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HaunmenoBanne meanuunckoro n3genun / Name of the medical device

CeTka xupyprueckas PROCEED:

B BapHAHTAX HCMOJHEHHA:

Certka xupypriueckas PROCEED. npsamoyronsHoii gopmel, 5 x 10 cM;
Cetka xupypruveckas PROCEED. npamoyronbHoii ¢popmsl. 10 x 20 cm;
Cetka xupypruueckas PROCEED, npamoyronsHoii ¢popmsl, 20 x 30 cm;
CeTka xupyprudeckas PROCEED, npamoyronsHo# ¢gopmbl, 7.5 x 15 cMm;
Cetka xupyprudeckas PROCEED, npamoyronsHoii gopMsl, 25 x 35.5 cM;
CeTtka xupyprudeckas PROCEED, kBaapatHoii ¢opmsl, 30,5 x 30, 5 cm;
Cetka xupypruyeckas PROCEED, ksaapatHoii ¢opmst, 15,2 x 15,2 cm;
Certka xupyprnyeckas PROCEED, osanbHo# ¢opwmsl, 15 x 20 cM;

Cetka xupypruueckas PROCEED. opansHoii ¢opmsl, 20 x 25 cm;

]O Cetxa xupypruueckas PROCEED. osansHoii popmbi, 10 X 15 cm;

11. Cerka xupypruueckas PROCEED, osanbHoit popmsl, 26 x 34 cm.

WHo N bWy~

(danee no mexcmy — cemka, meduyunckoe u3denue, usdenue, MH,
ycmpoiicmeo)

PROCEED Surgical Mesh:

in variants:

PROCEED Surgical Mesh, Rectangle, 5 x 10 cm
PROCEED Surgical Mesh, Rectangle, 10 x 20 cm
PROCEED Surgical Mesh, Rectangle, 20 x 30 cm
PROCEED Surgical Mesh, Rectangle, 7.5 x 15 cm
PROCEED Surgical Mesh, Rectangle, 25 x 35,5 cm
PROCEED Surgical Mesh, Square, 30,5 x 30.5 cm
PROCEED Surgical Mesh, Square, 15,2 x 15,2 cm
PROCEED Surgical Mesh, Oval, 15 x 20 cm
PROCEED Surgical Mesh, Oval, 20 x 25 cm

IO PROCEED Surgical Mesh, Oval, 10 x 15 cm

11. PROCEED Surgical Mesh, Oval, 26 x 34 cm

X NA LA LN

(Further in the text - mesh, medical device, product, MD., device)

Onncaunue / Description

Cerxa xupyprudeckas PROCEED — 310 cTepuibHas cHHTETHuecKas
TJIeTeHas CeTKa C paccacbiBalOIHMMCA W HE PaccachbiBalOLIMMHCA

KoMnoHeHTamMH. OHa COCTOMT H3 PpaccachlBalOWIECHCA OKHMCJICHHOH
pereHepupoBaHHoii  uenmonossl (OPL)) M HepaccacbiBaloweiica
NOJNHNPONHKHIEHOBOH CETKH, KoTopas MHKaNCyJHPOBaHa

NOAMANOKCAHOHOBBIM noaumepoM. [lonuanokcaHon obecneunsaer cBa3b
co cmoem OPLL. Ilonumep nONMMAMOKCAHOHA WAEHTHYEH MNOJIUMEPY.
ucnonb3syemoMy B woBHOM HuTH PDS Il (moamamoxcanon). [locae
abcopbuun  paccachiBalOIIMXCA  KOMIMOHEHTOB  OCTa€TCA  TOJLKO
nonaunponuieHoBas cetka. [lonuMep HEOKpaWIEHHOrO H OKpPalLIEHHOro
(¢pranounaHnHOBLIH NUrMEHT CHHUIA, uWHAekc uBeta Ne 74160)
NOMMNPONHUIEHOBOrO BONOKHA WAEHTHYEH MaTepuany, HCMOJb3yeMOMY
AN OKpauleHHOro/HeoKpaileHHoro 1oBHoro Marepuana PROLENE.
PaccacwBatommiica cnoit OPLl nHa BucuepanbHON CTOpPOHE CETKH
npeAHa3’HaYyeH  AJNA  BPEMEHHOrO  Pa3f€/iCeHHA  NMOBEPXHOCTEW
TKaHei/opraHoB BO BpPEMA  32XHBIEHHS M  CHHXKEHHA  PHCKa
HenpeAHaMEepeHHOTO NPUKPENJICHHS TKaHH K CETKe.

PROCEED Surgical Mesh is a sterile synthetic knitted mesh with
absorbable and non-absorbable components. It is composed of an
absorbable oxidized regenerated cellulose (ORC) fabric, and a non-
absorbable polypropylene mesh, which is encapsulated by an absorbable
polydioxanone polymer. The polydioxanone provides a bond to the ORC
layer. The polymer of the polydioxanone is identical to the polymer used
in PDS II (polydioxanone) suture. After absorption of the absorbable
components only the polypropylene mesh remains. The polymer of the
undyed and dyed (phthalocyanine blue, Color Index No. 74160)
polypropylene fiber is identical to the material used for dyed/undyed
PROLENE Suture. The absorbable ORC layer on the visceral side of the
mesh is designed to temporarily separate tissue/organ surfaces during
healing and reduce the risk of unintended tissue attachment to the mesh.

Knaccudpuxauua meauunnckoro uinenns / Classification of the medical device

Tabruya 1.

l

Table 1.
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Knacc noterunansnoro pucxa npumenenusn | 3
MEAHUHHCKOrO H3AeAHN B COOTBETCTBHH ¢
HOMEHKAATYPHO#H kaaccnukauueii
MEeIHUNHCKHX H3ACAHH

KpaTaocTs npumMeneHus H3aenue OAHOKPATHOro
NpHMEHEHHUA

CTepHAbHOCTD CrepunbHoe H3aenue

XapakTep HHBA3HH HHBa3HBHOE

Tun koHTaKTa ¢ opranuimom no ISO 10993- | Umnnaurupyemoe MH

1 IONrocpo4HOro KoHtakta (>
30 cyTOK) ¢ MArKMMM TKaHAMH

Class of potential risk o' using a medical ill

device in accordance with the

nomenclature classification of medical

devices

Multiplicity of application Single use MD
Sterility Sterile

The nature of the invasion Invasive

Classification by type of contact with
the human body according to ISO
10993-1

Implants with permanent exposure
(>30 days), contact with soft tissue.

Ha3zuauenne / Intended use \

Cerka xupyprudeckas PROCEED npeana3zHayeHa ANA MIACTHKH FPbDK
OpIOIIHOM CTEHKH, Koraa TpebyeTcs HCMNONb30BAHHE YKPEIUISIOUEro
marepuana i NONY4EHHUSA KEAEMOro XHPYPruuecKoro pe3ybrara.

PROCEED Surgical Mesh is intended for the repair of abdominal watl
hernias that require the addition of a reinforcing material to obtain the
desired surgical result.

Moka3zanua / Indications

Cerka xupyprudeckas PROCEED nokaszana ‘ais nJacTHKH Ipbhk
OpIOLIHOH CTeHKH, Koraa TpebyeTcs WCMOMb30BaHHE YKPEMAOLIEro
MaTtepHana AJis NoJayueHHs XKeJaeMOoro XHpypruueckoro pe3y bTara.

