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information in the attached document to be, to the best of my knowledge, truthful and
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Instruction for Use
Stratafix Spiral PDO (Polydioxanone) Knotless Tissue Closure Device
(Bidirectional)

Stratafix Spiral PDO (Polydioxanone) 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.

The Stratafix Spiral PDO sutures are made from dyed (violet) polyester, poly(p-
dioxanone). The pigment for the dye is D&C Violet No. 2. It is stated that
polydioxanone has been found to be nonantigenic, nonpyrogenic and elicits only
slight tissue reaction during absorption.

While the formation of barbs in the Stratafix Spiral PDO reduces the tensile
strength relative to non - barbed suture material of the same size, tying of knots in
non - barbed suture materials also reduce their effective strength. For this reason,
the strength of the Stratafix Spiral PDO can be compared to USP knot strength of non
- barbed sutures. Additionally, USP designations for diameter aYe used to describe
the Stratafix Spiral PDO prior to barbing, 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 PDO formula allows for minimization of variability of these
parameters and wound support during the critical wound healing period and further
prolonged healing period.

Findings of studies related to implantation in animals with use of the Stratafix
Spiral PDO sutures demonstrate that sutures of a size 3-0 or greater retain over 80%

of their original strength after two weeks and four weeks post implantation.

a
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After six weeks following the implantation, sutures retain nearly 40-70% of
their tensile strength. The sutures of 4-0 size retain nearly 67% of their tensile
strength after two weeks and nearly 50% after four weeks, and nearly 37% after a six
week period.

Findings of tests with implantation show that the Stratafix Spiral PDO suture
polymer subsequent resorption is minimal for up to approximately 120 days, and is
essentially complete within 180 days (six months).

APPLICATIONS.

This medical product is applied only for therapeutic purposes.

PRESCRIPTION

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

INDICATIONS

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

CONTRAINDICATIONS

Stratafix Spiral PDO is not to be used where prolonged (beyond six weeks)
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 PDO and associated
surgical needles.

Doctor should be familiar with surgical procedure and techniques involving
absorbable suture before employing Stratafix Spiral PDO for wound closure, as risk of

wound dehiscence may vary with the site of application and the suture material
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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.

The safety and effectiveness of Stratafix Spiral PDO has not been established
for use in fascial closures (including abdominal wall, thoracic and extremity fascial
closures), gastrointestinal anastomoses, cardiovascular tissues, 0sseous 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 PDO 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 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 PDO device contains bidirectionally oriented 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 bidirectional
forces to be created and for the device to function properly, both sides of the

Stratafix Spiral PDO device must be engaged in the tissue. Additionally, when
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completing placement, an additional backstitch or bite of tissue lateral to the end of
the incision is required to lock the device in place.

Avoid contacting the Stratafix Spiral PDO 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.

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 PDO.

When using Stratafix Spiral PDO device comprised of dyed PDO 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 end to the point.
Reshaping needles may cause them to lose strength and be less resistant to bending
and breaking. Users should exercise caution when handling surgical needles to avoid
Inadvertent needle sticks. Discard used needles in “sharps” containers.

Acceptable surgical practice should be followed with respect to drainage and

closure of infected wounds.
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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
expansion, stretching or distention occur, failure to provide adequate wound
support in elderly, malnourished or debilitated patients, or in patients suffering from
conditions which may delay wound healing, infection, minimal acute inflammatory
tissue reaction, localized irritation when skin sutures are left in place for greater than
7 days, suture extrusion and delayed absorption in tissue with poor blood supply,
calculus formation in urinary and biliary tracts when prolonged contact with salt
solutions occurs, 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.

Due to prolonged suture absorption, some irritation and bleeding may occur.

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 PDO device, 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
together. Taking one arm of the Stratafix Spiral PDO device, at least two loose bites
of tissue should be taken. This is then repeated with the other arm of the Stratafix
Spiral PDO device. Once at least four bites, or passes, through the tissue have been

completed, each of the strands can then be grasped and the tissue can be
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approximated to the desired tension. Bites, or passes through the tissue, can be
taken to approximate the wound. Care should be taken to utilize Stratafix Spiral PDO
device on the barbed segments only. Do not attempt to approximate wounds using
the non-barbed segments, as the barbs are required for successful wound
approximation with Stratafix Spiral PDO device.

For Stratafix Spiral PDO device with straight needles, Stratafix Spiral PDO device
can be deployed at right angles to the wound. Starting at one edge of the wound,
the Keith needle is deployed at right angles to the wound along the desired tissue
plane and the needle is advanced through the tissue until the desired amount of
tissue has been engaged, then the needle can exit at the desired location remote
from the wound edge. The same procedure is repeated with the second arm of the
Stratafix Spiral PDO device. After successful deployment of both arms of the Stratafix
Spiral PDO device and needle exits, the center transition zone of the Stratafix Spiral
PDO device should be roughly in the center of the open wound. The ends of the
Stratafix Spiral PDO device where they exit remote to the wound can now be
grasped and the tissue can be pushed together to facilitate the soft tissue
approximation to the desired tension.

To remove the entire Stratafix Spiral PDO device comprised of dyed PDO: Cut
the Stratafix Spiral PDO device at the midline, between the opposing barbed

segments, and then pull the lateral ends to remove the device.

STERILITY
The Stratafix Spiral PDO 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

The Stratafix Spiral PDO is available sterile, dyed violet in various lengths and
with a USP diameter size 2 through 4-0 (metric size 5 through 1,5). Each Stratafix
Spiral PDO is double 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

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
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Device Item Number

Lot Number

Manufacturer

Best before

Sterilized by ethylene oxide

The CE Label including the SGS (authorized body)
identification number, the Product complies with the
essential requirements of the European Directive
93/42/EEC on Medical Devices

Qualified persons only

Do not reuse product

Do not resterilize product

Temperature Range for Storage

Temperature Range for Transportation



aS Attention, address shipping documents

Do not use if package is damaged

Supplied;
Stratafix Spiral PDO (Polydioxanone) Knotless Tissue Closure Device,
configurations - 12 um. (each thread in an individual sterile packaging);
Unstruction for using - 1 pcs;

Secondary package - 1 pcs

REQUIREMENTS FOR MEDICAL DEVICE

HaviveHoBaHVe 3HaveHve
Suture Material Structure Monofilament
Suture Material Color Violet
Coating Uncoated
Suture Material Size MI(5/0)- 0,100-0,149 MM
Metric Size (USP) M1.5(4/0) - 0,150-0,199 mm
Diameter M2(3/0) - 0,200-0,249 mwm

M3(2/0) - 0,300-0,349 mm
M 3.5(0)-0,350-0,399 mm
M 4(1)-0,400-0,449 mm
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HanmeHoBaHue

Simple Knot Breaking Strength, at
least (thread for the specified value)

Barbed Segment Length

Nominal Length of Suture Material

Atraumatic Needle Suture Holding
Strength, at least

(thread for the specified value)

Distance between Barbs
Barb Length
Barb Height
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3HaueHve

M1.5(4/0)-6,8 H
M2(3/0)-9,5 H
M3(2/0)-21,0 H
M3.5(0)-26,8 H
M4(1)-39,0H

7x7 cm; 10x10cm; 14 x 14 cm; 24 x 24

cm; 30 x 30 cm;36 x 36 cm
permissible variation £2%
7x7 cm - nom. length 21.2 cm;
10 x 10 cm- nom. length 22.8 cm;
14x14 cm - nom. length 35.2 cm;
24x24 cm - nom. length 55.2 cm;
30x30 cm - nom. length 67.2 cm;
36 x 36 cm- nom. length 79.2 cm;
permissible variation +2%
MI1(5/0)-1,7 H
M1.5(4/0)-2,3 H
M2(3/0)-4,5 H
M3(2/0)-9,0 H
M3.5(0)-11,0 H
M4(1)-15,0H

0.61 or 0.95 mm
0.34 or 0.58 mm
0.082(x0.031) mm



HanmeHoBaHVe 3HaueHve
Barb Angle 15°(£5%)

Needle Curvature Needle Type: CTX, CT-3, SH, MH, CT-1, MO-
4 - 1/2 curved needle
Needle Type: 0S-8, FS, CP-2, 0S-6, FS-2,
TAPERCUT V-4, TAPERCUT V-26, PS-2 prime
- 3/8 curved needle

Needle Point Sectional Shape Needle Type: CTX, CT-3, SH, MH, CT-1, MO-
4 - round cross-section
Needle Type: 0S-8, FS, CP-2, OS-6, FS-2,
TAPERCUT V-4, TAPERCUT V-26, PS-2 prime
- triangular cross-section

Needle Hardness HV 4900-6475 N/mm*
Needle Corrosion Resistance corrosion resistant
Needle Attachment Segment MI(5/0)-0.35 mm
Diameter M1.5(4/0)-0.40 mm

M2(3/0)-0.50 mm
M3(2/0)-0.50mm
M3.5(0) -0.60 mm

M4(1)-0.70 mm
Needle Resilience MI1(5/0)-0.60 mm
Under test force of 5N, residual M1.5(4/0)-0.60 mm
deformation, not exceeding M2(3/0)-0.40 mm

M3(2/0)-0.40 mm
M3.5(0) - 0.30 mm

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



HanmveHoBaHme

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

Curved Needle Curvature Radius
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3HaueHve
M4(1)-0.30 mm
shiny, without cracks, shells, scratches and
burrs
at the bar and point - Ra 0.32 |im;

at suture material attachment segment
Rz 20 |im

0.03 mm

0.025 mm

along the length from 2 to 5 diameters of
the shank-0.025 mm
CTX-48 mm
CT-3- 22 mm
SH- 26 mm
MH - 36 mm
CT-1- 36 mm
MO-4 - 36 mm
0S-8 - 40 mm
FS- 26 mm
CP-2- 26 mm
0S-6 - 36 mm
FS-2-19 mm
TAPERCUTV-4-17 mm



HavnmveHoBaHve

Complete rated life should be at least

Complete average life should be at
least

Sterilization Method

3HayeHve
TAPERCUTV-26-26 mm
PS-2 prime- 19 mm
permissible variation £1 mm

25 passes

50 passes

sterilized by ethylene oxide

The materials of which the product is made:

Thread - polydioxanone

Needle - Stainless Steel
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MepeBof, C aHFNIACKOTO A3blKa Ha PYCCKMIA A3bIK

AMOCTUNb
(othopmneH B COOTBETCTBUM C peLeHmsIMI [aarckoi KoHBeHUmm
OT 5 oKTsI6pa 1961 ropaa)

1 CrpaHa: CoeVHéHHbIe LLTaTbl AMepnkn
[aHHbIA rocyaapCTBEHHBIN JOKYMEHT
2. nognucaH CUHTUA KEJICU

3 BbICTYMaloLLEl B KauecTBe "OCYAapCTBEHHOIO HoTapuyca
4, rep6osas nevats/wramn CUHTY KE/ICW, TOCYAAPCTBEHHOIO HOTAPMV'CA, OKPYT
BEPKC, LUTAT MEHCW/IbBAHUSA

YOOCTOBEPEHO

B appcnbepr, MeHcunbBaHMs,

01 moHa 2016 ropa.

Megpo A. Koptec, CekpeTapem LiTarta NeHcunbBaHWA

permcTpaymoHHblin Ne 201614705

Mevatb/wrtamH: NMEYATb OPUNCA CEKPETAPA LUTATA * NMEHCU/IbBAHUNA

10.  MNoanwuce;/nognuce/

© oo N o U

MNegpo A. Koptec

HacTosiLmiA anocTub YA0CTOBEPSIET TOMbKO NOAMHHOCTb MOANMCK U NMOMHOMOUMS L,
f MOAMICABLLIEr0 JOKYMEHT, W. €C/IN 3TO HEO6XOAMMO, NOA/IMHHOCTL MeYaTyt WK LTamna Ha
[IOKYMEHTE.

