIMOMHATL 3HAOCKOMUYECKNE MpOoLeaypbl.
MonHoe mMOHMMaHWe nNPUHUUNOB paboTbl, PUCKOB W TMPEUMYLLECTB, a TakKxe
onacHoOCTeil, CBfA3aHHbIX C  WCMOJIb30BaHWEM  3HAOCKOMWYECKOro  focTyna.
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7. Upon completion of the application, remove the Surgical fi.xation
device ETHICON SECURESTRAP 5 mm with absorbable staples,
disposable, sterile, in modifications from the laparoscopic poit
sleeve.

8. The device may also be used in open surgical procedure.

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

INFORMATION ON POTENTIAL USERS OF MD AND

DIRECTIONS FOR USE
Directions for use

Wi ithin sterile field/setting (e.g. Operating room, surgical center)

1from+10to+35°C
1 up to 80% non-condensing (at 25 ®C)

Temperature range
Relative humiditv range

Potential users of MD

Surgical fixation device ETHICON SECURESTRAP 5 mm with absorbable
staples, disposable, sterile, in modifications should be used only by
healthcare professionals who are trained in the surgical procedures and
techniques required for fixation of synthetic graft, such as in hernia repair.
Only healthcare professionals having adequate training and familiarity with
endoscopic techniques should perform endoscopic procedures. A thorough
understanding of the operating principles, risks versus benefits, and the
hazards involved in utilizing an endoscopic approach is necessary to avoid
possible injury to the healthcare professional and/or patient.




HeO6XO,lJ|VIMO, yTobbl M36eXaTb BO3MOXKHOIO TpaBMMnpoBaHNA MeaANLUMHCKOro

paboTHUKA W/MNW naLyeHTa.
OMNCAHUMNE OCHOBHbIX ®YHKUWMOHAJIbHbLIX 2/IEMEHTOB MW W DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD AND

NPUHUWMMNbI AENCTBUA PRINCIPLE OF OPERATION
Obuee onncaHne PyHKLUNOHANbHbIX 3ieMeHTOB MU General description of functional elements of MD
Huwep O603HayeHue Number Identification
1 MHamkaTop ocTarka cKob 1 Low Starp Indicator
2 KoHUmMK 2 Tip
] Kypok 3 Trighier
4 PykosiTka 4 Handle
5 Ckoba 5 Strap
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OCHOBHbIE TEXHUYECKWNE XAPAKTEPNCTUKN MAIN TECHNICAL CHARACTERISTICS

YcTpoiicTBo ukcaumm xmpyprudeckoe ETHICON SECURESTRAP 5 mm ¢ 25 Surgical fixation device ETHICON SECURESTRAP 5 mm with 25

paccacblBaloWMucs ckobaMmu ofHopasoBoe, cTepuabHoe (1 unm 6 wT./yn): absorbable staples, disposable, sterile (1 or 6 pc/pack):
HaumeHoBaHWe XapaKTepUCTUKM W eauHuL, 3HadeHune™* Name of technical parameter and Value*
n3MepeHus measurement unit
[nunHa paboyein yactu, MM 357,6 Working part length, mm 357,6
[OnameTp paboyein yactu, MM 5.5 Working part diameter, mm 5,5
KonunyecTso CK0O6, LUT. 25 Number of staples, pcs 25
BbicoTa cKobbl, MM 7.3 Staple height, mm 7,3
LLInpuHa ckobbl, MM 4,2 Staple width, mm 4,2
ToNwmHa cKobbl, MM 13 Staple thickness, mm 13

*[1Ns BCeX pa3MepoB yKa3aHO HOMMWHA/IbHOE 3HaYeHNe *All sizes are stated with nominal value

YcTpoiicTeo hukcaumu xupyprudeckoe ETHICON SECURESTRAP 5 mm ¢ 12 Surgical fixation device ETHICON SECURESTRAP 5 mm with 12

paccacbiBalLWMUMNCA cKkobamMun 0HOPa3oBoe, cTepunabHoe (1 nau 6 wT./yn); absorbable staples, disposable, sterile (1 or 6 pc/pack):

