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PvooiaiH

MHCTPYKUWMA no MPUMEHEHNIO
CeTka xupyprriockas «MPOJIEH>" (PROLENE) B BapHauTax
MC/IO/THEHVIB:

GiTTKaxupypyeckasn «MPOMEH>> (PROLENE): 6 x 11 cm
Cetka xupypruveckas «APOJIEM» (PROLENE): 30x30cm
Cetka xupypyeckas «[MPOJIEH» (PROLENE): 15x 15cm
Cetka xmpypuyeckaa «[MPOJIEH» (PROLENE): 15x KOcm
Cetka xupypruyeckaa «[MPOJIEH CodT» (PROI.ENE Soft): 2.5 x 10.2 cm
C'etka xmpypuwdeckasn «[MPOJIEH CopT» (PROLENESoft): 6,4 x 11,4 cm
Cetka xupypuyeckas «[MPOJIEH CodpT» (PROLENESoft): 7.6x 15,2 cm
Cetka xupypuueckas «[MPOJIbH CodTt» (PROLfcNESoft); 15.2 x 15,2 cm
C'ctka xupypuyeckas «MPOJIEH CodT» (PROLENE Soft); 25.4 x 25,4 cm
CY'rks xmpypruyeckas «MPOJIEH CogTt» (PROLENE Soft); 30.5 x 35.6 cm
Cetka xupypuuyeckas «[MPOJIEH CodT» (PROLENE Soft): 50 x 5(J cm

[lanee no TeKCTY MOXET YNOMUHATLCS Kak; ceTka, ceTka PROLENT:.
MonunponuneHosas cetka PKOEPHH. HanenHs. M.

BBE/EH EIE
B TLIETKe-BKNadbllle COAEPXUTCA WHCTPYKUMA N0 MPUMCHEHHKO CETKU
«MPOJTHH» (PKOCEKE).

OH HC AKN4eTCA  Kc4yepnbiBalouuil CMPaHOYHbIM  PYKOHOACTHOM MO

XVPYPruyecKomn TeXHNKe NNaCTUKM FPbK OPKXLUIOU CTEHKN.

Cetka «[lMPOJIEH» (PKOEEbIE) npefHa3HayeHa Ans  UCMO/b30BaHMWS
HCK.TK>UMreNlbHO Bpayamu, OBYUYEHHbIMWU XMPYPruyeckum npouedypax! wu
TEXHWKAM HbIMOAMEHHS MAaCTUKWA TPbDK H WU.MMYAHTLWWM CUHTCLUYECKMNX
CeTOK. BblGOp CETKM AN KOHKPETHOro MaumeHTa OnpeaenseTcs MHOXECTBOM
(hakTOpOB, BKMIOYad, B HOM uucre, npefblgyliee MeLyKaMeHTO3HOe U
XVMPYPruYeckoe fieyeHue, TeKyLlee COCTOfHMe 3[40p0BbA MasweHn (T. C.
conyTcTBylOLMe 3ab0NeBaHNsA), TEXHWKY BbIMO.T|ICHMA Onepauuun, pasmep M
pacrnonoxeHue rpbbkeBoro gedekt. [lepeq BbIGOPOM CETKM  Bpady
pekomeHAyeTcs — obpawrbCs K MELMLLHCKOW  JIHTCparype.  uto6bl
03HAKOMUTLCS C T'eXHUKOW, OCMOXAEUNAMH H HEONAronpUATHLIMW PeakLnAMU.
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English

INSTRIICTION FOR USE
PROLENE Polypropylene Mesh in variants:

PROLENE Polypropylene Mesk 6x11 cm;
PROLENE Polypropylene Meslt 30 x 30 cm;
PROLENE Polypropylene Mesk 15x 15cm:
PROLENE Polypropylene Mesk 15x10 cm;
PROI.ENE Soft Polypropylene Mesh; 2,5 x 10.2 cm
PROLENE Soft Polypropylene Messh; 6.4 x 11.4 an
PROLENE Soft Polypropylene Mesh; 7,6 x 15,2 cm
PROLENE Soft Polypropylene Mesh; 15,2 x 15J2 erg;
PROLENE Soft Polypropylene Mesh; 25,4 x 25,4 cm;
PROLRNF Soft Polypropylene Mesh: 30,5 x 35,6 cm:
PROLENE Soft Polypropylene Mesh 50 x 50 cm;

IkTcinafier may be referred lo as mesh, PROLENE Mesh, PRiIiLENE
Polypropylene Mesh, product, device, MD.

INTRODUCTION
This package insert is designed to provide instructions for use of PROLENE

Mesh.

It is not a comprehensive reference to .surgical technique fur repair of
abdominal wall hernias.

PROLENE Mesh isintended for use only by physicians who are trained in the
surgical procedures and techniques required for hernia repairs and the
implantation of synthetic meshes. The sulculion of mcidi for any given patient
isa function ofnumerous factors including, but not limited to. the patient's past
medical and surgical history, cuneni medical condition (i.e,, comorbidities).
surgical technique, and size and location of the defect hernia. The physician is
advised to consult the medical Illeiaturc legaiditig icxdiiiiques. coniplicaliuiii;,
and adverse reactions before selecting a mesh.



