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Pycckuit

HANMEHOBAHWE
MEANUNHCKOIO N3AENNA
CeTka xupypruyeckas

ULTRAPRO ADVANCED, Tunopasmepbi:
6cmx 12 cm; 7,6 cm X 15 owm;

10 cm X15 cm; 15 em x 15 om;

15 cm x 30 cm; 30 cm x 30 cm.

KomnnekT nocraBku:

CeTka xupypruyeckasa ULTRAPRO
ADVANCED B nHanBuayanbHON ynakoBKe -
1 wr.

VHCTPYKUUWA No NPpUMeHeHUIo - 1 L.
KapToHHas Kopobka - 1 .

CBEAEHUNA OTNMPOUN3BOAUTENE
J>KOHCOH & [I>KOHCOH HTepHeLUHN

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

HA3HAYEHVWE MEOVMUWMHCKOIO

N3OENNA, YCTAHOBJIEHHOE

MPON3BOANTENEM
CeTtka xupypruyeckas ULTRAPRO
ADVANCED (ganee no TekcTy
nmeHyemasa «Cetka ULTRAPRO
ADVANCED») npefHasHayeHa ans
NAACTUKN TPbDK OPHOLLIHOW CTEHKU 1
neeKToB abA0MUHANBHON thacuun,
ecnun TpebyeTca UCNonb3oBaHue
YKpennawLwero matepmana ans
NoN3"eHns »Kenaemoro Xmpypruyeckoro
pe3ynbTaTa
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AHNACKNIA

NAME OF PRODUCT

Surgical mesh ULTRAPRO ADVANCED, size:
6cmx 12 cm; 7,6 cm x 15 cm;

10 cm X15 cm; 15 cm x 15 cm;

15 cm x 30 cm; 30 cm x 30 cm.

Delivery set:
Surgical Mesh ULTRAPRO ADVANCED in the
individual packaging - 1 piece.

Instruction for use -1 piece.
Cardboard box -1 box.

INFORMATION ABOUT
MANUFACTURER
Johnson &Johnson International

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

USE OF MEDICAL DEVICES
INDICATED BY MANUFACTURER
ULTRAPRO ADVANCED Surgical Mesh
(follow by the text called as "ULTRAPRO
ADVANCED Mesh”] may be used for the
repair of abdominal wall hernias and
abdominal wall deficiencies that require the
addition of a reinforcing material to obtain
the desired surgical result.



NMHcTpykuna no npumeHeHnto CETKA XUPYPITMYECKAA ULTRAPRO ADVANCED

Instruction for use of MESH ULTRAPRO ADVANCED

MOKA3AHNA K NPUMEHEHWIO

- CeTka xupypruyeckaa ULTRAPRO
ADVANCED npefHa3Ha4veHa ans
NNaCTUKN TPbK BPIOLLIHON CTEHKN U
AetheKToB abaoMUHANBHON (acumu,
ecnu TpebyeTca UCMNonb3oBaHue
YKpenaawLLero Matepmana ans
NON}TEHUA XKENaeMOoro XMpyprmyeckoro
pe3ynbTaTa

MPOTVNBOIMOKA3AHUA
3anpelieHa BH3rrprobproLLNHHAS
nMmnnaHTauuna cetkn ULTRAPRO
ADVANCED.

OMMCAHVE MEANUMHCKOIO
N3OENNA

Cetka ULTRAPRO ADVANCED
NnoCTaB/AETCA CTEePUIbHOMN.

Cetka ULTRAPRO ADVANCED 13rotoBfeHa
13 MPUMEPHO PaBHbIX YacTein
paccacblBaloLLLerocd MOHOBOIOKHA U3
nonurnekanpoHa-25 u
HepaccacblBaloLLerocs
NnoaMNPONUIEHOBOT0 MOHOBO/OKHA.
[Nonvmep Ha OCHOBE HEOKPALLEHHOIO U
OKpaLleHHOro noannponuIeHoBoro
BOJIOKHaA [(pTanoumaHMHOBBIA CUHWIA,
LiBETOBOIN Kop, 74160) naeHTU4YeH
maTtepuany, ucrnonb3yemomy ans
NPoun3BOACTBA HEOKPALLEHHOIO U
OKpaLLeHHOro XMpypruyeckoro LLOBHOro
matepunana PROLENE.

Cononumep nonurnekanpoH-25 naeHTUYeH
marepuany, UCNosb3yeMomy s
N3roTOB/IEHUNA LLOBHOIO MaTepuana
MONOCRYL.

Nocne paccacbiBaHWS KOMMOHEHTa U3
noanrneKanpoHa-25 ocTaeTcs TO/bKO
NnonnnponuIeHoBas ceTka.
OcrTatoLlancs B opraHusme
NoMNPONWUIEHOBas CeTKa B 60/bLLEN
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INDICATIONS

ULTRAPRO ADVANCED Mesh is
indicated for the repair of abdominal
wall hernias and abdominal wall
deficiencies that require the addition of a
reinforcing material to obtain the
desired surgical result.