HanmeHOBaHWe XapaKTEPUCTUKU U eguHUL, 3HadeHme™* Name of technical parameter and Value*
measurement unit

[nvnHa pabouein yactu, Mm 357,6 Working part length, mm 357,6
OunameTp paboueii yactu, MM 55 Working part diameter, mm 55
KonunyecTso cKob, LUT. 12 Number of staples, pcs. 12
BbicoTa CK0bbI, MM 7.3 Staple height, mm 7,3
LLInpuHa ckobbl, MM 4,2 Staple width, mm 4,2
TosnwmHa cKobbl, MM 13 Staple thickness, mm 13

*[1Ns1 BCEX pa3MepoB YKa3aHO HOMUHa/IbHOe 3Ha4YeHUe *All sizes are staled with nominal value
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CMNNCOK MATEPVAMIOE MU, KOHTAKTUPYHOUWNX C OPTAHV3MOM

KOMMOHeHT

PaccacbiBatowmecs
CKOObI

[MoKpbITUE KaHO N

KaHtonsa

Konnayok KaH/n

Kopnyc BCcTaBHOI

BUNTKU
Y3en BCTAaBHOWN
BUNKU- COCTOALWMNIA U3
BCTaBHON BWIKA u

BCTAaBHOIO CTEPXKHA

MopweHb nogaun
CKOOBI

MexaHn3m 3alnThl
0T o6bpaTHOro xoga
CKOOGbI

PykoaTtka c

Toprosas maliiial Tun

PALG20-85 ONNTENbHbIA (CBbIWeE 24 4. HO He
6onee 30 CyTOK) KOHTaKT ¢
MATKUMUN TKAHAMM
CnupTtoBoii KpaTtkoBpeMeHHbIl (He 6onee 24u)
pacTBOp cTeapaTa KOHTaKT C MATKUMUW TKaHAMM
HaTpus
304 KpaTkoBpeMeHHbIn (He 6onee 24y)
HepxasetoLas KOHTaKT C MATKMMUN TKaHAMM
cTanb

Calibre 2061-15 KpaTKoBpeMeHHbIli (He 6onee 24y)
Benbiii FC850122 KOHTaKT C HENOBPEXAEHHON
KOX e

301
HepXxasetoLw,as
cTanb
420
HepKaBeto L as
cTanb
301
HepXXaBetoLw,as
cTanb
301 OnocpefoBaHHbIli KOHTAKT C
Hep>KaBetoWwas MATKUMUN TKaHSMMU
cTanb
301 KpaTkoBpeMeHHbIli (He 6onee 244)
HepxaBeto LW as KOHTaKTe HenoBPeXAEeHHON
cTanb KOXel
Calibre 5201
FC850122

Hagnucbio «lpasas». M0NyNpo3payHblii

HaHeCEeHHOW
YepHbIMU YepHMNamu

nonnkapboHat

CwMmona
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LIST OF MD MATERIALS IN CONTACT WITH HUMAN BODY
Component Brand of contact
PALG20-85 Long-term contact (more than

Absorbable Strap 24 hours but less than 30 days)

(Tack) with soft tissues
coating on Propanol-2-ol  Short-term contact (less than 24
cannula shaft solution of hours) with soft tissues
components sodium stearate
304 stainless steel Short-term contact (less than 24
Cannula

hours) with soft tissues
Calibre 2061-15 Short-term contact (less than 24
Cannula Cap  White FC850122 hours) with undamaged skin
Insertion Fork 301 stainless steel
Housing
Insertion
Assembly,
composed of the
Insertion Fork and
the Insertion Rod

Fork 420 stainless steel
301 stainless steel

Indirect contact with soft
tissues

301 stainless steel
Strap Advancer

Anti-Backup 301 stainless steel Short-term contact (less than 24
Assembly hours) with soft tissues
CALIBRE* 5201
FC850122
. Opaque
Ha_ndle nght Polycarbonate
printed with
Black Ink Resin
Transtech PG 1-
NT-black
Handle Left CALIBRE* 5201
printed with FC850122
Black Ink Opaque