PROCEED Surgical Mesh indicated for the repair of abdominal wall
hernias that require the addition of a reinforcing material to obtain the
desired surgical result.

IMporusonokasanus / Contraindications

Cerka xupypruueckas PROCEED coamepxut kommoneHt OPL[
(Okucnennas pereHepuposaHHas uenmonosa (ORC)), xoropeiii He
CeyeT MCNONb30BaTb MPH HEKOHTPOJIMPYEMOM M/UIH AKTUBHOM
KPOBOTEYEHHH, NMOCKOJIBKY (PHOPHHO3HBIA DKCCYJaT MOXET YBEIHYHTH
BEPOATHOCTh 00pa3oBaHMs cnaek.

He pexkoMeHOyeTcs HCMONb30BaTh M3JlelHE B KOHTAMHHHPOBAHHOW
o6iacTH, MOTOMY YTO, KaK U moboe HMNIAHTHPOBAHHOE U3JCIIHE, CETKA
xupypruueckas PROCEED moxeTr yCHANTh HHEKUMIO, KOTOPas MOXET
noTpeGOBaTh YAAJNEHHS H3ACIHS.

PROCEED Surgical Mesh has an ORC component that should not be used
in the presence of uncontrolled and/or active bleeding as fibrinous
exudates may increase the chance of adhesion formation.

It is recommended that the device not be used in a contaminated field,
because, as with any implanted device, PROCEED Surgical Mesh may
potentiate infection that may require removal of the device.

Knannnueckas noan3a / Clinical benefit

Hagenue cayXuT YKpennsiolMM MaTEpHAIOM IMPH XHPYPru4ecKOM
NIeYeHUH IpbiK OPIOLLIHON CTEHKH.

The clinical benefit to be expected is that the device serves as reinforcing
material in the surgical treatment of abdominal wall hernias.

O6aact, npuMeHenus / Area of usage

O6ias XHpypru.

| General surgery.

MoTenunanphbiit noanvsosarenu / Intended users

Cerka xupypruveckas Proceed npeaHaszHayeHa Aas HMCMONb30BaHHUA | PROCEED Surgical Mesh is intended for use only by healthcare
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TOJIbKO MCAULHHCKHMH paGOTHHKaMM. KOTOpbIC Oﬁy‘leHbl
XHPYPruyecKuM npoueaypam U TEXHHKaM, HEOOXOAHUMBIM A8 JICHEHHS
MPbK H UMTNJIAHTaLUMH CHHTETHYECKHMX CETOK.

professhi(‘mal-sf who are 'ained in the surgical procedures and techniques
required for hernia repairs and the implantation of synthetic meshes.

Ilenesas rpynna nanuenros / Patient Target Group(s)

BuiGop ceTku ¥ Xupypruveckoil npoueaypbl Aas 1060ro KOHKpETHOro
NalMEHTa 3aBHCHT OT Pa3inuHbIX (aKTOPOB, BKIOYas, TOMHMO NPOYEro,
NpoWNYI0 MCTOpHIO OGONE3HHM M NepeHeceHHble ONepalMH, TeKyillee
COCTOSIHHE  3A0poBbA  (T. €.  comyrcTBylolme  3aboneBaHuf),
XUPYPruyecKyto TEXHHKY. 0OyueHHE U ONBIT XUPYPra. a TakKe pasMep H
PacnoloKEHHE IPHIKH.

Bo3zpacTHoii AHaNa3oH NaUMEHTOB AN JAHHOTO H3JENUA HE YCTAHOBJIEH.

The selection of mesh for any given patient is a function of numerous
factors including, but not limited to, the patient’s past medical and surgical
history, current medical condition (i.e.. comorbidities), surgical technique,
and size and location of the hernia.

No patient age range has been established for this product.

Tlpeaynpexaenns / Warnings
\

Ipeaynpexaenns »
¢ HecobmoaeHne HHCTPYKLIHI MOXKET NPHBECTH K HEMPaBUIIbHOI# paboTe
u3genus u TpaBMam. [loxanyiicta, BHUMATENbHO MNPOYTUTE BCIO
uHdopMaLHMIO.

e Ecnu naHHOe u3aenue MCNonb3yercs Y MauHeHTOB C BO3MOXHOCTBIO
pocTa WKW PacTSHKEHHS TKaHeH (HanpuMep, Y MNAfCHLEB, JETEH WM
KEHIMH, KOTOpbie MOTYT 3aGepemMeHeTh), MEAMLUMHCKMA paboTHUK
D0JKEH ObITb OCBEIOMJIEH, YTO U3AeNHe He OYAeT CHIIBHO PacTArMBaTbC
no Mepe pocTa nauMueHTa.

e JlaHHoe wu3AeNHe TMNpPEAHA3HAYEHO M8 JeYEHHS TPbKH OprolHOM
CTEHKH, a He JNf THHeKonordueckux mnpoueayp. I'mHekonorunuyeckue
Npoueaypbl AOJDKHbI  BBITIONHATBCA € MCMOAL30BAHHEM  W3AEIHIA,
npeAHa3HaY€HHbIX AN TMHEKOJIOTHYECKON MNaCTHKH.

¢ He pexkoMeHayeTcs MCNONb30BaTh M3ACNHE B KOHTAMHHMPOBAHHOM
o6nacTH, NOTOMY 4YTO, KaK ¥ mo6oe HMIUIAHTUPOBAHHOE M3JEJIHE, CETKA
xupypruueckas PROCEED moxeT ycunuTb HHPEKUHIO, KOTOpas MOXET
notpe®oBaTh yAANECHHUA H3ACHA.

« Kak u ang moboro apyroro WMMIAaHTaTa, BO3HHMKAET OCTpas W
MOCTOSIHHAsA pPeaKUMs Ha HHOPOJAHOE Teno. Y HEKOTOPBIX MaUHEHTOB
AaHHas peakUWA MOXET TMPUBECTH K ONHOM MM HECKONbLKHM
HeXeNaTelIbHbIM PEaKUHAM, NEPEYUCTICHHBIM HHXKE.

e Usnenne npeacraBnser coboii HeynanseMbli HMANAAHTAT, KOTOPbIN
npeaHa3HayeH ANIA WHTErpauMu B TKaHW. B cayuasax, korma usaenue
HeOOXOAUMO YJaNIUTh, YaCTHYHO WIH MOJHOCTHIO, MOXET NOTpeOOBaTLCH
3HauMUTeNIbHOE pacCeYEHHE TKaHEH.

« Cerka xupypruueckas PROCEED coaepxur komnoxenwt OPLL

Warnings

 Failure to properly follow instructions may result in improper
functioning of the device and could lead to injury. Please read all
information carefully.

« If this device is used in patients with the potential for growth or tissue
expansion (such as infants, children, or women who may become
pregnant), the healthcare professional should be aware that the device will
not stretch significantly as the patient grows.

* This device is indicated for abdominal wall hernia repair and not for
gynecologic procedures. Gynecologic procedures should be performed
using devices indicated for gynecologic repairs.

* It is recommended that the device not be used in a contaminated field,
because, as with any implanted device, PROCEED Surgical Mesh may
potentiate infection that may require removal of the device.

