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In vivo studies demonstrate that Stratafix Spiral PGA-PCL device retains
approximately 62% of its original strength 7 days post implantation and
approximately 27% of its original tensile strength at 14 days post implantation.
Absorption is essentially complete within 90-120 days

APPLICATIONS.

This medical product is applied only for therapeutic purposes.

PRESCRIPTION

Assignment for compound (cross-linking) of soft tissues.

INDICATIONS

Stratafix Spiral PGA-PCL is indicated for use in soft tissue approximation where
use of absorbable sutures is appropriate.

CONTRAINDICATIONS

Stratafix Spiral PGA-PCL is not to be used where extended approximation of
tissues under stress is required and is not to be used in conjunction with or for
fixation of prosthetic devices (e.g. heart valves or synthetic grafts), that are non-
absorbable in nature.

WARNINGS

The loop of the Stratafix Spiral PGA-PCL for wound closure should be deployed
by users familiar with surgical procedure, techniques and tissues. Physicians should
consider the quantity and quality of tissue in which the loop will be anchored. The
use of this suture may be inappropriate in highly vascularized tissue or fragile that
cannot withstand potential further tightening/constriction within the loop.

Users should be familiar with surgical procedure and techniques involving
absorbable suture before employing the Stratafix Spiral PGA-PCL for wound closure,
as risk of wound dehiscence may vary with the site pf application and the suture

material used. Physicians should consider the in vivo performance (under ACTIONS
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section) when selecting a suture for use in patients. The use of this suture may be
inappropriate in elderly, malnourished or debilitated patients, or in patients
suffering from conditions which may delay wound healing.

As with any foreign body, prolonged contact any suture with salt solutions,
such as those found in the urinary or biliary tracts may result in calculus formation.
As an absorbable suture, the Stratafix Spiral PGA-PCL may act transiently as a foreign
body. Acceptable surgical practice should be followed for the management of
contaminated or infected wounds.

As this is an absorbable suture material, the use of supplemental
nonabsorbable suture should be considered by the surgeon in the closure of the
sites which may undergo expansion, stretching or destination or which may require
additional support.

The safety and effectiveness of the Stratafix Spiral PGA-PCL have not been
established for use in fascial closures (including abdominal wall, thoracic and
extremity fascial closures), gastrointestinal anastomoses, cardiovascular tissue,
neural tissue, tendinous tissue, ophathalmic surgery or for in microsurgery,
therefore this product should not be used for these purposes.

PRECAUTIONS

The Stratafix Spiral PGA-PCL contains a loop end and barbs to anchor tissues
and does not require knots to approximate opposing edges of a wound. Tying knots
on the barbed section of the material will damage the barbs and potentially reduce
the suture tensile strength and barb effectiveness. For the device to function
properly, the Stratafix Spiral PGA-PCL must first be anchored in the tissue by the
deployment of the around robust tissue, and then with the other segment

subsequently engaged in the tissue by the barbs. Additionally, when completing
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placement of the barbed segment an additional backstitch or bite of tissue lateral to
the end to the incision is required to lock the StratafixSpiral PGA-PCL device in place.

Avoid contacting the Stratafix Spiral PGA-PCL with other materials (e.g. surgical
gauze, drapes, etc.) in the surgical field to prevent ensnaring on the barbs. If the
barbs catch, carefully pull the material in the opposite direction on the needle to
disengage it from the barbs.

When using Stratafix Spiral PGA-PCL subcutaneously, the device should be
placed as deeply as possible in order to minimize erythema and induration normally
associated.

Care should be taken to avoid damage when handling. Avoid crushing or
crimpling the suture material with surgical instruments, such as needle holders and
forceps. Do not attempt to remove memory in the polymer by running fingers down
the suture material as this can damage the barbs.

Infections, erythema, foreign body reactions, transient inflammatory, reactions
and in rare instances wound dehiscence are typical or foreseeable risks associated
with any suture and hence are also potential complications associated with Stratafix
Spiral PGA-PCL.

Acceptable surgical practice should be followed with respect to drainage and
closure of infected wounds.

Reshaping needles may cause them to lose strength and be less resistant to
banding and breaking. Users should exercise caution when handling surgical needles
to avoid inadvertent needle sticks. Discard used needles in designated biohazard
"sharps" containers.

ADVERSE REACTIONS

Adverse effects associated with the use of this device may include wound

dehiscence, failure to provide adequate wound support in closer of the sites where
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If the Stratafix Spiral PGA-PCL suture needs to be removed, cut off the Stratafix
Spiral PGA-PCL suture locked with a loop at the end, and pull the distal end to
remove the suture.

STERILITY

The Stratafix Spiral PGA-PCL device is sterilized by ethylene oxide gas. Do not
restirilize. Do not use if package is opened or damage. Discard opened unused
sutures. Do not use after expiration date.

HOW SUPPLIED

The Stratafix Spiral PGA-PCL is available sterile, undyed in various lengths and
with a USP diameter size 3-0 through 1 (metric size 2 through 4). Each Stratafix Spiral
PGA-PCL is single armed with various needles sizes.

MANUFACTURER'S WARRANTY

Angiotech Puerto Rico, Inc. undertakes a warranty obligation to end users in
relation to the medical device, and ensures that it has no defects and complies with
the stated manufacturer's characteristics within the entire shelf life of the device,
provided that transportation, storage and operation conditions are observed.

DISPOSAL

Dispose medical institution in accordance with the requirements 2.1.7.2790-10
SanPiN "Sanitary-of the requirements for the management of medical waste."
Products after the intended use are potentially infectious wastes and uchi lysed as
waste Class B products with expired shelf life, and packed in damage to refer to
medical waste class A. Shelf life - 5 years.

MANUFACTURER

Angiotech Puerto Rico, Inc.
Road 459 Km 0.6 Montana Industrial Park Aguadilla, 00603 Puerto Rico, USA
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REPRESENTATIVE IN RUSSIAN FEDERATION
"Johnson & Johnson" LLC
121614, Krylatskaya str., 17 bid. 1, Moscow, Russia
Phone: +7 (495) 588 77 77, Fax: +7 (495) 588 78 78.

SYMBOL USED FOR LABELING

i REF Device Item Number
[LOTJ Lot Number
i \] Manufacturer

Best before

Sterilized by ethylene oxide

bterile po
C C The CE Label including the SGS (authorized body)
01720 identification number, the Product complies with the
essential requirements of the European Directive
93/42/EEC on Medical Devices
. Qualified persons only
iI“only
( S) Do not reuse product
Do not resterilize product
EI | yr+50°C Temperature Range for Storage
+5°C-"
Jj*.50»C Temperature Range for Transportation
-50°C
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Knotless Tissue Control Device, in configurations Stratafix Spiral PGA-PCL

(Polydioxanone) -12 pcs. (each suture in an individual sterile packaging);
Instruction for using - 1 pcs.;

Secondary package -1 pcs.

REQUIREMENTS FOR MEDICAL DEVICE

The materials of which the product is made:
Thread - a copolymer of glycolide and e-caprolactone (polyglycolide)

Needle - Stainless Steel

Description Value
Suture Material Structure Monofilament
Suture Material Color colorless
Coating Uncoated
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| Description Value

Suture Material Size M1.5 (4/0) - 0,150-0,199 mm

Metric Size (USP) M2(3/0)- 0,200-0,249 mm
M3(2/0) - 0.300-0.349 mm
M 3.5(0)-0.350-0.399 mm
M4(l) - 0.400-0.499 mm

Simple Knot Breaking Strength, at least M1.5 (4/0) -6,8 H
(for the specified value of suture) M2(3/0)-9.5 H
M3(2/0)-21,0 H

M3.5(0)-26.8 H

M4(1)-39,0 H

Barbed Segment Length 20 cm; 30 cm, 45 cm, 60 cm

permissible variation 2%

Nominal Length of Suture Material 20 cm - nom. length 44.7 cm;
30 cm - nom. length 56.2 cm;
45 cm - nom. length 72.7 cm;
60 cm - nom. length 87.7 cm;

permissible variation £2%

Atraumatic Needle Suture Holding M1.5 (4/0)-2.3 H
Strength M2 (3/0)-4.5 H
(for the specified value of suture) M3(2/0) -9.0 H

M3.5(0) -11.0 H

M4(1)-15.0 H
Distance between Barbs 0,95 to 1,27 mm
Barb Length 0.4 to 0.6 mm
Barb Height 0.082(x0.031) mm
Barb Angle 15°(x£5”)
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1 Description

Needle Curvature

Needle Point Sectional Shape

Needle Hardness
Needle Corrosion Resistance

Needle Resilience

Under test force of 5N, residual
deformation, not exceeding

Needle Surface

Needle Surface Roughness, not exceeding

Applied Part Bluntness Radius, not
exceeding

Sharpness of Needle Lancinating Part, not
exceeding

Triangular Cutting Point Needle Width, not
exceeding
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Value
Needle Type: MH, RB-1, SH, CT-1- 1/2

curved needle

Needle Type: CP-2,FS, FS-2, FS-1, PS-1, PS-

2, PSL-3/8 curved needle

Needle Type: MH, RB-1, SH, CT-1 - round
cross-section

Needle Type: FCP-2,S, FS-2, FS-1, PS-1, PS-

2, PSL-triangular cross-section
HV 4900-6475 N/mm~*

corrosion resistant

M1.5(4/0)-0.60 mm
M2(3/0)-0.40mm
M3(2/0)-0.40mm
M3.5(0)-0.30 mm

M4(1)-0.30mm
shiny, without cracks, shells, scratches and
burrs
at the bar and point- Ra 0.32 pm;

at suture material attachment segment
Rz 20 pm

0.03 mm

0.025 mm

along the length from 2 to 5 diameters of
the shank- 0.025 mm
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MepeBog C aHINIMIACKOr0 SA3bIKa Ha PYCCKUI A3bIK

AIMNOCTW/Ib
(ohopmneH B COOTBETCTBUM C peLleHMsMN aarckoil KoHBeHLmm
OT 5 oKTsI6pa 1961 ropga)

CrpaHa: CoefiMHEHHbIe LUTaTbl AMepuKu
[aHHbIN rocyfapCTBEHHBIA JOKYMEHT
nognucaH CUHTUA KENICK
j. BbiCTynatwLeli B KayecTBe [FoCygapCcTBEHHOr0 HoTapuyca

4, repéosas nedvatb/wtamn CUHIA KEJICKN, TOCYAJAPCTBEHHOIO HOTAPUNYCA, OKPYT
BEPKC, LUTAT NMEHCWN/TIbBAHNA

YOCTOBEPEHO

B appcmbepr, MeHcunbBaHms,

01 moHs 2016 roaa,

Megpo A. Koptec, CekpeTapem LuTarta lNeHcunbBaHMA

perncTpaumoHHbId Ne 201614710

Mevatb/wtamn: NMEYATb OPUNCA CEKPETAPA LUTATA * NMEHCU/IbBAHNA
10. Mognuck:/nognuce/

© o N o O

Megpo A. Koptec

HacTosiLmiA anocTub yA0CTOBEPSET TOMbKO MOA/IMHHOCTL NOAMUCH W MOMHOMOUMS LA,
MOAMUCABLLErO JOKYMEHT, 1, EC/IN 3TO HEO6X0AMMO, MOA/IMHHOCTL NeYaTh WK LUTamna Ha
[IOKYMEHTE.

HacTosLwmiA anocTUb He YA0CTOBEPSIET COZlEpXKaHe [0KY.MEHTa, K KOTOPO.My Npu/araeTcs

HacToswwmii anocTunb HefencTBUTENEH [ UCMONb30BaHUA Ha TeppuTopun CoefvHEHHbIX
1MratoB A.MeprKv 1 ee BnafeHwii
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Kak npeactaBuTens KomnaHuM AHrnotex [yspTo-Puko, WIHK., 3aperucTpupoBaHHbIA  ouc

KoTopor HaxoauTca no agpecy Pa 459 Kv 0,6, MoHTaHbs TpOMbILIEHHBIA NapK, Aryagunbs,

/ PR 00603, CLUA, HacToswmM MOATBEPXAAD, YTO MpUnaraeMbli  [JOKYMEHT SIBMSIETCS,
' HaCKO/IbKO MHE M3BECTHO, BEPHBIM U TOYHbIM.