OMMNCAHNE
Celka nlMPONIEN» (PKOEIFME) w4roTce/icHa LW NOAMNPOMMWIEHOBbLIX

BOMIOKOH. TMOMMPOMHAEHOBLIA NOAUM() WAEHTUYEH Mcnonbayrowemycsa .Thl
nsrotossne!»« wosHomn) mathmana PEObEBIE.
Cetka «lMPOJIEH Co4™»  (PKObEKE
llepaccacMB{MOMHXCA  MONHMPOMHIEHOBLI.X BOMOKOH. HeoKpalleHHble U
OKpalLeHHble ((hra-toLMaHWHOBLIM CHWHM. MBE'TOBOA WHAEKC Ne 74160)
MOSIMMNPOMNUIEHOBbLIE MOMIMMEPbl WAEHTUYHLI MaTepuany, MNpUMeHsoLWEeMycs
[NS U3roToBNEHUA WOBHOro Matepuana PKObbMb.

800  um3wtoBneHa W

MOKA3AHWA
CeTka «[1POMEM>» ~PROLENH) nokasaHa gns NAacTUMKA TPbbK PO LW HOM

CTEHKM W NCHCKrOB GPIOLIHON creHio!, Korga Ans MUAyyorus >Kesaemoro

XUPYpruyecko  pesynblawl  ¢cbyclcs  AoGaB.uCHME  YKPENNsHOLLeo
atepnana.
MPOTUVBOINOKA3AHWA

Cetky «11PO."1EH» IPROLENE) ne cnegyeT ncnonb3oBaTb BHYTPUOPHOTUHHO.

MPEAYTPEXAEHUNA

e HeHagnexatlee  BbIMO/IHEHME  WHCTPYKUMM  MOXET
HeMpaBWIbHOMY (DYMKLMOHUPOBAHUIO U34enus U TpaBMme.
LUHAKNUMbIECh CO BCEl MPCACXUKICUHUIA MHOPMaLMEN.

e B cnyyae MPUMEHEHWs U3LEeNns Y jrauveHroB ¢ BO3MOXHOCTbIO pocTa Wau
pacTshKeHusi TkaHeT! (Hanpvmep, MafeHUeB, AeTei WU HKeMTLL. KOTopble
MOryT 3abepenTateTb) XMpYpry cne,Tyel rox(MiTb, YTO U3genve He obnagaet
[OCTAaTOYHOM CMOCOGHOCTBIO K PACTSHXKEHMIO MO Mepe pocTa NauyeHTa.

W VI3fenHe MoKasaTTo AN MAACTKIOT TpbDK OPIOLUMOH CTEHKW, HO He ATA
FMHEKONOTKYeCcorx npoueayp, ¢6TA TMHEKONOrMyecknx mnpoueayp cnefyet
1cno:b3oBalb CNeLuanbHO NpegHa3HaueHHble 111 3TOF0 U3fenus.

* He pekomeHfyeTca HCNanb30Barb M3fenvie B 3arpssKelltoM Hofe, Tak Kak
3arpAsHeHWe UXnenus CNocobHO MPUBCCTA K MHAEKLUMM, UTO MOXer
LU>TPCcOOBATb U3BMEYEHNS U3LENNS.

e Kak u c nobbiMyi  gpyrumt! umnnaliaramH, pasBuBaeTCsi OCTpas U
MOCTOSIHHAA peakllls Ha WMHOPOAHOe Teno. Y HEeKOTOpbIX MaLMeHTOB Takast
peakLysi MOXET MPUBECTU K OLL O NN HECKATbKUM UT HUDKENepPeuncIeHHbIX

(Ico.Tal'0NpUATHBIY peakLm!.

e Wspe\uc npcacTas-nseT c060A MOCTOSIHHBIA MMMAHTAT, KOHCTPYKLUS
KOTOpPOro npegnonaraeT BpacTaHWe B TKaHW. [py HEO6XOITTMOCTH MOJIHOrO
WAW YaCTUYHOK W3B.TCUEHHS! M3[E/IMS MOXET NoTpeb6oBaTbCA 3HAUUTENbHOE

npmeectTn K
BHumatensHo
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DESCRIPTION

PROLEKE Mesh is comprised of polypropylene illamcnls. The polypropylene
polyTner is ideniicai to the material used in PROLENE Suture.

PROLENE Soil Mesh is comprised of ncmabsorbablc polypropylene filumenls.
The undyed and dyed (ptiihulucyuninc blue. Color bidcx No. 7416«))
polypropylene polymers are identical lo the inalcrial nsed in PROLENE

Suture.

INDICATIONS
PROLENE Mesh is indicated for the repair of abdominal wall hernias and

cd>dominal wall deficiencies that require the addition of a reinforcing m”~erial
to obtain Uicdesired surgical result.

