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NWHCTPYKLUWMA NO NPUMEHEHWNIO INSTRUCTION OF USE FOR Medical Device
MEANUMNHCKOIO N3AENUA

HuTb Xupyprmyeckas c urnov gnsa 6e3ysnoBoii mkcaumm Monofilament Surgical suture with a needle for knotless tissue fixation
rkaHeli STRATAFIX® Symmetric PDS® Plus STRATAFIX/N'N Symmetric PDS™ Plus antibacterial coated in variations
1nollodHNameHTHas ¢ aHTUGaKTepuanbHbIM NMOKPbITUEM B
BapuaHTax MCMosIHeHUs

Bepcusa (:iMpeaTs3ayuu Ha TeppuTopun
Poccuiickoit depepauum Version for the realization on the territory of
Russian Federation
2021 woplyear

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLIMHCKUX U3REM




HAVMMEHOBAHWNE MEANLUWHCKOIO U3AENNA
MuTb Xupypraveckas ¢ Urnoi ana 6e3y3noBoit ukcaymm TKaHein
STRATAFIX® Symmetric PDS® Plus MoHO(M1amMeHTHas ¢
aHTMbGaKTepmanbHbIM NOKPLITUEM B BapMaHTaX MCHOMHEHUSA:
- M2 (3/0) 45 cm urna obpatHo-pexyuwas PS-1 npaiim

- M2 (3/0) 45 cm urna obpaTHo-pexyuiaa PS-2 npaim

- M3.5 (0) 45 cm urna obpatHo-pexywas OS-6

- M4 (1)45 cm urna obpatHo-pexyuias OS-6

- M4 (1) 45 cm urna Kontowwasa TynokoHeyHas CTXB

- M4 (1)45 cm urna Konwluasa TynokoHeyHas CTB-1

- M35 (0) 45 cm nrna kontowas TynokoHedyHas CTXB

- M4 (1) 45 cm mrna konouwaa CTX

- M4 (1) 45 cm mrna konowasa CT-1

- -M4 (1) 45 cm urna konowaa CT

- M35 (0) 45 cm wrna kontowaa CT-1

- M3.5 (0) 45 cm urna kontowaa CTX

- M3 (2/0) 45 cm urna kontowaa CT-1

- .M35 (0) 45 cm urna kontowasa CT

- M3.5 (0) 45 cm urna konowasa CT-2

- M3 (2/0) 45 cm urna kontowas CT-2

- M3 (2/0) 45 cm nrna kontouwiasa SH

- M2 (3/0) 45 cm urna konwouiaa SH

- M3.5 (0) 60 cm nrna o6patHo-pexyuwas OS-6

- M4 (1) 60 cm urna obpatHo-pexyuias OS-6

- M3.5 (0) 60 cm nrna obpaTHo-pexyuiaa OS-8

- M4 (1) 60 cm urna obpaTHo-pexyuias OS-8

- M3.5 (0) 60 cm nrna kontowaa TynokorreyHas CTB-1

- M4 (1) 60 cm urna Konouwas TynokoHeyHas CTB-1

- M3.5 (0) 60 cm nrna Kontowas TynokoHeuHas CTXF3

- M4 (1) 60 cm urna konwowas TynokoHeyHas CTXB

- M2 (3/0) 15cm urna kontouwas RB-1

- M3.5 (0) 30 cm urna kontowas CT

- M2 (3/0) 15 cm urna konwowas SH
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NAME OF PRODUCT
Monofilament Surgical suture with a needle for knotless tissue fixation
STRATAFIX™ Symmetric PDS Plus antibacterial coated in variations;

- M2 (3/0) 45 cm Prime Reverse Cutting Needle PS-1 prime
M2 (3/0) 45 cm Prime Reverse Cutting PS-2 prime
- M3.5(0) 45 cm Reverse Cutting Needle OS-6
M4 (1) 45 cm Reverse Cutting Needle OS-6
M4 (1) 45 cm Blunt Point Ethiguard Needle CTXB
M4 (1) 45 cm Blunt Point Ethiguard Needle CTB-1
- M3.5(0) 45 cm Blunt Point Ethiguard Needle CTXB
M4 (1) 45 cm Taperpoint Needle CTX
- M4 (1) 45 cm Taperpoint Needle CT-1
M4 (1)45 Taperpoint Needle CT
M 3.5 (0) 45 cm Taperpoint Needle CT-1
M3.5 (0) 45 cm Taperpoint Needle CTX
M3 (2/0) 45 cm Taperpoint Needle CT-1
M3.5 (0) 45 cm Taperpoint Needle CT
M3.5 (0) 45 cm Taperpoint Needle CT-2
M3 (2/0) 45 cm Taperpoint Needle CT-2
M3 (2/0) 45 cm Taperpoint Needle SH
M2 (3/0) 45 cm Taperpoint Needle SH
M3.5 (0) 60 cm Reverse Cutting Needle OS-6
M4 (1) 60 cm Reverse Cutting Needle OS-6
M3.5 (0) 60 cm Reverse Cutting Needle OS-8
M4 (1) 60 cm Reverse Cutting Needle OS-8
M3.5 (0) 60 cm Blunt Point Ethiguard Needle CTB-1
M4 (1) 60 cm Blunt Point Ethiguard Needle CTB-1
M3.5 (0) 60 cm Blunt Point Ethiguard Needle CTXB
M4 (1) 60 cm Blunt Point Ethiguard Needle CTXB
M2 (3/0) 15 cm Taperpoint Needle RB-1
M3.5 (0) 30 cm Taperpoint Needle CT
M2 (3/0) 15 cm Taperpoint Needle SH