/noanuce/

CrozaH XoK, Cnyx6a AoKy.menTaumm
MeHepxep

Kopropauys Xnupypruyeckmnx cnewmansHOCTel

Meuatb: CUHTWUA KE/ICW. LWTAT NEHCUNBBAHUA * [OCYOAPCTBEHHbIN
HOTAPUYC

MoanucaHo 1 NpuBeAeHO K Npucare B Moem npucyTcTeum 12 mas 2016 .

/nognuce/
CuHTtna Kencu
"ocyapCTBEHHbIA HOTapuycC

LWramn: LUTAT NEHCU/IbBAHNA
NeyaTb HOTapuyca
CuHTtna Kencw. MocyaapCTBEHHbIA HOTapuyc
Jk3eTep Ten., OKpyr bepkc
CpoK MOei nuueH3nmn nctekaet 7 asrycrta 2017 T.
UneH Accoumaunn HoTapuycos NeHcnnbBaHMUm
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NHCTPYKLUWA MO NPUMEHEHWUIO

HuTb Xxnpypruyeckas ¢ urno ans 6e3ysnioBon gpukcaymmn TKkaHemn
Sratafix Spiral PGA-PCL
(OgHoHanpaBneHHas)

HUTb Xmpypruyeckas ¢ urnon ana 6e3y3nosoi dukcaummn TkaHel Sratafix Spiral PGA-PCL (nanee
- HWTb) COCTOMT M3 LLIOBHOIO MaTepuasa C Wnnamu, UMeroL,ero XMpyprmyeckyro uriy Ha o4HOM
KOHLe W MEeTN0 Ha NMPOTMBOMONOXHOM KOHUe. Hutb Sratafix Spiral PGA-PCL ¢mkeupyetca npu
MOMOLUY 3aMKHYTOM NEeT/IM Ha OAHOM KOHLE W yyacTKa C OfHOHanpaBNeHHbIMW WMnaMn Ha
ApyroM KoHue. Wwunbl HutK Sratafix Spiral PGA-PCL pacnonoeHbl B OAHOM HanpasfieHun ans
obecneyeHns coeiMHeHNs TKaHel 6e3 HeobX0AMMOCTN UCMO/b30BaHUA XMPYPrmyecKunx y3nos.

Hute Sratafix Spiral PGA-PCL npeactaBnsieT co60W  CTEPUSIbHBIA  CUHTETUYECKUIA
paccacbiBalOLWMIACA MOHOBO/IOKOHHBIA LUOBHbIA MaTepuas, BbINOMHEHHBIA U3 conosmmepa
rVKOINAA WM e-KanponakToHa. YCTaHOB/IEHO, YTO AaHHbIA MOMMEP JIMWEH aHTUMEHHbIX W
MUPOreHHbIX CBOMCTB M B MPOLECCe paccacbiBaHWs BbI3bIBAET /INLLb NIETKYH TKAHEBYIO peakLumio.

Torga kak Hanmume wunos B HUTAX Sratafix Spiral PGA-PCL ymeHblUaeT NpoYHOCTb Ha paspbiB B
CpaBHEHMN C LUOBHbIM MaTepuasioM 6e3 LUMNOB aHa/IorMYHOro pasmepa, MCrnosib30BaHme y3/10B
MPU HAIOXKEHUN LIOBHOrO Matepuvana 6e3 LWMMNOoB TakkKe YMeHbLIaeT ero (hakTnUyeckyro
MPOYHOCTb. B CBSA3M € 3TUM MNpPOYHOCTb HUTel Sratafix Spiral PGA-PCL MOXXHO cONOCTaBUTb C
MPOYHOCTLIO Y3/10B LOBHOrO Matepuana 6e3 wwunos no ®apmakonee CLUA. Kpome Toro, B
onucaHun Huteld Sratafix Spiral PGA-PCL A0 nosiBNEHUst WIMNOB WUCNOMb3YHTCS 0603HaYeHns
AnameTtpa no ®apmakonee CLUA, 33 WCK/IOYEHMEM HE3HAUMTENILHOTO OTK/IOHEHWA M0
AvameTpy LOBHOrO Martepuana c npesblleHneM He 6onee yemM Ha 0,1 Mm.

AencTBUE

ApheKTMBHOCTL paccacbiBalOLLErOCa LIOBHOTO Marepuana in Vivo XapaktepusyeTcs OByMmA
BaXHbIMM NapameTpamMu: CnoCOBHOCTbIO K COXPAHEHUKO MPOYHOCTU HA PaspbiB U CKOPOCTHIO
paccacblBaHusi (MHTEHCMBHOCTBIO MOTepyu Maccbl). ®opmyna Huteld Sratafix Spiral PGA-PCL
npegycmatpmeaeT cBefleHne K MUHUMYMY W3MEHYMBOCTU 3TUX MapamMeTpoB M obecrneyeHue
NOALEPXKKN paHbl B TEYEHME KPUTUYECKOTrO MEPMoAa 3aXKMBMIEHUA paHbl U AaslbHENLIEero
MPOLO/IKMUTENIbHOTO Mepuoaa 3aXKMB/IEHNS.

PesynbTtathl MccnefoBaHNMiA in vivo nokasbiBatoT, Yto Sratafix Spiral PGA-PCL coxpaHsieT 0Kono
62% nepBoHa4Ya/IbHOM NPOYHOCTM MO MPOLLECTBUAN 7 AHEW MO-Cne uMnaaHTauum 1 okono 27 %
nepBOHaYa/IbHOM MPOYHOCTM MO NpoWecTBUM 14 AHEel nocne vmnaaHtaumun. [paktmyeckm
NOSIHOE paccacbiBaHye npoucxoaut BTedeHne 90-120 gHel.

YCNoBnA NPUMEHEHWA
[laHHOEe MeAMLMHCKOE W3[enne MNPUMEHSIETCS TOMbKO B YCNOBMSIX NIEUYEOHBLIX U Neye6Ho-

NPOMUNAKTUYECKMX MEANLIMHCKMX YUpEXAEHWIA.
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Hutn Sratafix Spiral PGA-PCL nokasaHbl K MPYMEHEHWIO NPy COeAUHEHNN MAMKUX TKaHeR, Korpa
YMECTHO MCMOJIb30BaHMe paccacbiBatoLerocsi WOBHOI0 Marepuana.

MPOTNBOTMOKA3AHUA

Hutn Sratafix Spiral PGA-PCL He cnepyeT NpuMMeHATb TaM, rae Tpebyetca anuntesnibHoe (CBbllle
LIECTU HeAdenb) COeAMHEHME TKaHeW Mof Harpy3kon, a TakkKe COBMECTHO C MNPOTE3HbIMU
ycTpoMcTBAMM WM AN WX (UKcaumu  (Hanpumep, C  CcepAedyHbIMM  KfranaHamv ©
CUHTETMYECKMMM TPaHCNIaHTaTaMm), KOTOpble camu Mo cebe ABMAITCA HepaccacbiBatoLLMMUACA.

MPEAYMPEXOEHWNA

Metna Hutn Sratafix Spiral PGA-PCL pomkHa pasmellatbCs  BpayoMm, 3HaKOMbIM  C
XUPYPrYyeckMMu npoLesypamu, TeXHUKOW M aHaTOMUei TKaHeid, Bpay [O/KeH NPUHUMATL BO
BHMMaHWe KONMMYEeCTBO W Ka4yecTBO TKaHW, C KOTOpou Oyaer dukcmposatbea netns. [aHHbliA
WOBHbIA  MaTepuas  MOXeT He  MoAXOoAWTb  ANA  UCNOMb30BaHWA B 0OW/bHO
BaCKy/IAPU3MPOBAHHOM TKaHW W Ccnaboii TKaHW, He CMNOCOGHOWN BblAepXxaTb JasbHelllee
cTArMBaHune/cxarune B netne.

He  npousBogute  MOBTOPHYH  CTepUAn3aLmio. BblbpacbiBailTe  pacnakoBaHHble
Heuncnonb3oBaHHble HUTK Sratafix Spiral PGA-PCL 1 nx Xxmpypruyeckume Wrbl.

Bpau OomkeH OblTb 3HAKOM C XUPYPrMyeckMMU npouedypamMu U TEXHUKOA MNPUMEHEHWS
paccacbiBaloLLerocs LWOBHOrO Matepuana nepej Ucnosb3oBaHnem Huteid Sratafix Spiral PGA-
PCL ona ywmBaHMA paH, TaK KaK PUCK PacxXOXAeHuUd KpaeB paHbl 3aBUCUT OT MecTa
NPUMEHEHNS 1 TMNa WCMosb3yeMOoro LOBHOTO Matepuana. Mpu Bblibope LWOBHOIO Marepuana
[ANA naumeHTa Bpay AO/MKEH yunTbiBaTb XapakTepucTMku martepuana in vivo (cornacHo pasgeny
«[EVICTBVE»), [laHHbIi LIOBHbI MaTtepuan MOXeT He MOAXOAWUTb MOXMU/bIM, UCTOLLEHHBIM W
ocnabneHHbIM NauyeHTaMm, a Takxke naupyeHTam ¢ 3aboneBaHUAMU, MPU KOTOPbIX Habnoaaetcs
3amMef/IeHHOe 3aXUB/IEHNE paH.

BesonacHocTb 1 agekTMBHOCTL HUTeld Sratafix Spiral PGA-PCL npu umcnonb3oBaHuu g
ylwmBaHus Qacumii  (BKYas ywwmBaHue (acumii OPIOWIHOM CTEHKW, TPYAHOW KNEeTKU K
KOHEeYHoCTei), Mpu aHOCTOMO3MPOBAHWM OPraHOB >KENy[04YHO-KULIEYHOro TpakTa, npu
MCMOMb30BaHUM C  CepAeYHO-COCYAUCTON TKaHbi0, HEPBHOW TKaHbHO, KOCTHOW TKaHbHO,
CYXOXXWNbHOW TKaHblO, a Takke B [/1a3HOA XMPYPrMv N MUKPOXMPYPrMU He YCTaHOB/IEHBI,
Mo3TOMY 3TO U3JeNne He crefyeT UCNob30BaTh B TaKUX LIENSsX.

[NVTeNbHbIN KOHTaKT LWOBHOIO Matepuana, Kak 1 rb0oro MHOPOAHOro Tena, ¢ pacTsopamu
COMeN, Hanpumep MPUCYTCTBYIOLLMX B MOYE- M XXENUYEeBbIBOAALMX NYTAX, MOXKET MPUBOAUTL K
obpa3oBaHM0 kaMHeir. Hutb Sratafix Spiral PGA-PCL, sBnstowjeecs paccacbiBatowymes
LWOBHbIM MaTepuasioM, MOXET BPEMEHHO BOCMPUHUMATLCA OPraHM3MOM Kak MHOPOAHOE Teso.
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Mpy  nevyeHUM  3arpsiBHEHHbIX U UHPUUMPOBAHHLIX paH  cinedyeT  NPUAEPXUBATLCA
OO6LLENPUHATON XUPYPIrMYeCcKor NpaKTUKK.

MOoCKO/bKY [laHHbI/i  LIOBHbI MaTepuan paccachlBaeTcsi, XUPYpry CreayeT paccMOTPETb
BO3MOXHOCTb MPUMEHEHUs HEPACCAChIBAIOLLETOCS LIOBHOMO MaTepuana npy yluMBaHWM paH B
MecTax, MOABEPralolMXC PACLUIMPEHUIO, HAMPSPKEHWUI0 WM PaCTSHKEHMIO WM Tae TpebyeTcs
[lONONHUTENbHAS NOAAEPXKKA.

MEPbI MPEAOCTOPOXHOCTW

Hutb Sratafix Spiral PGA-PCL nmeet netio Ha O4HOM KOHLE W LWKNbI 418 (MKCALUN TKaHN U He
TpebyeT UCMo/b30BaHUA Y310B 419 COeAMHEHNS NPOTUBOMOIOXHbLIX KPaeB paHbl. 3aBsi3blBaHVEe
Y3/10B Ha y4acTke Marepvana C Lunamy TONbKO MOBPEAUT LUMMbl U CMOCOOHO CHU3UTL WX
a(pekTMBHOCTL. 1A NpaBuILHOTO PyHKUMOHMpPOoBaHNA HUTK Sratafix Spiral PGA-PCL cHauana
[O/MHKHO ObITb 3a()MKCMPOBAHO B TKAHU NyTEM pasMELLEHMst MEeT/IM BOKPYr 3[10POBOMA TKaHW,
nocne 4ero Apyras 4acTb CLEMNAETCA C TKaHb0 Npy nomolm wwmnos. Kpome TOro, mno
3aBepLIeHNN MO3MLMOHMPOBAHUA HYacTU C WunaMn TpebyeTcs AOMOSHUTENbHBIA CTPOYEYUHbIN
OB WM 3axBaT TKAHW natepasibHO M0 OTHOLIEHWMIO K KOHUY paspesa 4718 (hukcauum HUTK
Sratafix Spiral PGA-PCL B Hy>XHOM NOJIOXXEHUW.