HacToswumii anocTunb He YA0CTOBEPSIET COAepXKaHre AOKYMEHTA, K KOTOPOMY MpunaraeTcs

HacToswmini anocTunb HefencTBUTENEH A1 UCMOMb30BaHUA Ha TeppuTopun CoeanHEHHbIX
LLItaToB AMEPVKM 1 ee BafieHuit
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/Ha 6naHke KomnaHuy Annioiex/
Poya459 Kwm 0,6, MoHTaHbs [poMbILLIeHHbIV Napk,
Nryagunbs, MyopTto Puko 00603, CLLIA
787-6,T8-1800 ¢ 800-.S23-3332 ¢ dakc: 787-6,78-1070
w\\vv.suri>icalspcaallic,s.coiii

SAABNIEHNE OT1ouHoe! N W BEPHOCTU

Mo mecTy TpeboBaHWS:

Kak npefcrasutesib kKomnaHum AHrmotex [MyapTo-Puko, WHK., 3apervcTprpoBaHHbIin  othuc
KOTOpOi HaxogmTcs no agpecy Pa 459 Km 0,6, MoHTaHbs MpOMbILLIEHHbIR NapK, Aryaausbs,
PR 00603, CLUA, Hacrosliu.m MOATBEPXAAlD, UTO MpuiaiaeMblil  [JOKYMEHT SBMSETCS,
HaCKO/IbKO MHe W3BECTHO, BEPHLIM U TOUHLTM.

/noanuce/

Cto3aH XokK, Cnyx6a OKyMeHTaLmn
MeHemxkep

Kopnopauysi Xvpyprmyecknx cneumanbHOCTeiR

Mevatb: CWHTWUA KENCW, WTAT MEHCUNBBAHUA * T[OCYOAPCTBEHHbINA
HOTAPNYC

MoanucaHo 1 nNpuBeAeHo K npucare B MoeM npucyTcTeun 12 mad 2016 ,

/noanuce/
CuHTMA Kencu
"ocyfapCTBEHHbIN HOTapUyc

LWramn: LWUTAT NMEHCUNNBBAHUA
MeyaTb HOTapuyca
Cutn H Kencu, FocyfapCTBEHHbIA HOTapuyc
Jk3eTep TBn., oKpyr bepkc
CpoK Moeli N1LEH3UN 1UcTekaeT 7 aBrycta 2017 T.
UneH Accoumaumm HoTapuycos [NeHcunbBaHUN
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NHCTPYKUWA MO NMPUMEHEHNIO

HWTb Xxnpypruyeckas ¢ urnon ans 6e3y3noBoin rKcaumm TKaHei
Sratafix Spiral PDO (Polydloxanone)
(AByHanpasneHHas)

HuTb Xxupypruuyeckass ¢ urnoil ansa 6e3y3noBoint ukcaumm TkaHein Sratafix Spiral PDO
(Polydioxanone) (manee - HWTb) COCTOMT K3 LUOBHOIO MaTtepuana C Lunamy, UMeroLLero
XUPYPrUYECKYD WUINly Ha KaxKAoM KoHue. Lwunbl o6ecneumBaroT coefuHeHve TKaHen 6e3
Heo6X0AMMOCTU UCNONb30BaHNSA XMPYPIrUYECKMX Y3/10B.

Hutb Sratafix Spiral PDO BbINO/HEHO M3 OKpalleHHOro ((ProseToBbIN) nonuagupa noau-n-
[IMOKCaHOHa. OH MMeeT aMMUPUYECKYI0 MOMEKYNSApHY0 gopmyny (CAHEO03)X. 15 OKpalumBaHus
B (hnmonetosbli LBET wucnonb3yerca Kpacutens D&C Violet Ne 2 YcraHOBMeHo, 4to
NOMIMOMOKCAHOH JINLWIEH a@HTUMEeHHbIX W MUPOreHHbIX CBOWCTB M B MPOLECCe paccacbiBaHWs
BbI3bIBAET /INLLb JIETKYH TKAHEBYIO peakLupio.

o Torga Kak Hanmuve wunoB B HUTAX Sratafix Spiral PDO ymeHbluaeT NPOYHOCTb Ha paspbiB B
CpaBHEHMN C LUOBHbIM MaTepuasioM 6e3 LUMNOB aHa/IorMyHOro pasMepa, UCnosb3oBaHue y3/os
MPU HaOXEHWN LIOBHOrO Matepumana 6e3 LMNOB Takke YMEHbLUAeT ero (axkTuyeckyto
MPOYHOCTb. B €BA3M € 3TMM Npo4YHOCTb HWTel Sratafix Spiral PDO MOXHO cOMoCTaBUThL C
MPOYHOCTLIO Y3/10B LWOBHOIO Matepuana 6e3 wunos no ®apmakonee CLUA. Kpome Toro, B
onuncaHun Hutelr Sratafix Spiral PDO [0 nNOsIBNEHMS LIMMOB MCNOMb3ytOTCS 0603HaYeHUs
Avametpa no ®apmakonee CLUA, 3a WCKIOYEHUEM HE3HAUMTENLHOTO OTK/IOHEHUA MO
AvameTpy LIOBHOIO Matepuana c npesbilleHremM He 6onee yem Ha 0,1 mm.

JEVCTBVE

AhpeKTMBHOCTL paccachbiBalOLLEroca LIOBHOTO Matepuasia in vivo Xapakrepusyetcd AByms
BaXHbIMX NapamMeTpamMun: CrOCOOHOCTbIO K COXPaHEHMIO MPOYHOCTM Ha PaspbiB U CKOPOCTHHO
paccacbiBaHusi (MHTEHCMBHOCTbKO noTepu Maccbl). Popmyna Hutein Sratafix Spiral PDO
npefycmatpvBaeT cBefeHne K MUHUMYMY WM3MEHUYMBOCTM 3TUX MapameTpoB W obecneyeHve
NOALEPKKN paHbl B TEYEHME KPUTMYECKOro Mnepuofa 3aXMB/EHWUS paHbl U AasibHenLero
MPOLO/IKUTENILHOTO NeproAa 3aXKMBIEHNS.

PesynbTatbl MCCNef0BaHW MO MMMNJAHTaUMM XXUBOTHLIM C MCNOMb30BaHWeM Huteld Sratafix
Spiral PDO nokasbiBaloT, 4to and pasmepa 3-0 n 6onee okono 80 % nepBOHaYasbHOM
MPOYHOCTIN COXPaHAKTCA MO NPOLUECTBUM [ABYX HeAe b U YeTbipex HeAenb Noc/ie UMMIaHTaLun.

Mo npowecTBn LWECTM Hedenb noc/le UMNJaHTaumMmM  coxpaHsaTca okono 40-70 %
nepBoHaYasIbHOW MpoyHocTU. [ns pasmepa 4-0 okono 67 % nepBoHaYa/lbHOM MPOYHOCTM Ha
paspbIB COXPaHAKTCA MO NPOLIecTBMM ABYX Heaenb, 0kono 50 % — no NpoLlecTBuu YeTbipex
HeZienb 1 0Kono 37 % - No NPOLLECTBUM LLECTU Heaenb.

[aHHble, nony4YyeHHble B XO4e WCCNedOBaHWA C  MMMAaHTauuein, MokKasblBatoT, 4TO
paccacbiBaHne Hutel Sratafix Spiral PDO aBnsetcd MUHUMaIbHbIM NPMOAN3uTeIbHo Ao 120
[HEN W NpakTUYeckM MoJIHOe paccacbiBaHWe MNpomcxoauT B TedeHwe 180 aHeld (wectut
MecsLeB).
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YCNoBuA NPUMEHEHNA

[laHHOe Me[MUVHCKOe W3fenne MPUMEHSIETC TOMbKO B YC/OBMSIX Ie4ebHbIX U nevebHo-
NPOMUIAKTUYECKNX MEANLIMHCKMX YUPEXAEHWIA,
»

HA3HAYEHIVIE
MpeaHa3HaueH 415 COeAMHEHNS (CLUMBKM) MSTKX TKAHEA.

MOKA3AHMA

Hutn Sratafix Spiral PDO nokasaHbl K MPUMEHEHUIO MPU COeAUHEHUM MSATKUX TKaHel, Koraa
YMECTHO UCMOJIb30BaHME PaccacbiBarOLLErocs LLOBHOMO Marepuana.

MPOTVBOINOKA3AHA

Hutn Sratafix Spiral PDO He cnefyeT nNpuUMeHsiTb Tam, rae Tpebyetcs AnmTensHoe (CBbllle
WECTU HepeNb) CoeAMHEHMe TKaHel Nog Harpy3koil, a TakkKe COBMECTHO C MPOTE3HbIMM
ycTponcTBaMM WM gnsa Ux  (ukcaumm  (Hanpumep, C  cepAedyHbIMM - KnanaHamm 1
CYHTETMYECKMMM TPaHCMIaHTaTaMK), KOTopble camu Mo cebe ABNSIOTCA HepaccachIBatoLMMUCA.

MPELYTPEXKAEHIS

He  npousBogute  MOBTOPHYKD  CTEPUIN3ALMIO. BblbpacbiBailTe  pacrnakoBaHHble
Heuncnonb3oBaHHble HUTK Sratafix Spiral PDO 1 nx xmpypruyeckme urmbl.

Bpau g0/mKeH ObiTb 3HAKOM C XMPYPrUYECKUMMW npoueaypamnm U TEXHUKOW MNPUMEHEHNS
paccacblBatOLLErocs LWOBHOMO mMaTtepuana nepep ucnonb3oBaHnemM Hutein Sratafix Spiral PDO
AN YIWMBAHNA PaH, TaK KaK PUCK PacxoXeHWs KpaeB paHbl 3aBUCUT OT MecTa MPUMEHEHNA 1
TMNa UCNosib3yeMoro LWOBHOrO Martepviana. lNpy BbiGOpe LWOBHOITO Martepuana A1s nauueHTa
Bpay [O/MKEH YUYMTbIBATL XapaKTePUCTUKI MaTepuana in vivo (cornacHo pasgeny «JEVICTBUE»),
[aHHbIA LOBHLIA MaTepuan MOXET He NOAXOAWUTb MOXW/bIM, UCTOLLEHHbIM K OCNabneHHbIM
naypeHTam, a TaKke nayueHtam ¢ 3aboneBaHUAMU, NPY KOTOPbIX HabaaeTcs 3amen/ileHHoe
3aKMB/IEHNE PaH.

BeszonacHocTb 1 aeKTMBHOCTL HUTE Sratafix Spiral PDO npu ucnonb3oBaHUM AN yLUMBAHUS
(hacumii (BKNOYas ylIMBaHUe (hacuUmMin OPHOLIHON CTEHKM, TPYAHOM KNETKU WU KOHEYHOCTEW), npu
aHOCTOMO3VPOBaHWM  OpPraHOB  XKesly[JOYHO-KMLLEYHOro Tpakra, npv  MCNOMb30BaHUM  C
CepAeYHOCoCYIMCTON TKaHbO, HEPBHON TKaHbH, KOCTHOM TKaHb), CyXOXW/IbHOW TKaHbIO, a
TaKKe B Na3HOW XUPYPrum N MUKPOXMPYPrMU He YCTAHOBJIEHbI, MO3TOMY 3TO U34eNne He
cnefyet UCNONb30BaTb B TaKUX LENsX.

[nnTenbHbIi KOHTaKT LWOBHOIO Martepuana, kak v nob6oro MHOPOAHOro Tena, C pacteopamu
CO/IeN, Hanpumep NPUCYTCTBYIOLMX B MOYE- W XKEMYEBLIBOAALMX MyTAX, MOXET MPUBOAUTL K
obpa3oBaHMi0 KamHeil. Hutb Sratafix Spiral PDO, sBnsiowieecs paccacbiBatoLMMCS LUOBHbIM
MaTepuasioM, MOXeT BPEMEHHO BOCMPUHUMATLCH OPraHM3MOM Kak MHOpOoAHOe Teno. [Mpn
NEeYeHUN 3arps3HEeHHbIX U MHPUUMPOBaHHLIX paH credyeT NpUAEPXKMBaTbCA OOLLENPUHATON
XVPYPryecKom npaxTuku.

MOCKOMbKY [aHHbI/ LIOBHbIA MaTepuan paccacbiBaeTcsi, XUpPYpry cneayet paccCMOTPeTb
BO3MOXXHOCTb MPUMEHEHMSI HEpacCacbIBatOLLErocs LOBHOMO Matepuana npu ylMBaHUN paH B
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MecTax, Mo/JBEepPratoLMXCca PaCLUMPEHUNIO, HAMPSHXKEHUIO WM PaCTSHKEHWIO WM Tae TpebyeTcs
[ONO/HNTENbHAA NOAAEPXKA.