N



M3 (2/0) 15 cm urna kontowas SH M3 (2/0) 15 cm Taperpoinl Needle SH
M3 (2/0) 15 cm mrna kontowaa CT-2 M3 (2/0) 15 cm Taperpoinl Needle CT-2
M3 (2/0) 15 cm wnrna kontouias CT-1 M3 (2/0) 15 cm Taperpoinl Needle CT-1
M3 (2/0) 15 cm wna konwowas UR-6 M3 (2./0) 15 cm Taperpoinl Needle UR-6
M3.5 (0) 15 cm urna kontowas CT-1 M3.5 (0) 15 cm Taperpoinl Needle CT-1
M4 (1) 15 cm nrna kontowas CT-2 M4 (1) 15 cm Taperpoinl Needle CT-2
M4 (1) 15 cm urna konwoujas CT-1 M4 (1) 15 cm Taperpoinl Needle CT-1
M3 (2/0) 23 cm urna konwouwas SH M3 (2/0) 23 cm Taperpoinl Needle SH
M3 (2/0) 23 cm urna konowaa CT-2 M3 (2/0) 23 cm Taperpoinl Needle CT-2
M3 (2/0) 23 cm urna konwouwas CT-1 M3 (2/0) 23 cm Taperpoinl Needle CT-1
M3 (2/0) 23 cm urna Konwuwie-pexywas V-7 M3 (2/0) 23 cm Tapercut Needle V-7
M3.5 (0) 23 cm urna konoujas CT-1 M3.5 (0) 23 cm Taperpoinl Needle CT-1
M3.5 (0) 23 cm urna KontoLe-pexyuias V-34 M3.5 (0) 23 cm Tapercut Needle V-34
M2 (3/0) 30 cm urna konowas RB-1 M2 (3/0) 30 cm Taperpoinl Needle RB-1
M2 (3/0) 30 c.m urna kontouias Sli M2 (3/0) 30 cm Taperpoinl Needle SH
M2 (3/0) 30 cm urna kontouas CT-1 M2 (3/0) 30 cm Taperpoinl Needle CT-I
M3 (2/0) 30 cm urna Konwowaa SH-1 M3 (2/0) 30 cm Taperpoinl Needle SH-1
M3 (2/0) 30 cm urna konwouwiaa SH V13 (2/0) 30 cm Tapeipoint Needle SH
M3 (2/0) 30 cm urna konwouwas CT-1 M3 (2/0) 30 cm Taperpoinl Needle CT-1
M3.5 (0) 30 cm urna konwowasa CT-1 M3.5 (0) 30 cm Taperpoinl Needle CT-1
M3.5 (0) 30 cm urna konowas CTX M3.5 (0) 30 cm Taperpoinl Needle CTX
M4 (1) 30 cm urna konouwas CT-1 M4 (1) 30 cm Taperpoinl Needle CT-1
M4 (1) 30 cm urna konwouwas CTX M4 (1) 30 cm Taperpoinl Needle CTX
M2 (3/0) 45 cm urna o6patno-pexyujaa CP-2 M2 (3/0) 45 cm Reverse Cutting Needle CP-2
M2 (3/0) 45 cm urna kontoutas CT-1 M2 (3/0) 45 cm Taperpoinl Needle CT-1
M3 (2/0) 60 cm urna Kontouiaa CT-1 M3 (2/0) 60 cm Tapeipoinl Needle CT-1
M3.5 (0) 60 cm urna konouwaa CT-1 M3.5 (0) 60 cm Taperpoinl Needle CT-1

M3.5 (0) 60 cm urna konwowasa CT
M3.5 (0) 60 cm w na konowas CTX
M4 (1) 60 cm urna kontouwas CT-1
M4 (1) 60 cm urna kontowas CT
M4 (1) 60 cm urna konwouwaa CTX