36eraitte koHTakTa HuUTK Sratafix Spiral PGA-PCL un ero wurn ¢ gpyrumu marepuasiamu
(HanpuMep, XMpypruyeckor Mapnen, cangetkamm w T.n.) B 06N1acTM OMepauyoOHHOro Mons,
4yTO6bl HEe AONYCTUTb CUENeHMs C wunamu. B cnyyae 3auenneHns 3a LWKnbl OCTOPOXHO
NOTAHUTE MaTteprast B NPOTUBOMOIOXHOM Wr/ie HanpaBNeHUN 4S9 ero OTUenIeHns.

CrneflyeT nNposiB/ATb OCTOPOXHOCTb BO M36eXaHWe NOBPeXAeHWin npyu obpalleHun. M3beraiite
cOaBnvBaHua WM dedopMaumm  LWOBHOrO Marepuana XUpPYPruyeckKUMmn  UHCTPYMEHTaMu,
TaKUMU KaK urnogepxarenu v wunupl. He BbItArmBaiiTe HuTb Sratafix Spiral PGA-PCL u3
YNakoBKW 3a WI/bl, MOCKO/bKY B pe3ynibTare 3TOro UMbl MOTYT CUEnUTLCA ApYr ¢ Apyrom. He
MblTalTeECH CTMPATh «NamMsATb» MOMMMEpPa, NPOBOAA NasbLamy BAOMb LIOBHOMO Marepuana,
MOCKO/IbKY 3TUM MOXXHO MOBPEAUTb LUMMbI.

VHbekummn, aputema, peakumm Ha MHOPOAHOE TeNo, BPEMEHHbIE BOCNA/IUTE/IbHbIE PeakLmn 1 B
PeKUX Cryyasx pacxoXAeHWe KpaeB paHbl SBAAKTCA TUMWYHLIMUA WKW NPeaBUaVMbIMUI
puckamn npu  NPUYMeHeHUM N6Ooro LUOBHOMO Martepuana W, COOTBETCTBEHHO, SB/AHOTCS
BO3MOXXHbIMW OCNOXKHEHUAMU NPY 1UCNOMb30BaHNK HUTeit Sratafix Spiral PGA-PCL.

Mp NOAKOXHOM pa3meLleHun Huteld Sratafix Spiral PGA-PCL OHO [O/MKHO NOMeLaTbes Kak
MOXHO [/ly6Xe [nA CBefeHVs K MUHUMYMY 3pUTEMbl U WHOYpauuW, KOTopble O6bIYHO
accouMmpyroTcs ¢ NPOLLeCCOM paccacblBaHUS.

Mpy  OPEeHUpPOBaHWM W YIUMBAHUM  WMH(OUUMPOBAHHLIX paH cnedyeT NpuaepXvsarbCcA
OOLLENPUHATON XUPYPIrUYECKOW MPaKTUK.

l3meHeHVe (OpMbl UMbl MOXET BbI3BaTb MOTEPHD MPOYHOCTU  WIMbl  CO  CHVKEHMEM
YCTOMYMBOCTU K CTMBAHMIO 1 13/10MY. Bpay Ao/mKeH NposBAATb OCTOPOXHOCTb Npy 0bpaLleHum
C XMPYPrMYeCKMMM  WUrNamMuM  BO  UM3bexaHuwe  CiyyaliHbIX — YKOMoB.  Bbibpacbisaiite
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NCMO/b30BaHHbIE UMbl B CneuuaibHble eMKOCTU A/19 OCTPbIX OTXOAO0B, NPeACTaB/AHOLLIMX
GM1ONOrMYECKyo OnacHoOCTb.

HEBTATOMPUATHBIE PEAKLINW

He6naronpustHble peakuun, CBA3aHHble C WCMOMb30BAaHWEM [JaHHOTO W3Aenunsd, MOryT
BK/OYATb PacxXOX/eHWe KpaeB paHbl, HEeCrnocobHOCTb O0O6ecrneyYeHnss COOTBETCTBYIOLLENA
(mKcaumm Mpu ylWMBaHUM paH B MecCTax, NMOABEPratomUXcs PaclUMPEHUIO, HaNPSXKEHWUIO Win
pacTsHXKeHW0, HeCnocobHOCTb 06ecneyeHnss COOTBETCTBYIOLLEA (UMKcaumM paH Y MOXWUIbIX,
NCTOLLEHHbIX M OCNabneHHbIX NauuMeHToB WM MauMEHTOB C 3ab0neBaHUAMW, NP KOTOPbIX
Habnogaetca  3amMef/IeHHOe  3aXMB/IEHVWE  paH, WH(eKuMW, MWUHUMa/bHble  OCTpble
BOCMa/INTE/IbHbIE TKAHEBble peakuun, MeCTHOe pasfpaXkeHwe Mpu OCTaB/ieHWN LOBHOIO
MaTepuana Ha Koxe 6onee 7 [AHel, OTTOPXKEHME LUOBHOTO MaTepuasia W 3afepXKy
paccacbiBaHMsi B TKaHsAX C MJOXMM KpPOBOCHaGXeHWeM, 06pa3oBaHMe KaMHeli B Moue- ”
YKeN4eBbIBOAALWMX NYTAX NPU 4/IMTENIbHOM KOHTaKTE C pacTBOpamu COMel, TaKMMU Kak Mova U
XeNub, aTakKe BPeMEHHbIE IoKa/IbHble MH(EKUMN B MECTe paHb!.

MepenoM urfbl  MOXET MNPUBECTU K YBENIMYEHWUIO  MNPOLOSIKMTENBHOCTU  Onepaumu,
BO3HWUKHOBEHWUIO HEOOXOAMMOCTU AOMOSHUTENIbHLIX Onepauuidi Wi OCTaB/IEHUKO WUHOPOLHbIX
Ten. CnyyaliHbld YKON 3arps3sHEHHOW XMPYPruyeckor WMo MOXKEeT NPUBECTM K nepefade
60N1e3HETBOPHbIX OPraHN3MOB Yepe3 KpPoBb.

B cBS3W C ANMTENbHBIM NEPUOIOM PacCachiBaHMs LLIOBHOrO MaTepuasa BO3MOXHbI HEKOTOPOE
pasfpaXeHe 1 KPOBOTEUEHME.

MPUMEHEHWNE

/cnonb3yitTe HUTU NpU  HeoBXOAMMOCTM B COOTBETCTBUM C XMPYPrAYECKO onepaLmeil.
3admKeupyiiTe YacTb B BiAE NETIM GE3 LIUMOB B 3[,0POBOI TKaHMW.

HauHuTe c 3axBata npefHa3Ha4yeHHOW O/ (PuKcaumy TKaHW, a 3aTeM MpoBeauTe Ury yepes
NETNO N NOTAHWUTE AN 3aTArMBaHWS NET/IN BOKPYr 3aXxBavyeHHON TKaHW. locne hukcaunum HUTK
Sratafix Spiral PGA-PCL B TKaHM caenalite He MeHee [BYX CBOOOHbIX 3aXBaTOB COEAMHSIEMbIX
TKaHei. ocne Kak MUHUMYM ABYX 3aXBaToB TKaHW (MPOXOA0B Yepe3 TKaHb) MOXHO B3AThCA 3a
HUTb W BbINOMHUTL COEAMHEHUE TKaHel C )KenaeMbIM HaTsXKeHnem. MOXHO BbIMOHUTL
3axBarbl TKaHM (MpPoxoApbl Yepes3 TKaHb) C MCMOMb30BaHWEM TEXHUKM HEMpepbIBHOrO LWBa A1
COeMHEHNs  KpaeB  paHbl. HeobxoAMMO  6blTb  BHUMATENbHBIM UM 06ecneynTb
HenocpeACcTBEHHOE MCMO/b30BaHME TOMbKO Y4acTKOB ¢ wunamu Huteld Sratafix Spiral PGA-PCL.
He nbiTaiitecb BbIMOMHATL COeAMHEHNE KPAeB paHbl, MCMO/b3ys YUYacTKM 6e3 LMMNOB, NOCKOSIbKY
Ha/lM4yMe LUMNOB HEOOXOAUMO ANA YAAYHOTO COeAMHEHWUS KpaeB paHbl Mpu MOMOLWM HUTK
Sratafix Spiral PGA-PCL.

Mpn HeobxoammocTn yaaneHust Bcero HUTK Sratafix Spiral PGA-PCL nepepexbTe HUTb Sratafix
Spiral PGA-PCL Ha KOHLe, 3apMKCUPOBAHHOM MPW MOMOLLUW METNX, U NOTAHWUTE 3a AUCTalbHbIN
KOHeL, 41151 U3B/IEYEHUNS HUTW.
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CTEPUJIBHOCTb

Hutb Sratafix Spiral PDO cTepunv3oBaHa 3TUMNEHOKCMAOM. He npou3BoauTe MNOBTOPHYHO
cTepunmsaumio. He mcnosnb3yinte, ecnim ynakoBka BCKpbITa WM NoBpexzaeHa. BblbpacbiBaiite
pacnakoBaHHbIN HeWCrnosb30BaHHbIN LWOBHbIA MaTepuan. He mcnonb3yite nocne UCTeveHus
CpOKa roAHOCTW.

®OPMA MOCTABKW

Hutb Sratafix Spiral PGA-PCL nocrtasnsetcs CTepu/ibHON, OKpaleHHON B (hMONETOBbINA LBET,
Pa3MYHON ANUHBI U pa3nuyHoro amametpa USP — pasmepom ot 3-0 oo 1 (METpUYecKoro
pasmepa oT 2 o 4). Kaxaaa Hutb Sratafix Spiral PGA-PCL nmeeT ofgHy urny, pasmep KOTOPOM
BapbupyeTcs.

FAPAHTUIAHBIE OBSA3ATE/IbCTBA

KomnaHusi Angiotech Puerto Rico, Inc. (AHruotex [yapto Puko, WHK.) npuHMMaeT Ha cebs
rapaHTuiiHoe 06s3aTeNibCTBO Mepes KOHeYHbIM M0J/1b30BaTeNeM B OTHOLIEHUN MeAWLUMHCKOro
n3genua  Mno  OTCYTCTBUKO  AedeKTOB U COOTBETCTBUS  3aAB/IEHHLIM  MPOU3BOAUTENEM
XapakTepucTMkaM B TeyeHWe BCero Cpoka rOAHOCTU W3[enus, Mpu COGMOLEHUM YC/IOBWIA
XpaHeHs, TpaHCNOPTUPOBAHNA U LLe/TOCTHOCTU YMaKOBKW.

YTUNUN3ALNA

V3penus yTunnsunpyotcs nedyebHbiM yupexxaeHneM B COOTBETCTBUM € Tpe-6oBaHuamu CaHMuH
2.1.7.2790-10  «CaHuTapHO-anuaemMuonornyeckue  TpeboBa-HMS K OOpalleHno ¢
MEAMLUMHCKAMI OTXodamMu». WM3gennsa nocne nNpYMEHEHUs M0 Ha3HAYeHUKD OTHOCATCA K
NoTeHUMaIbHO UHMULMPOBaHHbLIM OTX04aM W YTU-TIM3NPYIOTCA Kak 0TxoAbl knacca b. M3genus
C WCTEKIUMM CPOKOM XpaHeHuUs WU MO-BPEXAEHHON YNakOBKOW OTHOCATCA K MeAULUHCKAM
oTxoaam knacca A. CpoK rogHoctu - 5 fer.