TransTech PG 1-

NT-yepHblii
Calibre 5201
FC850122
PyKosTKa C Monynpo3payHsblii
Hagnucblo «flepas», Nonukap6oHart
HaHeceHHOM
YepHbIMW YepHUAAMU Cmona
TransTech PG 1-
NT-4yepHbIi
301
MexaHn3M KypkKa Hep>xaBetoLas
cTanb
Kypok Calibre 5201-8-
6enbiin
CMas0ouHbIi Crnproson
maTepuan Lns Kypka pacTsop creapara
HaTpua
Sabic Cycolac
HMG47MD -
MugukaTop octaTka 6enaa 8H9D411
CK0b6 ¢ Hagnucbio TransTech
opaHXeBbIMU B/2NT/1094/TP-
yepHUNaMu OpaHXeBbli
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Polycarbonate

Resin
TransTech PG 1-
NT-black
AISI 301 stainless
steel
Calibre 5201-8-
white

Trigger Gear

Trigger

Trigger Gear

lubricant Propanol-2-ol

solution of
sodium stearate
Sabic Cycolac
HMG47MD-
white 8H9D411
Lockout Indicator TransTech
printed with B/2NT/1094/TP-
Orange Ink orange



SHAUEHNA CUMMBOJ/IOB, KOTOPbIE MOIYT BblITb YKA3AHblI HA

MAPKMPOBKE
Cumson

()
(5)

sterileleo|

5 ¢ only

LOT

REF

Pacwugpposka

3anpeTt Ha NOBTOPHOE NPUMEHEHMUE

He cTtepunnsoBatb MOBTOPHO

He ncnonb3oBaTb NpU NMOBPEXAEHUMN YNAaKOBKHU

Mcnonb3oBaTh [0

Crtepunmsaumna OKCMLOM 3TUNEHA

Ona npumeHeHMs TOMbLKO KBaﬂI/I(*)VILI,VIpOBaHHbIM
MeAUWUMNHCKUM NnepcoHaiom

Kog naptuun

Homep no kaTanory

M3rotoButensb

OcTtopoxHo! O6paTuTecb K WHCTPYKLMM noO
NPUMEHEHUIO
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-1P

INTERPRETATION OF SYMBOLS USED ON THE PACKAGE
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BepxHss fonycTrMas TemnepatypHas rpaHuua

[JononHNTeNbHO Ha MapKUpPOBKE MOFYyT MpPUCYTCTBOBATb 3HAKW, CUMBOAbI ¥
rpajguuyeckue 3neMeHThbl, He perynunpyembie TpeboBaHuamu Poccuiickoin ®egepayun.

Mpu  pacxoxXjeHunm CBeAEHUN HA PYCCKOA3bIYHOW UM MeXAyHapoAHoOi
MapKMpPOBKe CNeAyeT CUUTATb MPUOPUTETHOW PYCCKOS3BIUHYI MapKUpPOBKY

POPMA NMOCTABKMN

YcTpolictBo hukcayum xupypruyeckoe ETHICON SECURESTRAP nomeuwaetcsa B
OyMaXHyl ynakoBKy. 3atemM 6GymMaxKHas ymnakoBKa MoOMeliaeTcs B 3aneyaTaHHbIN
naket n3 HonbrM € 3TUKETKON. MMaKeT Nomew,aeTca B KapTOHHYK KopobKy. LUecTb
TakMX KOpo6OK noMewLatoTcs B roypMpoBaHHY0 ynakoBKYy. Mi3genne Takxe 4OCTYMHO
B €JMHNYHbIX 3K3EMMAspax.

CPOK CNYXBbl N XPAHEHWA U3LAENNA

2 roga

He ncnonb3oBaTb Nocfie UCTEYEHUA CpOKa rOAHOCTH

MEPEYEHbL MATEPNANOB XMUBOTHOIO N (MNN) YENOBEYECKOTIO

MPONCXOXAOEHWA

He npuMeHnumo. laHHOe MeAMLMHCKOE M3[ieNine He MPOMU3BOAMTCA C UCNONb30BaHMEM
TKaHel XXVBOTHOTO MPOUCXOXAEHUS.