CONTRAINDICATIONS
ULTRAPRO ADVANCED Mesh should not be
placed intraperitoneally.

DESCRIPTION OF THE MEDICAL
DEVICE

ULTRAPRO ADVANCED Mesh is provided
sterile.

ULTRAPRO ADVANCED Mesh is comprised
of approximately equal parts of absorbable
poliglecaprone-25 monofilament fiber and
non-absorbable polypropylene
monofilament fiber.

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 poliglecaprone 25 copolymer is
identical to the material used in MONOCRYL
Suture.

After absorption of the poliglecaprone-25
component, only the polypropylene mesh
remains.

The remaining polypropylene mesh
stretches to a greater degree perpendicular
to the blue stripes.



CTeneHn pactarnBaeTca B HarnpaB/IEHNN,
nepneHanKynapHomM CMHUM Mnosiocam,
npeaHasHa4eHHbIM Anda opuneHTaunn CEeTKU.

OENCTBUE/XAPAKTEPNCTUKWU
VccnefoBaHme Ha XXMBOTHBIX MOKa3ao, YTo
nmnnaHTauma cetkm ULTRAPRO
ADVANCED BbI3blBaeT BOCNa/IMTe/IbHYHO
peakLMIo, CTUMY/IMPYHOLLLYIO OT/IOXKEHWe
TOHKOrO /1051 (PBPO3HOIA TKaHW, CNOCOBHON
rpopacTarb Yepes3 NycToTbl CETKWN, TeM CaMbIM
BCTpamBas CETKY B COCEAHHIOI0 TKaHb.
PaccacbIBatoLLMIACA KOMMOHEHT NPaKTNYeCcKu
MOJSIHOCTLIO PAcCacbIBaeTCs B TeUeHMe

91 fHS, B TO BPeMs Kak MoAMNPOnmIeHOBbIN

MaTepuas He paccacbIiBaeTCA.

TEXHNYECKUE

XAPAKTEPNCTUKWN

MEOVNLUWMNHCKOIo N34ENNA
HanmeHoBaHMe/Name

60mm
76mm X 150mm;

Pa3wvep cetku/
Size of Mesh

100mmX150mm;
150mm)(150mm;
150mm x300mm;

300 m m X300mm

300 nn x 300 wm - 5,22-7,20 r

Macca ceTknu/mesh 60mm x120mm -
weight
150 mm X 150 mm
150mm X 300mm—
TonwunHa/ 0,55 mwm
Thickness
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X120mm;

76 mm X 150 mm = 0,66'0,91 r
lOO mm X 150 m m '0,87'1,20 r
-131-180Tr

ACTIONS/PERFORMANCE

An Animal study showed that implantation
of ULTRAPRO ADVANCED 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 component
is essentially absorbed within 91 days,
whereas the polypropylene material is not
absorbed.

TECHNICAL CHARACTERISTICS OF
MEDICAL DEVICE

3HaueHune/Value

60 mm X120 mm;
76 mm x 150 mm;
100 mm X150 mm;
150 mm X150 mm;
150 mm X300 mm;
300 mm X300 mm

0,42-0,58 - 60 mm x 120 mm - 0,42-0,58 ¢
76 mm x 150 mm - 0,66-0,91 g
100 mm X150 mm -0,87-1,20 g
150 mmx 150 mm - 1,31-1,80 g
2,61-3,60r 150 mm x 300 mm- 2,61-3,60 g
300 mm x 300 mm - 5,22-7,20 ¢

0,55 mm



OuameTtp Hutwn/
Diameter of thread

dopma CTPYKTYpbl
ceTkun/

Form mesh structure
Pa3smep nop/

Pore size

Ycunue Ha paspbis/
Tear force test

YKecTkocTb npu n3rnoe/
Bending stiffness

KoahdmumneHt
pacTsxeHuns/
Elongation Ratio

Y penbHas macca/

Area weight

Mpo4YHoCTbL Ha pa3pbis/
Burst strength
OcTaTo4Has NPOYHOCTb
Ha pa3pbiB nocne 13
Hepeno(npwu
paccacbiBaHuM 60nee
95% cononnmepa), He
mMeHee/

The residual tensile
strength after 13 weeks
(at @ 95% resorption of
the copolymer) of at least

MponeH 0 0,089 mm
MoHokpun 0 0,127 mMm

CoTtbl

2,7 MM

MpogonbHoe -11,2 H
MuHumym -10,1 H
Makcumym -12,6 H

MonepeyHoe -19,6 H
MuHumym - 17,5 H
Makcumym - 23,1 H

B npogonsHoM

Hanpas/eHUN:
12,2 cH/cm2

CTaHAapTHOE OTK/I0HEHWE;
0.738 cH/cm2

B nonepeyHom
HanpaBfeHNN:.