* 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 a permanent implant that is designed to integrate into the
tissue. In cases in which the device needs to be removed. in part or in
whole. significant dissection may be required.

* PROCEED Surgical Mesh has an ORC component that should not be
used in the presence of uncontrolled and/or active bleeding as fibrinous
exudates may increase the chance of adhesion formation.

« Insufficient overlap on any side of the defect may increase the risk of
postoperative complications, including recurrence. Consult the
Application/Instructions for Use section.
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(OkncnenHas pereHepupoBaHHas ueiamonosa (ORC)). kotopbiii He
CleayeT MCMoNbL30BaTh [PH HEKOHTPONUPYEMOM M/HIIH  aKTUBHOM
KPOBOTEYEHHH, MOCKONbLKY (PHOPUHO3HBIN 3KCCYAAT MOXKET YBEJIHYUTH
BEpPOATHOCTL 00pa30BaHHA Craek.

* HeaocTarouyHoe 3akpbiTHe N000H CTOPOHDBI AeEKTa MOXKET YBEIMYHTD
pHCK  MOC/NEONEPAUHOHHBIX  OCNIOXKHEHWH, BKIIOYaAs  peLMAMBBI.
O6paturecs k pasaeny «[IpumeHenne/MHCTpyKUHS NO MPUMEHEHHION.

* HenocraTtouHas Wiy HENPaBHIbHAA (PHKCALMA MOXKET YBETHUYUTD PHCK
nocneonepaLMOHHbIX OCJIOXKHEHUH, BKIIOYas peuuansbl. ObpaTurech K
pasaeny «Cnoco6 npuMeHeHHUA/UHCTPYKUHSA MO NPUMEHEHHION.

* He noasepraiire NOBTOPHO# CTepHIH3aLMH/TIOBTOPHOMY
ucnonb3oBaHuio. [loBTopHOE HCMONB30BaHKE AAHHOTO H3Jenua (UK ero
yacTeil) MOXET NpPHBECTH K PHCKY ACTPANaUMH W3NEUA M BLIXOAY
M3EUSA M3 CTPOS W/HIAM MNMEPEKPECTHOMY 3arpsA3HEHHIO, a TaKKe K
3apaXXCHHI0O  HWAH  Nepefadye  MNaTOreHHbIX  MHKPOOPraHH3MOB,
NEpeHOCHMBIX C KPOBbIO, MTALIMEHTaM H BCEM, KTO BCTYMNAaeT B KOHTAaKT C
H3ACHEM.

* BHuMaTensHO oOCMOTpHTE u3lenMe nepea umnnantauuei. He
MCMONb3YIATE U3ENHE, EC/IH OHO MOBPEKIAECHO, HIIH CIOM pa3deneHbl.
e Cneayer nposiBAfTb  OCTOPOXHOCTb, YTOOB HE  MOBPEAMTH

paccaceiBatoytoca cropony OPLl u3nenus Bo Bpema paboTbi, Tak Kak
NOBPEXKACHHE  MOXET  YBENHYWUTb  PHUCK  NOCAEOMNEpPaLHOHHBIX
OCJIOXKHEHH. B TOM 4Hcie cnaek. [lepen umMnnanrauueii ybeaurech, yto
CIOM H3JENHA HE MOBPEXIAEHBI H AOMKHBIM 00pa3oM MPHIEraloT ApYr K
Apyry.

e BpiOpocbTe HeNpeAHAMEPEHHO OTKPLITbIE HW3/ENHs, MaCTHYHO
MCNONb30OBAHHBIE M3E/NHA, YAaCTHYHO HMCMONL30BAaHHbIE YMAKOBKH,
MCIOJIb30BaHHBIE U3AC/IUA U YIIaKOBKY.

* B cnyyae HEMCNpPaBHOCTH MpPOAYKTa Nepel  MCMONb30BAHHEM,
HanpuMmep, NMOBPEXKAECHUA NPOAYKTAa, MPOAYKT cleayeT BbIOpOCHTH H
NOJIyYMTb HOBBIH 1A 3aBepileHUus npoueaypbl. B ciyqae HeucnpaBHocTH
NPOAYKTa BO BpPEMS HCMOJbL3OBAaHHUSA, NPOAO/KAHTE HAW mpeKpauaite
MCMONbL30BaHHE M0 YCMOTPEHUIO MeAWUMHCKOro pabotHuka. B cnyuae,
€CJIM NPOAYKT MOANENHUT YTHIM3ALMH, YTHIH3ALHA H3ACIHA H YNaKOBKH
JO/DKHA NPOU3BOAHMTLCA B COOTBETCTBHHM C MOJMTHKOW NPEANPUATHA
N0/b30BaTENs U CTAHAAPTHLIMK paboYMMKU NpoLELypPaMK B OTHOLICHHH
OHONOrMYECKHM OMACHbIX MATEPHAJIOB H OTXOMOB.

» Insufficient or improper fixation may increase the risk of postoperative
complications, including recurrence. Consult Application/Instructions for
Use section.

* 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 anyone coming in
contact with the device.

* Inspect the device carefully before implantation. Do not use the device
if it is damaged or if the layers become separated.

* Care should be taken not to damage the absorbable ORC side of the
device during handling as damage may increase the risk of postsurgical
complications, including adhesions. Ensure that the layers of the device
are intact and properly adhered to one another prior to implantation.

» Discard unintentionally opened devices, partially used devices, partially
used packages, used devices and packaging.

* In the event of a product malfunction before use such as product damage.
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 healthcare professional’s discretion. In case the product
is to be disposed. disposal of the device and packaging should be
according to the user’s facility policies and standard operating procedures
concerning biohazardous materials and waste.

Mepbi npeaocTtopoxHocTs / Precautions
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Mepb! npeaocTOPOKHOCTH

* He pacrarusaiiTe u He 3aMaunBaiite ceTky xupypruueckyto PROCEED
B pacTBOpax, OTIHYHBIX OT HU3IHONOrHYECKOro pacTBoOpa.

* be3onacHocTh M 3 ¢EKTHBHOCTL NpeaBapUTENbHONH 00pabOTKH CeTKH
XHpYpPruyecKom PROCEED pacTBOpaMH, OTJIM4HBbIMH oT
¢u3ronoruyeckoro  pacteopa  (Hanpumep, NEepPUTOHEANbHbIMH
MHCTHJUIATaMH W/HITH JIeKapcTBaMH) Nepe HMINAHTaLHEH, HE H3YHAJTHCh.

Precautions l

* Do not stretch or soak PROCEED Surgical Mesh in solutions other than
saline.

* The safety and effectiveness of pre-treating PROCEED Surgical Mesh
with solutions other than saline (e.g., peritoneal instillates, and/or
medications) prior to implantation have not been studied.