[aHHOe MeaULMHCKOE M3LeNNe He COAEPXMUT U He UCMONb3YeTCs B 0BOLIX NpoLeccax
C MPOM3BOAHLIMYK YenoBeyeckoin kpoeu (HBD).

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

tre Maximal acceptable temperature

Additionally, the labeling may contain signs, symbols and graphic elements
that are not regulated by the Russian local requirements.

If there is a discrepancy between the information on local label and
international label, local label should be considered a priority

HOW SUPPLIED

ETHICON SECURESTRAP Fixation Device is placed within a paper folder.
The paper folder is then placed inside a printed, labeled foil pouch. This

pouch is placed in a shelf carton. Six of these cartons are placed into a
corrugated packer. The product is also available in single units.

DEVICE SERVICE LIFE AND STORAGE
2 years

Do not use after expiry date
LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN

Not applicable. This medical device is not manufactured utilizing tissue of
animal origin.

This medical device does not contain, or utilize in any processes, any
processes with derivatives of human blood (HBD).



OCHOBHOW CTAHOAPT, KOTOPOMY COOTBETCTBYET U3AENUE

M3genna cooTBeTCTBYHOT Tpe6oBaHmam EN I1SO 13485 W3genus MeAuLUHCKUE.
CuctemMbl MeEHeXXMeHTa KayecTBa. TpeGoBaHWA Ans Leneil perynmpoBaHus.

MoNHbIA CNUCOK CTaHAapPTOB AOCTYMEH MO 3anpocy.

NMH®OPMALINA O NEKAPCTBEHHDbIX MPEMAPATAX U (MNWN)
PAPMALEBTUYHECKNX CYBCTAHUMNAX B COCTABE MU

[aHHOe MefMUMHCKOe W3feNne He COLEPXUT B COCTaBe SIeKAPCTBEHHbIX MpenapaTos
M He UCMNONb3yeTcs B MIOGLIX MPOLECCaXx C 1eKapCTBEHHbIMM NpenapaTaMu.

OMMCAHWME METOJOA CTEPUNUNSALNN

YcTpoiicTtBo (ukcaumm xupyprudyeckoe ETMICON SECURESTRAP 5 MM ¢
paccacblBaloWMmMmncs ckobamm 04HOpPa3oBOe, CTEPUIbHOE, B BapMaHTax UCMONHEHUS
npeAcTaBnseT cob0il 04HOPa30BOE YCTPOWCTBO, NOCTABNAEMOE B CTEPUIBHOM BUAE U
CTepunn3oBaHHOe aTuneHokcmgom (EHO).

Mpouecc cTepunusauun EKO yTBepxpAeH [f1s o0OecneyeHWs YpPOBHA rapaHTuu
cTepunbHocTu (SAL) ycTpoiictea 10-6.
Bbina npoeejeHa Banmpayus npowecca cTepuamsaumm. " npouecc

nepekBaMpuULUPOBaH Yepes onpeseneHHble NPOMEXYTKN BPEMEHMW B COOTBETCTBUM C
Mpouesypamn paHyvaii3aMHra, ycTaHoBNeHHbIMU B CucTeme KavecTBa. lMpouesypbl
(paHWn3bl HanucaHbl B COOTBETCTBMM C TPeOGOBAHUSAMU TFAPMOHU3NPOBAHHbIX
CTaHAapTOB, yKa3aHHbIX B pasgene 4.2 HacToswero daiina. B cooTBeTcTBUM C
Mpouegypamy (paHWmM3bl CTepUIN3aLUOHHOE 060pyA0BaHUE, TEXHONOTNYECKNiA
MpoLEecc, CpeacTBa KOHTPONS OKpyXaluieil cpefbl, 6MOHArpy3Kka M KOHTPOSbHbIE
yCTpOCTBA NMPOXOAST BaUAALUIO U PEFYISAPHO KOHTPOIUPYHOTCS.