M3.5 (0) 60 cm Taperpoinl Needle CT
M3.5 (0) 60 cm Taperpoinl Needle CTX
V14 (1) 60 cm Taperpoinl Needle CT-1
M4 (1) 60 cm Taperp)oint Needle CT

M4 (1) 60 cm Taperpoinl Needle CTX

M3.5 (0) 23 cm urna konowas CT-2 M3.5 (0) 23 cm Taperpoinl Needle CT-2
M3.5 (0) 23 cm urna konouwas UR-6 M3.5 (0) 23 cm Taperpoinl Needle UR-6
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CBEAEHWA O NMPON3BOSNTEJNIE MEAVNLMHCKOIO
N3OENTNA

PA3PABOTUINK

STUKOH, H1K. (ETH1ICON, INC.)

Route 22 West. P.O. Box 151, Somenillc. NJ 08876, CLLUA
NMPON3BOAUNTESIb

3TWUKOH, 9n-9n-Cu (ETHTCON, LLC)

475 C Street Los Frailes Industrial Park. Suite 401, Guavnabo, PUERTO RICO
00969, USA (CLWLA)

AOPECA MECT INMPOM3BOACTBA MEANLUMHCKOIO U3AE/IL1
3TUKOH, nuk (ETHICON, INC.)

Callc Durango No. 2751 Lote Bravo, Ciudad Juarez Chihuahua, MEXICO C.P.
32575, Mekcunka

HA3SHAYEHUE

M3genve npegHasHayeHo f;1 COefUHEHUN MATKUX TKaHel.

NMOKA3AHNA

Hute STRATAFIXS Symmetric PDS'® Plus nokasaHa 4NA COeAUHEHUS .MAFKMX
TKaHeil B Tex Cnyvasx, Korgja onpaBfaHHO MCNOMb30BaHMe paccachbiBatoLLnxcs
LIOBLU/IX MaTepuasnos.

MPOTUBOIMOKA3AHNA

Hutb ST RA1AFIXcK Symmetric PM8® Plus, nockonbky fBnsetcs
paccacbiBaeMblM M3fenvemM. npoTllBonokasaHa ANd 4AUTENbHOTO (CBbILIe LWECTH
HeZeNnb) CONOCTaBEHUS TKaHel B CTPECCOBbLIX YCNOBMA.X U HE UCMO/MIb3YeTCs B
COYeTaHUM ¢ NPOTE3HbIMU YCTPOMNCTBAMM (T.C. CEpAeYHble KnanaHbl Uau

CHH FCrnyecKune TpaHcnaaHTaTbl).

M3genne HC JOMKHO UCNOMb30BaTLCA 415 NALUCINOB C U3BECTHLIMM
annepsnyecku.mun peakuymsamm Ha IRGACARE MP (3puknosaH).

OMMCAHVE MEAVNUMNHCKOIT O N34E/TNA

Hutb S1 RATAITX K Symmetric PDS® Plus npegctaBnsaeT co6oii cTepunibHoe
aHTubakTepuanbHoe (NOANANOKCAHOH) MOHOBO/IOKOHHOE CUHTETUYECKOe
paccacblBaloleecs uU3fenune, BbIMOSHEHHOE U3 UONMANOKCAHOHA. dMNUpUYecKas
monek>napHas opmyna nonumepa —C4H603)X. HUTb copepxuT
aHTMbaKTepnanbHoe cpeAcTBO MW poKot cnek'da geiicteuas 1IRGACARE MP.
Hute STRATAMX k Symmetric POS'i? Plus okpawwnBaetcs (h1ofeToBbIM
Kpacutenem D&C V-iolet Xt; 2 60725.

Hwb SI RAL AHX'k Symmetric PDS*k Plus cocToUT 13 paccacbliBatoLLeincs HATK
C O4HOHANPaBAeHHbLIMU LWMNAMWN, U.MEIOLINMN XUPYPTUYECKYHD UFY HAa O4HOM
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INFORMATION ABOUT MANUFACTURER

DESIGN OWNER

ETHICON, INC.

Route 22 West, P.O. Box 151, Somcrv'ille, NJ 08876, USA
MANUFACTURER

ETHICON, LLC

475 C Street Los Frailes Industrial Park, Suite 401, Guaynabo. PUERTO RICO
00969,11SA

MEDICAL DEVICE PHYSICAL MANUFACTURER

bl HICON, INC.

Calle Durango No. 2751 Lote Bravo. Ciudad Juarez Chihuahua, \4EXICO C.P.
32575, Mexico

INTENDED USE n

The device is indicated for general soft tissue approximation.
INDICATIONS

The suture STRATAFIXMA Symmetric PDS™ Plus Devices are indicated for
general soft tissue approximation where use of an absorbable suture is
appropriate.