Bo3imoxHble 0c/105kHeHHs H NoGounblie 3¢dexTnl / Adverse Reactions

and Undesirable Side Effects

Bo3smoxHble MOGOYHBIE OCNOXHEHUS M MobouHble dhdekTh 00BIYHO
CBAi3aHbl C XHPYPrMUECKHMH TNPOLEAYPAMH C  HCMOJb30BaHHEM
MMINAHTHPYEMbIX MaTepHaNoB, BKIIOYas HHpeKkuuio, BocnaneHue
(BKAKO4As rpaHyneMy, peakuMiO Ha WHOPOAHOE TeNo W oOpa3opaHue
cepoMbl), OOpa3oBaHHMe cnaek, oGpasosanMe cBHiLeH,' ocTpylo Hau
XPOHHYECKYI0 0Onb, TNOBpEXJACHHE MATKHX TKaHEH (BKmovas
3KCTPY3HIO/3PO3HIO),  MNOBPEXAEHHE  HEPBOB,  HECOCTOATE/ILHOCTD
CeTKW/pELIHANB MPHIKH, NEMaTOMY, MMMYHHYIO/aNNepru4ecKyto peaku1io
H Ype3MepPHOEe COKPALIEHHE HIH HAaTAKEHHE TKaHH, OKPYXaIOLICH CETKY.
Metoa ¢ukcauMn CETKH MOXET HECTH PHCK JOMOAHHTENbHBIX
HeXeNlaTeNbHbIX ABICHUH®.

OHa WK HECKOJILKO PEBU3HOHHBIX ONepaLuii MOryT noTpeboBaThCca Ans
NeYeHus BbilEYOMAHYTHIX NO604HBIX peakuuii. PeBU3HOHHas XHpYprus
MOXET W He YCTPaHUTb NOOOYHBIE peakUUH MIH MPHBECTH K
BO3HHKHOBEHHIO JONOJHUTENbHBIX MOOOYHBIX peakuMii.

MeanuuHckuii pabOTHHK AOMKEH COOOIUMTH MALHEHTY O MoOOYHBIX
peakumax, HexenareabHbIX NoOOUHBIX 3¢ deKTax H pHCKaX, CBA3AHHBIX C
NpOAYKTOM M MNpoueaypod, A0 NPOBEAEHHN MNIACTHKH TPbKH H
NOCOBETOBATh MALMEHTY CBA3aTbCA C MEIMUMHCKHM paboTHHKOM B
ciyyae moOOro OTKIOHEHHWA OT OOBIYHOrO MOC/IEONEPALHOHHONO
TeyeHus. O N0OOM cepbe3HOM HHUMAEHTE, NPOU3OLUCALLICM C H3ACITHEM,
cneayet coobulaTh MPOU3BOANTENIO H KOMMNETEHTHOMY OpraHy CTpaHbl.

* Bo3MoxHbie N060UHBIE OCNOXHEHHS H NO6OUHbIE 3D PeKTbI, CBA3aHHbIE
¢ METOAOM (PUKCaLIMK, 3aBUCAT OT BbIOOpa THIA ONEpPaLMH BPayoM.

Potential adverse reactions are those typically associated with surgical
procedures involving implantable materials, including infection,
inflammation (including granuloma, foreign body reaction and seroma
formation), adhesion formation, fistula formation, acute or chronic pain,
soft tissue injury (including extrusion/erosion), nerve damage, mesh
failure / hernia recurrence, hematoma, immune / allergic reaction and
excessive contraction or shrinkage of the tissue surrounding the mesh.
Method of mesh fixation may carry the risk of additional Adverse
Events*.

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 of additional adverse reactions.
The healthcare professional should convey adverse reactions, undesirable
side effects and risks associated with the product and the procedure to the
patient prior to undertaking hernia repair and advise the patient to contact
a healthcare professional in case of any deviation from the normal post-
operative course. Any serious incident that has occurred in relation to the
device should be reported to the manufacturer and the country-competent
authority.

*Possible side complications and side effects related to the method of
fixation depend on the type of surgery chosen by the doctor.

Hudopmauus 06 MPT-coBmectumoct/ MRI Compatibility

Cerka xupypruueckas PROCEED 6e3onacHa npM  MarHMTHO-
pe3oHaHcHo# Tomorpaguu (MPT).

PROCEED Surgical Mesh is Magnetic Resonance (MR) Safe.

Cnocob npumenennsi / Uncrpykuus no npumenennio / Application / Instructions for Use
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PexkoMeHayeTca 3akpbiTh rpblkeBOil AeEKT, NMOCKONbLKY B JIMTEpATYpE
NOKa3aHo, YTO 3aKpbiTHE Je(eKTa CHHKAET PUCK PELIHANBA.

Pasmepb! 1 pasmeLucHue

[MpaBunbHAsA OPHEHTALUA MOBEPXHOCTH UMEET PELUAIOLLEE 3HAYEHHE AN
nonyveHHs xenaemoro 3p¢exkra WMINAHTALUMH CETKH XHPYPrHYECKOMH
PROCEED. Tonpko BUCUEpajibHass CTOpOHAa CETKH MOKpbITa
paccaceiBatoiuMcs  cioem OPLL. TlostoMy ceTky Xxupypruueckyio
PROCEED Heob6xoaumo pacnonarate cioemM OPLL. obpamennsiM K
BHYTpeHHMM opraHam. [lepea ycTaHOBKOH CETKH XHMPYPru4ecKo#H
PROCEED Heo6x0a1¥MO OCTaHOBHTb aKTUBHOE KPOBOTEUYEHHE.
Xupypruueckyto cetky PROCEED moxHO ofpe3aTb no yCMOTPEHHIO
MEAULMHCKOrO paboOTHHMKA, OAHAKO MEIHLMHCKHH pabOTHHK AOJKEH
obecneunTs Heobxoaumoe nepekphiTHe. Mcnonbioanhe ycrpoiicTs
TEPMHUYECKOH pE3KH HE PEKOMEHAYETCHA, MOCKOJbKY HE MPOBOAMJIMCH
MCMBITaHHA HX COBMECTHOTO JCHCTBHS.

[Ipy nnacTHke BEHTPAILHOW WIM NOCAECONEPALUHOHHOW TIPLIKM CeTka
JIOJDKHa BBICTYNaThb KaK MMHMMYM Ha S CM 3a Mpeaeabl IpbDKEBOro
JedekTa, 3a MCKIIOYEHHEM Clly4aeB, KOraa MO YCMOTPEHHIO
MeAHUHHCKOro paboTHUKAa TpeOyeTcs AOMOJIHUTENbHOE HAOKEHHUE Ha
3j0poBbie TKaHW. bBonee kpynHbie gedektsl Tpebyior OGonbiuero
NepeKpbITHS.

®ukcaums

Meroa 3akpenneHHs ceTKH (HanpUMep, HepaccachiBalOLIMECH LUBbI,
TpaHcacuHanbHble LUBbI, paccachbiBalolHecs/ HepaccachiBaloLKeEcs
ckoObl) ansa obecneyeHus aaeKBaTHOM (PHUKCALUMHU TKAHEH W CHHXKEHHSA
PHCKa peLUMaNBa A0JDKEH ONPEAENATHCA MO0 YCMOTPEHHIO MEAHUMHCKOro
paboTHHKA € Y4YETOM HWHAMBHAYalbHbIX MOTPEOHOCTEH NauMeHTa H
XapakTepa XHpypruuyeckoit koppekuuu. [IpaBunbhas  ¢ukcauus
cnoco6GCTBYEeT NPaBHIbLHOMY KOHTAKTYy CETKM C TKAaHAMH H BHEAPEHHIO
MMIUIaHTaTa B OpIOLLHYIO CTEHKY.