Banugauua crepunusaumm u CONyTCTBYIOLWME MNPOLECCHI, HapAfy C PYTUHHBIM
MOHWTOPWUHTOM, MPOBEPAIOTCA YNONTHOMOYEHHbLIM OPraHoOM Ha MecTe CTepunnsauumn B
COOTBETCTBMU C NporpamMmoii cepTudukayumn 1SO 13485. 3T0T ayguT MUKPOGUONOTrUm
W CcTepuinsauuMn rapaHTUpyeT, 4TO TPOLLECChbl TMPOBEpPeHbl B COOTBETCTBUU C

TpeboBaHMAMU, rapaHTUpyLWUmMn cobnogeHmne SAL.
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BASIC STANDARD TO WHICH THE PRODUCT MEETS
Device meets requirements EN [SO 13485 Medical device - Quality
management system - Requirements for regulatory purposes. A full list of

applicable standards is available upon request.

The completed standard list is available upon request.

INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD

This medical device does not contain, or utilize in any processes, with
medicinal products.

DESCRIPTION OF STERILIZATION METHOD

The ETHICON SECURESTRAP'M'* Absorbable Strap Fixation Device is a
single-use device provided sterile and is sterilized by Ethylene Oxide (EHO).

The EHO sterilization process is validated to provide the device with a sterility
assurance level (SAL) of 10-6.

The validation of the sterilization process has been performed and the process
is re-qualified at specified intervals in accordance with Franchise Procedures
established in the Quality System. The Franchise procedures are written in
accordance with the requirements of the harmonized Standards referenced in
Section 4.2 of this file. In accordance with the Franchise Procedures, the
sterilization equipment, process, environmental controls, bioburden and
challenge devices are validated and routinely monitored.

The sterilization validation and supporting processes, along with the routine
monitoring, are audited by the Notified Body at the site of sterilization under
the ISO 13485 certification program. This Microbiology and Sterilization
audit ensures that the processes are validated in accordance with the
requirements to assure the SAL has been met.



MH®OPMALUWNA OB YOANEHUWN N N3BNEYEHUWN WMNJTAHTATOB

He npumeHnumo. N3penne paccacbiBaeTcs B TeyeHne 18 mecsaLes.

YC/oBA TPAHCMOPTUPOBKWN n XPAHEHWNA

YCcnoBus TPaHCNOPTUPOBKU:

[nanasoH
oT -60 go +50 °C

HanmeHoBaHuMe
Temnepatypa

8o 100% (npu 25 °C)
Ocob6ble yCNoBUS OTCYTCTBYHOT

OTHOCKTENIbHAA BNaXHOCTb

ATMOC(epHoe faBieHune

Ycnoeua xpaHeHus:

HanmeHoBaHue OwvanasoH
oT -60 go +30 ''C

no 100% (npwu 25 °C)

TemnepaTypa

OTHOCUTEeNbHAsA BIAXHOCTb

ATMOCHepHoe faBneHue Ocobble yc/ioBma OTCYTCTBYIOT

NOPAAOK n YCNTOBUA YTUNUNSALUUUN nnn YHUUTOXEHNA mn

N3gennsa, umeBLLI e KOHTAKT C KPOBbI WM/MAN APYTUMN BUONOTUYECKUMMN XKNLKOCTAMU,
OTHOCATCA K Knaccy B knaccupumkaumm MeAuMLMHCKMX OTXOAOB, W nognexar
yTUAn3aunum  M/Mnm  YHUUYTOXEHUIO,COTNAaCHO  NPUMEHAEMbIM HaLMOHaNbHbIM
3aKoHOfaTelbHbIM HOopMam B COOTBETCTBUUC MoCTaHOB/IEHWEM 06
YTBEPXAEHUU caHUTapHbIX npasun u Hopm CaHluH 2.1.3684-21 "CaHuTtapHo-
3aNMAeMnonornyeckne TpeboBaHMA K COLEPXaHUI0 TEPPUTOPUIA TOPOLCKNX U CeNbCKUX
noceneHuin, K BOAHbIM 00beKTaM, MUTbLEBON BOAE W MUTbLEBOMY BOAOCHabGXeHUIO,
aTtMocthepHomy BO3AYXY, noysam,  XUbIM NOMELLEHNAM,  3KcnayaTauuu
NMPON3BOACTBEHHbIX, O0OLWECTBEHHbIX MOMELEHNI, OpraHu3auunm u nNpoBefeHuto
CaHWTapHO-NPOTMBO3NUAEMUYECKUX (MPOQUNAKTUYECKNX) MEPONPUATUIA™.
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INFORMATION ABOUT IMPLANT REMOVAL AND
EXTRACTION