MEPbI MPEAOCTOPOXHOCTA

Hutb Stratafix Spiral PDO cogepXWT OPWEHTUMPOBaHHbIE B [BE CTOPOHbI 3y6ubl And
3aKpensieHns Ha TKaHsAX 1 He TpebyeT y3/10B 419 CBEAEHMS KpaeB paHbl. 3aBsA3blBaHUE Y3/10B Ha
CeKuMm matepuana ¢ 3youamu npusefeT K NOBPEXAeHWI0 3yOL0B N NOTEHLMA/ILHO MOHMKaeT
MPOYHOCTb Ha paspbiB U 3PPEKTMBHOCTbL  LOBHOMO  Martepuana. [na  co3gaHus
OPVEHTMPOBAHHBIX Ha [Be CTOPOHbI CUN W Hajg/iexalled paboTbl yCTpoKrcTBa 06e CTOPOHbI
HutM  Stratafix Spiral PDO [o/mkHbl ObiTb BHEAPEHbI B TKaHW. Takke Mpu 3aBepLueHun
pasMeLLeHna matepuana TpebyeTcst ONONHUTENIbHAsA CTPOYKa B KOHLE paHbl C OAHON CTOPOHBI
OT Hee, 4YT0ObI 3aKpenuTb HATb Ha MeCTe.

36eraiite KoHTakTa HUTK Sratafix Spiral PDO u ee wurn ¢ gpyrumy matepuanamu (Hanpvmep,
XUPYPruyeckon mapnen, cangerkamm Kn T.M.) B 06/1aCT OnepauyoHHOro Mons, 4tobbl He
[OMyCTUTL CUern/seHns ¢ wunamu. B cnyyae 3auensnieHns 3a LWunbl OCTOPOXHO MNOTAHUTE
marepuan B NPOTUBOMNOMOXHOM WI/e HanpasneHUn s ero oTuenIeHuns.

| CneflyeT nNposiB/ATb OCTOPOXKHOCTb BO M36eXaHne NoBpexaeHui npu obpalleHnn. Ksberaiite

- cAaBnMBaHUA WM geopMauMm  LOBHOrO Matepuana XUpYprayeckKUMU UHCTPYMEHTaMW,
TaKUMWN Kak urnogepxarenn v wmnupl. He Bbitarmeaite HUTb Sratafix Spiral PDO 3 ynakoBku
3a UIbl, NOCKO/IbKY B pe3yfibTare 3aToro Wmnbl MOTYT CLENUTLCS APYr € APYroM. He nbiTaintech
cTMpaTh «MnamaTb» MoSMMepa, NPoBOAA NanbLaMy BAO/Mb LUOBHOTO Matepuana, MOCKOMbKy
3TUM MOXXHO MOBPEAUTD LUKWMbI.

VHekummn, aputema, peakumm Ha MHOPOAHOE TeNo, BPEMEHHbIE BOCMaIUTE/bHbIE peakuyn 1 B
pefKux Cryyasx pacxOXOeHWe KpaeB paHbl ABAATCA TUMUYHBIMA WK NPeABUAUMbBIMU
puckamMn npu  NPUMEHEHUM 06Oro LOBHOMO Martepuana W, COOTBETCTBEHHO, SABAAKTCA
BO3MOXXHbIMW OCNOXXHEHUAMU NpY UCNOMb30BaHUM HuTeid Sratafix Spiral PDO.

Mpn noakoXHOM npumeHeHun HuTK Stratafix Spiral PDO, coctosuero mu3 okpaiieHHoro PDO,
HUTb [O/KHa OblTb pa3MelleHa HacTONbKO [y60KO, HACKOMIbKO BO3MOXHO, 4TOObI
MWUHUMW3NPOBATL  MOKPAacHeHWe W  YNJoTHEHWe, OObIYHO CBA3aHHble C  abcopoLmeil.
Heobxoaumo cnegosatb AOMYCTUMOW XMPYPrMYeckor MpakTvke B OTHOLIEHWM OpeHaxa W
3aKPbITUA HPULMPOBAHHBIX paH.

Bo nsbexxaHne noBpexaeHUst OCTPUS UM U 30H 06XKNMa, AepXKaT Urfy B 30He OT OJHOW TPeTK
(1/3) po opHoi BTOpOM YacTh (1/2) paccTosHWA OT 30HbI 0OXMMa [0 OCTpus. M3meHeHve
(hOpMbl Mr MOXET Bbl3BaTb MOTEPID UX MPOYHOCTM WU YCTOMUMBOCTM K M3TMOY W MOSIOMKE.
MepcoHan AO/MKEH CO6MAATb OCTOPOXHOCTb NpY O6PALLEHNM C XUPYPTUYECKUMK UFaMu,
4to6bl M36EeXaTb MONOMKM WrA. ACNONb30BaHHbIE UMbl HEOGXOAMMO YTWAM3MPOBaTb B
KOHTEMHepax «4ns OCTPbIX OTXOA0B».

Mpy  APEHUPOBAHMM W YLUMBAHUM  WHHULUMPOBAHHLIX paH  ChedyeT  MNpUAEepPXMBaThCs
OOLLENPUHATON XMPYPIr1MYECKON NPaKTUKW.
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HEBJTAT OMNMPUATHBIE PEAKLINIA

HebnaronpuatHble peakuuu, CBA3aHHbIE C WCMNO/b30BaHMEM [AaHHOrO U3Aenus, MoryT
BKNOYaTb PacXxoXKAEeHWe KpaeB paHbl, HECnoCOOGHOCTb 0O6ecnevyeHnss COOTBETCTBYHOLLENA
(hmkcauuy Npv ywmBaHUM paH B MecTax, MOABEPratoLMXCs PacLUMPEHUIO, HaNPsHKEHUIO W
PacTsHXKEHWIO, HECNOCOB6HOCTb O6ecrneyYeHnsi COOTBETCTBYIOLLEN (UKCauMnm paH y MOXWSbIX,
UCTOLLEHHbIX M 0CNabMeHHbIX MaUMEHTOB WM NaUMEHTOB C 3ab0MEBaHUAMM, MPU KOTOPbIX
HabnogaeTca  3amMef/IeHHOE  3aXMB/IEHME  paH, WH(EKUMW, MWUHMMaSbHble  OCTpble
BOCMa/IMTE/IbHbIE TKAHEBbIE peakuun, MECTHOe pasgpaXkeHue rMpu OCTaBMEHWUM  LLIOBHOTO
Matepuana Ha kKoxe 0onee 7 [AHel, OTTOPXXEHME LUOBHOTO Matepuana W 3a4epXKy
paccacbiBaHWsi B TKaHAX C M/IOXMM KpPOBOCHAGXeHMeM, 00pa3oBaHMe KaMHel B MoYe- W
YeNyeBbIBOAALLMX MYTAX MPU A/UTEIbHOM KOHTaKTe C pacTBopamMmu COMel, TakuMU Kak Moya U
XEeNub, a TaKKe BPEMEHHbIe /I0Ka/lbHble VH(EKUUM B MecTe paHbl. [lepenoM uribl MOXET
NPMBECTU K YBENIMYEHWIO MPOAO/HKUTENILHOCTM Onepauy, BO3HUKHOBEHWIO HEOOXOAMMOCTM
[ONOSTHUTE/bHBIX OMEPaLMin UM OCTaBNEHNIO MHOPOAHLIX TeN. CRyyaiHbliAi YKON 3arpsi3HEHHO
XVPYPrMYecKoi WrIoin MOXeT NpuBECTU K nepefave 6GOME3HETBOPHbLIX OPraHM3MOB 4epes
KpOBb.

B cBS3K C ANMTENbHBIM MEPUOOM PaccachiBaHUs LLOBHOMO MaTtepuana BO3MOXHbI HEKOTOPOe
pasfpaxeHne N KPOBOTEUEHME.

MNMPUMEHEHVE

/cnonb3ytoT Mo Mepe Heo6XOAMMOCTM B XMPYPrMyeckux npoleaypax. bonee rnyGokue criom
paHbl HEOGXOAMMO 3alLKBATh TAKUM 06Pa30M, YTOObl CHUMATh AAB/EHWE C KPAeB [epMbl.

Utobbl OcyLecTBUTL pa3BepTbiBaHWe HUTK Stratafix Spiral PDO, nepBbiii KOHEL, Hy)XXHO NpoJeTb
CKBO3b TKaHb [0 TOrO, KakK LieHTpasibHas nepexofHas 30Ha AOCTUTHET TKaHu. OnpegeneHve
LleHTpa nerye npowv3BecTn, MPOAEB CKBO3b OAHY YaCTb TKaHW (CAenaB OOWH CTEeXOK), 3aTeM
COeVHMB BE UI/bl BMECTE.

B3sB oanH KoHeL, HATK Stratafix Spiral PDO, Hy>XHO NpomnycTWTb, N0 MEHbLUE Mepe, ABa CTSKKa
TKaHW. 3aTeM TO e NMOBTOPSAOT C Apyroro koHua HutK Stratafix Spiral PDO. Mocne 3aBepLueHus,
M0 MeHbLUEA Mepe, YeTbIPeX CTEXKOB, WM NPOAEBAHWNIA, Yepe3 TKaHb, Kaxaas U3 HUTE MOXeT
ObITb 3aXBaYeHa, M TKaHW CABUratOTCS [0 XKeNaemMoro HaTsKeHus.

CTSDKKW, WM NPOAEBaHNA Yepe3 TKaHb, MOryT ObITb cAenaHbl ANS CLUMBAHWUA KpaeB paHbl.
HeobxoamMmo cob6noats OCTOPOXHOCTL MPY MCNOob30BaHUM HUTK Stratafix Spiral PDO Tonbko
Ha cermeHTax ¢ 3ybuamu. He nbiTaiTecb COeAUHUTL Kpast paHbl C MOMOLLBH0 CermMeHToB 6e3
3y6L0B, TaK Kak 3y6Lbl HEOOXOAUMbI A1 YCNEWHOro COeAMHEHNS KpaeB paHbl C MOMOLLbO
HuTK Stratafix Spiral PDO.

Ona Hutn Stratafix Spiral PDO ¢ npAMbIMK UriaMn MOXXHO Pas3BepTbiBaTb HUTb NOA NPAMbIM
YINIOM K paHe. HaunHasa ¢ 04HOro Kpas paHbl, pa3BepTbiBatoT UMy Knta nog npsmMbiMU yrnamm K
paHe BAOMb MN/IOCKOCTU LIENIEBOA TKaHW, W WINy MNPOAEBAOT CKBO3b TKaHb [0 BK/IHOYEHWS
XKenaemoro Konmyectsa TKaHuW, 3aTeM Uria MOXKET BbITW B XXeflaeMoOM MecTe, YAaSleHHOM OT
Kpasi paHbl.
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nepexogHas 3oHa HutK Stratafix Spiral PDO pgomkHa HaxogutbCa MNPUMMEPHO nocpeamHe
OTKPbLITOW paHbl.

KoHupbl HuTK Stratafix Spiral PDO, rge OHM BbIXOAAT YAANIEHHO OT KpaeB paHbl, Ternepb MOXHO
3axBaTnTb W CTAHYTb BMeECTE /11 0ONeryeHus CTArMBaHWUS MATKMX TKaHel KpaeB paHbl [0
XKENaemoro HaTsXKeHus.

Yrobel ypammutb BCO HWUTL Stratafix Spiral PDO, cocTosiwyt0 ©3 ABYX OKpalleHHbIX PDO:
paspe3atoT HWUTL Stratafix Spiral PDO no ueHTpasibHOM IMHUK MeXAYy MNPOTUBOMO/OXKHbLIMM
CerMeHTamu ¢ 3y6Lamu, a 3aTeM TAHYT Aa/lbHUE KOHLLbI, YTOObI U3BNEYb HUTD.