PaccTosiHue M pacnpeiefieHHe MeXAy TOYKaMH (PHUKCAUMKW W TEXHHUKOWH
JIOJDKHBI ONPEENATLCA NO YCMOTPEHHIO MEAHLIMHCKOTO

paboTHHKa, 4TOOb 06ecneyuTh aneKBaTHYIO PHKCALMIO CETKH, CHH3UTD
PHUCK MMIpalMH CETKH H ONTUMH3HPOBATb KOHTAKT CETKH C TKaHAMH,
4yT0ObI CNOCOOCTBOBATH BPACTAHHIO TKAHH.

[MpasunbHas ¢ukcaums (KOHTAKT CETKH € TKaHAMH) TpeOyeT BHEUIHEro
KONbUa PUKCALMU B COYETAHHW C BHYTPEHHUMH TOYKaMHM (QUKCALMH U
MCMOJIb30BAHHS  HEPAcCAChIBAIOLIMXCA  TpaHcdacuuanbHbIX  IBOB.

It is recommended to close the hernia defect as literature demonstrates that
closure of the defect reduces the risk of recurrence.

Sizing and Placement

Correct surface orientation is critical for PROCEED Surgical Mesh to
function as intended. Only the visceral side of the mesh is laminated with
an absorbable ORC layer. Therefore, the PROCEED Surgical Mesh must
be placed with the ORC layer facing the viscera. Active bleeding should
be controlled prior to placement of the PROCEED Surgical Mesh.
PROCEED Surgical Mesh can be trimmed according to the healthcare
professional’s discretion but the healthcare professional should provide
the necessary overlap. The use of thermal cutting devices is not
recommended because it has not been tested.

In ventral or incisional hernia repair the mesh should extend at least 5 cm
beyond the margins of the hernia defect unless, in the healthcare
professional’s discretion additional overlap onto healthy tissue is needed.
Larger defects require a larger overlap.

Fixation

The method of securing the mesh (e.g., non-absorbable sutures,
transfascial sutures, absorbable/non-absorbable tackers) to provide for
adequate tissue fixation and to reduce the risk of recurrence should be
determined at the healthcare professional’s discretion based on individual
patient needs and the nature of the repair. Proper fixation promotes
appropriate mesh-to-tissue contact and incorporation of the implant into
the abdominal wall.

Spacing and distribution between fixation points and technique should be
determined at the healthcare professional’s discretion to provide adequate
mesh fixation, to reduce the risk of mesh migration, and to optimize mesh-
to-tissue contact to foster tissue ingrowth.

Proper fixation (mesh to tissue contact) requires an outer ring of fixation
combined with inner fixation points and the use of non-absorbable
transfascial sutures. Preclinical data and reported experience suggest that
the fixation points should be at least 1 cm from the edge of the mesh and
approximately 1 to 2 cm apart from each other. Fixation points should be
spaced throughout the inner area of the mesh. Fixation methods (e.g.,
ETHICON SECURESTRAP Fixation Device or suture) that bridge fibers
of the permanent implant are recommended with the use of PROCEED
Surgical Mesh, in order to fixate the mesh securely.

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




—

JloknHHHYeCKHe JaHHble W ONnyONMKOBAHHBIH ONBIT  MO3BOJIAIOT
NpeanoONOXHTb, YTO TOYKH (HMKCAUMM JODKHBI  HAXOAMTHLCA Ha
PacCTOAHHM He MeHee | CM OT Kpast CETKU ¥ NPUMEPHO Ha pacCTOAHKH |—
2 cm apyr ot apyra. Touku ¢ukcauuu A0AXKHBI ObITh PacnoONOXEHbI M0
BCeil BHYTpeHHe#l naowiaau cerku. [[ns HagexHod ¢uKcauuH CETKH
PEKOMEHAYETCA  MCMOJb30BaTb  METOABl  (HKcauuH  (HanpHMep.
¢ukcupyiowee ycrpoiictBo ETHICON SECURESTRAP unu wosHeli
MaTrepuan), KOTOpbi€ COCAHHSAIOT BOJIOKHA MOCTORHHOrO HMIIaHTaTa C
MCnonb3oBaHHeM ceTku xupypruueckoit PROCEED.

IMopaaoK OCYLECTB/ICHHS YTHIH3AUHMH ¥ YHHYTOXKEHHSI MeaHUHHCKOro n3geausn/ Disposal

BbiGpocbTe HenpeaHaMepeHHO OTKPbIThbie / YaCTHYHO HCMOJIB30BaHHLIE
M3JEMUA M YNaKkOBKY / WCNONBb30OBaHHBIC M3/ENHA W YMaKoBKY B
COOTBETCTBHM €  TNOMMTHKOH  NpeANpPHATHA nonbiosarens W
CTaHAAPTHEIMU pabGo4YuMH MpPOUEAYPAMH B OTHOIUEHHH OGHONOTHYECKH
OMacHbIX MaTEPHANOB H OTXOZOB.

HUcnonb3zoBaHHsle M3AENUA CEAYET YTHIH3HPOBaTb B COOTBETCTBHH C
TpeGoBanuamu CanlluH 2.1.3684-21, otxoasi knacca b.
Heuncnons3oBaHHble M3a€MsA. BKIIOYMAA H3AENHA C MCTEKIUWM CPOKOM
FOHOCTH, YNAKOBOYHbIE MaTepHaNbl YTHIN3UPYIOTCA B COOTBETCTBHH C
tpeboBannamu CanlTuH 2.1.3684-21, orxoasl knacc A.

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

Used products should be disposed of in accordance with the requirements
of SanPiN 2.1.3684-21, Class B waste.

Unused products, including expired devices, packages are disposed of in
accordance with the requirements of SanPiN 2.1.3684- 21, waste class A.

Jleiicreue / Performance / Actions

HccnepoBaHHe Ha >XHBOTHBIX MOKa3ano, YTO HMIUIAHTaUMA CETKH
xupyprudeckoit PROCEED Bbi3biBacT BOCMANHTENLHYIO PEakiUMIO,
KOTOpas CTUMYJAMPYET OTJOXKEHHE TOHKOro ¢pubpo3HOro cnos TKaHw,
KOTOPbLIA MOXET NpopacTaTh Yepe3 NPOMEXYTKH CETKH, TaKUM obpasom
BHEJpAsA CETKY B MPHJIEralollyro TKaHb. PaccacpiBalolinecs KOMIOHEHTbI
B OCHOBHOM abcopbupyiorcs B teuenue 168 aua (OPLL: B Teuenue 4
Heaens; PDS B TeueHne 6 Mecsaues), TOrga Kak MOJIMNPOINKIECHOBBIHA
marepuan He abcopbupyerca. HepaccacbiBalomuics noiMnponuneHoBbli
KOMIOHEHT H3Je/IHA OCTaeTCA Ha NMPOTAXKCHUM BCEH XHM3HM NAUMEHTA,
€CIi €ro He yaaiuTb. MUHHMANbHOE NPHUKPEIIEHHE BHCUEPANbHBIX
TKaHei 6110 NpOAEMOHCTPHPOBAHO B HCCIEAOBAHMH HA XXHBOTHBIX.