Not applicable. The MD is absorbed within 18 months.
CONDITIONS OF TRANSPORTATION AND STORAGE

Transportation conditions:

Range
from -60 to +50 °C

Desis&atioB
Temperature

up to 10037(alr2T°C)..ccceeee
No special conditions

Relative humidity

Barometric pressure

Storage conditions:

Designation Range

Temperature from -60 to +30 °C

Relative humidity up to 100% (at 25 °C)

Barometric pressure No special conditions

MD DISPOSAL RULES AND CONDITIONS

Products that have come into contact with blood and / or other body fluids
belong to class B ofthe classification of medical waste, and must be disposed
of and / or destroyed in accordance with the applicable national legal
regulations in accordance with the decree on the approval of sanitary rules
and norms SanPiN 2.1.3684-21 "Sanitary and epidemiological requirements
for the maintenance of the territories of urban and rural settlements, for water
bodies, drinking water and drinking water supply, atmospheric air, soils,
living quarters, the operation of industrial, public premises, the orgeuiization
and conduct of sanitary and anti-epidemic (preventive) measures"



Heucnonb3oBaHHble n3genns (He MeBLL e KOHTAKTa C KPOBbIO U/MAN BMONOTMYECKUMU
XWUAKOCTAMM) B T.M. C WCTEKWMWM CPOKOM TOAHOCTU, OTHOCATCA K Knaccy A
Knaccuunkaumm MeguunHCKUX 0TXOA0B, NOANEXAT YTUAN3ALUY U/MNN YHUUTOXEHUIO,
COr/1aCHO MPUMEHAEMbIM HaLMOHaNbHbIM 3aKOHO4aTe/IbHbIM HOPMaM B COOTBETCTBUY C
CaHlMunH 2.1.3684-21 "CaHMUTapHO-3NMAeMnonornyeckme TpeboBaHusa K cofepxaHuio
TEeppUTOpPWiA TOPOACKUX U CEIbCKUX NOCENEHU, K BOSHbIM 06beKTam, NMTLEBON BOAE U
NMUTbEBOMY BOAOCHAOXEHWUIO, aTMOCHEPHOMY BO3AYXY, MOYBAM, XMN/bIM MOMELLEHNAM,

JKcnayaTauuu MNpPOM3BOACTBEHHbIX, O06LECTBEHHbIX MNOMELWEHWA, OpraHusauum u
NpoBeAeHUIo CaHUTapHO-NPOTUBO3NUAEMUNYECKUNX (NnpounakTUYecKunx)
MeponpuaTuiA”

FTAPAHTUA N PEKNTAMAUNA

FapaHTUAHbIA CPOK XpaHeHWs - NPOM3BOAMTENb TrapaHTUPyeT COXpaHeHue

CTEPWUSIBHOCTU NMPOJYKTA W €ro MPUTOAHOCTb A1l NCMONb30BAHUS N0 HAa3HAYEHUIO NpU
YC/NI0OBMU MpPaBU/bHOW TPAaHCMOPTUPOBKU U XpaHeHWs B TeYeHWE CPOKa FO4HOCTH,
YKa3aHHOTO Ha 3TUKeTKe wn3genus. Mpoun3BOAWTENb He HeceT OTBETCTBEHHOCTU 3a
no6oii  ywep6 waAM  cuTyauunn, BO3HMKWMWE B  pesynbTaTe HeMpaBUIbHOTO
MCMONb30BaHMWSA, YEN0BEYECKOW OWMUBKMA UMW BHELWHUX HEMPeLBUAEHHBIM CUTYaLWiA.
Mo Bompocam KayecTBa NpoAaykuuu o6bpawiaiiTecb K  YNOJHOMOYEHHOMY
npescTaBUTEN0 NPOU3BOAUTENS.