MPOUN3BOAUNTEND
Angiotech Puerto Rico, Inc. (AHrnotex lMyapto Puko, VHK.)
Road 459 Km 0.6 Montana Industrial Park Aguadilla, 00603 Puerto Rico, USA (CLLA)

NPEACTABWTE/NIb HA TEPPUTOPUIN POCCUNCKOWM DELEPALINN
000 «[IXOHCOH & [IXXOHCOH»

121614, r. Mocksa, yn. Kpbinarckaa a. 17 K. 2

TenedoH: 8 (495) 580 77 77, pakc: 8 (495) 580 78 78

KOMMJEKT NOCTABKM

B KOMNNIEKT MNOCTABKN BXOAMT:

HuTb xupypruyeckas ¢ urnoin ana 6e3y3noBoit ukcauumn TkaHen Sratafix Spiral PGA-PCL - 12
LUT. B rPYyNnOBOI yrnakoBKe (KaxKaas HUTb B UHAMBUAYa/IbHOW CTEPUIbHOIN YNaKOBKE);
NHCTPYKUMS NO NpUMEHEHMIo -1 W,

YnakoBKa rpynmnosas -1 L.
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cumBonsbl, NCMOJb3YEMbIE HA MAPKWPOBKE

REF Koga n3genvs
I Koa naptum
npou3soauTenb

cnonb3oBatb 4o

CTepunnn3oBaHO 3TUIEHOKCUAOM

bterile o
C C MapkupoBka CE BK/OYast OEHTUPUKALMOHHbIN
0120 HoMep SGS (YNOMHOMOYeHHbIN opraH) MpoayKT
COOTBETCTBYET OCHOBHbIM Tpe60BaHNAM [MPEKTMBSI
EBponeiicknx MeguumHckux 3penunin 93/42/EEC
AR TONbKO ANa KBIMMULMPOBAHHBIX CNeLnancToB
" only
CD He 1CMob30BaTh NMOBTOPHO
He cTepunm3oBaTts NOBTOPHO
1r TemnepatypHbIii Anana3oH XpaHeHWs
.50-C TemnepatypHbIi AMana3oH TPaHCMopPTUPOBaHMS
-50°C

BH1MaHuWe, 06paTuTeCh K COMPOBOANUTENBHbLIM
I [IOKyMeHTaMm

He ncnonb3oBarb, €c/in ynakoBka noBpexaeHa

TEXHWYECKWE XAPAKTEPUCTUKN

MaTepmanbl, N3 KOTOPbIX N3TOTOBMIEHO U3sgenne:
HuTtb-cononnmep rankonuaa v e-kanponiaktoH (NonurnMkKonua)
Wrna - HepxasetoLlas ctasib
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HanmeHoBaHue
CTpyKTypa LLOBHOro martepuana
LiBeT WoBHOro matepuasnia
Hannume nokpbItna

CooTHoLLIEHME:
Metpuyeckunin paamep (USP) -
Onametp

Pa3pblBHasi Harpyska B MPOCTOM Y3/e, He
MeHee ([1151 yKa3aHHOro 3HaueHUs HITW)

[nvHa yyacTka matepuasna ¢ Lwmnamm

HomWHanbHas AnvHa WOBHOro Matepuana

MPOYHOCTL Ha KPeneHne LOBHOTO
maTepuana B aTpaBMaTU4eCcKol Urne, He
MeHee

(AN ykazaHHOro 3Ha4YeHUs HUTN)

PaccToaHve mMexay Lwnnamm
[OnvHa wvna

BbicoTa wwmna

Yron oTK/IOHeHMA Wnna

CteneHb m3rmba urbl
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3HavyeHune
MOHOHWTb
6eCcLBETHbIN
MOKPbITWE OTCYTCTBYET
M1.5 (4/0)-0,150-0,199 mm
M2(3/0)- 0,200-0,249 MM
M3(2/0) - 0.300-0.349 MM

M3.5(0) - 0.350-0.399 MM
M4(1) - 0.400-0.499 MM

M1.5 (4/0)-6,8 H
M2(3/0)-9.5 H
M3(2/0)-21,0H
M3.5(0)-26.8 H
M4(1)-39,0H

20 cm; 30 cm; 45 cm; 60 cm
[0MNYyCTUMOE OTKOHeHne +2%

20 cM - HOM. AvHa 44.7 cwm,
30 cM - HOM. AnmMHa 56.2 cm;
45 cM - HOM. AvHa 72.7 cwm,
60 cM - HOM. gnmHa 87.7 cwm;
[10MyCTMOE OTK/IOHEHWE 2%

M1.5 (4/0)-2.3 H
M2 (3/0)-4.5 H
M3(2/0)-9.0H
M3.5(0)- 11.0H
M4(1)-15.0H

o1 0,95 po 1,27 mm
o1 0,4 go 0,6 mm

0,082(x0,031) mm

15%(5°)

N urabl: MH, RB-1, SH, CT-1- n3orHytble Ha
1/2 okpy>kHOCTU
n urnbl: CP-2, FS, FS-2, FS-1, PS-1, PS-2, PSL-
N30rHyTble Ha 3/8 OKpPY>XHOCTK
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[ HanmeHoBaHue

dopma NonepeyHoro cevyeHnss oCTpusA Urbl

TBeppocTb UMbl N0 Bukkepcy
YCTONUYMBOCTb UMbl K KOPPO3nK

YnpyrocTb Wbl

[py NPUNOXEHUN UCMbITATENBHOIO YCUNNA B
5H, octaToyHast geopmauusi, He 6onee

loBEpPXHOCTb UMbl

MapameTpbl LLEPOXOBATOCTM MOBEPXHOCTEN
urn, He 6onee

Paguyc nputynieHns paboyen yactu, He
6onee

OcTpoTa KOJHOLLEA YacTh Urmbl, He 6onee

LLnprHa pexyLimx pebep Wrn ¢ TpexrpaHHbIM
ocTpvem, He 6onee

Pamyc KPMBW3HbI N30THYTbIX UM

MONHBIA YCTAHOB/EHHBIN PECYPC AO/MKEH
ObITb HE MeHee

MONHbINA cpefHNiA pecype A0/MHKEH ObITb He
MeHee

MeTog cTepunmsaunm

MepeBoA, BbINO/HEH nepeBo,quKOM

/v mmianAnAia O nAaTnAiiA

‘NIOBHOW, *

3HayeHune
™n urnbl: MH, RB-1, SH, CT-1 - ¢ Kpyribim
nonepeyYHbIM ceyeHnem
n urnbl: CP-2, FS, FS-2, FS-1, PS-1, PS-2, PSL-
C TPeXrpaHHbLIM OCTpUEM
HV 4900-6475 H/mm*
KOPPO3MOHOCTOMKME

M1.5(4/0)-0,60 mm
M2(3/0)-0,40mm
M3(2/0)-0,40 mm
M3.5(0)-0,30mMm

M4(1)-0,30MmMm
6necrawas, 6e3 TpewmH, PakoBmH, BMSTUH,
LlapanvH 1 3ayceHueB
Ha cTepXkHe 1 ocTpue - Ra 0,32 MKwm;

B 30HE KPEN/IEHNS LLIOBHOW HUTY -
Rz 20 MKm

0,03 Mm

0,025 mm

Ha A/iMHe OT 2 40 5 AnameTpOB XBOCTOBMKA -
0,025 mm
FS- 26 Mm
FS-2-19 mm
CP-2 - 26 Mm
MFl - 36 MM
RB-1- 17 mm
PS-1 npaiim - 24 Mm
PS-2 npaiim -19 MM
PSL-30 mm
SFI - 26 Mmm
CT-1- 36 mm
[0NYyCTUMOE OTKNOHEHME - £1 MM
25 npokonos

50 npokonos

CTEPUNN3ALS TUNIEHOKCUIOM

NoAMUCH'



ropos Mocksa.
[JBajuaTb BTOPOro UOHA [Be ThICAYM LLIECTHAALATOro roga.

A, MapTbiHOBa HaTanus AH[peeBHa, BPEMEHHO MWCNOMHAKWAaA 0693aHHOCTU HOTapuyca
ropofa Mocksbl, Aknmosa [neba BbopucoBmua, CBUAETENLCTBYHO MNOAJIMHHOCTL MOAMUCH,
caenaHHom nepesoguukom Kypunosoli CseTnaHoli JIeOHWAOBHOW B MOEM MNPUCYTCTBUMN.

JInu}1l0cTb eé ycTaHOBJ/IEHA.

3apermcTpmMpoBaHO B peecTpe 3a J
B3bickaHo no Tapudy; 100 pyb6nei
BPWO HoTtapuyca:

NoAMnCh

[epboBasi neyarb
HoTapuyca T. MockBb!

S Akumosa I.5.

Bcero npowHypoBaHo, NPOHYMepPOBaHO
N CKpernsieHo nevatbio°cyY nucta (oB)
BPWO Hotapuyca:

'opog, Mocksa
MNCNOMHAKULL
CBWNYTENLCTBYH BEPHOCTb 3MIA KOMuK T BopHcoooTa,
i nocnegHem nNOAYUCTOK NOUMUCOK" nokymerta. B
- Heo.oeopeHdHb XKYCcm N «'' 'O N NHbIX
[ I\}FHO}O, nmug, ngaTVIKLLIy\VI,ﬂ. %ﬂ%‘%mv&t«mnm.

[eiicTBYA, pasbseHEHO. YTO MUU/ACBUABTENI?INN**A @ RPAN'Horo

BEOMEHT R OATESPHARETRT ARUSIRTY Cofsm)nAREPHOCTM KoM
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KonnN

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country : United States of America
2. This public document has been signed by CYNTHIA KELSEY
acting in the capacity of NOTARY PUBLIC

4. bears the seal/stamp CYNTHIA KELSEY, notary public, berks county, COMI4ONWEALTH OF PENNSYLVANIA

Certified
). at Harrisburg, Pennsylvania 6. The 1st day of June, 2016
by Pedro A. Cortes, Secretary of the Commonwealth of Pennsylvania
No: 201614709
Seal/Stamp ~ RS .1 o0 . Signature
(n* —-lo

Pedro A. Cortes

This Apostille only certifies the authenticity of the signature and the capacity of the person who has signed the public
document, and, where appropriate, the identity of the seal or stamp which the public document bears.

This Apostille does not certify the content of the document for which it was issued.

This Apostille is not valid for use anywhere within the United States of America, its territories or possessions.
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Road 459 Km 0.6, Montana Industrial Park
Aguadilla, Puerto Rico 00603, U.S.A.

787-658-1800 « 800-523-3332 « Fax: 787-658-1070 An g iOteCh

www.anaiotech.com vV
RA}cirftntn(/ Sun

TRUTHFUL AND ACCURATE STATEMENT

To Whom It May Concern:

As a responsible official of Angiotech Puerto Rico, Inc, located at Road 459 Km 0.6,
Montana Industrial Park, Aguadilla, Puerto Rico 00603, U.S.A., | hereby certify the
information in the attached document to be, to the best of my knowledge, truthful and
accurate.

Susan Hauck, Documentation Services
Manager
Surgical Specialties Corporation

Sworn to and subscribed before me this of May 2016

Notary Public
COMMONWEALTH OF PENNSYLVANIA

Notarial Seal
Cynthia Kelsey, Notary Public
Exeter Twp., Berks County
My Commission Expires Aug. 7, 2017
MEMBER, P6NNSYLVANW ASSOCIATION Of MOTAYES'
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Instruction for Use
Stratafix Spiral PGA-PCL Knotless Tissue Closure Device
(Bidirectional)

Stratafix Spiral PGA-PCL Knotless Tissue Control Device (hereinafter - the
Suture) consists of suture material with barbs and a needle at each end. Barbs allow

for tissue approximation without the need to tie surgical knots.

Stratafix Spiral PGA-PCL is a sterile synthetic absorbable monofilament suture
prepared from copolymer of glycolide and e-caprolactone. The sutures is provided
dyed violet or undyed. The pigment for the violet dyed suture is D&C Violet No. 2.
This is polymer has been found to be nonantigenic, nonpyrogenic and elicits only

slight tissue reaction during absorption.

While the formation of bards in the Stratafix Spiral PGA-PCL reduces the
tensile strength relative to non - barded suture material of the same size, tying of
knots in non - barded suture materials also reduce their effective strength. For this
reason, the strength of the Stratafix Spiral PGA-PCL can be compared to USP knot
strength of non - barded sutures. Additionally, USP designations for diameter are
used to describe the Stratafix Spiral PGA-PCL prior to barding, except for minor

variation in suture diameter with a maximum overage of 0.1 mm.
ACTIONS

The effectiveness of absorbable suture in vivo is characterized by two essential
parameters: an ability to retain tensile strength and absorption rate (mass loss rate).
The Stratafix Spiral PGA-PCL formula allows for minimization of variability of these
parameters and wound support during the critical wound healing period and further

prolonged healing period.
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In vivo studies demonstrate that Stratafix Spiral PGA-PCL device retains
approximately 62% of its original strength 7 days post implantation and
approximately 27% of its original tensile strength at 14 days post implantation.
Absorption is essentially complete within 90-120 days.