CTEPUJTBHOCTb

Hutb Sratafix Spiral PDO cTtepunmMsoBaHa 3TUMNEHOKCMAOM. He npou3BoauTe MNOBTOPHYHO
cTepunusaumio. He ucnonb3yiite, ecim yrnakoBKa BCKpbITa WM MoBpexaeHa. BblbpacbiBaiite
pacrnakoBaHHbI HEeMCnonb30BaHHbIN LWOBHLIN MaTtepuas. He vcnosnb3yiite nocne UctevyeHus
CpoKa rogHoCTW.

®OPMA TOCTABKN

Hute Sratafix Spiral PDO nocTaBnsieTcsi CTEPWbHON, OKpalleHHbIM B (hMONETOBbLIN LBET,
pas3/IMYHOM A/IMHbI U pa3NYHOro anametpa. Kpome toro, HUTh Sratafix Spiral PDO nmeet mrnbl
pa3/IMYHbIX pPasMepoB.

FAPAHTUIHBIE OBA3ATE/TbCTBA

KomnaHua Angiotech Puerto Rico, Inc. (AHrnotex [yspto Puko, VHK.) npuHMMaeT Ha cebs
rapaHTuiiHoe 06A3aTeNnbCTBO Nepes, KOHEYHbIM NoNb30BaTeNleM B OTHOLIEHUW MeAMUMHCKOro
n3genua Mo  OTCYTCTBMIO [e(eKTOB W COOTBETCTBMS  3asB/IEHHbIM  MPOU3BOAUTENIEM
XapaKTepucTukaM B TEYEHMe BCEro Cpoka rOAHOCTM M3Aenus, npu COGMAEHNUN  YCIOBUI
XpaHeHWs, TpaHCNOPTUPOBAHUSA U LLENIOCTHOCTU YMAKOBKM.

YTUIN3AUNA
3penua yTmnnsmpyotca nedebHbIM yupexxaeHmeM B COOTBETCTBUM C TpeboBaHusMu CaHluH
4 2.1.7.2790-10  «CaHuTapHoO-anuaemMuonormyeckme  TpeboBa-HMA K obpaleHno ¢

MeAMLMHCKUMIN OoTXodamu». W3genva nocne MNpPUMEHEHWS M0 Ha3HAYeHWH OTHOCATCA K
NoTeHUManbHO MHMMLMPOBAHHBLIM OTXO4aM M YTU-IM3NPYIOTCA Kak oTxoAbl Knacca b. 3genns
C WUCTEKWMM CPOKOM XpaHEHMSi U MO-BPEXAEHHOM YMakKoOBKOW OTHOCATCA K MEAULMHCKAM
oTxofam Knacca A. Cpok rogHoctu - 5 fer.

MPOV3BOAUTESTb

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

MNPEOAABUTESTb HA TEPPUTOPUA POCCUIACKOI ®EOEPALINN
00O «/[I>KOHCOH & [1XXOHCOH»

121614, r. Mocksa, yn. Kpbinarckas g. 17 K. 2

TeneoH: 8 (495) 580 77 77, dhakc: 8 (495) 580 78 78
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cumBonsbl, NCMOJIb3YEMBIE HA MAPKPOBKE

REF Koa n3genwvs
[1ot] Kopg, maptum
npou3BoaunTesb

cnonb3oBatb A0

. CTepl/IfII/BOBaHO 3TUNIEHOKCMAOM
|sterileleo

Mapknpoeka CE  BKIOYas  UAEHTUPUKALWMOHHBIN
c ¢ 0120 HoMep SGS (YNno/MHOMOYEHHbI opraH) [MpoaykT

COOTBETCTBYET OCHOBHbIM TpeboBaHMSAM [MPEKTVBbLI

EBponeiicknx MeguumHckux 3penunin 93/42/EEC

TonbKo ANs KBAIM(MLIMPOBAHHBIX CMELMaNNCTOB

I"only
He MCNo/b30BaTb NMOBTOPHO
He cTepunun3osatb NOBTOPHO
|*so»cC TemnepatypHbIii Anana3oH XxpaHeHUs
1 TemnepatypHbIil frana3oH TpaHCMopTMPOBaHNA
-50°C
BHumaHne, o6patutecb K CONpPOoBOAUTENBbHbIM
D d [OKYMeHTaM
§ He ncnonb3oBarb, ecnv ynakoBka rnospexieHa
KOMIT/IEKT MNMOCTABKWU

B KOMMNEKT NOCTaBKN BXOAMT:
Hutb xupyprudeckas c wuriod pnis 6e3y3noBoit ¢wmkcaumm TkaHein Stratafix Spiral PDO
(Polydioxanone) - 12 wr. B rpynnoBOi YynakoBKe (KaXaas HWUTb B  WH-AVBUAYaIbHOM
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TEXHWYECKME XAPAKTEPUCTUKI

HanmeHoBaHue
CTpyKTypa LIOBHOrO MaTtepuana
LiBeT WOBHOro matepuania
Hannune nokpbITns

CooTHoLLeHMeE:
Metpuyeckunin paamep (USP) -
dnametp

Pa3pblBHast Harpyska B NPOCTOM Y3/ie, He
MeHee

(019 yKa3aHHOrO 3HAYEHUS HUTW)

[nvHa yyacTka maTtepuana c lwunamm

HomunHanbHasa AnvHa WOBHOIo MaTtepunana

MPOYHOCTL Ha KPEN/IEHNE LLIOBHOTO
maTepuana B aTpaBMaTU4ecKoli urne, He
MeHee ([1151 YKa3aHHOr0 3HaueHUs HITH)

PaccTosHve mexxay Lmnamm
[nvHa wuna
BbicoTa wmna

Yron oTK/IOHEHUS Wwuna
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3HaueHve
MOHOHUTb
(hronetoBbIN LBeT
MOKpPbITUE OTCYTCTBYET
M1(5/0) - 0,100-0,149 mm
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
M 4(1)-0,400-0,449 mm
M1(5/0)-2,5H
M1.5(4/0)-6,8 H
M2(3/0)-9,5 H
M3(2/0) - 21,0H
M3.5(0)-26,8H
M4(1)-39,0H
7x7 cm; 10 X 10 cm; 14 x 14 cm; 24 x 24 o,
30 X 30 cm; 36 X 36 c™m
[ONyCTMOE OTK/IOHEHUE +2%
7 X 7CM- HOM. AfivHa 21.2 cw;
10 x 10- Hom. anvHa 22.8 cw;
14 x 14 cm - HOM. anvHa 35.2 o,
24 x 24 cM - HOM. gninHa 55.2 cwm;
30 x 30 cm - HOM. AnnHa 67.2 cwm,
36 x 36 cM - HOM. AnnHa 79.2 cwm,
[0MnycTMMOe OTK/I0HeHne +2%

M1(5/0)-1,7 H
M1.5(4/0)-2,3 H
M2(3/0)-4,5 H
M3(2/0)-9,0H
M3.5(0)-11,0 H
M4(1)-15,0H
o1 0,61 o 0,95 mm
o1 0.34 oo 0.58 mm
0,082(x0,031) mm
15°(£5”)



HanmeHoBaHue 3HayeHune

™n vrnbl: CTX, CT-3, SH, MH, CT-1, MO-4 -
N30rHYTble Ha 1/2 OKPY>XHOCTM
™n urnbl: 0S-8, FS, CP-2, 0S-6, FS-2, TAMNEPKAT V-
4, TANEPKAT V-26, PS-2 npaiim - 130rHyTble Ha 3/8
OKPY>KHOCTU

dopma NonepeyHoro ceyeHuss OCTpua UMbl ™n urnel: CTX, CT-3, SH, MH, CT-1, MO-4 -c
< KPYr/bIM NonepeyHbIM CeYeHNEM

™n urnbl: 0S-8, FS, CP-2, 0OS-6, FS-2, TAMNEPKAT V-
4, TAMEPKAT V-26, PS-2 npaiim - C TpEXrpaHHbIM
ocTpuem

HV 4900-6475 H/mwm*

CreneHb nsrnba urbl

TBepaocTb Urnbl N0 Bukkepcy

YCTOMYMBOCTb UMbl K KOppo3nn KOppO3I/IOHOCTOI7IKVIe

M1(5/0)-0,35 mm
M1.5(4/0)-0,40mMm
M2(3/0)-0,50mm
M3(2/0)-0,50mm
M3.5(0)-0,60mm
M4(1)-0,70mMm

M1(5/0)-0,60 mm
M1.5(4/0)-0,60mm
M2(3/0)-0,40mm
M3(2/0)-0,40mm
M3.5(0)-0,30mm
M4(1)-0,30 mm

[nameTp Urnbl B 30He KpenneHus

YnpyrocTtb Wb

Mpn NPUNOXEHUU UCNbITATENLHOTO YCUNA
B 5H, octarouHas aetopmauusi, He 6onee

MoBEPXHOCTb UMb 6nectsas, 6e3 TPeLH, PakoBUH, BMSATUH,

LapanuH 1 3ayceHLeB

MapameTpbl LWepoxoBaToCT NOBEPXHOCTEN
urn, He 6onee

Ha CcTep>kHe 1 ocTpue - Ra 0,32 MKM;
B 30HE KPEN/IEHUS LLIOBHOWN HUTY -

Rz 20 MKwm
Paguyc nputynieHnst paboyen Yactu, He
anul y p y p 0103 MM
6onee
OcTpoTa KOMoLL,Eein YacTu Urnbl, He 6onee 0,025 mm

WnprHa pexxyLmx pebep urn c
TPexrpaHHbIM OCTpUeM, He bonee

Pafuyc KpMBM3HbI U30MHYThIX U
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Ha AIMHe oT 2 0 5 AnaMeTpoB XBOCTOBMKa - 0,025

MM

CTX- 48 mm
CT-3- 22 Mm
SH - 26 mm
MH - 36 Mm
CT-1- 36 Mm



HavmeHoBaHue

HavmeHoBaHue

MONHbIA YCTAHOB/IEHHBIN Pecypc A0MKeH
ObITb HE MeHee

MONHbIN cpeaHuin pecypc A0MKEH ObITb He
MeHee

MeTop, ctepununsauum

Marepuasbl, 13 KOTOPbIX U3rOTOB/IEHO U3AENVE:

Hutb - MNonmanokcaHoH
Wrna - Hepxasetowlas ctasib

MepeBog, BbIMOMHEH MEPEBOAYMKOM i

Kvnunoronii CReTRAHOI MeOHUA0BHON. *
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3HayeHve
MO-4 - 36 mm
0S-8 - 40 mm
FS- 26 Mm
CP-2- 26 Mm
0S-6 - 36 Mm
FS-2-19 mm
TAMEPKAT V-4-17MM
TATMEPKAT V-26-26 MM
PS-2 npaiim -19 MM
[0nyCTMMOe OTK/IOHEHME - +1 MM

3HaueHue

25 NpoKonos

50 npokonos

CTEPUNM3ALINSA STUNEHOKCUAOM

noanncob



["opon Mocksa.
[Baauarb BTOPOro UOHA ABe TbICAYM LIeCTHAALATOro roja.

A, MapTbiHOBa HaTtanusa AHApeeBHa, BPEMEHHO WCMOMHSAIOWAS 00S3aHHOCTU HOTapuyca
ropoga Mocksbl, AkumoBa [nieba BopucoBuya, CBUAETENbCTBYHO MOA/MHHOCTL MOAMNMCH,
caenaHHoin nepesogunkoMm Kypunosoit CseTnaHoW JIeOHWAOBHOW B MOEM MPUCYTCTBUW.
JINYHOCTL eé yCcTaHOB/EHA.

3aperncTpupoBaHo B peectpe 3a Ne f -
B3bickaHo no Tapudyy: 100 py6neii
BPWO Hortapuyca:

'HTAPTT -,
1J J

24

Fep6oBasi nevarb
HoTapuyca r.~CCKBbI

AknmoBa [.b.

Bcero npoLwHypoBaHo, NpoHyMepoBaHO
; CKPEn/eHo neyarbto nucta (oB)
BPWO Hotapuy ca:

[opog Mocksa, ropa.

A MapThiHoej Hatanus AHgpeeBHa, BPEMEHHO MCMOMHAMOLLAS
006513aHHOCTW HoTapuyca ropogda Mockebl Akvviosa [eCa bopricoBuya,
CEVIETEALCTBYIO BEPHOCTL KOV KOMUW C MOA/IMHHUKOM [OKyMeHTa, B
nocnefHeM NOAYMCTOK, MPUMUCOK, 3a4EPKHYTLIX C/I0E U UHbIX
HEOroeopaHHbIX VCrpaB/eHWA W KakvX-bo OCOBEHHOCTEV HeT.