CONTR/UNDICATIONS
PROLENE .Mesh should not be used iniraperiioneally.

WARNINC(.’S

* Failure to properly follow wstrucHior™ may result in impmper functioning of
the device and could (cad lo injury. Please read all information carefully.

« If ihis device is used in patients with the potenilil for growth or ijvsuc
expansion (such as infants, children, or women who may become pregnant),
the surgeon should be aware that the device will not .stretch signiiicanlly as the

patient grows.

e Tins device is indicated for abdominal wall heniia repair and not for
gynecologic procedure. Gynecologic procedures should be performed using
devices indicated for gynecologic repars.

m It is recommended that the device not be uxcd in a contaminated held.
bccau.se contamination of the device may lead to infection that may require
removal ofthe devi«?.

» As with any implant, an acute and permanent foreign body response will
occur. In some patients, this response can result in one or more of the adverse
reactions listed below.

* The device is z pennaneni implant (hat is designed to integrate into the tissue

In cases in which the device needs to be removed, in part or in whole,
significtml dissection may be required.

« Insufficient overlap on any side of the defect may increase the risk of



paccCcUCHUC TKaHeN.

« 1Menoc“»aroumcy™ NepciCPMHHNC TKaHel C M0G0 CTOPOHbI AedeKTa MOXeT
MOBbICUTb PUCK MOCNCONePaLLOLIbIX OCMOXHEHWA, B TOM 4uCe peLunmBa.
Cm. pasgen «lpnumeHeHne 1 NHCTPYKLUN MO NPUMEHEHNIO».

* HepoctaTtouHas wnu HenpaswibHas (UKCALMA .MOXKET HOBbIELWb PUCK
MOC/eonepaLMoHHbIX OCMOXHEHWUIA, B TOM uucne pewHAumBa. CM. pasgen
«[MpuMeHeHMe N MHCTPYKLLIV HO NPUMEHEHWIO».

* He cTepnnn3oBatb ¥ He UCMOJb30BaTb MOBTOPHO. [OBTOPHOE NCMO/Mb30BaHMe
utgenua (UNKM ero yacTeil) MOXeT co3faTb PWUCK paspynremms HAOCTH uTo
CNOCOOHO NPMBECTM K  €ro  HemnpasWIbHOMY  (DYHKLMOKMPOBAHTNO U
MepeKPecTHOMY 3apaXeHWIO, 4YTO B CBOK 0Yepedb MOXET TMPUBECTM K
WH(eKUM  unn  nepegade 60Ne3HETBOPHBLIX OPraHW3MOB 4epe3  KpPOBb
nagven ram v nobo.My, Ko CONpUKacaeTcs C U3Lennem.

e [epes vMNnaH riwmveii BKUMWUICNBHO OCMOTpLUe cerky. He wncHunb3yl ne
UTAenune, eciiv OHO 1roMPOXKAEHO.

MEPbI MPEAOCTOPOXHOCTU
 besonacHocrb U 3(h(heKTMBHOCTb  MPCABAPLU-E/IbHOH  06paboTKM

xupyprudeckoii eclkn «MPOJIEH» (PHObEbIE) pacTBOpamu (Hanpumep,
(hUBLLMMHUYCCKM PacrBopo-M, pacTBOpPaMK jIeKapcTB) Mnepes MMMNAaHTauuei
He 1ccneaoBxanchb.

MOBOYHbIE S®PEKTHI

K BO3MOXHbIM Ke6/1aronpHATUMM PeaKLmMsM OTHOCSTCS TUMMYHbIE peakuumn Ha
XUPYPrUYeCKN UMMMAHTUPYEMbIC MaTepuasbl, B TOM 4YUC.IC: MHeKLuS,
BOCMasieHve, 06pa30BaHNe CEPOM, OCTPbIE UM XPOHUYECKME 60U, OLIYTCHUE
UY>XEPOAHOro Tefa, remMaToma, MOBPEX/JeHWe HEpPBOB WM MATKUX TKaHeld,
o6pasoBanHe craek W.MC CBULUEHA, BbiByXaHWe W 3pO3usi, upe3MepHoe
CMOpLUMBAHME W COKpalleHWe  TKaHW  BOLpYr CeTKM, a  Takke
HECOCTOATENBbHOCTb CETKN W PELUANB (bIXM.

LW neyeHUs BbILIEMNEPEUNCNEHHbIX HEBMaronpuaTHLIX pPeakuuin - MoXeT
noTpe6oBaThCA OfHA MM HECKOJbKO XMPYPTUYECKUX PEBU3MIA. . XMpypruyeckas
PEBU3NS UC HCEr.Ya YCTPaHseT He6NaronpusaTHbIe pcaroln U MOXET CO3AaTb

PUCK AOMOMLLINENbULIX HEBTArONPUATHBIX PeakLii.