4,9 cH/cm?

CTtaHOapTHOE OTK/OHEHNE:
0.337cH/cm2

Mpn 2H: 2,4

CTaHfapTHOE OTK/IOHEHWE:
He NPUMEeHUMO

Mpn FOH: 2,1
CTaHfapTHOE OTK/IOHEHWe:
He NMPUMEeHUMO

MwuHumym 58,0 r/m2
Makcumym 80,0 r/mA

He meHee 467 H

lNpofonbHOE HanpasneHne
159 H

MonepeyHoe HanpasneHne
M9H
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Prolene 0 0.089 mm
Monocryl 0'0.127mm

Honeycomb

2,7 mm

Lengthwise -11,2 N
Minimum -10,1 N
Maximum -12,6 N

Crosswise -19,6 N
Minimum - 17,5 N
Maximum - 23,1 N

Flexural rigidity lengthwise

12,2 8 cN/cm”

Standard Deviation:
0.738 cN/cm”

Flexural rigidity crosswise
4,9 cN/cm”

Standard Deviation:
0.337cN/cm”

At2N: 2,4

Standard Deviation: Not
applicable

At ION: 2,1

Standard Deviation: Not
applicable

Minimum 58,0 g/m2
Maximum 80,0 g/m2

At least 467 N

Machine direction
159 N

Cross Machine Direction
79N



MATEPWANDbI, N3 KOTOPbLIX
N3roToBJIEHO MEANLUWMHCKOE
N3OENNE

Cetkn ULTRAPRO ADVANCED
N3roTOB/IEHbI U3 MOHOBOJ/IOKOH Prolene
(HeOKpalLeHHOro v OKpaLLeHHoro] u
MOHOBO/10KOH Monocryl [HeokpalueHHoro].
MoHOBONOKHA Prolene npeactaBnstoT
CO60I HENOKPBITYHO, CUHTETUYECKYIO,
HepaccacblBalOLLYHOCA HUTb, COCTOALLYIO Y3
N30TaKTMYECKOro KPpUCTa/lSINYECKOro
cTepeon3omepa NoANNPonuIeHa n
CUHTETUYECKOr0 IMHEHOr0 NonnoneduHa.
CeTtka ULTRAPRO ADVANCED cocTout
npumMepHo u3 17% [no macce] u3
OKpaLUeHHbIX BOJIOKOH MOAMMpPonu/ieHa n
83% HaTtypaibHbIX BO/IOKOH
nosmnponuaeHa. Ymcrble y4acTKn CETOK
KCTPYAMPYIOT U3 HATYpabHOW
NOANNPONUNEHOBOW CMOSbl. CUHME
MOSIOCKN M3rOTaB/NBaKOT N3 OKpaLleHHOM
CMO/bI € Jo6aBneHnemM pTasoynaHnHa
meam, cuHunin 15, ko useta Ne 74160.
MoHoBosiokHa Monocryl npeacTasnaoT
c060li HEOKpaLLIEHHbIE, HEMOKPbITHIE,
CUHTETUYECKME, paccachbiBalOLLMECH HUTH,
cocTofLMe U3 NoNnrneKanpoHa-25.

Crnocobbl N YC/TOBUA
MPUMEHEHNA

[JaHHoe meanLMHCKOe nsgenve
NMPUMEHSAETCA TONbKO B YC/IOBUAX
nevyebHbIX 1 NeYebHO-NPOGUNAKTUYECKUX
MeAULMHCKNX yupexaeHunin. CeTka
ULTRAPRO ADVANCED npefHa3Ha4veHa 4ns
MNCNO/Ib30BaHWNA TONbKO Bpavamu,
06YYEHHbIMU XMPYPrUYecKnM npouesypam
1 npremMam, Heo6XoAMMbIM 4151 MNACTUKK
rPbKU Y UMMIaHTaLUN CUHTETUYECKINX
CeTOK. BbI60p CeTKM AN KOHKPETHOrO
naLmMeHTa onpesenseTcd MHOXECTBOM
(haKTOpOB, BK/1KOYas, B TOM YuC/e,
npegplayLiee MeaMkaMmeHTO3HOe U
XVPYPruyeeKoe fieveHre, Tekylllee COeTosHMe
3[10pOBbA NaumeHTa

(T. e. conyTcTBYIOLLME 3a00M1EBAHNS), TEXHUKY
BbINOSIHEHMSA Onepauuun, pasvep

N PaenosioXKeHne rpbKu.
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THE MATERIALS OF WHICH MADE
THE MEDICAL DEVICE

The ULTRAPRO ADVANCED Mesh is made
out of Prolene [un-dyed and dyed]
monofilament and MONOCRYL[un-dyed]
monofilament. The Prolene monofilament is
an uncoated, synthetic, nonabsorbable
thread composed of an isotactic crystalline
stereoisomer of polypropylene, a synthetic
linear polyolefin. The ULTRAPRO
ADVANCED Mesh has approximately 17 %
[by weight] pigmented polypropylene
filaments and approximately 83 % natural
polypropylene filaments by weight. The
clear portions of the meshes are extruded
from natural polypropylene resin. The blue
strands are made from pigmented resin
with copper phthalocyanine, blue 15, color
index No. 74160. The Monocryl
monofilament is an undyed, uncoated,
synthetic, absorbable thread composed of
poliglecaprone-25.