MHOIO, /nLly, oBpaTueLLieMyCii 3a COBOPLLEHVBM HOTapuasibHOro
[eViCTBUA, PasbACHEHO, YTO MPU CBIABTE/LCTBOBA:MA BEPHOLLY KONV
HOKYMEHTa He TIOTBEMKIIAETCA 38KOHHOCTL COMEPMAHIS JIOKYMeHTa 1
COOTBETCTBYE VB/TDKEHHbb> B HEM(AKTOB [ElCTBITENLHOCTM.

3aperncTpmpoBaHo B peecTpe 3a M«
B3bickaHo Mo Tapudy.

BPVO HoTapuyca
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KOMum4A

APOSTILLE
(Convention de La Haye dii 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

bears the seal/stamp aNTHIA KELSEY, notary PUBUC, berks county, commonwealth of PENNSYLVANIA

Certified
at Harrisburg, Pennsylvania 6. The 1st day ofJune, 2016
by Pedro A. Cortes, Secretary of the Commonwealth of Pennsylvania
No: 201614706
Seal/Stamp KAAn N 10. Signature
(n -

Pedro A. Cortes

This Apostille only certifles 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 A n g iote Ch

www.anQiotech.com
rt-defining wur xS\

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.

VAtvivi-
Susan Hauck, Documentation Services
Manager

Surgical Specialties Corporation

Sworn to and subscribed before me this day of May 2016

Cynthia

Notary Public
COMMONWEALTH OF PENNSYLVANIA
Notarial Seal
Cynthia Kelsey, Notary Public
Exeter Twp., Berks County
My Commission Expires Aug. 7, 2017
MEMBER, PENNSYLVANIA ASSOCIATION OF NOTARIES
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Instruction for Use
Stratafix Spiral PDO (Polydioxanone) Knotless Tissue Closure Device
(Unidirectional)

Stratafix Spiral PDO (Polydioxanone) 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.

The Stratafix Spiral PDO sutures are made from dyed (violet) polyester, poly(p-
dioxanone). The pigment for the dye is D&C Violet No. 2. It is stated that
polydioxanone has been found to be nonantigenic, nonprogenic and elicits only
slight tissue reaction during absorption.

While the formation of bards in the Stratafix Spiral PDO 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 PDO can be compared to USP knot strength of non
- barded sutures. Additionally, USP designations for diameter are used to describe
the Stratafix Spiral PDO prior to barding, except for minor variation in suture

diameter with a maximum overage of 0.1 mm.

AaiONS
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 PDO formula allows for minimization of variability of these
parameters and wound support during the critical wound healing period and further
prolonged healing period.

Findings of studies related to implantation in animals with use of the Stratafix
Spiral PDO sutures demonstrate that sutures of a size 3-0 or greater retain over 80%

of their original strength after two weeks and four weeks post implantation.
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After six weeks following the implantation, sutures retain nearly 40-70% of
their tensile strength. The sutures of 4-0 size retain nearly 67% of their tensile
strength after two weeks and nearly 50% after four weeks, and nearly 37% after a six
week period.

Findings of tests with implantation show that the Stratafix Spiral PDO suture
polymer subsequent resorption is minimal for up to approximately 120 days, and is
essentially complete within 180 days (six months).

APPLICATIONS.

This medical product is applied only for therapeutic and diagnostic purposes.

PRESCRIPTION

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

INDICATIONS

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

CONTRAINDICATIONS

Stratafix Spiral PDO is not to be used where prolonged (beyond six weeks)
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 PDO and associated
surgical needles.

The loop of the STRATAFIX™ Spiral PDO Device 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
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or fragile tissue that cannot withstand potential further tightening/constriction
within the loop.

Doctor should be familiar with surgical procedure and techniques involving
absorbable suture before employing Stratafix Spiral PDO 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.

The safety and effectiveness of Stratafix Spiral PDO has not been established
for use in fascial closures (including abdominal wall, thoracic and extremity fascial
closures), gastrointestinal anastomoses, cardiovascular tissues, 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 PDO 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 PDO 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
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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,
both sides of the Stratafix Spiral PDO 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
placement of the barbed segment an additional backstitch or bite of tissue lateral to
the end to the incision is required to lock Stratafix Spiral PDO device in place.

Avoid contacting the Stratafix Spiral PDO 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.

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 PDO.

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
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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
expansion, stretching or distention occur, failure to provide adequate wound
support in elderly, malnourished or debilitated patients, or in patients suffering from
conditions which may delay wound healing, infection, minimal acute Inflammatory
tissue reaction, localized irritation when skin sutures are left in place for greater than
7 days, suture extrusion and delayed absorption in tissue with poor blood supply,
calculus formation in urinary and biliary tracts when prolonged contact with salt
solutions occurs, 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.

Due to prolonged suture absorption, some irritation and bleeding may occur.

APPLICATION

Use the required per surgical procedure. Secure the non - barbed loop portion
to a robust tissue. Star by taking a bite of the designated anchoring tissue and then
pass the needle though the loop and pull in order to tighten loop around entrapped
tissue. Once the Stratafix Spiral PDO is anchored into the tissue, tale at least two
loose bites of this tissue to be approximated. Once at least two bites, or passes
through the tissue have been completed, the strand can then be grasped and the
tissue can be approximated to the desired tension. Bites, or passes through the
tissue, can be taken in a continuous suturing technique to approximate the wound.
Care should be taken to utilize the Stratafix Spiral PDO on the barbed segments only.
Do not attempt to approximate wound using the non - barbed segments, as the

barbs are required for successful wound approximation with the Stratafix Spiral PDO.

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



To remove the entire Stratafix Spiral PDO: Cut the Stratafix Spiral PDO at the
end anchored with the loop and pull the distal and to remove the device.

STERILITY

The Stratafix Spiral PDO 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 PDO is available sterile, dyed violet in various lengths and
with a USP diameter size 0 through 3-0 (metric size 3.5 through 2). Each Stratafix
Spiral PDQis 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. 2, Moscow, Russia
Phone: +7 (495) 588 77 77, Fax: +7 (495) 588 78 78.

SYMBOL USED FOR LABELING

REE Device Item Number
Lot Number
i J Manufacturer
Best before
d
bterile po Sterilized by ethylene oxide
The CE Label including the SGS (authorized body)
C C 0120 identification number, the Product complies with the
essential requirements of the European Directive
93/42/EEC on Medical Devices
Inronly Qualified persons only
(b Do not reuse product
Do not resterilize product
Ju.50%C Temperature Range for Storage
+5°C--~
|".so»cC Temperature Range for Transportation

-50°C

Ja

Attention, address shipping documents
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Supplied:
Stratafix Spiral PDO (Polydioxanone) Knotless Tissue Closure Device,
configurations - 12 wm. (each thread in an individual sterile packaging);
Unstruction for using - 1 pcs;

Secondary package - 1 pcs

REQUIREMENTS FOR MEDICAL DEVICE

HanmeHoBaHue 3Ha4yeHune
Suture Material Structure Monofilament
Suture Material Color Violet
Coating Uncoated
Suture Material Size MI(5/0)- 0,100-0,149 Mm
Metric Size (USP) M1.5(4/0) - 0,150-0,199 mm
Diameter M2(3/0) - 0,200-0,249 mm

M3(2/0) - 0,300-0,349 mm
M3.5(0)-0,350-0,399 mm
M 4(1)-0,400-0,449 mm
Simple Knot Breaking Strength, at M1.5(4/0)-6,8 H
least (thread for the specified value) 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
permissible variation £2%
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HanmeHoBaHNe

Nominal Length of Suture Material

Atraumatic Needle Suture Holding
Strength, at least

(thread for the specified value)

Distance between Barbs
Barb Length

Barb Height

Barb Angle

Needle Curvature

Needle Point Sectional Shape

Needle Hardness
Needle Corrosion Resistance

Needle Attachment Segment
Diameter
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3HauyeHune

20 Cm- nom. length 44.7 cm,
30 cm- nom. length 54.7 cm;
45 ¢cm- nom. length 69.7 cm;

permissible variation +2%

MI(5/0)-1,7 H
M1.5(4/0)-2,3 H
M2(3/0)-4,5 H
M3(2/0)-9,0 H
M3.5(0)-11,0 H
M4(1)-15,0H
0.61 or 0.95 mm
0.34 or 0.58 mm
0.082(x0.031) mm
15°(£5°)
Needle Type: CTX, CT-3, SH, MH, CT-1, MO-

4 - 1/2 curved needle

Needle Type: 0S-8, FS, CP-2, OS-6, FS-2,
TAPERCUTV-4, TAPERCUTV-26, PS-2 prime
- 3/8 curved needle

Needle Type: CTX, CT-3, SH, MH, CT-1, MO-
4 - round cross-section

Needle Type: 0S-8, FS, CP-2, OS-6, FS-2,
TAPERCUTV-4,TAPERCUTV-26, PS-2 prime
- triangular cross-section

HV 4900-6475 N/mm*
corrosion resistant

MI1(5/0)-0.35 mm
M1.5(4/0)-0.40 mm
M2(3/0)-0.50 mm



HanmeHoBaHue

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

Curved Needle Curvature Radius
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3HayeHve
M3(2/0)-0.50 mm
M3.5(0)-0.60 mm
M4(1)-0.70 mm

MI1(5/0)-0.60 mm
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
CTX-48 mm
CT-3- 22 mm
SH- 26 mm
MH- 36 mm
CT-1- 36 mm
MO-4 - 36 mm
0S-8-40 mm
FS- 26 mm
CP-2- 26 mm
0S-6 - 36 mm



HanmeHoBaHMe

Complete rated life should be at least

Complete average life should be at
least

Sterilization Method

Curved Needle Curvature Radius

3HauyeHune
FS-2-19 mm
TAPERCUTV-4-17 mm
TAPERCUT V-26-26 mm
PS-2 prime- 19 mm
permissible variation +1%
25 passes

50 passes

sterilized by ethylene oxide

CTX-48 mm
CT-3- 22 mm
SH- 26 mm
MH - 36 mm
CT-1- 36 mm
MO-4- 36 mm
0S-8-40 mm
FS- 26 mm
CP-2- 26 mm
0S-6 - 36 mm
FS-2-19 mm
TAPERCUTV-4-17 mm
TAPERCUT V-26-26 mm
PS-2 prime- 19 mm
permissible variation LM

The materials of which the product is made:

Thread - polydioxanone

Needle - Stainless Steel
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MepeBoL C aHIIMINCKOTO A3bIKa Ha PYCCKUI A3bIK

AIMNOCTW/Ib
(ochopmneH B COOTBETCTBUM C peLLeHnaMmn Maarckoli KoHBeHLum
OT 5 oKTA6pst 1961 roaa)

1 CrpaHa: CoefiHEHHbIe LLTaTbl AMeprKm
[JaHHbIA rocyaapCTBEHHbIA JOKYMEHT
2. nognucaH CUHTUA KEJICA
3 BbICTYMatoLLeil B kayecTBe ["OCyapCTBEHHOro HoTapuyca
4. rep6osas nevats/wtamn CUHTWN KENCW, TOCYOAPCT BEHHOIO HOTAPUNYCA, OKPYT
BEPKC, LUTAT NMEHCWUJIbBAHWA

YOCTOBEPEHO

B Mappcunbepr, MeHcnnbBaHMS,

01 voHa 2016 ropa,

Megpo A. Koptec, CekpeTapem LuTtaTa lNeHcunbBaHNA

perncTpauuoHHblin Ne 201614706

Mevats/wramn: NMEYATb OPNCA CEKPETAPA LUTATA * NMEHCU/IbBAHNA

10  Moanwuck:/nognuce/

© 00 N o o

MNegpo A. Koptec

HacTosLwii anocTunb yA0CTOBEPSIET TONMbKO MOAMHHOCTb MOAMUCK 1 NMOIHOMOYMSA NnLa,
MOANMCaBLLEro AOKYMEHT, W, €C/IN 3TO HEOOXOAMMO, NOAMHHOCTb MeYaT UK LUTaMna Ha
[OKYMEHTE.