APPLICATIONS.

This medical product is applied only for therapeutic purposes.

PRESCRIPTION

Assignment for compound (cross-linking) of soft tissues.

INDICATIONS

Stratafix Spiral PGA-PCL is indicated for use in soft tissue approximation where
use of absorbable sutures is appropriate.

CONTRAINDICATIONS

Stratafix Spiral PGA-PCL is not to be used where extended approximation of
tissues under stress is required and is not to be used in conjunction with or for
fixation of prosthetic devices (e.g. heart valves or synthetic grafts), that are non-
absorbable in nature.

WARNINGS

Do not resterilize. Discard opened, unused Stratafix Spiral PGA-PCL is and
r associated surgical needles.

Doctor should be familiar with surgical procedure and techniques involving
absorbable sutures before employing Stratafix Spiral PGA-PCL for wound closure, as
risk of wound dehiscence may vary with the site of application and the suture
material used. Physicians should consider the in vivo performance (under ACTIONS
section) when selecting a suture for use in patients. The use of this suture may be
inappropriate in elderly, malnourished or debilitated patients, or in patients

suffering from conditions which may delay wound healing.
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The safety and effectiveness of Stratafix Spiral PGA-PCL has not been
established for use in fascial closures (including abdominal wall, thoracic and
extremity fascial closures), gastrointestinal anastomoses, cardiovascular tissues,
neural tissue, osseous tissues, tendinous tissue, ophthalmic surgery or for use in
microsurgery, therefore this product should not be used for these purposes.

As with any foreign body prolonged contact of any suture with salt solutions,
such as those found in the urinary or biliary tracts may result in calculus formation.
As an absorbable suture, Stratafix Spiral PGA-PCL is may act transiently as a foreign
body. Acceptable surgical practice should be followed for the management of
contaminated or infected wounds.

As this is an absorbable suture material, the wuse of supplemental
nonabsorbable sutures should be considered by the surgeon in the closure of the
sites which may undergo expansion, stretching or destination or which may require
additional support.

PRECAUTIONS

Stratafix Spiral PGA-PCL contains bidirectionally oriented barbs to anchor
tissues and does not require knots to approximate opposing edges of a wound. Tying
knots Stratafix Spiral PGA-PCL will damage the bards and potentially reduce their
effectiveness. For the bidirectional forces to be created and for the device to
function properly, both sides of the Stratafix Spiral PGA-PCL must be engaged in the
tissue. Additionally, when completing placement an additional backstitch or bite of
the tissue lateral to the end to the incision is required to lock the device in place.

Avoid contacting the Stratafix Spiral PGA-PCL and associated needles with other
materials (e.g. surgical gauze, drapes, etc.) in the surgical field to prevent ensnaring
on the barbs. If the barbs catch, carefully pull the material in the opposite direction

on the needle to disengage it from the barbs.
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Care should be taken to avoid damage when handling. Avoid crushing or
crimpling the suture material with surgical instruments, such as needle holders and
forceps. Do not pull the Stratafix Spiral PGA-PCL out of the package by the needles as
this can cause the barbs to catch on one another. Do not attempt to remove
memory in the polymer by running fingers down the suture material as this can
damage the barbs.

Infections, erythema, foreign body reactions, transient inflammatory, reactions
and in rare instances wound dehiscence are typical or foreseeable risks associated
with any suture and hence are also potential complications associated with Stratafix
Spiral PGA-PCL.

When using Stratafix Spiral PGA-PCL subcutaneously, the device should be
placed as deeply as possible in order to minimize erythema and induration normally
associated with absorption.

Acceptable surgical practice should be followed with respect to drainage and
closure of infected wounds.

To avoid damaging needle points and swage areas, grasp the needle in an area
one - third (1/3) to one - half (1/2) of the distance from the swaged and to the
point. Reshaping needles may cause them to lose strength and be less resistant to
banding and breaking. Users should exercise caution when handling surgical needles
to avoid inadvertent needle sticks. Discard used needles in “sharps"” containers.

ADVERSE REACTIONS

Adverse effects associated with the use of this device may include: dehiscence,
failure to provide adequate wound fixation in closing sites which may undergo
expansion, stretching or distention, improper wound approximation in elderly,
malnourished or debilitated patients, or in those with delayed wound healing,

infections, minimal acute inflammatory reactions, localized irritation when skin
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sutures are left in place for greater than 7 days, suture extrusion and delayed
absorption in tissue with poor blood supply, calculus formation as a result of
prolonged contact with salt solutions (e.g., urine or bile), and transitory local
infection at the wound site. Broken needles may result in extended or additional
surgeries or residual foreign bodies. Inadvertent needle sticks with contaminated

surgical needles may result in the transmission of blood borne pathogens.

APPLICATION

Use as required per surgical procedure. Deeper layers of the wound are to be
closed in such a fashion as to take tension off of the dermal edges.

To deploy Stratafix Spiral PGA-PCL, the first end should be pulled through the
tissue until the center transition zone has reached the tissue. Estimation of the
center can be aided by taking a single bite of tissue, then aligning the two needles
until the tip of the first deployed needle is brought together with the swage of the
second needle. Taking one arm of the Stratafix Spiral PGA-PCL, at least two arcs
should then be loosely completed through the tissue. This is then repeated with the
other arm of the Stratafix Spiral PGA-PCL. Once at least four arcs have been
deployed, each of the standards can then be grasped and the tissue approximated to
the desired tension.

To remove the entire Stratafix Spiral PGA-PCL: Cut the Stratafix Spiral PGA-PCL
at the midline, between the opposing barbed segments, and then pull the lateral

ends to remove the device.

STERILITY
Stratafix Spiral PGA-PCL device is sterilized by ethylene oxide gas. Do not
restirilize. Do not use if package is opened or damage. Discard opened unused

sutures. Do not use after expiration date.
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HOW SUPPLIED

StratafixSpiral PGA-PCL is available sterile, in various barb configurations (e.g. 7
cm X 7 cm), dyed violet or undyed in various lengths and USP diameter sizes, 3-0,
through O (metric size 2 through 3.5). Stratafix Spiral PGA-PCL is double armed with

various size needles.

MANUFACTURER'S WARRANTY

Angiotech Puerto Rico, Inc. undertakes a warranty obligation to end users in
relation to the medical device, and ensures that it has no defects and complies with
the stated manufacturer's characteristics within the entire shelf life of the device,

provided that transportation, storage and operation conditions are observed.

DISPOSAL

Dispose medical institution in accordance with the requirements 2.1.7.2790-10
SanPiN "Sanitary-of the requirements for the management of medical waste."
Products after the intended use are potentially infectious wastes and uchi lysed as
waste Class B products with expired shelf life, and packed in damage to refer to
medical waste class A. Shelf life - 5 years.

MANUFACTURER

Angiotech Puerto Rico, Inc.
Road 459 Km 0.6 Montana Industrial Park Aguadilla, 00603 Puerto Rico, USA

REPRESENTATIVE IN RUSSIAN FEDERATION
"Johnson & Johnson" LLC
121614, Krylatskaya str., 17 bid. 2, Moscow, Russia
Phone: +7 (495) 588 77 77, Fax: +7 (495) 588 78 78.
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SYMBOL USED FOR LABELING

REF Device Item Number
lot] Lot Number

(0]
i \] Manufacturer

Best before

Sterilized by ethylene oxide

bterilefo
C C The CE Label including the SGS (authorized body)
0120 identification number, the Product complies with the
essential requirements of the European Directive
93/42/EECon Medical Devices
Qualified persons onl
ANonly P d
(D Do not reuse product
Do not resterilize product
Temperature Range for Storage
+5°C
n”".so»c Temperature Range for Transportation
50°C
|:| Attention, address shipping documents
(§ ) Do not use if package is damaged
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Description
Suture Material Structure
Suture Material Color
Coating

Suture Material Size

Metric Size (USP)
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Value
Monofilament
colorless
Uncoated
M1.5 (4/0) - 0[150-0[99 mm
M2(3/0)- 0,200-0,249 mm
M3(2/0) -0.300-0.349 mm

M3.5(0) -0.350-0.399 mm
M4(l) - 0.400-0.499 mm



Description

Simple Knot Breaking Strength, at least

(for the specified value of suture)

Barbed Segment Length

Nominal Length of Suture Material

Atraumatic Needle Suture Holding
Strength

(for the specified value of suture)

Distance between Barbs
Barb Length

Barb Height

Barb Angle

Needle Curvature
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Value

M1.5(4/0)-6,8H
M2(3/0)-9.5 H
M3(2/0)-21,0 H
M3.5(0)-26.8 H
M4(1)-39,0 H

7Xx7 cm; 14 x 14 cm; 16 x 16 cm; 30 x 30

cm;
36 x 36 cm

permissible variation 2%
7x7cm - nom. length 21.2 cm;
14 x 14 cm - nom. length 35.2 cm;
16 x 16 cm - nom. length 38.4 cm;
30 x 30 cm - nom. length 70.2 cm;
36 x 36 cm - nom. length 81.2 cm;

permissible variation 2%

MI.5(4/0)-2.3 H
M2 (3/0)-4.5 H
M3(2/0)-9.0H
M3.5(0) -11.0 H
M4(1)-15.0 H
0,95 to 1,27 mm
0.4 to 0.6 mm

0.082(+0.031) mm

15°(£5°)
Needle Type: MH, RB-1, SH, CT-1- 1/2

curved needle

Needle Type: CP-2,FS, FS-2, FS-1, PS-1, PS-
2, PSL- 3/8 curved needle



Description

Needle Point Sectional Shape

Needle Hardness
Needle Corrosion Resistance

Needle Resilience

Under test force of 5N, residual
deformation, not exceeding

Needle Surface

Needle Surface Roughness, not exceeding

Applied Part Bluntness Radius, not
exceeding

Sharpness of Needle Lancinating Part, not
exceeding

Triangular Cutting Point Needle Width, not
exceeding
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Value
Needle Type: MH, RB-1, SH, CT-1 - round
cross-section
Needle Type: F CP-2,S, FS-2, FS-1, PS-1, PS-
2, PSL-triangular cross-section
HV 4900-6475 N/mm~

corrosion resistant

M1.5(4/0)-0.60 mm

M2(3/0)-0.40 mm
M3(2/0)-0.40mm

M3.5(0) - 0.30 mm
M4(1)-0.30 mm

shiny, without cracks, shells, scratches and
burrs
at the bar and point - Ra 0.32 pm;

at suture material attachment segment
Rz 20 pm

0.03 mm

0.025 mm

along the length from 2 to 5 diameters of
the shank - 0.025 mm
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MepeBog, C aHI IMACKOT0 A3blKa Ha PYCCKMI A3bIK

AMNOCTUb
(ochopmneH B COOTBETCTBUM C peLleHnsMM [raarckoii KoHBeHLmm
oT 5 oKTsI6pa 1961 ropaa)

CrpaHa: CoefiHEHHble LLTaTbl AMEpUKM

[aHHbIA rocyapCTBEHHBIA JOKYMEHT

nognucaH CUHTUA KEJICA

BbICTYMaKoLLEeil B kayecTBe [MOCyAapCTBEHHOro HoTapuyca

repébosas neyvatb/wtamn CUHTUN KEJICU. TOCYOJAPCTBEHHOIO HOTAPUYCA, OKPYT
BEPKC, LUTAT MEHCWU/IbBAHWA

YOCTOBEPEHO

B appcubepr, MeHcubBaHMS.

01 moHa 2016 roaa,

Meppo A. KopTec, CekpeTapeM LwiTaTta [NeHcunbBaHus

permcTpaumoHHblin Ne 201614709

Mevats/wrtamn: MEYATb OPUNCA CEKPETAPA LUTATA * NEHCUN/IbBAHNA
Mognuce: /noanucek/

Megpo A. Koptec

HacTosimiA anocTub YA0CTOBEPSIET TOMbKO NOMIMHHOCTL MOAMMCA 1 MOSIHOMOYMS La,
MOAMNMCABLLIEr0 JOKYMEHT, W, €C/IN 3TO HEOBXOAMMO, NOMIMHHOCTL NeYaTn WK LTaMna Ha
[OKYMEHTE.