MPUMEHEHUE VN MHCTPYKUWW MO NMPUMEHEHWIO

Bbi6bop pa3.mepa M ycTaHOBKa

Cetna «MPOJIMH» (PKOEEHE) Bcerga ycraHaB/IMBaeTCcs
akcTpanepuToHeanbno. Cetky «MPOJIEH» (PROLENE) moxHO o6pesatb no
YCMOTPEKMNIO XUpYpra npu ycaoBUM [J0CTa4-04MOro MepekpbiBaHUs TKaHel nas
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poatoperative complications, including iccuitcike. Consult

Applicauon‘fnsinictions for Use section.

« In.sufficient or improper fixation may increase the risk of postoperative
complications, including recurrence. Consult Application/lastruciions lor Use
I>ec(ion.

* Do not reslerilize'reuse. Reuse of this device (or portions of this device) may
create a risk of product degradation, which may result in de\ ice failure and/ or
cross-contamination, which may lead to infection or transmission of
bloodbome pathogens to patients and anyone coming in contact with the
device.

* Inspect the mesh carefully before implantation. Do not use the device if it is
damaged.

PRECAUTIONS
* The safety and effectiveness of pretreating PROLENE Surgical Mesh with

solutions (e.g., saline, medications) prior to implantation have not beoi studied.

ADVERSE REACITIO.NS

Potential adverse reactions 3re those typically associated with surgically
implantable materials, including infection, inllammation, seroma fonnation,
acute or chronic pain, foreign body sensation, hematoma, nerve damage, soft
tissue injury, adhesion foimaiion, ilsmla fonnation, extrusion/erosion,
excessive contraction or shrinkage of the tissue surrounding the mesh, and
mesh failurc/herniarccurnmcc.

One or more revision surgeries may be necessary to treat the above-mentioned

adverse reactions. Revision surgery may not resolve the adverse reactions and
may pose a risk o fadditional advcr.se reactions.

APPLICATIO.N / INSTRUCTIONS FOR USE

Sizing and Placement

PROLENE Mesh must always be placed extraperitoneally. PROLENE Mesh
can be trimmed according to the surgeon’s discretion, while providing the
necessary overlap to reduce the likelihood of recurrence. |he use of thermal



CHVDKEHUSI MCPOSFHOCTU peLyuanBa. MIcrnonb3oBaHMe 3CPMUUCCKUX PEXYLMTX
YCTPOICTB He 6bINI0 UCCUENOBSIHO . CNe0BaTENbHO, HE PEKOMEHAYETCS.

Mnactuka BCHTpanbilbn (iioc«ieoiiepauiiouHbi.v) »NaxoBbIX rpbhK

Mpy nnacTuke BeHTPaNbHbLIX WX NOCNEONepaLMoHHbIX IpbX ceTka fOMX1bI
3axX04uTb 3a Kpnd feekra He .MeHee YeM Ha 3 cM—5 CM, ecnn, HO LeHI<to
\Hpypia, He TpebyeTca AONOMHUTENbHOK MepeKpblBaHUA 340POBbLIX TKaHEN.
Mpy wncrnonb3oBaHWWM  ANA  MAACTUKU  MaxoBbIX TPbMK  CETKA  [0/HKHA
obecneunBaTb [OCTAaTOYHOE MNepekpbiTMe hacumanbHOro Aedekta co BCeX
CTOPOH. LlBeTHble monockbl Ha CCTKC (NS CCTKH XKpPYprHucckoH «IMPOJIEH
Copt» (PROLFNF Sod)) MOXHO wucnonb3oBaTb A1 €€ OpPUEHTaMHH 1
BblpaBHMBaHWA. bIN.lOXXMTC CeTKY Tak, YT06bl OHa pacrnonaranacb BPOBEHb C
TKaHbHO.

dukcauma

Cnoco6 3akpenneHnss WMrLTaHTara (HanplbMep. HepaccacblBalOLLMMCA WK
paccacbiBaloLUMca TOBHbLI\M MaTepuanom ilth cko&mr), 06ecrneynBaroLLnH
[JOCTaTOYHYI0  (DMKCAUMIO  TKaHeldi UM CHMXAOWWA  PUCK  pennamsa,
onpeaensieTca XvWPyprom B 3aBUCMMOCTM OT MNOTPe&HCTEH KOHKPETHOro
naLmeHTa n xapakTepa BOCCTaHOBMTENTbHON onepauum.

Paccloarte mexay Toukamu UKcaumm n ux pacnpegeneHue, aTakke TexHUKa
HbIMO/THEHHS ONpefenaTca Xnpypio\i TOK, 4T0bbI 06ecrneynTb LOCTATOUTIYIO
(hMKcaumMlo CeTKW, CTNHTb PUCK CC CMELLEHWUS UM OUTUMU3HPOBaTb KOHTaKT
mexay ceikKOii H TKAHALT ATA YCKOPEHUS X BpacTaHus.

CornacHo [aHHbIM [JOKIMHUYECKUX WCCNef0BalKH H OMNUCaHHOMY OnMbITY
KMIMHUYECKOrO MPUYTEHEHWS, TOYKM (MKCaLmMM AOMKHbI pacnosaratbCsa  Ha
paccTosAHUN He MeHee 1CM OT Kpas CETKM.