HacTosALMIA anoCTUNb He Y0CTOBEPSIET COMIEPXKaHMe AOKYMEHTa, K KOTOPOMY Npu/iaraeTcs

HacToswmin anoctunb HeAenucTBUTENeH [ANA WUCNOMb30BaHUA Ha Tepputopun CoefUHEHHbIX
LLITaToB AMEPUKN 1 ee BNafeHWiA
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/Ha 0."iaiiKC KoMnaHHH X Hure,
1'oya459 Kwm 0.6. MoHTaHbsa MpoMbILLIeHHbIV Napk,
Alnanunbs, 11y3pto Puko 00603, CLLIA
787-6.18-1800 * 800-523-3332 * dakc: 787-658-1070
wywiM/surgicjlsxx'claMijcsj, MM

3AABJIEHVE O TOYHOC'1'M N BEPHOC U1

Mo mecTy TpeboBaHMS:

Kak npegctaButesb KomnaHum AHrumotex [yapTo-Puko, WHK., 3apermcTpupoBaHHbIA OgnC
KOTOpOi HaxoguTcs no agpecy Pa 459 Km 0,6, MoHTaHbs MpoMbIlwneluHsin napk, Aryagunbs,
PR 00603, CLUA, HacToAWMM MOATBEPXAAlD, UTO MpunaraeMblii  [OKYMEHI SB/SETCH,
HacKO/IbKO MHE M3BECTHO, BEPHBLIM U TOYHbIM.

/noanuce/

Cto3zaH Xok, Cny>k6a foKyMeHTauun
MeHemkep

Kopnopauysi Xvpyprmyeckunx crneumanbHOCTeiR

Meuatb: CUHTUA KENCW, LTAT TMEHCUIbBAHVA * TOCYIAPCTBEHHbIV
HOTAPNYC

MoanucaHo v NpnBeaeHo K Npucare B Moem npucyTcTsumn 12 maa 2016 r.

/noanuce/
CuHTMA Kencu
"ocyfapCTBEHHbIN HOTapUyc

LWramn: W TAT NMEHCWJ/IbBAHUA
NeyaTb HOTapuyca
CuHTtus Kencu, MocyaapCTBEHHBIA HOTapuyc
Jk3eTep TBn,, OKpyr bepkc
CpoK .Moeli NnLEeH3Mn ucTekaeT 7 asrycra 2017 T.
UneH Accoumalmm HoTapuycos [eHcunbBaHnn
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NHCTPYKUWA NO NPUMEHEHUIO

HWTb xnpypruyeckas ¢ urno ans 6e3y3noBoi mkcaumm TKaHew
Sratafix Spiral PDO (Polydioxanone)
(OgHoHanpasneHHasn)

Hutb Xupypruyeckass ¢ urnoin pgns 6esy3noBol  (wmkcaumm TkaHel Sratafix Spiral PDO
(Polydioxanone) (ganee - HWTb) COCTOMT M3 LIOBHOINO Marepuasna C LIMnamu, WUMeRLero
XUPYPrUYECKYt0 Urny Ha OAHOM KOHLUE M NeT/II0 Ha MPOTUBOMOMIOXKHOM KOHUe. Hutb Sratafix
Spiral PDO ukcupyeTcs npyv MOMOLM 3aMKHYTOM NETIM Ha OA4HOM KOHLE M yyacTka C
OAHOHarnpaB/ieHHbIMM  lWUKMNaMXU  Ha  APYromMm KoHue. Lunbl HuTK  Sratafix Spiral PDO
pacrnofioXeHbl B OAHOM HanpaBleHun [Ans  obecnevyeHns COoegMHEHUs TKaHeld  6e3
Heo6X04MMOCTM UCNOMb30BaHUSA XMPYPruYecKmX y3nos.

Hutb Sratafix Spiral PDO BbINOMHEHO M3 OKpalLeHHOro (hronetoBblid) nonmapupa nonu-n-
[AVOKCaHOHa. OH MMeeT aMMUPUYECKYt0 MOSIEKYNAPHYO opmyny (CAHEO3)X. s okpalumMBaHus
B (DMONETOBbLIA UBET ucnonb3yetca Kpacutens D&C Violet Ne 2. YcTaHOBMEHO, uTO
NOSIMAMOKCAHOH JINLIEH aHTUTEHHbIX W MUPOreHHbIX CBOWCTB M B MPOLECCe paccacbiBaHWs
BbI3bIBAET /INLLb JIETKYHO TKAHEBYIO peakuuio.

Torga Kak Hannuve wmnos B HUTAX Sratafix Spiral PDO ymeHbLIaeT NpoYHOCTb Ha paspbiB B
CpaBHeHWM C LIOBHbIM MaTtepunasioMm 6e3 LIMNOB aHa/lorMyHOro pasmMepa, UCrnosib30BaHue Y3/10B
MPU Ha/IOKEHUWN LLOBHOTO Matepuasia 6e3 LMNOB TakkKe YMeHbLUaeT ero (akTu4eckyto
MPOYHOCTb. B cBA3M C 3TMM npouvHoCTb HuTel Sratafix Spiral PDO MOXHO cornocTaBuTb C
MPOYHOCTLIO Y3/10B LWOBHOrO Martepuana 6e3 wwunos no ®apmakonee CLUA. Kpome Toro, B
onucaHun Huteir Sratafix Spiral PDO [0 NOSBAEHUS LUKMMOB UCMOMb3YOTCA 0603HAYEHUS
Avametpa no ®apmakonee CLUA, 3a MWCKIOYEHMEM HE3HAUMTENIbHOTO OTK/IOHEHWUA MO
[AvamMeTpy LWOBHOro Marepuana ¢ npesbileHneM He 6osee Yyem Ha 0,1 Mm.

JIEVaBUE

APheKTMBHOCTL paccacbiBaloLLEerocs LOBHOrO Marepuana in vivo Xapaktepusyetcs OBYMA
BaXKHbIMW MapamMeTpamu: CNOCOBHOCTbI0 K COXPaHEeHMIO MPOYHOCTM Ha paspbiB U CKOPOCTbIO
paccacbiBaHNA (MHTEHCUMBHOCTbIO MoTepu Mmaccbl). Popmyna Huteld Sratafix Spiral PDO
npefycMaTtpuBaeTt CBefleHVe K MUHUMYMY M3MEHUYMBOCTM 3TUX MapameTpoB U obecreyeHue
NOALEPXKKM paHbl B TEYEHME KPUTUYECKOTrOo Mepuroda 3aXMBMEHWUA paHbl U [aslbHEerLWero
NPOAO/IHKUTENBHOTO NEPUOAA 3aXKUBNEHNS.

PesynbTatbl UCCNef0BaHW MO MMMNIAHTaUMU XXUBOTHLIM C UCMONb30BaHWEM HuTein Sratafix
Spiral PDO nokasblBatoT, 4to ana pasmepa 3-0 n 6onee okono 80 % nepBOHAYa/IbHOWA
MPOYHOCTM COXPAHAOTCA MO MPOLUECTBUM ABYX HeAeNb U YeTbipex Hefe b Nnocse UMNIaHTauum.

[lo npowecTBMM LWECTU Hedenb TMocne WMNAaHTaunm coxpaHsawTtea okono 40-70 %
nepBOHaYasibHON NpoyHoCTM. Ona pasmepa 4-0 0kosio 67 % MepBOHAYasIbHOW MPOYHOCTU Ha
paspbiB COXPaHAOTCA MO MPOLUECTBUM ABYX Hefesb, 0K0Mo 50 % — Mo NPOLUECTBUMU YETbIPEX
Heaeb M OKoo 37 %- Mo NPOLLECTBUAN LLECTU HEOEb.
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[laHHble, NOMy4YeHHble B XO4e WCCMedOBaHW C  WUMMNaHTauMen, MnokasbiBaloT, 4TO
paccacbiBaHne Hutein Sratafix Spiral PDO sBnsieTcd MUHMMabHbIM NpU6aM3nTeNnbHO Ao 120
[He 1 NpakTMYecKM MOSHOe paccacbiBaHWe MPOUCXOAMT B TeyeHue 180 [AHeld (LecTu
MEeCALEB).

YCnoBudA NPUMEHEHA

[laHHOe MeaMUMHCKOe u3aenne MNpUMEHSIETCS TOMbKO B YCMOBUSX NleYeBHbIX U neyebHo-
NPOMUIAKTUYECKNX MEANLIMHCKMX YUPEXAEHWIA.

HA3SHAYEHVE
MpefHa3HaveHa Ana coeAMHEHNs (CLUMBKM) MATKMX TKaHEei.
MNMOKA3AHA

Hutn Sratafix Spiral PDO nokasaHbl K MNPUMEHEHUIO MPU COEAMHEHUM MSTKUX TKaHel, Koraa
YMECTHO MCMO/b30BaHKe paccacbiBatoLLEerocs LLOBHOIO marepuana.

MPOTVBOIOKA3AHNA

Hutn Sratafix Spiral PDO He crnefyeT NpUMeEHATb TaMm, rae Tpebyetca AnmTenbHoe (CBbllle
WeCTU HefeNb) COeAVMHEHME TKaHel Nof Harpy3koil, a Takke COBMECTHO C MPOTE3HbIMM
ycTponcTBAMM WM ANA  UX  (Ukcaummn  (HanpumMep, C  CepAevHbIMU  KnanaHamn 1
CMHTETUYECKMMM TPaHCNIaHTatamm), KoTopble caMmun no cebe ABNAKOTCSA HepaccachiBAOLLMMUCS.

MPELYTPEXKAEHIS

He  npou3soauTe  MOBTOPHYHD  CTepUAN3aLmIo. BblbpacbiBaitiTe  pacrakoBaHHble
Heuncnosib3oBaHHble HUTK Sratafix Spiral PDO 1 ux Xupypruyeckme uribl.

PasgepTbiBaHve netiv HUTM STRATAFIX Spiral PDO ans clumBaHus paHbl AO/DKEH OCYLLECTBATb
NepPCoHas1, 3HaKOMbI C XUPYPruYecKUMU npoueaypamMu, TeXHUKaMu 1 TKaHsMU. Bpaun Takoke
[JO/MKHbI  NPUHMMAaTL BO BHMMaHWe KOMMYECTBO W KA4ecTBO TKaHeil, B KOTOPbIX Oyaer
3akpensieHa netns. icnonb3oBaHWe 3TOTO LWOBHOTO Martepuana MOXeT OblTb HENMPUMEHUMO K
CWU/IbHO BAaCKYNSIPU3NPOBAHHOW TKaHW WM TOHKOW TKaHW, KOTOpas He MOXET MpOTUBOCTOATb
NOTEHUMANIbHOMY CXXaTuO/CTECHEHUIO NET/EN.

Bpay [oO/mKeH OblTb 3HAKOM C XMPYPrMYeckKumy npouenypamm N TEXHUKON NpPUMEHEHUS
paccacbIBatoLLErocsi LWOBHOrO Martepuana nepef ucnonb3oBaHMem Hutein Sratafix Spiral PDO
ONA yLMBAHNA paH, TaK KakK PUCK PacXoXXAeHUsi KpaeB paHbl 3aBUCUT OT MecTa NMPUMEHEHNA 1
TMMa UCNONb3YEMOrO LUOBHOIO Marepuana. lNpy BblIbOpe LOBHOrO Matepvana 4/s nauyeHta
Bpay [IO/DKEH YUMUTLIBATH XapaKTEPUCTUKM MaTepuaa in vivo (cornacHo pasgeny «JEVACTBUE»),
JaHHbIA LWOBHLIA MaTepuas MOXEeT He NOAXOAUTb MOXW/IbIM, UCTOLEHHBIM U 0Cnab/eHHbIM
naupeHTam, a Takke nauueHtam ¢ 3aboseBaHuAMM, NPU KOTOPbIX HabnodaeTcs 3aMeIeHHoe
3aKMB/IEHME paH.