THE METHODS AND CONDITIONS
OF USE

This medical device is intended for
professional use in the medical and health
care institutions. ULTRAPRO ADVANCED
Mesh is intended for use only by physicians
who are trained in the surgical procedures
and techniques required for the hernia
repairs and the implantation of synthetic
meshes. 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.

The physician is advised to consult the
medical literature regarding techniques.




Bpauy pekoMeHAyeTCs 03HAKOMUTLCS C
MEeAVLMUHCKONI NMTepaTypoii No TeXHNKE
BbIMOMIHEHWS, OCNIOXHEHUSAM U
HeGNaronpUATHLIMK PeakLUsMU.

MHCTPYKUWMA no NMPUMEHEHNIO

Bbl6op pa3mepa v ycTaHOBKa

Cetka ULTRAPRO ADVANCED Bcerpa
[0/1KHa pa3MeLLaTbCs B 3a0PHOLLIVHHOM
NONIOXKEHUN.

Cetky ULTRAPRO ADVANCED M0XXHO
06pe3aTh Mo YCMOTPEHIO XMpYypra npu
YCNOBUM [OCTATOYHOIO NepPeKpbIBaHMS TKaHel
A1 CHUXKEHWS! BEPOSITHOCTY peLiyayBa.
lcnonb3oBaHNe TEPMUUECKUX PEXYLLIMX
YCTPOICTB He 6bII0 UCCEA0BAHO 1,
CNefoBaTe/bHO, He PEKOMEHLYETCS.

MnacTnkKa BeHTPasbHbIX
(nocneonepaunoHHbIX) M NaxoBbIX FPbIXK

[Mpn NnacTukKe BEHTPaSbHbIX WK
nocneonepaLoHHbIX TPbDK CeTKa
ULTRAPRO ADVANCED ponxHa 3axoguTb
3a Kpas rpbPKEBOro AeekTa He MeHee Yem Ha
3 CM-5 CM, ecnin, No MHeHWo Xmpypra, He
TpebyeTcs LOMOMHUTENLHOIO MepeKpbIBaHMA
300P0BbIX TKaHei. MpK niacTyke NaxoBbIxX
rPbDK CETKA JO/MKHA 06ecrneynBaTb
[OCTaTOYHOE NepeKpbITHEe (PacLnaIbHOro
[ledpekTa co BCex CTOPOH

CuHMe nonocbl Ha CeTke MoryT

MCNONb30BaTbCA A/14 OnpeaeneHna Nno0XXeHnA
WK BblpaBHMBaHNA ceTkW. CeTKa A0/MKHA
pasmMelaTtbCA BPOBEHL C TKaHbLIO.

dukcauma

MeTog hmkcaumm nMmnniaHTata (Hanpumep, ¢
MOMOLLbHO HepaccachIBatoLLErocs LLOBHOIO
maTepuasna, paccacbliBatoymMucs/ He
paccacbIBatOLLMMICS CKOGaMI)
ob6ecneyrBatoLLMIA AOCTATOUHYHO (IMKCALIMIO
CETKM M CHUXKAIOLLMIA PUCK peumnanea,
OnpeaenseTca XMpyprom B 3aBMCMMOCTM OT
NoTPeBHOCTEN KOHKPETHOrO naumeHTa u
XapaKTepa BOCCTaHOBUTE/NbHOW onepauun.
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complications, and adverse reactions before
selecting a mesh.

APPLICATION/INSTRUCTIONS FOR USE

Sizing and Placement

ULTRAPRO ADVANCED Mesh must always
be placed extraperitoneally. ULTRAPRO
ADVANCED Mesh can be trimmed at the
surgeon's discretion while providing the
necessary overlap to reduce the likelihood
of recurrence.

The use of thermal cutting devices is not
recommended because it has not been
tested.

Ventral/Incisional and Inguinal Repair

In ventral or incisional hernia repair, the
ULTRAPRO ADVANCED Mesh should
extend at least 3 to 5 cm beyond the margins of
the hernia defect, unless the surgeon decides
that additional overlap onto healthy tissue is
needed. When used in inguinal hernia repair,
the mesh should provide sufficient overlap of
the fascial defect on all sides.