XAPAKTEPUCTUKN NOENCTBUE

ViccnegoBaHvie Ha XXMBOTHbLIX MOKa3aio, YTo uMniaHTauma cetkn «MPOJTEH»
(PROLENE) BbI3blBaeT BOCNaIUTE/NIbHYHO — peakumio,  CTUMYIUPYHOLLYIO
OT/IOXKEHME HKKOK €nosi (oMbpo3HOA TKaHM, CMNOCOGHON mpopacTaTb udepes
MyCTOTbI CETKM, TeM CaMbIM BCTPalreasd CETKY B COCE/IHIO Txanb. Matepuan He
paccacblBaeTcs.

CTEPU/IbHOCT b
Cetka  «/POMEW»  (PROLENE)
3TTT/IEHOKCUAO.M. He CTepnnn3oBatb MOBTOPHO.
ynaKoBKa BCKPbITa nan noBpexxaeHa.

cTepiumiyercK rasoo6pasHbIM
He wucnonb3oBaTb, ecnu
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cutting devices is not recommended, because it has not been tested.

VentruL'InciBlunal and Inguinal Hernia Repair

In ventral or incisional hernia repair, the mesh should extend ai least 3 to 5 cm
beyond the margins of the defect, unless at the surgeon's discretion, additional
overlap onto healthy tissue is needed. When used in inguinal hernia repair, the
mesh should provide sufficient overlap of the fascial defect on alt sides. The
colored stripes tPROLENE Soft Mesh) on the mesh can be used for orientation
and alignment purposes. Place the mesh so that it lies flat to the tissue.

Fixation
Ihc mctluHI of :>ccuriiig the iiiiplaiil (c.g., ncmab.sorfaablc/'abMJibdJlc suttiics or

tackers) to provide for adequate tis.sue fixafjon and to reduce the risk of
recunence should be determined at the surgeon's discretion, based on the
individual patient's needs and the nature of the repair.

Spacing and disiribuiion between fixation points and technique should be
determined at the .surgeon's discretion to provide adequate mesh fixation, to
reduce the risk of mesh iiiigralion, and to optimize mesh-to-tissiie contact 1o
foster tissue ingrowth.

Predinical data and reported experience suggest having the fixation points at
least |1 cm from the edge of (he mesh.

PERFORMANCE/ACTIONS

An animal study showed that implantation of PROLENE Mesh elicits an
inflainmatoiy' reaction that stimulates the depo.sition of a thin fibrous layer of
tissue, which can grow through the interstices of the mesh, thus incorporaling
the mesh into adjacent tissue. The material i.snot absorbed.

STERILITY
PROLENE Mesh is sterilized using ethylene oxide gas. Do not rcsteriiizc. Do
not use if the package Is opened or damaged.

.STORAGE
No special conditions required. Do not use after expiry date.



XPAHEHHE

Ocobuix ycnoruit xpanenus ue Tpefiyerca. Hc ucnonniorats nocnc
HCTEYEHSS CPOKa NOAHOCTH.

YenoBasa xpaunenns:

Tenmneparypa: or -60 °C go + 30 °C

OrHocHTeRbHAs BAKHOCTD: 10 98% (npi 25 °C)

Ycaosna TpaHcnopTuponKs:

Temuiepatypa: He JODKIA BLIXOAKTL 32 BpENeIb! Ananasona ot -60 ao
+60 °C

OrHocHTe:IBHAR BAAXHOCTH: 30 100%% (G¢3 konaeHcawn pn 25 °C)

Ycaosun wenayaraunn:
Meunutucxoe Hi1eTHe IPEANasHaYCHO LIS YCTANOBKH TOBKO B CTAHAAPTHHIX
yCIOBHAX OTIEPAWIOHNHOMN.

Y1081 B HOMCLUCHHNX, 1€ UPHMCHACTUA MCAMIIHHCKOC HIACIRE, A0 DKHM
COOTBETCTBOBATD CASIYIOLIHM rpeﬁoaaum.\l:

Temnepartypa o1 -10°C 10 +S0°C (snamH0ocTb 75% 6€3 KOHICHCALK nph
30°C) npw 1et10;is 308aMIK4 CPATY 110CIC BCKPHITHA CTEPHIBHOR YNaxoBKi.

®OPMA NNOCTABKH

Cerka «[IPOJJEH» (PROLENE) Beiuyckaeics 8 acCOPTHMEHTe paMepoB B8

OANOPA30BBIX CTEPHABRBIX IllakeTax. B kaw1yio xopobky BKI1aIbIBaETCR

MHCTPY KIS 1O NPHMCHEHINO,
Koa matennn

. Ynakosxa
" Ity B KOpobie .