An animal study showed that implantation of PROCEED Surgical Mesh
elicits an inflammatory reaction that stimulates the deposition of a thin
fibrous layer of tissue which can grow through the interstices of the mesh,
thus incorporating the mesh into adjacent tissue. The absorbable
components are essentially absorbed within 168 days (ORC: within 4
weeks; PDS within 6 months), whereas the polypropylene material is not
absorbed. The non-absorbable polypropylene component of the device
remains for the lifetime of the patient unless removed. Minimal visceral
tissue attachment has been demonstrated in an animal study.

MeToanl 1 ycioBus crepuansaunn/ Sterility

Cetka xupypruuyeckas PROCEED crepunusyerca obnyuewnem. He
noasepraTh NOBTOPHOM cTepuan3auuu. He nenonb3osars, €CNiM yNakoBKa
BCKPbITa HIIH MOBPEX/ACHA.

PROCEED Surgical Mesh is sterilized by irradiation. Do not resterilize.
Do not use if the package is opened or damaged.

Metoabl ounctkH H ae3utexunn / Cleaning and disinfection methods

Henpumenunmo. Cerka xupypruueckas  Proceed cTepHIbHOE |

Not applicable. PROCEED Surgical Mesh is a sterile, single-use device.
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0JIHOPa30BOe MEAULIMHCKOE U3JENHE. | ""'7"
OcHoBHBIE TEXHHYECKHE H QYHKUHOHANIbLHbIE XapakTepHcTHKH / Main technical and functional characteristics
Tabauya 2. Table 2.
Pa3mep, Name Size. cm Mass, g Shape
Haumenosatue M Macca, r Popma PROCEED Surgical Mesh, Oval, 26 x 34 13.77 oval
Cetka xupypruueckas PROCEED. 26 x 34 13,77 OBanbHas 26 x34cm
oBanbHOM GopMbl, 26 X 34 cM PROCEED Surgical Mesh, Oval, 20 x 25 7.89 oval
Cerka xupypruyeckaa PROCEED, 20 x 25 7,89 oBanbHas 20x25cm
osansHoik popmbl, 20 x 25 oM PROCEED Surgical Mesh, Oval, 15x20 4,715 oval
Cerka xupypruyeckas PROCEED, 15x20 4715 OBajibHas 15x20cm
oBanbHON popMsl, 15 x 20 cm PROCEED Surgical Mesh, Oval, 10x 15 2,495 oval
Cerka xupypruyeckas PROCEED, 10x15 2,495 oBanbHas 10 x 15 cm
oBanbHOM dopmsbl, 10 x 15 cMm PROCEED Surgical Mesh, 30,5 x 30,5 14,996 square
Certxa xupypruvyeckas PROCEED, 30.5x 14,996 +KBaIIpaTHas Square, 30,5 x 30,5 cm
xBaaparHas, 30,5 x 30, 5 cm 30,5 PROCEED Surgical Mesh, 25 x 35,5 15,83 rectangular
Cetxa xupypruueckas PROCEED, | 25 x 35,5 15,83 NPAMOYTONbHaA Rectangle, 25 x 35,5 cm
npamoyroasHo# ¢opmst, 25 x 35,5 PROCEED Surgical Mesh, 20 x 30 10,38 rectangular
CcM Rectangle, 20 x 30 cm
Cerka xupypruvyeckas PROCEED, 20 x 30 10,38 NPAMOYTO/bHasA PROCEED Surgical Mesh, 10x 20 3,732 rectangular
npsMoyronbHo# dopmsi, 20 x 30 cM Rectangle. 10 x 20 cm
Cerka xupypruyeckas PROCEED, 10 x 20 3.732 NPAMOYro/ibHaA PROCEED Surgical Mesh, 7.5x15 2,18 rectangular
npaMoyronbHo# dopmsbl, 10 x 20 cm Rectangle. 7,5 x 15 cm
Cerxa xupypruueckas PROCEED, 75x 15 2,18 NpAMOYronbHas PROCEED Surgical Mesh, 5x10 0.975 rectangular
npaMoyronbHo# ¢opmel, 7,5 x 15 Rectangle. 5 x 10 cm
CcM PROCEED Surgical Mesh. 15.2x 15,2 4,318 square
Cerxa xupypruueckas PROCEED, Sx10 0,975 NpAMOYTOobHas Square, 15,2 x 15,2 cm
npAMOYrofikHO#M Gopmbi, 5 X 10 cM « specific gravity of the non-absorbable polypropylene component - 44
Certka xupypruyeckas PROCEED, 15,2 x 4318 KBaapaTHas 2
KkBaaparHas, 15,2 x 15,2 cMm 15,2 g/m”, . . .
* yaenbHas Macca Hepaccacugammeﬁcg nOJlanOﬂHJlCHOBOﬁ i SpCClﬁC gravnty of the mesh before resorptlorl of the absorbed
coctapnsioedi - 44 r/mZ, components is 180 g/m”.
o yjenbHas Macca CeTKM 10  paccachiBaHMs  abcopGupyemsix | ¢ size of horizontal pores - 2.5 mm, vertical - 3.5 mm
cocragnsommx - 180 /M2, Table 3
* pa3Mep rOpHU3OHTANBHBIX TOP - 2,5 MM, BEPTHKaIbHBIX - 3,5 MM < (ifh.arncteristic Value
Ta6auya 3. Mesh Thickness 0,4952mm - 0.5968mm (21.5 + 2 mils)
XapakTepHcTHKa 3uavenne Burst Strength Mesh shall have a minimum 58,61 N/cm? (85 psi)
Tonwuna ceTkn 0.4952 mm - 0.5968 mm (21.5 + 2 mun) average burst strength
[TpouHocTs Ha paspbis | CeTka AOMKHA HMETh CPERHIOID NPOYHOCTH HA Porosity 60%
paspbiB He MeHee 58,61 H/ cm? (85 dyHTOB Ha
KBAJpPATHBIH RIOHM).
[Topuctocth 60%
ﬂepe-lenb H ONHUCAHHE MATEPHAJIOB MEAHUHHCKOIO H3Ae/HA, BCTYNAKUIHX B nenocpencn;eunuii HJIH onocpenosanuuﬁ KOHTAKT C
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opraHM3MoM nauHeHnTa (Tesiom 4esnosexa)/ List and description of medical device materials Baving direct or indirect contact with patient’s
body (human body)
Cetka xupypruueckas Proceed wusrorosneHa u3 obpabortanHoii | The device is made of treated cellulose and two types of polymers. The

LENNION03bl H ABYX THHOB NofuMepos. Llenntonosa u 0a4H U3 NoaMMEpoB
abcopbupytotcs B opraHusme uyenoseka. Jlpyroit nonumep He
paccachiBaeTcs M OCTaeTCA B OpPraHW3Me MAaUMEHTa Ha BCIO XH3Hb. Oba
THNA MONMUMEPOB SBNSAIOTCA MaTepPHANaMH, KOTOPHIE HCMIONbL3YIOTCH B

HIOBHBIX MartepHanax. HCKOTOpre TNMOJIHMEPDI OKpalllHBaOTCA
KpacHuTeEJIEM.
Huxe NEPEHHCNEHD] KOMITOHCHTLI, MaTepHansl H NMPOUCHTHOE
COOTHOILUCHHC.
Tabauya 4. \
Yacts H3neAHS Marepuan % conepxanne
PaccacbiBalomascs OkHcnenuas 51%
LUeAno03a pereHepHpOBaHHaA
uenamonosa (OPLD
PaccacsiBaiouiasncs naenka | Tonuanokcanox 24%
HepaccachiBatowascs [Monunponunen 25%
TKaHb '
Cuxuuit xpacurens dranounaHHHOBbIR <0.01%
NUTMEHT, CHHUH

cellulose and one of the polymers are absorbed by the body. The other
polymer is not absorbed and remains in the body for the life of the patient.
Both polymer types are materials that are used in sutures. Some polymers
are colored with dye.