The blue stripes on the mesh can be used for
orientation and alignment purposes.

Place the mesh so that it lies flat to the tissue.

Fixation

The method of securing the implant (e.g., non-
absorbable sutures, absorbable/no absorbable
tackers) to provide for adequate mesh fixation
and to minimize the risk of recurrence should
be determined at the surgeon’s discretion,
based on the individual patient’s needs and the
nature of the repair.

Spacing and distribution between fixation
points and technique should be determined at



PaccTosHMe meXay Toukamm rkcauum n nx the surgeon’s discretion to provide adequate
pacnpefeneHne, a Takke TeXHMKa BbiNno/iHeHUs mesh fixation, to reduce the risk of mesh

ONpeaenstoTCca XMPYpProm Tak, YToobl migration, and to optimize mesh-to-tissue
06ecneyunTb JOCTAaTOMHYHO (IMKCALIMKO CETKN, contact to foster tissue ingrowth.

CHU3UTb PUCK €e CMELLIEHNA U Preclinical data and reported experience
ONTUMM3MPOBATb KOHTAKT MeXay CETKOW 1 suggest having the fixation points at least 1cm
TKaHAMU 419 YCKOPEHNA KX BpacTaHus. from the edge of the mesh and approximately 1
CornacHo gaHHbIM JOKMHUYECKUX and 2 cm apart from each other.

1CCNeoBaHUiA U ONMCaHHOMY OrbITY
K/IMHWYECKOTO NMPUMEHEHNS, TOUKM (hUKCaLmn
[O/MKHbI pacnofiaratbCa Ha pacCTOAHWUM He
MeHee 1CM OT Kpas CETKU U NpUMepHo 1cm-2

CM Apyr ot fpyra.

NPEAYMNPEXOEHWNA WARNINGS
HeHanexatlee BbINOIHeHWe Failure to properly follow instructions
WNHCTPYKLUMM MOXKET MPUBECTU K may result in improper functioning of
HenpasWIbHOMY (DYHKLMOHNPOBaHUIO the device and could lead to injury.
n3genna 1 Tpasve. BHUMaTensHO Please read all information carefully.
03HaKOMbTECH CO BCEM If this device is used in patients with
npeACcTaBeHHON NH(opMaLen. the potential for growth or tissue
B cnyyae npumeHeHna nsgenvsa y expansion (such as infants, children,
MaLlyeHTOB C BO3MOXHOCTbIO pocTa or women who may become
NN PacTsXKEHUS TKaHei (Hanpumep, pregnant), the surgeon should be
MNaAeHLEB, AETEN NN YKEHLLVH, aware that the device will not stretch
KOTOpble MOryT 3a6epemMeHeTh) significantly as the patient grows.
XVPYpry cnefyeT NOMHUTb, YTO This device is indieated for abdominal
n3genve He obnagaeT AOCTaTOYHON wall hernia repair and not for
CMOCOGHOCTBIO K PaCTSHKEHMIO MO gynecologic procedures. Gynecologic
Mepe pocTa naupeHTa. procedures should be performed using
M3aenve nokasaHo Ans NnacTUKm devices indicated for gynecologic
rPbPK OPIOLLHOW CTEHKM, HO He 411 repairs.
TMHEKONOrMYecKnX npoueayp. 4na It is recommended that the device not
FMHEKONOrMYECKNX NpoLieayp cneayert be used in a contaminated field, as
1CNOMb30BaTh CreLnaibHO contamination of the device may lead
npefHasHayeHHbIe 4715 3TOro to infection that may require removal
n3genus. of the device.
He pekomMeHyeTCa 1UCMo/b30BaTh As with any implant, an acute and
n3genue B 3arpA3HeHHOM Mone, Tak permanent foreign body response will
KaK 3arpsisHeHve U3aenmns crnocobHo occur. In some patients, this response
NPUBECTU K MH(IEKLMN, UTO MOXKET can result in one or more of the
noTpe6oBaTh U3BEYEHMS U3AENNS. adverse reactions listed below.
Kak 1 ¢ ntobbiMu gpyrumm The device is a permanent implant that
NUMMaHTaTamMn, pasBrBaeTCA OCTpas U1 is designed to integrate into the tissue.
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MOCTOSIHHAA peakLms Ha MHOPOAHOe
Teno. Y HeKOTOpPbIX MaLUMeHTOB Takas
peakuys MOXXeT NPUBECTU K OHOM
WA HECKO/TbKUM 13
HVDKENepeUnCceHHbIX
He6MaronpUATHLIX PeakLyiA.
W3penve npefcTasnisieT co60M
MOCTOSIHHbIN VMM/AHTAT,
KOHCTPYKLUWMS KOTOPOro npegnosnaraet
BpacTaHve B TKaHW. [Mpu
Heo6X0ANUMOCTI MOMHOMO U
4aCTUYHOIO U3BMIEYEHNS N3AEeNnA
MOXET MoTPeboBaTbCA 3HAUNTENbHOE
pacceyeHve TKaHew.