HacTosLmin anocTunb He YA0CTOBEPSIET COIEPXKaHMe AOKYMEHTa, K KOTOPOMY MpuiaraeTcs

HacTosawmin anoctunib HeAencTBUTENeH 1S WUCMONb30BaHMA Ha Tepputopun CoefUHEHHbIX
LLITaToB AMEPUKM 1 ee BNafeHuWit

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



/Ha 6naHke koMnaHum Jx iioiev
Poya459 Km 0.6, MOHTaHbs MpOMBbILLACHHbLIH NapkK.
Nryagunba. Mynpro Puko 00603. CUJA
YHT-6."B/IHOO * 800-523-3332 = dakc: 787-658-1070
\WWv..suri’ icalspcciallies com

3AABJIEHME O TOYHOCTN U BEPHOCTU

Mo MecTy Tpe6oBaHUs:

Kak npegetaBmsens KomnaHuM AHrmotex [lyapTo-Puko, VIHK., 3aperncTpupoBaHHbIN ofuc
KOTOpon HaxoauTca no agpecy P 459 Km 0,6, MoHTaHbs TpOMbILLNEHHBINA MapK, Aryaguibs,
PR 00603, CLUA, HacToAWwMM MOATBEPXAat0, 4TO MpunaraeMblii  JOKYMEHT SBNSETCS,
HaCKO/IbKO MHe W3BECTHO, BEPHbIM U TOYHbLIM.

/noanuce/
Cto3aH Xok. Cnyx6a foKyMeHTaLun
1 MeHemkep
Kopnopauus Xnpypruyeckux cneumansHoCTein

Mevats: CUHTWUA KENCW, WTAT TMEHCUNBBAHUA * TOCYOAPCTBEHHbIV
HOTAPNYC

MognmcaHo 1 NprBeAeHO K npucare B MoeM npucyTcTeumn 12 maa 2016 .

/moanuce/

CuHtuna Kencu

"ocyapCTBEHHbIA HOTapUyC

LWramn: LUTAT NMEHCUNBEBAHNA
NeyaTb HOTapuyca
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NHCTPYKUWA no NMPUMEHEHUIO

HWTb Xmpypruyeckas ¢ Urnov gns 6e3y3noBoi (pmkcaumm TKaHem
Sratafix Spiral PGA-PCL
(AByHanpasneHHas)

Hutb Xxupyprudeckass ¢ wurnoin pns 6e3y3noBoii (wmkcaumm TkaHei Sratafix Spiral PGA-PCL
(oanee - HUTb) COCTOMUT M3 LLUOBHOTO MaTtepuana C Lmnamu, MMELLEro XMPYPrMyeckyto Urny Ha
KaKOOM  KoHue. LUunbl  obecneumBatoT COEAMHEHME TKaHeil 6e3  HeobGXoAMMOCTM
1CNO/b30BaHNSA XUPYPIrUYECcKmX y3os.

Hute Sratafix Spiral PGA-PCL npepctaBnser co6OW  CTEPW/bHBLIA  CUHTETUYECKUIA
paccacbIBalOWMICS MOHOBO/IOKOHHBIA LLUOBHbIA MaTepuas, BbINMOMHEHHbLIA 13 cononmmepa
[MKONMAA W e-KanposiakToHa. YCTaHOBMIEHO, UTO [aHHbIA NOAMMEP MMLLEH aHTUTEHHbLIX W
MUPOreHHbIX CBOMCTB M B MPOLLECCe paccacblBaHWs Bbi3bIBaeT /INLLb NIETKYH0 TKAHEBYHO peakuyIo.

Torga kak Hasmuve wnnoB B HUTAX Sratafix Spiral PGA-PCL ymeHbLUaeT NPoYHOCTb Ha paspbiB B
CpaBHEHUW C WOBHLIM MaTepuasiom 6e3 LUMNOB aHa/I0rMYyHOro pasmepa, MUCrosib3oBaHue Y3108
MPU HA/IOKEHUWM LOBHOTO Martepvasa 6e3 LWKMMOB TakkKe YMeHbllaeT ero (akTuyeckyto
MPOYHOCTb. B cBA3M € 3TMM npoyHocTb HUTel Sratafix Spiral PGA-PCL MOXHO conoctaBuTth C
MPOYHOCTLIO Y3/10B LWOBHOTO Martepvana 6e3 wwunos rno ®apmakonee CLUA. Kpome Toro, B
onucaHun Hutelt Sratafix Spiral PGA-PCL o0 nosiBNEHWS LUMMNOB MCMOMb3YHTCH 0603HaYeHMs
Avametpa no ®apmakonee CLUA, 3a WCK/IOYEHWEM HE3HAUUTENbHOrO OTK/IOHEHUS MO
[AvamMeTpy LLOBHOrO Martepuana c npesbileHneM He 6osee Yem Ha 0,1 Mm.

AencTBUE

A(hheKTMBHOCTL paccacbiBalOLLErocsa LIOBHOTO Marepuana in Vvivo xapaktepusyetca AByMS
BaXHbIMM NapameTpamMun: CNOCOOHOCTbI K COXPAHEHUKO MPOYHOCTU Ha Pas3pbiB M CKOPOCTHIO
paccacblBaHMsi (MHTEHCMBHOCTLIO MOTepyu Macchl). ®opmyna Hutel Sratafix Spiral PGA-PCL
npefycmatpvBaeT CBefeHne K MUHMMYMY WM3MEHUYMBOCTU 3TUX NapameTpoB WM obecneyeHve
NOALEPKKN paHbl B TEYEHME KPUTMYECKOTO MNepuoda 3aXMBEHWUS paHbl U [a/lbHEeLWero
NPOAO/HKUTENBHOTO Neproia 3aKUBNEHNS.

PesynbTathl MccnefoBaHuMiA in vivo nokasbisatoT, 4to Sratafix Spiral PGA-PCL coxpaHsieT 0Koso
62% nepBOHaYasIbHON MPOYHOCTM MO MPOLWIECTBMM 7 AHE Mocne uMnaaHTaumMm u okono 27 %
nepBOHaYa/IbHOM MPOYHOCTU MO MNPOLWeCTBUM 14 AHEel nocne mMmnaaHTaumn. pakTnyecku
MOSIHOe paccacbiBaHve npoucxoaut B TedeHne 90-120 aHei.

YCNOBUA NPUMEHEHIA

[laHHoe MeAuUMHCKOe u3fenne NPUMEHSIETCA TONMbKO B YC/OBMAX e4ebHbIX U nevyebHo-
NPOMUIAKTUYECKNX MEANLIMHCKMX YUpEXAEHWIA.

HA3HAYEHWE

MpeaHasHaueH Ans coeUHeHUs (CLUMBKM) MSATKMX TKaHel.
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MOKA3AHWA

Hutmn Sratafix Spiral PGA-PCL nokasaHbl K NPUMEHEHWIO NPX COEAUHEHNN MSATKUX TKaHEeW, Koraa
YMECTHO MCMO/b30BaHMe paccacbiBaloLLErocs LLOBHOIO MaTtepuana.

MPOTUBOMOKA3AHNA

Hutn Sratafix Spiral PGA-PCL He cnefyeT nNpuUMeHsTb TaMm, rae Tpebyetcs AmTenbHOe (CBbILle
WECTU HepeNlb) COeAMHEHMe TKaHel Nof Harpy3koi, a Takke COBMECTHO C MPOTE3HbIMU
ycTponcTBAMM WM AN WX (UKcaumn  (Harmpumep, C  CepAeyHbIMK  KnanaHamMn U
CMHTETMYECKMMM TPaHCMnIaHTataMu), KoTopble camu Mo cebe ABNAIOTCS HepaccachbiBaHOLLMMUCS.

MPEAYMPEXOEHWNA

He  npoussoaute  MOBTOPHYID  CTEpUM3aupmIo. BblbpacbiBaiiTe  pacnakoBaHHble
Hewucnosb3oBaHHble HUTK Sratafix Spiral PGA-PCL 1 nx xvpypruyeckue urbl.

Bpay [o/mKeH 6blTb 3HAKOM C XMPYPrMYeCKMMU Mpouesypamm 1M TEXHUKOW MPUMEHEHWS
I paccacblBaroLLerocs LWOBHOMO matepuana nepefs vcnonb3oBaHvem Huteit Sratafix Spiral PGA-
PCL ona ywwuBaHWA paH, TaKk KaK PUCK pPacXOXOeHWs KpaeB paHbl 3aBUCUT OT MecTa
NPYMEHEHUA M TUMNA MCMOJ/Ib3yeMOro LWOBHOIO Martepuana. Mpu Bblibope LWOBHOMO Marepuana
[ANA naupeHTa Bpay [O/MKEH YYnTbiBaTb XapakTepucTuK1 martepuana in vivo (cornacHo pasgeny
«[EVICTBVE»), [aHHbIii LUOBHbI MaTepuan MOXeT He MOAXOAUTb MOXWbIM, UCTOLLEHHBIM W
ocnabneHHbIM NauMeHTaMm, a Takke nauveHTam ¢ 3aboneBaHUAMU, NP KOTOPbIX HabogaeTcs
3amMef/IeHHOe 3aXVMB/IeHMEe paH.

besonacHocTb 1 ahheKTMBHOCTL HUTel Sratafix Spiral PGA-PCL npyu mcnonb3oBaHWM A/is
ylmBaHna gacunii  (BKIYas ywmBaHue (acumii OPIOWHON CTEHKW, TPYyAHOW KNeTKu W
KOHEYHOCTei), Mpu aHOCTOMO3MPOBAHWM OPraHOB >KeNy[04YHO-KULIEYHOro Tpakta, npu
MCMOMb30BaHUM C  CepAeYHO-COCYAMCTON TKaHbi0, HEPBHOW TKaHbID, KOCTHOW TKaHbIO,
CYXOXXW/NbHOW TKaHbl, a Takke B [Na3HON XMPYPrM M MUKPOXUPYPrMM HE YCTaHOB/IEHBI,
Mo3TOMy 3TO U3Jenne He credyeT UCNOb30BaTh B TAKUX LIENSX.

[NVTeNbHbIA KOHTaKT LWOBHOTO Matepuana, Kak 1 1l060ro MHOPOAHOro Tena, ¢ pacTBopamu

1 CO/MEN, Hanpumep NPUCYTCTBYIOLLMX B MOYE- M XKENUYEBbIBOAALLMX NYTAX, MOXET NPUBOAUTL K
obpas3oBaHMO KamHeil. Hwutb Sratafix Spiral PGA-PCL, saBnstouieecsi paccacbiBatoLLMMCS
LLIOBHbIM MaTepuasioM, MOXeT BPeMEHHO BOCMPUHMMATLCA OpraHu3MOM Kak MHOPOZHOE Teslo.
Mpn  neyeHWM  3arpsa3HeHHbIX M MHPUUMPOBAHHBLIX paH  Cneayer  NpuAepKuBatbCa
OOLLENPUHATON XMPYPrMyeCcKon NpakTUKN.

MoCKO/MbKY [aHHbIA LLUOBHbI MaTepuas paccacbiBaeTcsi, XUPYpry cnefyet paccMOTPeTb
BO3MOXHOCTb MPUMEHEHMST HepacCachlBatOLLErOCs LLIOBHOrO Matepuana npy YlUMBaHAU paH B
MecTax, NO/BEPratoLLMXCA PaCLUIMPEHUIO, HAMPSHKEHUIO WM PACTSKEHUIO WM rae Tpebyetcs
AOMNONHUTENbHAA NOAAEPXKKA.