Coob6uweHns o He6NaronNpuATHbLIX COOBITUAX

[ns naumeHTa / nonb3osatens / TpeTbero nuua B EBponeiickom Coto3e 1 B cTpaHax ¢
WAEHTUYHBIM peXxumom perynuposaHusa (PernameHt EC 2017/745); ecnn BO Bpems
MCNoNb30BaHUA 3TOr0 YCTPOWCTBA UAM B pe3ynbTaTe ero UCMofb30BaHWs MPOM30Len
CepbesHblil cnyyall, noxanyiicTta, coobuute 06 3TOM nNpou3BOAUTENt0 M/MAM ero
YNONHOMOYEHHOMY NpeACTaBUTENIO, & TakXKe B Ball HaLMOHaNbHbI/ OpraH.
HAVMEHOBAHWE N IOPUANYECKWNIN ALPEC MPOVN3BOAUTENSA MU
NMYNONHOMOYEHHOIO NPEACTABUTENA NPON3BOANTENA B
POCCUN

MPON3BOOUVTEND:

OTUKOH, I1-3n-Cu
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Unused products (not having contact with blood and / or body fluids) incl.
expired, medical waste classification class, must be destroyed and / or
destroyed in accordance with applicable national legal regulations in
accordance with the decree on the approval of sanitary rules and norms
SanPiN 2.1.3684-21 "Saiiitarv and epidemiological requirements for the
maintenance of the territories of urban and rural settlements, for water bodies,
drinking water and drinking water supply, atmospheric air, soils, living
quarters, the operation of industrial, public premises, the organization and
conduct of sanitary and anti-epidemic (preventive) measures"

WARRANTY

A storage warranty period - the manufacturer guarantees the preservation of
the sterility of the product and its suitability for the intended use, subject to
the right transportation and storage within the shelf life as indicated on the
product labelling. Manufacturer is not liable for any damage or accidents
resulting from improper use.

human enor or external emergencies. Regarding the product quality, please
contact an authorized manufacturer’s representative.

Serious Incident Reporting

For a patient/user/third party in the European Union and in countries with
identical regulatory regime (Regulation EU 2017/745): if. during the use of
this device or as a result of its use, a serious incident has occurred, please
report it to the manufacturer and/or its authorized representative and to your
national authority.
NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN THE RUSSIAN
FEDERATION

MANUFACTURER:

Ethicon, E




475 C Street, Los Frailes Industrial Park, Suite 401, Guaynabo. PR 00969, USA

MECTO MNMPON3BOACTBA:

Ethicon, Inc., Calle Durango No. 2751, Colonia Lote Bravo, Ciudad Juarez,

Chihuahua, 32575, Mexico.

YMNONHOMOUYEHHbI NMPEACTABUWTEND MPON3IBOAUNTENA
POCCUI:

000 «[>KOHCOH & O>OHCOH», 121614, r. MockBa, yn. Kpblnatckas, 4. 17, kopn. 2.
Ten. +7 (495) 580-7777
DL-JNJRUMedical OA@ITS.JNJ.com

OATA BbINYCKA NI NEPECMOTPA MHCTPYKLUWN
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B

475 C Street, Los Frailes Industrial Park. Suite 401, Guaynabo, PR 00969,
USA

PLACE OF PRODUCTION:

Ethicon, Inc., Calle Durango No. 2751, Colonia Lote Bravo, Ciudad Juarez,
Chihuahua, 32575, Mexico.