HepfoctaTouHoe nepekpbiBaHme
TKaHen ¢ o600 CTOPOHbI AedeKTa
MOXXET MOBbICUTb PUCK
nocneonepauyioHHbIX OC/IOXHEHN, B
TOM umncne peumamea. Cwv. pasgen
TpyMeHeHne N MHCTPYKUMK MO
NPYMEHEHNIO.

HepgoctaTouHas vnm HenpasubHas
(hrKcaLmMa MOXET MOBbLICUTL PUCK
noceonepauyioHHbIX OCMOXHEHW, B
TOM uucne peumavea. Cwm. pasgen
T1prMeHeHne N UHCTPYKLUMK M0
NPYMEHEHNIO.

He cTepunm3oBath 1 He UCMO/b30BaThb
noBTOPHO. lNoBTOpHOE
1Ccnosb3oBaHue msgenns (Mm ero
yacTein) MOXET cOo3aTb PUCK
paspyLLeHns U3Lens, 4To CnocobHO
NPVBECTU K ero HerpasuibHOMY
(PYHKLIMOHVPOBAHWIO U
nepeKpecTHOMY 3apaXEHWIO, YTO B
CBOIO 0Yepeib MOXKET MPUBECTU K
NH(EeKUMN v nepesave
60/1e3HETBOPHbIX OPraH13MOoB Yepes
KpOBb MauneHTam v ntobomy, KTo
COMPUKACaeTCa C U3AE/INEM.

Mepe vMnnaHTaumelrt BHUMaTe/lbHO
oCMOTpuUTE n3genue. He ucnonb3yiite
n3aenve, eCv OHO MOBPEXAEHO.

In cases in which the device needs to
be removed, in part'or in whole,
significant dissection may be required.
Insufficient overlap on any side of the
defect may increase the risk of
postoperative complications, including
recurrence. Consult
Application/Instructions for Use
section.

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-bome 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.

MEPBI MPEAOCTOPOXHOCTWU
BesonacHOCTb U 3(h(heKTUBHOCTb

npeaBapuTeibHOM 06paboTKM CETKM
ULTRAPRO ADVANCED BwmecTe ¢

PRECAUTIONS

The safety and effectiveness of pretreating of
ULTRAPRO ADVANCED Mesh in
combination with solutions (e.g., saline.
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%

pacTBopamy (Harnpumep, 3MOIOrMYECKM
pacTBOPOM, pacTBOpaMu NeKapcTB) nepes
MMNaHTaumen He UCCefoBaNNCh.

NMOBOYHBLIE gevictBUu S

K BO3MOXHbIM HEGAronpUATHbLIM
peakUuMaM OTHOCATCA TUNUYHbIE peakLnn
Ha XMPYPrnuyeckn MMnaaHTUpyemble
martepuanbl, B TOM YMCne:

- VHDeKLums,

- BOCManeHwe,
- 06pa3oBaHue cepom,

- OCTpble U1 XPOHMYECKKne 6onu,
- ouwyuleHne YyXepoaHoro Tena,
- remartoma,

- MOBPEX/EHNEe HEPBOB UM MAMKMX
TKaHen,

- 06pas3oBaHMe cnaek 1IN CBuLLEN,

- BblOyXaHue/n3va3BneHue,
4ype3mMepHOe CMOPLLMBAHNE UK
COKpaLLleHNe TKaHN BOKPYT CETKM,

- HecoCTOATENbHOCTb
CEeTKN/PeunanB rpbixu.

[ns neyeHNs BbllLeNepeUnCneHHbIX
He6NaronpuATHbLIX peakunin MoXeT
noTpeboBaTbCA OfHa UM HECKOJIbKO
XUPYPrnYecknx pesusnia. Xupypruyeckas
PeBM3NS He Bcerga ycTpaHseT
HebNaronpuATHbLIE peakLUn U MOXET
c03[aTb PUCK AOMONHUTENbHbIX
HebNaronpuATHbIX peakuuii.

CTEPUNN3ALUNA
[laHHOe n3aenve CTepuIM30BaHo
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medications) prior to implantation have not
been studied.

ADVERSE REACTIONS

Potential adverse reactions are those
typically associated with surgically
implantable materials, including:

infection,
inflammation,

seroma formation,
acute or chronic pain,
foreign body sensation,
hematoma,

nerve damage, soft tissue injury,
adhesion formation,

fistula formation,

extrusion/erosion, excessive
contraction or shrinkage of the tissue
surrounding the mesh,

mesh failure/hernia recurrence.

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.

STERILIZATION
The device is sterilized by Ethylene Oxide



3TUNEHOKCUOM.

He cTepunn3oBaTb NMOBTOPHO.