BesonacHocTb 1 apheKTMBHOCTL HUTEN Sratafix Spiral PDO npu ncnonb3oBaHUKM ANS yLUMBAHUSA
(hacumii (BKMOYas ylwmBaHue (acumii GPHOLWHON CTEHKW, TPYAHOM KNETKM M KOHEYHOCTEN), npu
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aHOCTO//TO3VPOBaHUM  OPraHoB  XKeNy[O4YHO-KWLLEYHOro Tpakra, Mnpv  UCNOMb30BaHUN  C
CepaeYHO-CoCyanCTON TKaHbi, HEPBHOWM TKaHb, KOCTHOM TKaHb, CYXOXW/bHOW TKaHbl, a
TaKXKe B [Ma3HOW XUPYPruMm 1N MUKPOXMPYPrMM He YCTAHOBNEHbI, MO3TOMY 3TO M3Aenne He
cneayet Ucnonb3oBaTb B TaKMX LENsX.

[NVTeNbHbIA KOHTaKT LWOBHOTO MaTtepuana, Kak 1 niboro MHOPOAHOro Tena, ¢ pactBopamm
CO/MEN, Hanpumep MPUCYTCTBYIOL,MX B MOYE- W XKENUYEeBbIBOAALMX MYTAX, MOXET MPUBOAUTL K
obpa3oBaHM0 KaMHeil. Hutb Sratafix Spiral PDO, siBnsitoweecss paccacblBatOLMMCS LLOBHbIM
MartepvaioMm, MOXET BPEMEHHO BOCNPUMHUMATLCA OPraHM3MOM Kak WHopogHoe Teno. [Mpu
NeYeHnn 3arpsasHEHHbIX M UHUUMPOBaHHLIX paH credyeT NpuAEPXKMBaTbCA OB6LLENPUHATON
XUPYPruyeckomn npakTuku.

MoCKOMbKY [aHHbIA LUOBHLIA MaTepuan paccachlBaeTcsi, XMPypry Ccneayet paccMOTPETb
BO3MOXHOCTb MPUMEHEHUS HEPACCAChIBAIOLLETOCs LLIOBHOrO Matepuana npy YIUMBaHAN paH B
MecTax, Mo/JBEepratoLMXcs PaCLUMPEHNIO, HAMPSHPKEHUIO WM PACTSHXKEHUIO WM rae Tpebyetcs
[lONONHUTENbHAS NOAAEPXKKA.

| MEPbI NMPEAOaOPOXHOCTU

Hutb Sratafix Spiral PDO nmeeT neTiio Ha OAHOM KOHLE W Wunbl Ans ukcauum TKaHu U He
TpebyeT NCNONb30BaHNA Y3/10B 4J19 COeAMHEHWSI MPOTUBOMNO/OXKHBIX KpaeB paHbl. 3aBA3blBaHue
Y3/10B Ha y4aCTKe martepvana C LMnamu TOMbKO MOBPEAMT LUMMbl U CMOCOGHO CHWU3WUTL WX
a(pekTMBHOCTb. [N MpaBUIbLHOTO (PYyHKUMOHMpOBaHWA HuTK Sratafix Spiral PDO cHavana
[O/MKHO ObITb 3a()MKCMPOBAHO B TKAHU MyTeM pasMELLEHMs NEeTIN BOKPYr 340POBOM TKaHW,
nocne 4Yero Apyras 4acTb CUENISETCA C TKaHbt0 MNpy Mnomowmn wunos. Kpome Toro, no
3aBepLIEHNM MO3MLMOHMPOBAHUA YacTh C Lnnamn TpebyeTcst AONONHUTENbHBIA CTPOYEYHbIN
OB WM 3axBaT TKaHW nartepasibHO M0 OTHOLIEHWUIO K KOHLY paspe3a 418 (UKcaumuv HAUTK
Sratafix Spiral PDO B HY>XHOM MOJIOXEHWUN.

36eraitte koHTakTa HUTK Sratafix Spiral PDO v ero urn ¢ gpyrumm matepuanamun (Hanpumep,
XUPYPruyeckon mapnei, cangerkamym u T.M.) B 06/1aCT¥ OMEPaLMOHHOrO Mons, 4tobbl He
[ONYyCTUTb CUEeneHns ¢ wunamu. B cnyyae 3auennieHvs 3a LWuMbl OCTOPOXKHO MOTAHUTE
mMatepvas B NPOTMBOMOIOXKHOM WI/ie HanpasfeHnn AN ero OTUENIeHS.

CrneflyeT nNposiB/isiTb OCTOPOXXHOCTb BO M36eXxaHne noBpexaeHuin npu obpaweHun. 3beravite
cAaBnMBaHUA WM AedopmMauun  LWOBHOTO Martepuana XUpYpruyeckuMu UHCTPYMEHTaMu,
TaKUMW Kak urnogepxarenu u wmnupl. He Bbitarveaiite HuTh Sratafix Spiral PDO 13 ynakoBku
3a UrMbl, MOCKO/IbKY B pe3y/ibTate 3TOro LWMMbl MOTYT CUenuTLCA Apyr ¢ Apyrom. He nbitaitech
CTMpaTh «NamATb» MOMMepPa, NPOBOAA MabLaMu BAOMb LUOBHOTO Marepuana, MOCKO/bKY
3TVIM MOXKHO NOBPEAUTH LUKNbI.

VHekumn, aputemMa, peakuum Ha MHOPOLHOE Tefo, BPEMEHHbIE BOCNA/IUTE/IbHbIE PEaKLMN 1 B
PEAKMX CNydasX pacxoXAeHWe KpaeB paHbl ABNAKTCA TUMWYHBIMU WM NPeaBUAYMbIMA
puckamy npyv  NPUMEHeHUW 60ro LIOBHOrO Martepuana W, COOTBETCTBEHHO, SB/AKOTCA
BO3MOXHbIMY OCMIOXXHEHUAMU MPU UCMOo/b30BaHUK HuTel Sratafix Spiral PDO.
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Mpy NOAKOXHOM pasmMelleHnn Huted Sratafix Spiral PDO oHO AO/MKHO NOMELLATLCS KakK MOXKHO
rnyéxe Ana cBeAEHUSA K MUHUMYMY 3pUTEMbI M UHAYPaLMKN, KOTOpPble 0ObIYHO accoummpyroTCs
C NPOLLECCOM paccacbiBaHus.

Mpy  OpeHVMpoBaHMM U YLUMBAHWM  WHMUUMPOBAHHLIX paH cnedyer  NpUAepXMBaTbCs
OOLLENPUHATON XMPYPrUYECKO NPaKTUKW.

M3meHeHMe (OpMbl UMbl MOXET BbI3BaTb MOTEPK) MPOYHOCTM  WUIMMbl CO  CHVDKEHWEM
YCTOUMBOCTU K CTMGaHUIO 1 13710My. Bpay fo/mKeH NPosiBASTb OCTOPOXHOCTb MpK 06paLLieHnm
C  XMPYpPrMYecKMMM  uMrnamyM BO  U3BGeXaHue ClydaiiHbIX — YKONMOB.  BblGpacbiBaiite
CNOMb30BaHHbIE WUIMbl B CheuuasibHble eMKOCTM A1 OCTPbIX OTXOA0B, MNPeACTaBNSAOLX
6MOOTMYECKYH0 OMacHOCTb.

HEBJTAT OMNMPUATHBIE PEAKLINIA

He6GnaronpusTHble peakuun, CBSi3aHHble C WCMOMb30BAaHMEM [AHHOTO W3[enus, MoryT
BK/OYATb PACXOXIEHME KPaeB paHbl, HECNOCOOHOCTb O6GECcreyeHns COOTBETCTBYIOLLEN
(UKcaLMM MpU YLWIMBAHUM PaH B MeCTax, MOABEPratolMXCs PaCLUMPEHNI0, HAMNPSHKEHUIO WK

1 PACTSHKEHUIO, HECMOCOBHOCTb O6GECneyeHrst COOTBETCTBYHOLLEHA duKcaLMM paH Y MOXMWbIX,
UCTOLLEHHbIX X OCMABNEHHbIX MAaLWMEHTOB WM MNaLWEHTOB C 3a00/1eBaHMAMU, NPU KOTOPbIX
HabnlaaeTca  3aMef/IeHHOe  3aXWB/EHWE  paH, WHMEeKUUW, MUHUMaNbHble  OCTpble
BOCMa/IMTe/NbHble TKaHEBble peakUUn, MECTHOe pasfpakeHue npyY OCTaBMEHMM  LLIOBHOMO
matepuana Ha Koxe 6onee 7 [HEW, OTTOPXKEHME LLUOBHOTO Matepuana U 3afepxky
paccacbiBaHVSi B TKaHsX C M/IOXVMM KPOBOCHAGXEeHWEeM, 06pa3oBaHMe KaMmHeil B Moye- U
KENUEBbIBOAALLMX NYTAX NPU A/MTENLHOM KOHTAKTE C pacTBOpaMu COMEN, TaKUMU Kak Moua W
XENUb, aTAKXKE BPEMEHHbIE NTOKa/IbHbIE UH(EKLIMN B MECTE PaHbl.

Mepenom UMbl MOXET MPUBECTM K YBE/IMYEHUIO  MPOAO/DKUTENIbHOCTM  onepauun,
BO3HWKHOBEHNIO HE0OX0AMMOCTN AOMNOMHUTENbHLIX Onepaumii UM OCTaBNeHU MHOPOAHbIX
Ten. CnyyalHblii YKON 3arpsi3HEHHOW XMPYPrUYecKoW WINo MOXET MPUBECTU K Mepejadye
601e3HETBOPHbIX OPraHN3MOB Yepe3 KPOBb.

B cBA3M C ANMTENbHLIM NEPUOOM PaccacbiBaHUs LLIOBHOTO MaTtepuana BO3MOXHbl HEKOTOPOE
pasfpaxeHne 1 KPOBOTEUEHME.

MNMPUMEHERHVE

icnonb3yinte HWUTUM NpU  HEob6XOAMMOCTM B COOTBETCTBMM C XMPYPruYeckor onepaumei.
3aukcypyiite yacTb B BUAe NETIN 6e3 LUMMOB B 3[0POBOW TKaHW.

HauHute c 3axBara npefHasHayeHHOW ANA uKcaumn TKaHW, a 3aTem NpoBeauTe UMy yepes
NeT/Ii0 U NOTAHUTE AN 3aTArMBaHWUA NETIM BOKPYr 3axBa4yeHHON TKaHW. Mocne gmkcaumm HATU
Sratafix Spiral PDO B TkaHW cpgenaiite He MeHee ABYX CBOOOAHbIX 3aXBaTOB COEAMHAEMbIX
TKaHel. Mocne Kak MUHUMYM [BYX 3aXBaToB TKaHW (MPOXOL0B Yepe3 TKaHb) MOXHO B3SATbCS 3a
HUTb W BbINOMHUTL COEAMHEHME TKaHel C XefaemblM HaTsKeHreMm. MOXHO BbINOMHUTbL
3axgarbl TKaHU (NPoxoAbl Yepe3 TKaHb) C MCMOJ/Ib30BaHMEM TEXHWMKN HemnpepbIBHOMO LWBa /11
COEAMHEHNS  KpaeB  paHbl. HeobxoAMmMo  ObiTb  BHUMATENbHbIM K 06ecnevnTb
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HenocpeCTBEHHOE MCNO/b30BaHME TOMbKO Y4acTKOB C Lwmnamu Huteid Sratafix Spiral PDO. He
MbITANTECh BbINOMHATL COEAUHEHME KPaeB PaHbl, UCMOMb3yst y4yacTKM 6e3 LUMMOB, MOCKO/bKY
Ha/iMyve WMNoB HeobXoAMMO ANA YAAYHOTO COefMHEHUS KpaeB paHbl Mpy MOMOLUM HUTK
Sratafix Spiral PDO.

Mpn HeobxoaumocTy yaaneHus Bcero HUTK Sratafix Spiral PDO nepepexxbTe HUTL Sratafix Spiral
PDO Ha KOHLE, 3a(hMKCMPOBAHHOM MNpY NMOMOLLM NETAN, Y NOTAHUTE 3a AUCTaSIbHbIA KOHEL, A1s
N3BNIEYEHNS HUTW.