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
RUSSIA:

Johnson & Johnson LLC, 121614, Moscow, Krylatskaya str., 17 bid. 2.
Tel.+7 (495)580-7777

DL-JNJRUMedical OA@ ITS.JNJ.coni
DATE OF ISSUE OR REVISION OF INSTRUCTIONS




BN C aHIINIACKOTO A3blKa Ha PYCCKUIA A3bIK

<floroTtnn: «[>XOHCOH & [XoHcoH MenTex»

(Johnson & Johnson MedTech)> «3TUKOH»
«QTUKOH I1-3n-Cu»
475 C CtpuT, lpomblwieHHbIn napk Jloc ®paxnec, Oduc 401
lNyaiiHa6o, 00969, MyapTo-Puko. CLUA
COIrNACOBAHO
«QTUKOH, 9n-3n1-Cu»
OpraHusauyus
475 C CtpuTt, MpombiwneHHbIn napk Jloc dpaiinec, Oguc 401
INyaliHa6o, 00969, MyapTo-Puko, CLUA
Appec
OvpekTop oTaena HOPMaTUBHO-NPABOBOr0 PerynnpoBaHuna
[oNXHOCTb
Tomac. KpuctuHa MeccypyH,
damununsa, uma
20 masa 2024 roga
fata:44MMNOTC
<nognucaHo>
Mopanuce
MoanncaHo B (popMe HOTapuManbHO YAOCTOBEPEHHOTO 3asB/IEHMNS
B MOEM npucytcTeun 20 mas 2024 rofa
BpaitaH [xapBuc
<lep6 umrra HoTtapuyc
KOHHeKTUKYT> CpoK feiicTBUSA MOl NuLeH3nn
<noanmcaHo> vcTekaeT 30 uioHs 2024 roga

L TaT KOHHEKTUKYT

HOTAPUNYC

VHCTpyKUUA NO NpUMEHEeHNIn MeaANLMHCKOro uiagenvsa

«YcTpoiicTBO hukcaumm xmpyprnyeckoe ETHICON SECURESTRAP/N'A* ¢ 5 MM paccacbiBatlowuMmcsa ckobaMmu, oqHopa3oBoe, CTePUIbHOE, B BapnaHTax
NCMOSTHEHNSA».

2024 rop,

STR 6913-R Q 43453 CTtpaHuua 1
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MepeBOJ 4aHHOTO TEKCTA BbIMOSIHEH MEPEBOAUYNKOM FAUKOBON SHU AfNeKcaHApPOBHOI

noarnncCb

Poccuiickaa ®epepayns
Mopog MockBa
[OBajguaTb BOCbMOro mMas ABe TbiCAYM ABajLaTb YeTBEPTOro roga

A, Kopcuk Mapus AnekcaHgpoBHa, HOTapuyc ropoga MOCKBbI, CBUAETENbCTBY MOANIMHHOCTb
noagnucu nepeBojyvymka ALKOBON IDHWM ANEKCaHAPOBHbI.

Moanuch cgenaHa B MOeM MPUCYTCTBUM.

JIN4HOCTb MOANMUCABLIEr0 AOKYMEHT YCTaHOB/IEHA.

3apeructpuposaHo B peectpe: No 77/2139-H/77-2024-

YnnayeHo 3a COBeplleHNe HOTapmanbHoro genctemua: 400 py6. 00 kon.

NnoAnnChb MepboBas nevatb Mep6oBas nevatb
HoTapuyca r. MocKBbl HoTapuyca r. MocKkBbl
Kopcuk M.A. Kopcnk M.A.
M.A. Kopcuk

Bcero npoWwHYypoBaHo, MPOHYMEPOBaHO
M ckpenneHo nevaTbto 21 nuct(-a,-0B).

HoTapuyc: noarnmcb

Poccuiickasa degepaums
[Mopop MockBa

[BaguaTb BOCbMOro mMas ABe ThiCAYN ABajLaTb YETBEPTO roga
, C 3/

o .
A, Kopcuk Mapus AnekcaHApoBHa, HOTapuyc ropopa MOCKBl/LI cE~peTéabcTByt0o B2 toCTb

KOMUM C NPEX>KABAELHOT0 MHE JOKYMEHTa. A
3aper*AcTpitpoBaHii 77/2139-w/77-LU1 < - "V
co', o >
YH 2200 py6. 00
M.A. Kopcuk

Bcero npowHypoBaHo, MPOHY
M CKpenneHo neyatbio 21

HoTapuyc:

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