He ucnonb3yiite n3genus, ecnv ynakoska
6bl1a BCKPbITA UM NOBPEXAEHa.

YMAKOBKA

V3pennsa ynakoBbiBalOTCA C LE/bIO
pasmeLLeHns NNOCKMX CETOK 6e3 Crnbos.
CeTtka ULTRAPRO ADVANCED
ynakoBbIBaeTCsA B OyMaXKHYHO narky, Ha
nanky Hak/lenmBaeTcs neyaTHas 3TUKETKa.
3aTeM narnka ynakoBbIBaeTCA B MakeT u3

(honbrn, COCTOALWMIA U3 ABYX CNOEB (DOSLIN.

Ha nakeT 13 (honbrn HaknemBaeTcs
3TUKETKa C MevyaTHbIM TEKCTOM. [MakeT u3
(honbrv NnomewyaeTcs B BTOPUYHYHO
yNaKoBKY M3 KapTOHa. Ha KopobKy
HaK/enBaeTCca 3TUKETKa C MapKUPOBKOI 1
WHCTPYKLMEN MO NPUMEHEHNIO. DTUKETKA
CO LUTPUX-KOAOM MPUKPENnseTcs K 3agHei
4acTV KOPOOKMW.

MATEPWNAN YNMAKOBKWU

MepBuyHasa ynakoska - onbra: Novelis;

Amcor.

BTopuyHaa ynakoBka - kapToH: MPS (Multi
Packaging Solutions).

TpeTnyHas ynakoBKa - TPAHCMOPTHbIiA
KOHTeliHep U3 KapToHa

MAPKNPOBKA
CVMBO/bI, UCMONb3YyEMble Ha AP/bIKaX 1
npy MapKMpoBKe

gas.
Do not resterilize.
Do not use if package is opened or damaged.

PACKAGING

Products are packed to accommodate flat
screens without folds

ULTRAPRO ADVANCED Mesh device is
secured in a paper folder, and a printed
adhesive label is placed on the folder. The
folder is then sealed within a foil pouch,
comprised of a foil top layer and a foil
bottom layer. Aprinted adhesive label is
placed on the foil pouch. The sealed foil
pouch and IFU are then placed within the
secondary packaging [carton]. Abarcode
label is applied to the back of the sales
carton.

PACKAGING MATERIAL
Primary package - foil: Novelis; Amcor

Secondary package - carton: MPS [Multi
Packaging Solutions]

Tertiary package: cardboard shipping
container

LABELING
Symbols used on labelling

BHMMaHWe, 03HAKOMUTLCA C UHCTPYKLUAMWU NO NPUMEHEHUIO

A

Caution, Consult Instructions For Use

[lata ncTeyeHns cpoka roHocTu

Use By Date

He ncnonb3oBatb NOBTOPHO

Do Not Re-Use
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He cTepnnnsoBaTb NOBTOPHO
Do Not Resterilize

He ncnonb3oBatb Npy NOBpPeXAeHHOW ynakoBKe
Do Not Use If Package Is Damaged

MpounsBoanTenb
Manufacturer

Howmep naptuum
Lot Number
LOT

KaTanoxHblil Homep
Catalogue Number
REF

CTepnin3oBaHo 3TUIEHOKCUAO0M
Sterilized Using Ethylene Oxide

BTEHLEEO

3Hak CE-mark, cooTBeTCTBME NPOAYKUNN TpeboBaHNAM
eBPOMenNCKNX pernameHToB
C € CE mark, compliance of device to European Regulations
0086 requirements

BepxHuin n HUXHWUIA Npegensbl Temnepatypbl/ The upper and lower
temperature limits

BepxHuin 1 HUXXHWIA Npegenbl BRaxHocTn/ The upper and lower
limits of the humidity
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MapKunpoBKa TPaHCNOPTHOW YNaKOBKN: Labeling of the Tertiary package:
* HanmeHoBaHuMe meguumHckoro nsgenusa; < Name of Medical Device;

*  YCNnoBus TPaHCNOPTUPOBKM; » Transportation conditions;
o LUTpux-Koabl NPOu3BOAUTENENR; * Manufacturers Bar-codes;
* Homep naptum; » Batch number;

e VHpopmauus «roaeH ao»; * Used before;

* Ko0nn4yecTBO ynakoBoK; * Quantity;

*  VH(opmauma o npeaynpexaeHnun e Cautions;

* Afpec Nnpons3BoAUTENS. * Address of manufacturer

YCNOoBUNA SKCITYATALUNWN,

XPAHEHWA N USAGE, STORAGE AND
TPAHCMNOPTUPOBKU TRANSPORTATION CONDITIONS
JKcnnyataums: Usage:

Temnepatypa oT +32°C go +42°C; Temperature -t-32°C - +42°C;
BHYTpeHHss cpefa opraHnama Internal environment of human body

Temnepatypa xpaHeHus: -60°C go +30°C Storage Temperature -60°C - m30°C;

Temnepatypa TpaHCnopTMpoBKu: -60°C A0 Transportation temperature: -60°C 0
+60‘C

+60I
BnaxHocTb oT 70 % g0 80 %. Moisture: 70 % - 80 %RH.
ATmochepHoe fasneHne ot 700 go Atmospheric pressure 700 - 1060 hPa
FO60rTa
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cpok TOAHOCTU n3fENna

CpOK rofiHOCTM WU3JeNns CoCTaBseT 2
roga.