MEPbI MPEAOCTOPOXHOCTHU
Hutb Sratafix Spiral PGA-PCL cogepXuT OpWEHTMPOBaHHblE B [ABE CTOPOHbI 3ybubl AN

3aKpeneHnst Ha TKaHaX 1 He TPeByeT y310B A1 CBeieHMS KPaeB paHbl. 3aBsi3biBaHME Y3/10B Ha
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ceKunm martepuana ¢ 3youamu npusegeT K NOBPEXAeHWI0 3yOL0B 1 NOTEHUMAIbHO MOHMKaeT
MPOYHOCTb Ha paspbiB M 3PPEKTMBHOCTL  LIOBHOrO  Matepuana. [na  cosgaHus
OPVEHTMPOBAHHbLIX Ha [Be CTOPOHbI CUN W Hag/exalein paboTbl ycTpoincTBa 06e CTOPOHBI
HutM  Sratafix Spiral PGA-PCL fo/mkHbl ObiTb BHeApeHbl B TKaHW. Takke Mpu 3aBepLueHnm
pasmelLeHns matepuana TpebyeTcs AONOHUTE/IbHAas CTPOYKa B KOHLLE paHbl C OAHOM CTOPOHBI
OT Hee, YT0ObI 3aKpenuTb HATb Ha MeCTe.

36eraiite KoHTakta HWUTK Sratafix Spiral PGA-PCL n ee urn ¢ gpyrumm matepuaiamu
(Hanpumep, XMpypruyeckor Mapnen, cangetkamy v T.n.) B 061acTi onepauyioHHOro Mong,
4ytoObl He [OMYCTUTb CUENIEHWA C lunamu. B cnydvae 3auenneHns 3a LWunbl OCTOPOXHO
MOTAHUTE MaTtepuasn B MPOTUBOMNOOXHOM WI/Ie HaNpasieHUn 4Ji ero OTLENIeHS.

CrnefiyeT NposiB/ATb OCTOPOXXHOCTb BO M36eXaHue NoBpexaeHuin npu obpalleHnn. M3beraiite
cAaBnMBaHUA WM feopMauMm LOBHOTO Matepuvana XUpyprayeckKUMn UMHCTPYMEHTaMW,
TAaKUMW KaK urnogepxarenn u wmnupl. He BbitarmBainte HWtb Sratafix Spiral PGA-PCL u3
YNakoBKM 3a WI/Ibl, MOCKOMbKY B pe3ysibTare 3TOro LUMMbl MOTYT CUENUTLCA APYr ¢ ApyroM. He
MbiTalTeECh CTUPATbL «NaMsATb» MOSMMEpPa, MPOBOAA MasbLaMu BAOMb LUOBHOMO Marepuana,
MOCKO/IbKY 3TUM MOXXHO MOBPEeANUTb LUMMbI.

VHekummn, aputema, peakumm Ha MHOPOAHOE Telo, BPeMEHHbIE BOCMa/INTE/IbHbIE peakuun v B
PefKuX Cryvasx pacxoXieHue KpaeB paHbl ABASIOTCH TUMUYHBIMW WM NPeaBUANMBIMY
puckamy Mpu  NPUMEHEHUM NOGOr0 LWOBHOTO MaTepuasa W, COOTBETCTBEHHO, SB/IAHOTCS
BO3MOXXHbIMW OCMIOXHEHUSMU NPY UCMOoNb30BaHUM HUTeld Sratafix Spiral PGA-PCL.

Mpn NoAKoXXHOM npumeHeHun HUTK Sratafix Spiral PGA-PCL, HUTb A0/mKHa ObITb pasMelleHa
HaCTONbKO /ly60KO, HACKOMbKO BO3MOXHO, 4TOObl MWHMMM3MPOBATL MOKPAacHeHVWe W
YNAOTHEHNE, OObIMHO CBSi3aHHble ¢ abcopbumein. Heobxoammo cnefoBaTb [AOMYCTUMOWN
XUPYPrUYECcKo NPaKTKe B OTHOLLEHWUM ApeHaka W 3aKpbITUS MHPULMPOBAHHBIX paH.

Bo n3bexaHne NOBPEXAEHUS OCTPUSt UM 1 30H 00XMMA, AepXXaT Ury B 30He OT OAHOW TPETK
(1/3) po opHoi BTOpOI Yactn (1/2) paccTosHUA OT 30HblI 06XWMa A0 OCTpus. M3MeHeHue

1 (hOpMbl UrN MOXET BbI3BaTb MOTEPHD UX MPOYHOCTM W YCTOMYMBOCTM K M3TMOY U MONOMKE.
MepcoHan Ao/MKeH cobMaaTb OCTOPOXHOCTb MpY OBpaLeHnn € XUPYPruyecKUMn urfamu,
ytoObl M36EXaTb NOMOMKM WrA. ICNONMb30BaHHbIE UMbl HEOBXOAMMO YTUIN3UPOBATL B
KOHTelHepax «//i11 OCTPbIX OTXOL0B».

Mpu  APEHUPOBAHUM W YLWIMBAHUM  MH(ULMPOBAHHBLIX paH crefyeT  npuaepXmearbCcs
OOLLENPUHATON XMPYPrMyeCcKon NpPakTUKN.

HEB/TATOMPUNATHBIE PEAK1ANN

HebnaronpuatHble peakuun, CBA3aHHble C WUCMOMb30BaHWMEM AAHHOTO M34enns, MOryT
BK/IOUATb  PacXOXeHWe KpaeB paHbl, HECNOCOB6HOCTb 0b6ecneyeHnsi COOTBETCTBYHOLLEN
(mKcaumMmn Npu ylWKMBaHUN paH B MeCTax, MOABEPratoLMXCa PaCLUMPEHMIO, HAMPSHKEHNKD WN
PaCTSHXKEHNIO, HEecrnocoOHOCTb O06ecrneyYeHnss COOTBETCTBYIOLLEA (UKCauMM paH Yy MNOXWbIX,
NCTOLLEHHBIX W OCNabneHHbIX NaUMEHTOB WM MauMeHTOB ¢ 3ab0neBaHWAMM, MPU KOTOPbIX

Ha6ﬂ}OAaeTCﬂ 3amMef/ieHHoe  3aXKWMB/IEHWE  pPaH, I/IH(*)GKU'I/IVI, MUHUMaJIbHblE  OCTPbIE
BOCNa/INTENIbHbIE TKaHEBbLIE pPeaKunh, MECTHOE pa3apadkeHune TMpn OCTaB/1EHNN LLOBHOIO
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mMatepuana Ha Koxe 0onee 7 [Heil, OTTOPXXEHME LUOBHOMO MaTepuvasia W 3afepXKy
paccacbiBaHWsi B TKaHAX C M/I0XMM KPOBOCHaOXeHMEM, 00pa3oBaHME KaMHeli B Moye- W
YKEeNyeBbIBOAAWMX NYTAX NPU AUTENIbHOM KOHTaKTe C pacTBOpamu COJei, TaKMMK Kak Moya U
XEeNyb, a TakkKe BPEMEHHbIE NOKa/lbHble WMHGEKUMM B MeCTe paHbl. [epenom Wbl MOXET
MPVBECTU K YBEIMYEHWNIO MPOAO/MHKUTENLHOCTM Onepaumn, BO3HWKHOBEHWIO HEOOXOAMMOCTM
[ONOMHUTENbHBLIX ONepaumin Ui ocTaBNeHNO MHOPOAHbLIX Tel. CyyYaiHbIi YKON 3arpsi3HEHHON
XUPYPruyeckom Wrnoin MoxXkeT NpUBECTU K nepefade 6OME3HETBOPHbLIX OPraHU3MOB Yepes
KPOBb.

MPUMEHEHWE

cnonb3yoT No Mepe Heo6XOAMMOCTM B XMPYPrUYEcKUX npouedypax. bonee rnyGokue crom
paHbl HEOOXOAMMO 3alLMBaTh TaKM 06Pa30M, UTOBbI CHUMATL [AaB/EHNE C KPaeB ePMbI.

Utobbl ocyllecTBUTL pa3BepTbiBaHne HUTK Stratafix Spiral PGA-PCL, nepBblii KOHEL, HY>XXHO
npofeTb CKBO3b TKaHb [0 TOr0o, KakK LeHTpaslbHasa nepexofHas 30Ha [AOCTUIHET TKaHW.
OnpeneneHne UeHTpa fierye npou3BeCcTn, MPOAEB CKBO3b OAHY 4YacTb TKaHW (coenaB OAvH
CTEXOK), 3aTeM COeIMHUB ABE Ur/lbl BMECTE.

B3sB oamMH KoHel, HuTK Stratafix Spiral PGA-PCL, Hy>KHO NponycTUTb, MO MEHbLUEA Mepe, ABa
CTSDKKA TKaHW. 3aTem TO >Ke MOBTOPSAIT ¢ Apyroro KoHua Hutn Stratafix Spiral PGA-PCL. Mocne
3aBepLIEHNs, MO MEHbLLEN Mepe, YeTbIPex CTEXKOB, UM NPOAEBaHWI, Yepes TKaHb, Kaxaas u3
HUTE MOXKET ObITb 3aXxBayeHa, M TKaHW CABUratoTCs 40 XKenaeMoro HaTsHKeHus.

CTSOKKM, WM MpoJeBaHus 4yepe3 TKaHb, MOryT OblTb CAenaHbl A1 CLUMBAHUA KpaeB paHbl.
HeobxoamMmo cob6naath OCTOPOXKHOCTb MPWU MCMOMb30BaHUKM HUTK Stratafix Spiral PGA-PCL
TO/IbKO Ha CcermeHTax ¢ 3ybuamu. He nbitaintecb COeAMHUTL Kpas paHbl C MOMOLLBI0 CErMEHTOB
6e3 3y6L0B, TaK Kak 3yOLbl HE0OX0AMMbI A4/19 YCNEeWHOro CoeANHEHNS KpaeB paHbl C MOMOLLbHO
HuTK Stratafix Spiral PGA-PCL.

Ona Huty Stratafix Spiral PGA-PCL ¢ npsMbIMK UriaMy MOXXHO pas3BepTbiBaTb HUTL Moz, NPsiMbiv
YIIOM K paHe. HaumHasa ¢ O4HOr0 Kpas paHbl, pasBepTbiBatoT uUray Kuta nog npsambIMun yriamm K
paHe BAONb M/OCKOCTU LENeBON TKaHW, W WUy MNPOLeBal0T CKBO3b TKaHb [0 BK/IHOYEHMA
XenaeMoro KonM4ecTBa TKaHW, 3aTeM WIa MOXET BbIMTW B XKenaemMoM MecTe, yAaneHHOM OT
Kpast paHbl.

Ty >ke npouenypy MOBTOPAKOT CO BTOPbIM KOHUOM HuTK Stratafix Spiral PGA-PCL. [Mocne
YCMNELHOro pa3BepTbiBaHNA 060Mx KOHLOB HUTK Stratafix Spiral PGA-PCL 1 BbITaCKMBaHWS UMbl
LieHTpasibHas nepexofHasa 3oHa HutK Stratafix Spiral PGA-PCL fomkHa HaxoguTbCs NpUMepPHO
nocpesivHe OTKPbITON paHbl.

KoHubl HuTK Stratafix Spiral PGA-PCL, rae oHM BbIXOAAT yAaneHHO OT KpaeB paHbl, Tenepb
MOXHO 3axBaTUTb W CTAHYTb BMeCTe A/19 06NeryeHns CTArmBaHUA MSATKUX TKaHel Kpaes paHbl
[10 >KeniaeMoro HaTshKeHus.

Utobbl yaanuTb Bclo HUTL Stratafix Spiral PGA-PCL, cocTosillyto 13 ABYX okpalleHHbIX PGA-PCL:
paspe3atoT HUTb Stratafix Spiral PGA-PCL no LeHTpasibHON NMHUM MeXay NPOTUBONOMOXKHbLIMU
CermMeHTamu ¢ 3ybuamu, a 3aTem TAHYT Aa/lbHUE KOHLbI, YTOObI 13B/IEYL HUTB.
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CTEPNNBHOCTb

Hutb Sratafix Spiral PGA-PCL ctepunmnsoBaHa 3TUMNEHOKCMAOM. He npou3BoauTe MOBTOPHYHO
cTepunusaumio. He ucnonb3yite, ecim yrnakoBKa BCKpbITa WM MOBpexaeHa. BblbpackiBaiiTte
pacnakoBaHHbI HEeUCnosib30BaHHbIN LWOBHLIN MaTtepuan. He mcnonb3yiTe nocne UcTeveHus
CpOoKa rofHoCTH.

®OPMA nNoaaBKu

HuTb Sratafix Spiral PGA-PCL nocTtaBnsietca CTepu/bHbIM, C PasfiniHbIM PacnosioXKeHNeM LUMMNOB
(Hanpumep, 7X7 cM), Pa3IMYHON A/MHbLI WU pasnnyHOro Avametpa no ®apmakonee CLUA —
pasmepa ot 3-0 go 0 (meTpuyeckoro pasmepa ot 2 Ao 3,5). Kpome Toro, HWTbL Sratafix Spiral
PGA-PCL nMeeT urbl pasnyHbIX pasmMepos.