PMLI - 1 L
PMM3 S,

PMN3___ .3 o
PMS3 3

SPMXS _ o ] 6 o
SPMS _ 6 o

P SPMI Y L
SPMIT 6 e i
SpMLI 3 e
' SPMXXL '3 !
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Storage conditions:
Temperature: -60°C to +30"C
Relative humidity: up to 98% (at 25 °C)

Transportation conditions:
Temperuture: Do not exceed -60 or ~ 60 °C
Relative humidity: up to 100% (non-condensing at 25 °C)

Opcration conditions:
The medical device is intended for use at the stundiard conditions of hospital

operating room cavironment

The conditions in the rooms where the medical device is used must meet the

following requirements:
Temperature from -10°C to 50°C (75% non-condensing humidity equivalent to

30°C) when utilized immediately after opening sterile packaging.

HOW SUPPLIED

PROLLNE Mcsh is available in single-usc, sterile packets in a variety of sizcs.

Fach hox contains instructions for use

| Product Code ' Packaging
Piece/s per box

PMLE

| PMM3

| PMN3_
PMS3

' SPMXS

SRR
| SPM3XI.




SPM3XI. TRACEABILITY
A traceahiUiy label that identifies the type. si7e. expiry dale and baich code of
ihe device is included in every package. This label should be affixed or

MPOCNEXWVWBAEMOCTb electronically added to the patient’s pemianent medical record to clearly

K KaXqoii ynakoBke NpunaraeTcs KOHTPOMbHbIV AP/bIK, Ha KOTOPOM YKalLHbI
TWM. PUTMCP. CPOK FOAHOCTM M KOA4 MapTuM YCTpoiicTea. FApMblK cneayet
BKIEUTb [T/ JO6SBHTL B TIEKTPOMHOM BWMIO B SC/IOPUIO BOMETHU MammenTa.

tdenlify the device ihul was iinplanted.

Inleipretation ofsymbols used on the package.

yTobbl  Ob6ecneunTb  TO'WIYK  WAEHTUGNKALHIO  MMNAaHTMPOBAHHOIO Symbol Meaning
éCTpOMCTBa' .. Mantifacturer
nucallTe CMMBaOB, UCMO.1blyeMbIX Ha YMaKOBKe. «EEj
Cumson 3vayeHHe
MpoussoguTens CE-mark and Identification number of the Notified Body.
The product meets the essential requirements of Medical
CE-3HaK 1 UNCHLLA|N1KaLMOHHbIA HOMEP YNOMHOMOYEHHOMO Device Direcuve 9.3/42/EEC.
( :€ opraHa. M3genvie COOTBETCrBYET OCHOBHbIM TPeBGOHaHMAM Caution
[upekTnBbl Mo MegULMHCKOMY 060pyoBaHNK» 93/42.EEC.
A MpefocTepexxeHune LoT Batch code
- Kog napTim REE Catalogue number
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Do nut reuse
REE Homep no kata:tory
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Do not rcstCTili7c

Do not use ifpackage is damaged

Authoried Representative in the European Community

He vcrnonb3oBaTh, €CNM yNakoBKa NoBpexjeHa { EC REP
Quantity
ec |I'EP y NOMHOMOYEHHbIA  MpeAcTaBuTens B EBponeiickom
cooblecTse__ Use-by date
1 Konuuectso
S CpLK rogHoctn
’ Sterilired u.sing ethylene oxide

mCTepunnn3osaHo YyluneHokcmgom

MpegynpexnenHe, denepanbHbil - 3aKOH (CLLA)
«ofy  ’orpaHuuMBaeT NPOAAXY AAHHOTO  W3[eNWsi  TOMBKO

\ ITTUEH3HPOBaHHLIM  MPaKTUKYIOLWMUM ApadaM WM HO KX
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Beoiy

Caution: Federal (Li.S.A.) law restrict.” this device to sale by
or on the order of a licensed healthcare practitioner
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INTENDED USE
This mesh is intended for ihe repair of abdominal wall hennas and abdominal

wall deficiencies that reiiuire the addiiion of a reinforcing malerial to obtain the
desired surgical result.

TECHNICAL CHARACTERISTICxS
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XapakTepncuwka’ } CeTka xupypruyeckas Cetka
! «MPONNEH» , XUpypruyeckas
1 (PROLENE) «MPONEH
1 CopT»
(PROLENE
1 Soft)
basoBbIM MaTepuan CeTku Monunponuncu 1 MonunponuneH
MAoTHOCTL. 1/.Ar b ! 43,6
Pa3mep otBepcTun, MM LO 1 BepTUKO-NbHbIH:
' 3,5
MopuctocTb. % _ * 53 67
Tosnwunua ceTkun, Mu ' 0.5 0,37 05
MUHUMaNbHaA MPOYLLIKTh 50(11,22) 26(5,9)
Ha Bbl 1l MBaHME LLIOBHOIO
matepuana PROL*ME
pasmepa 0. H -
MWHKMONBHWUSA NMPOYHOCTb 224,55 (50,4X) . 96,39(21.67»

Ha pacTskeHue. H ((yHT)'

CPOK rogHoCT1n
00 mecaues

MOPAAOK n YC/NOBUA YTUITN3AUNN nnn YHUUTOXEHUNA
.MU

W3genus, vMmeBLUME KOHTAKT C KPOBbIO W/MAH ;LU>YMIMU GHOMOTUYCCKAMM
XWAKOCTAMMU, OIFOCKTCA K Kraccy S KaacCUHKaLLLL MCANINLLICKMXOTXO0A0B, 1
nognexar yulnauuun WKW YHWYTOXEHUIO COr/IACHO  MPUMEHSAEMbIM
HAL»TOHa; TbMbIT 3aKOHO4ATENbHbIM HOPMaM.