He ncnonb3oBaTh MO UCTEUEHUN CPOKA
FOIHOCTW.

FAPAHTUNHBIE OBA3ATE/IbCTBA

MepguumHcKoe nsgenve npu
HernoBPeXAeHHOW N HEBCKPbLITON yNaKoBKe
COXpaHseT BCe NoKasaTe/In KayecTsa U
CTepWIbHOCTb, B TEYEHNME BCEr0 CPOKa
rofHOCTHW.

YTUITN3ALUNA

YTUAnM3npoBaTb KOMMOHEHTbI UK
YyTUAN3NMPOBaTb NPOAYKTHI U €ro
0CTaTOYHble 3/IEMEHTbI, 3/1EMEHTbI O0TX0/0B
B COOTBETCTBMU COKa/IbHbIMU 3aKOHAMM 1
npasuiamm.

YMOMHOMOUYEHHbI
NMPEACTABUTE/b
NMPON3BOANTENA HA
TEPPNTOPNIN PP

OOLLECTBO C OrpaHNYEHHOM
OTBETCTBEHHOCTbIO "[XKOHCOH & [I>KOHCOH"
[OOO " [0XOHCOH & [HKOHCOH"]

Poccuiickaa defepauuns, 121614, r. MockBa,
yn. Kpblnatckas, gom 17, kopn. 2

Ten.+ 7 [495] 580 77 77,

dakc +7[495] 580 78 78
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PRODUCT EXPIRATION

ULTRPRO ADVANCED Mesh: 2 years
Do not use beyond the expiration date

WARRANTIES

The medical device is intact and unopened
package stores all parameters of quality and
sterility during shelf life.

DISPOSAL

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

AUTHORIZED REPRESENTATIVE IN
THE RUSSIAN FEDERATION
Johnson &Johnson, LLC

Krylatskaya street, 17, korp. 2, Moscow,
121614, Russia

Tel. [495]5807777,

Fax [495]5807878.



[MepeBof ¢ aHIINIACKOTO S3bIKA HA PYCCKMIi A3bIK]

[MepeBoa Hagnuced um wWTamna Ha JOKYMEHTE «[ONOMHEHNE K MHCTPYKUUM MO MPUMEHEHUIOD.
CeTka xwupypruyeckasd ultrapro ADVANCED. 2018», npeACcTaB.YeHHOM Ha pPYCCKOM U
aHINACKOM fA3blKax. |

/noanuce/

PeitHango JInépoxo

CTapLumii AMPeKTop No HOPMaTUBHO-NPABOBOMY PeryMpoBaHuUto
19 nona 2018 r.

/nognuce/ 19 nona 2018 .

[WTamn:

NeHa HryeH

NnueHsna Ne 2444716

HoTapuyc wrtata Hero-xepcu

Mosi nnueH3ns geincTemTenbHa 4o 11 anpens 2019 r.]

[Pe.ubethHan neyaThb HOTapuyca]

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



MepeBOoag A aHHOTFTO Te KECTa cpenaH M HoOW, NepeBOAgYMKOM Bopuw é€Bbl M Bnagmcnasom Hwukonaesmuyem.

Poccuiickas ®epepaums
["opog Mocksa

MepBOro OKTA6PS B ThiCAYN BOCEMHAALATONO roaa

A, Akumos I'ne6 bopucosny, HoTapuyc ropoga MockBbl, CBUAETENLCTBYIO NOANMHHOCTb NOANUCH
nepesofunka bopluesa Bnagucnasa Hvukonaesmnya.
Mognuce coenaHa B MOEM NMPUCYTCTBUN.

JINYHOCTb NOANMCABLLETO JOKYMEHT YCTaHOB/EHA.

3aperucTpuposaHo BpeecTpe;'M 77/09-n/77-2018-
B3biCKaHO rocyaapcTBeHHOA NbuwamHbl (Mo Tapudy): 100 pyo.
YnnayeHo 3|9| OKasaHue ycnyr npaBoBOro M TeXHUYeckoro xapakTepa: 200 pyo.

oo

I 7 r.b. AkKumos
% lou
Bcero npowHypoBaHo, 'MpoKymMepoBaHO
11 CKPenaeHo neyaTbto ' nmcT(a)(oB)

HoTapuyc
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