FAPAHTUAHBIE OBA3ATE/NILCTBA

Komnanua Angiotech Puerto Rico, Inc. (AHrnotex Myspto Puko, WHK.) NpUHMMAaEeT Ha cebs
rapaHTuiiHoe 063aTeNibCTBO Nepes, KOHEYHbIM NO/b30BaTe/ieM B OTHOLWEHUN MeOMLUHCKOro
n3genuda Mo  OTCYTCTBMIO [e(eKTOB W COOTBETCTBMA  3asB/IEHHbIM  MPOU3BOAUTENEM
XapaKTepucTMkaM B TEYEHMe BCEro Cpoka rOAHOCTV u3fenus, npu coBMAEHUN YCNOBUN
XpPaHeHWA, TPaHCMoOPTUPOBAHUSA U LIeTOCTHOCTM YNaKOBKU.

YTUNU3ALNA

3penna yTunusnpytotcst iedebHbIM yupexxaeHnem B COOTBETCTBUM € Tpe-6oBaHusMu CaHlH
2.1.7.2790-10  «CaHuTapHO-anuAeMunonormyeckme  TpeboBa-HUS K ObOpall,eHuo ¢
MEAVLMHCKMMK  OoTXodamu». 3genus nocnie npvMEeHeHUs MO Ha3HAYeHUH0 OTHOCATCA K
noTeHLUMaIbHO MH(ULMPOBAHHLIM OTXO4aM W YTU-M3NPYIOTCA Kak OoTxoAbl knacca b. M3genus
C WCTEKLWMM CPOKOM XPaHEHUS W MO-BPEXAEHHON YNakOBKOW OTHOCATCA K MeAULMHCKUM
oTxofam Knacca A. Cpok rogHoctu - 5 nier.

MPON3BOAUTENDb
Angiotech Puerto Rico, Inc. (AHrnotex lNyspto PuKo, VHK.)
Road 459 Km 0.6 Montana Industrial Park Aguadilla, 00603 Puerto Rico, USA (CLLA)

NPEACTABUTENbL HA TEPPUTOPUWN POCCUNCKOW ®EAEPALMN
000 «[I>KOHCOH & [IXXOHCOH»

121614, r. Mocksa, yn. Kpbinatckas 4. 17 K. 2

TenetoH: 8 (495) 580 77 77, pakc: 8 (495) 580 78 78

KOMTMNEKT MOCTABKMU

B KOMMNEKT NOCTaBKM BXOAUT:

HWTb xupypruuyeckas ¢ urioin ana 6e3y3noBoit mkcaumm TkaHei Sratafix Spiral PGA-PCL - 12
LUT. B rPYNNOBOI ynakoBKe (Kaxaas HUTb B UHAUBUAYAIbHOW CTEPUIbHON YNakoBKe);
NHCTPYKUMS NO NpUMEHEeHuo - 1 wr,;

YnakoBka rpynnosas - 1 .
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REF
1"

cumBosbl, NCMO/Ib3YEMbIE HA MAPKMPOBKE

Kopa nsgenuns

Koa naptum

nJ npon3BoaunTesb

cnonb3oBarb Ao

. CTepVU'lVBOBaHO 3TUJTIEHOKCAO0M
bterile o

(:/n5120

Mapkuposka CE BK/HOYast NAEHTUDUKALNOHHBIN
Homep SGS (YNOMHOMOYEHHbIV opraH) MpoaykT
COOTBETCTBYET OCHOBHbIM TPe60BaHWAM [UPEKTMBSI
EBponelickux MeanuuHckmx Mapenuin 93/42/EEC

TonbKo AN KBaMM(MLMPOBAHHBIX CNELMAIMCTOB

["Monly
HEe NCnoJib30BaTb NMNOBTOPHO
He cTepunnn3oBarb NOBTOPHO
+50°C TemnepaTypHbIi Auana3oH XpaHeHus
+5°C
TemnepaTypHbIil AMana3oH TPaHCMopPTUPOBaHMS
-50°C

BHMMaHWe, 06paTUTECh K CONPOBOAUTE/bHBIM

O B [IOKyMEHTaMm

(§) He ncnonb3oBarb, ec/in ynakoBka nospexieHa

TEXHWUYECKWE XAPAKTEPNCTUKW

MaTepmanb|, M3 KOTOPbIX N3TOTOBNEHO U3genne:
HuTtb-cononnmep rankonuaa v e-kanponaktoH (NoAnrInkonna)
Wrna - HepxkaBetowlas ctasib
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HanmeHoBaHue 3HauyeHune

CTpyKTypa LLIOBHOIo Marepuana MOHOHWTb

LIBET LWOBHOrO Matepuana 6ecLBeTHbIN
Hannune nokpbITus MOKPbITE OTCYTCTBYET
CooTHoLeHue: M1.5 (4/0) - 0,1504),199 mm
Metpuueckuin paamep (USP)- M2(3/0)- 0,200-0,249 mm
Odnametp M3(2/0) - 0.300-0.349 mm

M3.5(0) - 0.350-0.399 mm
M4(1) - 0.400-0.499 Mm
Pa3pbIBHasA Harpyska B NpOCTOM Yy3/ie, He M1.5 (4/0)-6,8 H
MeHee (019 yKa3aHHOro 3HaYeHUst HATK) M2(3/0)-9.5 H
M3(2/0)-21,0H
M3.5(0)-26.8H
M4(1)-39,0H

[nvHa yyacTka matepuana ¢ Lwmnamm 7X7 c™m; 14 x 14 cm; 16 x 16 cm;
30 x 30 cm; 36 x 36 c™m

[0MnycTUMOe OTK/OHeHne +2%

HomuHanbHaa asivHa WoBHOro marepuana 7X7CM- HOM. AfvHa 21.2 cwv;
14 x 14 cm - HOM. gvHa 35.2 Cwm;
16 x 16 cM - HOM. AnnHa 38.4 cwm;
30 x 30 cM - HOoM. anunHa 70.2 cm;
36 x 36 cM - HOM. AnmHa 81.2 cwm;

[10MyCTMOE OTK/IOHEHME +2%

[MPOYHOCTL Ha KpennieHne LLOBHOIo M1.5 (4/0)-2.3 H
mMatepviana B aTpaBMaTUYeckon urne, He M2 (3/0)-4.5 H
MeHee

M3(2/0) - 9.0 H

(ANA yKa3aHHOro 3Ha4eHWA HUATK) M3.5(0)-11.0H

M4(1)-15.0H
PaccTtosHMe mexay Lwmnnamm o1 0,95 o 1,27 mm
[nvHa wuna o1 0,4 fo 0,6 Mm
BbicoTa wmna 0,082(x0,031) mm
Yron OTKIOHeHus Lwnna 15°(x5")
CteneHb n3rnba urbl N urnbl: MH, RB-1, SH, CT-1- n3orHytble Ha

1/2 oKkpy>HOCTU

™n wrnel: CP-2, FS, FS-2, FS-1, PS-1, PS-2, PSL-
N30rHyTble Ha 3/8 OKpPY>XHOCTU
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1 HanmeHoBaHue

dopma NnonepevyHOro ceyeHUss OCTPUA UTNbI

TBeppocTb Urnbl No Bukkepcy
YCTOWUYNBOCTb UINbl K KOPPO3UMK

YnpyrocTtb Urnbl

Mpu NpUNoOXeHNN NcnbliTaTeNbHOT0 ycuUIma B

5H, octatouyHas gepopmayusa, He 6onee

[ToBEPXHOCTb WUINbI

MapaMeTpbl WEPOXOBATOCTU MOBEPXHOCTEN
urn, He 6onee

Paguyc nputynneHns pabouyeit yactu, He
6onee

OcTpoTa KOMrLUein yactu Urnasl, He 6onee

WupnHa pexyrunx peéep Urn ¢ Tpe*xrpaHHbIM

ocTpuem, He 6onee

Pafnyc KpUBU3HbI U3OTHYTLIX UM

MONHbIA yCTAHOBNEHHbIN pecypc AOMXKEH
ObITb HE MeHee

MonHbIA CpeaHNR pecypc AOMXKEH BbiTb He
MeHee

MeTog cTepunusaymnu

PEeBOL, BbINOAYEV MEPEBOAUVKOM
DNOROV CRETNAHOM JIEOHIOBHON. *
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3Ha4yeHune
Tmn wurael: MH, RB-1, SH, CT-1 - ¢ Kpyrfibim
nonepeyvyHbIM cCevyeHuem
™mn wurnel: CP-2, FS, FS-2, FS-1, PS-1, PS-2, PSL-
CTpexrpaHHblM OoCTpUeM
HV 4900-6475 H/mm”

KOppO3MOHOCTOlKME

M1.5(4/0)-0,60mm
M2(3/0)-0,40mm™

M 3(2/0)-0,40mm
M3.5(0)-0,30mm
M4(1)-0,30 mm

6necrtaruas, 6e3Tpew ,uH, paKoBUH, BMATUH,
uapanuH u 3ayCceHueB
Ha cTepXHe u ocTpue - Ra 0,32 MKM;

B 30HE KpEen/ieHNs WOBHOW HUTK -
Rz 20 mKm

0,03 mm

0,025 mm

Ha A/IMHe OT 2 A0 5 AnamMeTpOB XBOCTOBMKA -

0,025 mm

FS - 26 mMm

FS-2 -19 mm

CP-2 - 26 Mm

MFI - 36 mMm

RB-1 - 17 Mmm

PS-1 npaiim - 24 mMm

PS-2 npaiim - 19 MMm

PSL - 30 mm
SF1 —26 mm
CT-1 —36 mm

[ONYyCTUMOE OTK/NOHEHUEe - 1 MM

25 npokonos
50 npokonos

crepunn3aymna aTUNEHOKCMAOM

[,04/1Cb]



"opog Mocksa.
[Bajuatb BTOPOro MIOHA ABe ThICAYN LUeCTHaALAaToro rofa.

A. MapTbiHOBa Hatanma AHLpeeBHa, BPEMEHHO MCMOMHAWAA 0643aHHOCTU HOTapuyca
ropoga Mocksbl, AknmoBa [nieba BopucoBuya, CBUAETENbCTBYHO MOLJIMHHOCTbL MOAMUCH,
clenaHHon nepesogunkoM Kypunoson CBeTnaHon JIeOHWAOBHOW B .MOEM MPUCYTCTBUM.
JINYHOCTL eé ycTaHOB/EHa.

3apernctpmpoBaHo B peecTpe 3a Ne .
B3bickaHo ro Tapudy: 100 py6neii
BPWO Hotapuyca:

noanmc

fepboBas neuyatb
HoTapuyca r. MOCKBbI

AkunmoBa I.b.

Bcero npolwHypoBaHo, NPOHYMepPOBaHO
N CKPEnIieHo neyvaTbio nucta (oB)
BPWO Hotapuyca:

22.0 6.2015
['opon, MockBa,.

MaprbxoBa Hatanua AHApBasuva, apBMBHHO MCMOMMsOLLAs
06s3aHHOCT HoTapuyca ropoga Mockebl AkviMoBa Ineba Bopricosmia
CBIAETENLCTBYI0 BEPHOCTL 3TOM KOMMW C MOA/MHHUKOM JOKyMeHTa. B
nocnefHeM MOAYMCTOK, MPUMMUCOK, 3a4EPKHYTbIX CMOe N WUHbIX
HEOroBOPEHHb X MCTPAB/EHNIA W KakVX-1M6B0 OCOT HHOCTEN HeT.

. “KpYTUBLLIEMYCA 38 COBEPLUEHVEM HOTapUasibHOro
[eViCTBIAS, PasbSCHEHO, UTO MPW CBIALETENBCTBOBAHM BEPHOCTM KON
TOATEEPKAETCA 3aKOHHOCTb COAEPHAHMA [IOKYMEHTa 1
COOTBETCTBYIE U3NONEHHbIX € HEM (DaKTOB AEVCTBUTENLHOCTY, @
3aperucTpupoBaHo B peectpe 3a Mk A/
B3bickaHo no Tapudy

BPWO HoTapuyca.
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