The components, materials and percentages are listed below.

Tuable 4.
Component Material Percent
Absorbable cellulose Oxidized regenerated | 51%
cellulose (ORC) fabric
Absorbable fibers Polydioxanone 24%
Non-absorbable fibers Polypropylene 25%
Blue dye Phthalocyanine blue <0.01%

Onucande NpHHAANEXKHOCTEH, MEIHUHHCKHX H3JeJHH HJIH H3JeIHH, He SABIAIOMHXCR MEIHUHHCKHMH, HO MNPEeAYCMOTPEHHBLIX AJs
HCNOAbL30BAHHA B KOMOHHALHY C 3anB/IeHHBIM MeAHUHHCKHM H3geanem/ Key accessories, medical devices or non-medical devices, to be used

in combination with medical device submitted for registration

JIna ucnonbsoBanus ceTku xupyprudeckoit PROCEED B cooTBETCTBHH €
€€ HazHayeHueM He TpebyeTcs HHKaKHX aKCceccyapos.

There are no accessories required for PROCEED Surgical Mesh to be used
in accordance with its intended purpose.

CBeleHHS 0 JIeKaPCTBEHHLIX CPEACTBAX BXOASIUMX B COCTAB MeAHUHHCcKOro niaeaus / Information about the medicines included in the

medical device

Henpumeuumo. ﬂaHHOC H3ACAHE HE COAECPXKAT NEKAPCTBECHHBLIX BCLUECCTB
UIH UX NTPONU3BOAHBIX.

Not applicable. This medical device does not contain medicinal
substances or their derivatives.

Cae/leHHS 0 MATEPHAIAX XKHBOTHOr0/4e10Beeckoro npoucxoxernus/ Information about materials of animal/human origin

HCI‘IpHMCHHMO. lIaHHOC MCAHUHUHCKOE U3/1€JIHE HE COACPKHUT MAaTEpHAIbI
XKHBOTHOMNO H (HJIH) YEJAOBEYCCKONO MPOHCXOXKACHHA HIAH  HX
NMPOH3BOIHLIX.

Not applicable. This medical device does not contain materials of animal
and / or human origin or their derivatives.

Ycnosus npumenenns / Usage conditions

JlaHHoe MeAMUMHCKOE H3jeNide MPUMEHSETCA TOJNLKO B YCIOBHAX
neyeOHbIX K NIeueOHO-NPOPHIAKTHHECKUX MEAHLMHCKHUX YUPEXACHHHA.
VCa0BUS B MOMEUICHUAX, Tle NPHUMEHAETCA MEAMUHMHCKOE H3iEINHE.

This medical device is intended for professional use in the medical and
health care institutions.
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The -conditions in the &ms where the medical device is used must meet

AOIKHBI COOTBETCTBOBATD CEAYIOIINM TPEGOBAHHAM:
Temnepatypa ot +15°C go +50°C (Bnaxxuocts 80% 6e3 koraeHcauum npn
25°C) npH HCNONB3OBAHHH CPA3Y NOCAE BCKPHITHA CTEPHILHON YNIAKOBKH.

the following requirements:
Temperature from +15°C to 50°C (80% non-condensing humidity
equivalent to 25°C) when utilized immediately after opening sterile

packaging.

YcaoBus 3KCOAYATANMH MeTHIBHCKOTO H3geans/ Operating conditions of the medical device

MeAHUMHCKOE H3ILENHE ABASETCA MMIIAHTUPYEMBIM U MIPCAHAZHAYEHO
AJIS MCTIONB30BAHMA BO BHYTpeHHEH cpeie OpraHH3ma.

Medical device is implantable and intended to be used in the body’s
internal environment.

Yci08HS TPRHCTIOPTHPOBKH N XpaHeHHs MeaHuuncKoro maaesan/ Operating, storage and transportation conditions of the medical device

He ncnons3oBaTh Mocne UCTEYCHUS CPOKA TOAHOCTH.

YcnoBus xpaHeHus:
Temnepatypa -60°C no +25°C

YcnoBus TpAaHCNOPTHPOBAHHA:
He npesrimats -60°C no +50°C

BnaXHOCT BO3AYXa: YIAKOBKA HENPOHMULIAEMA NS BRATH.
Atmocthepuoe gapnerne: He nprMenumo.

Do not use after expiry date.

Storage conditions:
Store up to -60°C +25°C

Transportation conditions:
Temperature: Do not exceed -60°C or +50°C

Air humidity: packaging in moisture proof foil.
Air pressure: N/A.

Komnaext nocrasku/ Package contents

Cerka xupypruyeckas PROCEED, 8 BapHMaHTax MCNONHEHHR
nocTapaseTca e 1 (oaHo#) WITyKe B CTEPHUILHBIX KOHBEPTAX PA3NHYHBEIX
pasmepos. B kaxpmi#i koHpepr srknazsigaercs | (0AHa) KapTOuka
mnauuenTa d 1 {(oaHa) MHCTPYKUHA MO NPUMEHEHHIO.

PROCEED Surgical Mesh in variants is available in single-use, sterile
packets in a variety of sizes (1 (one) piece per envelope). Each envelope
contains 1 (one) Instruction for use.

CuMBOJILI, BCIONAL3YEMBIE HA YEakoBke / Symbols Used on Labeling

Tabnuya 5/ Table 5
CS“;LBI:':II 3navenne Meaning
REF Homep no karanory Catalogue number
MD MenuiumHcKoe Haaenue Medical Device / for implant card: Device Name
@ He ucnosb308aTh NPH MOBPEXACHHH YNAKOBKH Do not use if package is damaged
A OcropoxHo! Caution
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3anpeT Ha NOBTOPHOE NPUMEHEHHE

-

Do not reuse

He cTepununzoeaTth NOBTOPHO

Do not resterilize

Oanocnoitkan crepunbHas GapsepHas CHCTEMa C
3aUWMUTHON YNaKOBKOH BHYTPH

Single sterile barrier system with protective packaging inside

Paaxaionsas crepuansauns Sterilized using irradiation
LOT Kon naptun Batch code
& JlaTa W3roToBNeHUA Date of manufacture
2 Ucnions30BaTs A0 ) Use-by date
uDI YHuxansHHif wieHTHuKaTOp HIAEHHA Unique Device Identifier
d Harorosurtens Manu‘facturer

Bunmanue: Qeaepansbiii 32K0H OrpaHHYIHBAET
NpOAAXKY ABHHOTO HIACAHA NHUCHINPOBAHHLIM
MEAHLIMHCKUM PabOTHHKOM HIIH MO €10 3aKa3y

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

VnakoBoyHasa eauHULA

Packaging unit

Cchlnka Ha cailT 2NEKTPOHHOH HHCTPYKLMH N0
npumenennio (¢-1FU).