Hewucnonb3osaHHble u3genus (ffe vmeBLIVe KOHTaKTa C KPOBbHO W/Wan C
OMOJOLUYCCKUANT  XWAKOCTAMM), B T.4. C WCTCKUTUM CPOKOM T[OAHOCTY,
OTHOCATCA K Knaccy J1 Knaccuukauunm MEeSMUUMHCKMX OTXOO0B, Moffiexar
YTU.UHZAUMM M WK YHUUTOXKEHUIO COTIaCHO MPUMEHAEMbIM HaLMOHAIbHbIM
3aKOHOfaTeNbHbIM HOpMaMm.

3AABNIEHVME OTHOCUTEABHO MPT
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Parameter* PROLENE PROLENE Soft

1 .Viesh Mesh
1Base Mc.sh Material Polypropylene Polypropylene
1
1 Weight, g/m' T 75 43,6

Pore size, mm 10 Vertical: 3.5

Porosity, % 53 67

Mesh Thickness, mm ! 0.5 0.37-0.5

Minimum Suture Pull-Out Strength 50M1.22) 1 26(5.9)

ofyzeO PROI ENR. N (Ib)"

224.15 (50.48) 96,3941>67)"

Minimum fensile Strength. N (Ib.f'

.SHELF LIFE, USE BV DATE
60 months

MD DISPOSAL RULES AND CONDITIONS

Products coming into contact with blood and/or biological fluids arc class B
medical devices under medieui wastes classification and may be recycled and,/
or disposed in accordance with applicable national regulations.

Unused products (not having contact with blood and/or biological fluids),
including those with expired shelflife, belong to class A medical devices under
medical waste classificaliuii and may be lecydcd aiid/ui disposed iu
accordance with applicable nalional regulations

MR! STATEMENT
The materials are non-inctallic and doe.s not contain ferromagneiic or
conductive materwls that would inlcracl with any magnetic energy/ficld



/:].lﬂ HBlC  MAICPBALLE ARIAICTCA HCMCTAUIMNCCKMAMI 31 HC  COJICPXRAT
DEPPOMATHUTHMX  MAI NPOBOTHUINX  \ATSPHATOR,  KOTODHE  MOM  Ob
BlanvoiciicteoBaTh ¢ KakOH-MHOO  MaIuMTHOH  Jmepruedi/monem,

coizasaembinn MPT, NOITOMY ITH HLICINA MOKHO CHTATE OesomacHMMU L1
MPT.

HHOOPMALIHA Ob YIAJIEHHH H H3B.IEYEHHH
UMILIIAHTATOB

I KOHTAKTA  MOCTOSMMMBIL, MOTOMY YIANCHHC I M3BSICHCHME e
ApCAYCMOTPCHO,

FTAPAHTHHHDIE OBA3ATEJILCTBA

[Ipoussoanreile rapaH THpyer KOHeYHOMY NOTpeditTeno otcy ICTBHE 1edexTos
M COMIBETCIBHC  CHCIMDUKIIUMH  NASIMA  Ha  DPODUKCHMH  BCCTU  CPOKa
rojHocTit npit cobnropennn TpeCGoBanuli kK XPAHEANW, TPAHCIIOPTHPORKE H
uelotrsocTss  ynakoBki.  He  npejocTaBisoTcas  HHKAKHC  rapantHy,
pacnipoctpangioutssecs b Hoanueit CTenenn, Yem onucaHe Ha tniesoli cTopoe
HHACTORWEro A0KyMeHTa. [IPHIOAHOCTL JAHHOIO METHUMHCKOTO H3AETHS JLIA
Kakoii-ndo  koukpetnolt  xupyprireckoil npoueaypnt  aoaxna  6nive
OnpeICatHA HO/1b30BATLIICM B COOTBETCTBHI ¢ BHCTPYKIWIAMK NPOHIBOAMTEAR
1O NpHMCHCINIO,

CBEAEHHA O NMPON3IBOAUTENL

Odnunansnsiit upoussoguren:

«THKOH 21-21-Cw». [Myspro-Puko, CLIA (ETHICON, LLC)
Highway 183 Km. 8.3, San Lorenzo, Puerto Rico 00754, USA

MecTo NPOU3IBOICTRAL
Ethicon Inc.. 655 Ethicon Circle, Cornclia. Georgia, 30531, USA
Ethicon LLC, Highway 183 Kin. 8.3, San Lorenzo. Puerto Rico 00754,

USA

YNOJHOMOUYEHHBIA NPEACTABHTEJbL NPOH3BOJAHTENA

A noayyenns  aonoAHKIG:IBHOR  HHPOPMALMMKE  BO  IIPHMCHCHIIO
MeaHunHeKoro  Wiaems  obpamalitecs x  odnumanskomy npeACTaBiiTeno
nponwopiiens «Q00 «lxoncon & Mrorconn. 121614, Poccia, r, Mockea,
yn. Kpunatekar 1. 17 k. 2

Texedon: ¥ (495) 580 77 77

Gaxc: 8 (495) 5SRO 78 7&
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created by MRI and thus the device can be considered MR safe.