CTEPUJTBHOCTb

Hutb Sratafix Spiral PDO cTepunv3oBaHa 3TUMNEHOKCMAOM. He npov3Boaute MOBTOPHYHO
cTepunusaumio. He ucnonb3yiite, ecniM yrnakoBKa BCKpbITa WM MoBpexaeHa. BblbpacbiBainte
pacnakoBaHHbI HEeUcnosib30BaHHbIN LWOBHLIN MaTtepuas. He Mcnonb3yite nocne UctevyeHus
CpOKa rogHocTu.

®OPMA TOCTABKA

Hutb Sratafix Spiral PDO nocTtaBnsietca CTEPU/IbHON, OKpaLIEHHOW B (PMONETOBLIA LIBET,
Pas3/IMYHON A/IMHBLI U pa3nnyHoro gnametpa USP. Kakaas HuTb Sratafix Spiral PDO umeet ogHy
nrny, pasmep KOTOpPOW BapbupyeTcs.

FAPAHTUIHBIE OBA3ATE/IbCTBA

KomnaHus Angiotech Puerto Rico, Inc. (AHrmMotex [yspto Puko, VHK.) npuHMMaeT Ha cebs
rapaHTMinHoe 0653aTeflbCTBO Nepes, KOHEYHbIM M0/1b30BaTe/IEM B OTHOLEHUN MeAWLMHCKOro
n3genmsa Mo OTCYTCTBMIO  Aed)eKTOB M COOTBETCTBUSA  3adB/IEHHbIM  MPON3BOAMTENEM
XapaKTepucTMKkaM B TeYeHWe BCEro Cpoka rOAHOCTM W3Aenus, Npu COGMI0AEHUN  YCNOBUIA
XpaHeHuA, TPaHCNOPTUPOBAHUS W LLeNIOCTHOCTU YaKOBKM.

YTUAV3ALWA

3penuna yTmnnsunpyrotcs nedebHbIM yupeXxxaeHneM B COOTBETCTBUM ¢ TpeboBaHusMu CaHlH
2.1.7.2790-10  «CaHuTapHo-anugemuonormyeckue  TpeboBa-HUA K obpaweHnio ¢
MEeAULUMHCKMMK oTXodamu». W3genva nocne NPUYMEHEHWA MO Ha3HAaYeHUI0 OTHOCATCA K
MoTEHUMaIbHO MH(UUMPOBAHHBIM OTXOAaM W YTU-IM3UPYIOTCA Kak oTxoApl Knacca b. /3genus
C WCTEKWMM CPOKOM XPpaHEHWs W MO-BPEXAEHHON YNakOBKOW OTHOCATCA K MeAULMHCKUM
oTxofam Knacca A. CpoK rogHoctu - 5 ner.

MNMPOM3BOANTESb
Angiotech Puerto Rico, Inc. (AHrnotex MyspTto Puko, VHK.)
Road 459 Km 0.6 Montana Industrial Park Aguadilla, 00603 Puerto Rico, USA (CLUA)

MPEACTABUTE/Ib HA TEPPUTOPUA POCCUIACKOW ®EAEPALININ
000 «[XKOHCOH & [IXXOHCOH»

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

TenedoH: 8 (495) 580 77 77, hakc: 8 (495) 580 78 78
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cumBonbl, NCMNOJIb3YEMbIE HA MAPKWPOBKE
REF Kog n3penus
Kog naptun
i J npoun3BoAnTENb
icnonb3osartb A0
bterile ko CTepuin3oBaHO 3TUIEHOKCULOM

MapkupoBka CE BKo4as MAeHTUHNKALMOHHBII

C C 0120 Homep SGS (YNosIHOMOYEHHBIR opraH) MpoaykTt
COOTBETCTBYET OCHOBHbIM TPE60BaHMAM AUpeKTuBbI
EBponeiickux MeguumHckux 3nenwvin 93/42/EEC

TONbKO ANa KBaMMULMPOBaHHbIX CNeLaIncToB
1" only

m HEe 1CNONb30BaTb NOBTOPHO

He cTepunmsoBatb NOBTOPHO

TemnepartypHbIii AManasoH XpaHeHus

+5°C-A
1|y +50°C TemnepaTypHbIii AnanasoH TPaHCNOPTUPOBaHNS
-50°C
BHWUMaHWe, 06paTUTEC K COMPOBOAUTENbHBIM
D d [IOKyMeHTam
§ He 1CMoOnb30BaTh, ECAM YNaKoBKa NOBPEX/AEHa
KOMIIEKT MOCTABKIA

B KOMMMEKT NOCTaBKN BXOAUT:

Hutb xupypruueckas ¢ urnoin ans 6e3ysnoBoi tukcaumm TkaHei Stratafix Spiral PDO
(Polydioxanone) - 12 wr. B rpynnoBOi YynakoBke (kaxngas HWTb B WH-AVBUOYaIbHOM
CTepU/IbHOM ynakKoBKe);

NHCTPYKUMA NO NPUMEHEHWO -1 Wit

YnakoBka rpynnosas -1 L.
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TEXHWNYECKME XAPAKTEPUCTUKIN

HanmeHoBaHue
CTpyKTypa LUOBHOIO mMartepuania
LiBeT LWoBHOro matepuana
Hannune nokpbITLs

CoOoTHOLLIEHME:!
MeTtpuyeckuin pasmep {USP) - ~
dnametp

PaspblBHas Harpyska B NPOCTOM Y3/ie, He
MeHee

(019 yKa3aHHOro 3HAYEHUs HUTW)

[nvHa yyacTka maTtepuana c lwunamm

HomuHanbHaA oMHa WOBHOro mMartepuana

MPOYHOCTL Ha KPEN/eHMe LLIOBHOMO
maTepvana B aTpaBMaTUYeCKOl urne, He
MeHee (/19 yKa3aHHOTO 3HaYeHUs HUTK)

PaccToaHve mexxay Lwnnamm
[OnvHa wvna
BbicoTa wuna

Yron oTK/IOHeHns wuna
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3HaueHue
' MOHOHUTb
(moneTtoBbI LBET
MOKpbLITE OTCYTCTBYET
M1(5/0)- 0,100-0,149 mm
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
M 3.5(0)-0,350-0,399 mm
M 4(1)-0,400-0,449 mm

M1(5/0)-2,5H
M1.5(4/0)-6,8H
M2(3/0)-9,5H
M3(2/0)-21,0H
M3.5(0)-26,8H
M4(1)-39,0H
20 cm; 30 cm; 45 cm
[0MyCTUMOE OTK/IOHeHne 2%

20 cM - HOM. gnvHa 44.7 cm;
30 cM - HOM. AnvHa 54.7 cwm;
45 cM - HOM. AnnHa 69.7 cm
[0NyCTMMOe OTKNOHeHue £2%

M1(5/0)-1,7H
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 0,61 o 0,95 mm
o1 0.34 oo 0.58 mm
0,082(+0,031) MM
15%(+5")



HanmeHoBaHue

CteneHb u3rnba urnbl

dopma NONePeYHOro CeveHUs OCTPUS UMbl

TBepAocCTb UMbl Mo Bukkepcy
YCTONYMBOCTb UMbl K KOPPO3UK

[uameTp Wbl B 30HE KPenieHns

Ynpyroctb Urbl

MNpy NPUNOXXEeHUN UCNbITaTeNIbHOIO YCUNNA
B 5H, octatoyHast gethopmaumsi, He 6onee

[oBEepPXHOCTb UMbl

MapameTpbl LLIEPOX0BATOCT NOBEPXHOCTEN
urn, He 6onee

Paauyc NputynneHns pabouei Yactu, He
6onee

OcTpoTa KOMHOLLEHA YacTh UrMbl, He Gonee

WnpunHa pexxyLumx pebep urn ¢
TPexrpaHHbIM OCcTpueM, He 6osee

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

3HayeHune
n urnel: CTX, CT-3, SH, MH, CT-1, MO-4-
N30THYTble Ha 1/2 OKPYXXHOCTK

TN urnbl: OS-8, FS, CP-2, 0S-6, FS-2, TAMNEPKAT V-
4, TAMEPKAT V-26, PS-2 npaiiM - M30rHyThble Ha 3/8
OKpYXXHOCTU

™™n urnsl: CTX, CT-3, SH, MH, CT-1, MO-4-c
KPYr/ibiM MonepeYHbIM ceyeHem

™n urnbl: 0S-8, FS, CP-2, 0S-6, FS-2, TAMNEPKAT V-
4, TANEPKAT V-26, PS-2 npaiim - ¢ TpexrpaHHbIM
ocTpuem

HV 4900-6475 H/mm»
KOPPO3MOHOCTOliKMe

M1(5/0)-0,35 mm
M1.5(4/0)-0,40mm
M2(3/0)-0,50 mm
M3(2/0)-0,50 mm
M3.5(0)-0,60 mm
M4(1)-0,70 mm

M1(5/0)-0,60mm
M1.5{4/0)-0,60mm
M2{3/0)-0,40mm
M3(2/0)-0,40 mm
M3.5(0)-0,30 mm
M4(1)-0,30 mm
6necrawas, 6e3 TPeLLMH, PakoBWH, BMSATUH,
LapanuH 1 3ayceHLeB
Ha cTepXXHe 1 ocTpue - Ra 0,32 MKwm;

B 30He KpenjeHns LWOBHOW HUTK -
Rz 20 MKm

0,03 mm

0,025 mm

Ha A/IMHe OT 2 0o 5 AnameTpoB XxBocToBMKa - 0,025
MM



HanmeHoBaHuUe 3HauyeHune

Pagnyc KpBU3HbI N30THYTbLIX UMM CTX- 48 mm
CT-3-22 mm
SH- 26 mwm
MH - 36 MM
CT-1- 36 Mm
MO-4 - 36 Mmm
0S-8 - 40 mm
FS- 26 Mm
CP-2- 26 Mm
0S-6 -36 Mm
FS-2-19 mm
TAMEPKATY-4-17 Mmm
TATIEPKATY-26-26MMm
PS-2 npaiim -19 MM
[O0NYyCTUMOE OTK/IOHEHME - +1 MM

HanmeHoBaHue 3HayeHne
MONHbIA YyCTAaHOBNEHHbI PECYPC AO/MKEH 25 npokonos
ObITb HE MeHee
[MOMHbIA CPEAHUIA PECYPC AO/MKEH ObITh HE 50 npokosnos
MeHee
MerTop, cTepunmsaunm CTepuIn3aums 3TUIEHOKCUIOM

MaTepl/Ial'IbI, N3 KOTOPbIX N3TOTOB/TEHO n3agenne:
Hutb - [MonnanokcaHoH
Wrna - HepxxaBetowasa crasb

NnoAMnCh

MepeBop, BbINOHEH MEPEBOAUMKOM

N mmiamAnAata COnAarrnaii~ra MAan 1 *
@ 000 LUPMH &) INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU T /AOBHOM.



1
1\ ["opon Mocksa.

: [BafLaTh BTOPOro MIOHA [ABe ThiCAYM LLECTHAALATOro roja.
fu

i A, MapTblHOBa Hatanusi AHApeeBHa, BPEMEHHO WCMOMHSAOrUas 00653aHHOCTM HOTapuyca
- ropoga Mocksbl, AkumoBa [nieba bopucoBnya, CBMAETENLCTBYH MOAJIMHHOCTL MOAMUCH,
e cfienaHHo nepeBoguMKo.M Kypunosoit CeeTnaHoW J1EOHMAOBHOM B .MOEM MPUCYTCTBUM.

JIn4yHOCTL €€ ycTaHoB/eHa.

e 1

it

3aperncTpmpoBaHo B peecTpe 3a Ne Y
B3bickaHo no Tapudyy: 100 py6neii
BPWO Hotapuyca:

Mn
- NOAHEC

FepboBasi nevarb
HoTapuyca r. MOCKBb!

AkumosBa [.b.

Bcero npoLHypoBaHo, NpoHYyMepoBaHO
N CKPensieHo neyatbio nucra (oB)

BPWO Hotapuyca:
U
lu-P'L

22.06.2915
lopos Mocksa,
[OKyMeHTa "HB 110[1PBepKaapeTcst BEPHOCTM KOMn

COOTBETCTBUE ﬂpKyNEHTa n
3apBrucrtpup”rrann y -
B3bickaHo
BPVIO Ho

0J
& 000 LUPMK @] INFO@CIRMI.RU €5 WWW.GOSZDRAVNADZOR.RU
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