EC: lo3eonwTe B ciyx0y NOAACPIKH NO
3anpocy, YToObl MOMYUUTh GyMaXKHBIE KONUU
BecniaTHO B TeueHne 7 aHel

Electronic Instructions for use (e-IFU) website link.
EU: Call paper on demand help desk to get paper copies free of charge
within 7 days.

BezonacHo npu MPT

MR Safe

YacTHuHo paccachlBaloOlafsca CETKa ¢
PaccachiBalOUHMCA CIIOEM

Partially Absorbable Mesh Device with Absorbable Layer

Hudopmaimonnbiil BeG-caliT 413 nauMeHToB

Information website for patients

CHE
e
¥

HmMa naugesTa MAH HICHTHPUKATOP NALUEHTA

Patient Name or Patient 1D
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Hara / ana kapTe! HMruTanTa: Jlata UMNNaHTalmu

&\

Date / for implant card: Date of Implantation

MeauumHcKoe yupexaeHHe win spad / A KapTel
ot umnianTa: Hazsauune U aapec MEIHLIMHCKOMO
yupeKacHHs / NOCTABUMKA YCITYT MO

HMIJIGHTaUHH

Health care centre or doctor / for implant card: Name and address of the
implanting healthcare institution / provider

Cpox roauoctat / cpox cayxbui/ Shelf life / Service life

CpOK roAHOCTH H3AEIHA COCTABOET 2 roaa.

| Shelf life is 2 years.

TpeGonanus Kk TeXHHYECKOMY 0GCAYKHBAHHIO H PeMOATY Meannaackoro mageaus/ Requirements for medical device maintenance and repair

Henpumenumo.

| Not applicable.

Iapautniinnie o6a3arensbersa/ Warranty

TMpoxseoauTeNh TapaHTUPYET KOHEYHOMY MOTPEOHTEMO OTCYTCTBHE
IAeEKTOB U COOTBETCTBHE XAPAKTEPHCTHK MPOAYKTa HA NPOTLXEHUH
BCETO CPOKA FOAHOCTH MPOAYKTA NPH YCIOBHN cobmioaeHUS TpeGoBanuii
yCnoBuii XpaHeHWs, TPaHCTIOPTHPOBKH H LENOCTHOCTH  YNAKOBKM.
OTCyTCTBYIOT Kakue-nnb0 rapaHTH#, KOTOpble BHIXOAAT 38 PaMKu
onucaHoro. JIpUrOAHOCTE AnA HCMOMB3OBAHMA 3TOI0 MEAHLMHCKOTO
| Magenua Ana  Kakoi-1ub0o KOHKpETHOH XHPYpPrHueckoi mnpouenypsi
aomkHa ObTh onpeaeneHa MNOAB3OBATENEM B  COOTBETCTBHH €
HHCTPYKLME N0 NPHMEHCHUIO.

Manufacturer guarantees to the end user absence of defects 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 particular surgical procedure should be determined by the user in
conformance with the manufacturer’s instructions for use.

CaexeHns 0 BPOR3IBOAUTENRE MeauuMHcKoro n3genus / Information about manufacturer of the medical device

Ilpon3soanTEnL:

Johnson & Johnson International («Ixoncon & HxoHcon
Hurepremnna®», benbrus),

¢/o European Logistics Centre, Leonardo Da Vincilaan, 15, BE-1831

Legal Manufacturer:

Johnson & Johnson International,

c/o European Logistics Centre, Leonardo Da Vincilaan, 15, BE-1831
Diegem, Belgium

Diegem, Belgium

Mecro npos3BOACTRA: Manufacturing site:

Johnson & Johnson Medical GmbH, Robert-Koch-Strasse 1, Norderstedt | Johnson & Johnson Medical GmbH, Robert-Koch-Strasse |1, Norderstedt
22851, Germany 22851, Germany

Pexnamauus/ Reclamation

YnoanomoueHHbIH npeACTABHTENR: Authorized Representative:

000 «JIxoncon & JIHKOHCOH”, "Johnson & Johnson" LLC,

121614, Poccun, r. Mocksa, yn. Kpeitatckas a. 17 k. 2.
Tenedorn: 8 (495) 580 77 77. daxc: 8 (495) S80 78 78

121614, Russia, Moscow, st. Krylatskaya, building 17/2,
Phone: 8 (495) 580 77 77, fax: 8 (495) 580 78 78
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Ilepeeod ¢ anzauiicko2a A3vIKA HA PYCeKItil A3vK

<Jlorotun: «JHroxcon & Jxoucon MeaTex»
(Johnson & Johnson MedTech)>

«flxoncon & JxoHcoH HHTeprempm, INA BpYUEHH 5O anpecy Esponeiickuil UCHTP NOTHCTUKH
Jleonapno Oa Bununnan 15, 1831 Jueren, Beavrua

Coraacosano
«xnconcon & Hnconcon Humeprewinar
Oprannanuuy
Jeonapoo Ja Buwsunan 15, Queeem
Anpec
Hupexmop omdena RopA@nusHo-npasoso2o pezyruposanus
JloaxHoeTs
Tomac, Kpucmuna
DaMRINK, UMY
10 man 2024 200a
Dava: AAMM.TTTT
‘ <POANHCAHO™>
R . Hoanwncs
HOTAPUYC
Ul'raTr Uuauana .
Oxpyr Kocuwowwko
Tlomnucano B GopMe HOTAPHANBHO YAOCTOBEPEHHOTO 3asBicH!s B ModM npucyTcTenn [0 van 2024 2004
KPHCTHHOH HECCYPYH TOMAC
Mm*:mwmﬂ <NOANHCAHO>
m;m Oyt Kicagamios [ToAnHCH HOTAPHYCA, YTTONHOMOMEHHOTO HA COBEpIIEHHE
s> oot mbramn ot e HOTapHaNbHEIX AeficTenil B oxpyre Kocugouko
' rcrexser 13 usprs 2029 roms

HHCTpYKIMS N0 MPHMEHEHHUIO
Cgqrxa xupypruyeckas PROCEED

2024 rox
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I'IepeBo,q ,anHELI.ZeAeKCTa BbIMOJ/IHEH NMEPEBOAYNKOM naXTyHOBbIM Anekceem B!'Ia,CI'I/IMI/IpOBI/ILIeM.

Poccuiickaa ®epgepayuns
[opog MockBa
ABapguartoro mad fBe ThiCAYM fBaflLaTb YeTBEPTOro rofa

A, Kopcuk Mapua AnekcaHapoBHa, HOTapuyc ropofa MOCKBbl, CBUAETENLCTBYHO MOAMHHOCTb
nognucu nepesogunka lNaxtyHosa Anekced Bnagnmmnposnya.

Mopnuce caenaHa B MOEM NMPUCYTCTBUN.

JlnyHoCTb NoANucaBLLIEro 4OKYMEHT YCTaHOB/EHa.

3aperucTpupoBaHo - HBT
YnnayeHo 3a py6. 00 kon.
M. A. Kopcuk

Bcero npowHypoBaHo, NPOHYMepoBaHo
n ckpenseHo nevatbto 14 nuct(a)(o.)
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