INFORMATION ABOUT IMPLANT REMOVAL AND EXTRACTION

The type of contact is permanent, so removal and exiractiort is not foreseen.

WARRANTY

Manufacturer guarantees to the end user absence of defects and conformity 1o
product specifications for the entire shelf litc of the product under the
conditions of adherence to storage, transponation and package integrity
requiremients. There are no warranties that extend heyond the description on
the face hereof. Suitability for use of this medical device for any particular
surgical procedure should be determined by the user in conformance with the
manufacturer's instructions for use

INFORMATION ABOUT MANUFACTURER

Legal Manufacturer:
Ethicon LLC, Highway 183 Km. 8.3. San Lorenzo. Puerto Rico 00754,

USA

Phisical Manufucturer:
Ethicon Inc.. 655 Ethicon Circle, Comelia, Georgia. 30531, USA
Fthicon LI.C. Highway 183 Km. 8.3. San Lorenzo. Puerto Rico 00754.

LSA

AUTIIORIZED REPRESENTATIVE OF THE MANUFACTURER

For additional information related 1o the use of the medical product. please
contact an authorized represeniative of the manufacturer, "Johnson & Johnson'"
LLC, 121614, Russia. Moscow, st. Krylatskava. building 1772,

phone: 8 (495) 580 77 17,

fax: 8 (495) 580 7% 78.



1162800 C ANCAUUCKO20 A3HKA HA PYLCKHE AR o X

«YTBEPXKJAXO»
I9THKOH, 2n-2n-Cu

(ETHICON, LLC)

PyxoBoaswTeNns MEXAYHAPOAHOIO OTAENA HOPMATHBHO-IIPABOROID
perynsupoBauss
{momxHOCTD)

Jxoitc TTannan

(Amx)

<NoAMUCanO™>
(mozmmcs)

21 wong 2022 ropa
JeHb, Meca]

TNoanAcano Noj RPHCATO# B MOEM NPUCYTCTEBUM CETOANT,
21 wons 2022 ropa

<uoarmcano>

Horapuyc

<lliramn: KEAT P. IETEPCEH
Horapuyc — Hitar Heio-Ixepcs
Cpox aelicTena Moelt NHUEH3HE HCTEKAET
23 mons 2026 ropa>

HucTpyKius no NpUEMEeHeHHI0
«Cerka xupyprideckas «[IPOJIEH» (PROLENE) B BapHAHTAX HCNONHEHH»

2022 rog
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MepeBoA JaHHOIO TEKCTa BbINOMHEH NepeBoaurkom LLiomn6ogosoi Mapxa6o lMaillaH6eeBHOIA.

noarincCb

Poccuiickaa ®efepauus
["opog Mocksa
[BafLaTb BOCbMOro Monsd ABe rbicAun ABajuaTb BTOPOro roga
A 1[pokowweHkoBa 1™MicHa 17BrcubCBMA, HOTapuyc ropoga MOCKBbI,  CBUAETENLCTBYHO
MOL/IMHHOCTb NoanucK nepesogunka LLlonnéogosoit Mapxabo Maiwan6eesns..

oaymch caenaHa B MOEM MPUCYTCTBUM.
JInyHoCTb MOANMCaBLLEro JOKYMEHT yCTaHOB/NEHA.

3aperucTtpupoBaHo B peecTpe: Ne 21/86-H/77-2022-

YnnayeHo  CLUKOPLUEHWC Norapuanbliioro geinctems: 400 py6. 00 kon

MepboBas neyatb
HoTapuyca r. MockBblI
MpokoweHkoBol E.E.

MoAnNMCh

Mep6oBasi nevaTb
HoTapuyca r. MocKBbl
MpokoLueHKoBol E.E.

H.E. MNpokoLulenkosa

Bcero npoLwHypoBaHo, MPOHYMePOBAHO U CKpensieHo neYvaTtbio M mcT(-a,-0B).

MOAMUCH

Poccuiickasa deacpaupeT’™->

"opog MockBsa n
MOK MONA Be rbicayu ABajLaTb BTO ofa
BreHbeBHa, HOTapuyc ropoja CBUNAETENLCTBYIO
MHC foKyMeH Ta.
u/77-2022

ro AencTems:

E.E. NpokoLueHKoBa

MPOHYMEPOBaHO M CKPEMeHo nevatblo™MuncT(-a,-0B).

E.M TlpokoLueHKoBa
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