CONTRAINDICATIONS

The suture STRAT.AFIX’™ Symmetric PDS*/’ Plus, being absorbable, is not to
be used where prolonged (beyond six weeks) approximation of tissue under
stress is required and is not to be used in conjunction with pro.sthetic devices
(i.e.. heart valves or synthetic grafts).

The device should not be used in patients with known allergic reactions to
IRGACARF. MP (triclosan).

DESCRIPTION OF MEDICAL DEVICE

STRATAFIX""" Symmetric PDS""* Plus Knotless Tissue Control Device is an
antibacterial (polydioxanone) monofilament, synthetic absorbable device
prepared from the polyester, poly (p-dioxanone). The empirical molecular
formula of the polymer is (C4H603)x. The device contains 1RG.ACARE'R';* MP
(triclosan), a broad spectrum antibacterial agent, at no more than 2360 pg/m.

SI RA fAFIX'"* Symmetric PDS™® Plus Knotless Tissue Control Device is dyed
with D&C Violet No. 2.

STRA I.JIMX™ Symmetric PDSMY Plus Device consists of an absorbable thread
w'ith unidirectional anchors, equipped with a surgical needle at one end and a



KOHLE H puKcupyownin 936l40K na gpyrom KOHCTPYKUUSA LWIKUMOB U
(hUKCupytoLwero a3blyka obecneunBaet coefnHeHne TkaHeil 6e3 HEO6X0AMMOCTH
MCMOMb30BaHUA XUPYPrUYECKNX Y3N10B.

Mnowaab nonepe4yHoro ceyeHna B cepeanHe HUrm STRA'I'AFIXt Symmetric
PDS® Plus cooTBeTCTBYeT naoLwajm nNonepevyHoro ceYeHns LLOBHOIO Marepunana
CO0TBE3CTBYIOLWEro 0603HayeHns pasmepa no ®apmaxkonee CLUA.

Pasmepbl HUTen STRATAFIX® Symmetric PDS® Plus no ®apmakonee CLUA wn
eBponeiickoli hapmakonee nokasaHbl B 3a6n. 1

1 abnuuya !. CpaBHeunmne guameTpoB

" OBgi’;a:E:Mb gﬁ?&:ﬁ:EHME MAOWAZBE 110MEPEY HOMO
: CEYEHWSA B CEPEAUHE
LLIOBHOIO :(merpuucckuia / HUTU SIRA I'AFIXE
MATEPUANIA HO ~ . i
Symmetric PDS® Plus
®APMAKOMEE EBp. dapm.) y
CLUA LOBHOIO
MATEPUAJA MO
EBPOMENCKOW MerpuuccKuii
®APMAKOMEE EBp. dhapm.
O 35 0 35
3-0 2 30

dakrmucckas NpoyHOCTb Ha pa3pbiB HATM STRATAFIX® Symmetric PDS'fi: Plus
Bbiwe npoHiwcTu Ha pa3pbiB y3/10B LWOBHOIO0 MaTepuana Ha OCHOBe
nonnanoKcamoHa 3KBUBaNeHTHOro pasmepa no ®apmakonee CLUA u
EBponeiicko!! dap.makonee, nokasaw 10i B 3a6n. 2.

MPOYHOCTM Ha PaspblB

OBO3HAUEHWE ' ()BO3Ta4EHHE ' MUHUMASIBHAS
PASMEPA PASMEPA MPOYHOCTb HA PA3PbIB
LLIOBHOIo " (.MLprYeckKnii Y3/10B LLOBHOFO

MA7 EPUANA MO MATEPUAJA
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fixation tab at the other. The anchors and fixation tab design allows for tissue
approximation without the need to tie surgical knots.

lhe eros.s-sectional area of the STRATAFIX"" Symmetric PDS* " Plus Device
core is comparable to the cross-sectional area of USP suture with the same size
designation.

The USP and EU Phannacopocia sizes of the STRAT.AFIX™ Symmetric PDS'm
Plus Device are further defined in Table 1

Table 1. Diameter Comparison

UsP EU
SUTURE SIZE  PHARMACOPOEIA
DESIGNATION SUTURE SIZE

(Metric / Ph. Eur.)
DESIGNATION

STRATAFIX™N*N' Symmetric
PDST>'
Plus DEV ICE CORE
CROSS-SEC3™M10NAL AREA

USP Metgl::r/ Ph.
1 4 I 4
0 35 0 35
2-0 3 2-0 3
3-0 2 3-0 2

SIRA IAFIX*'~ Symmetric PDS™ Plus Device straight tensile strength is
stronger than the knot tensile strength for a USP and EU Pharmacopoeia
polydioxanone .suture of the equivalent size as shown in Table 2.

Table 2. Tensile Strength Comparison

i USP EM I SUTURE MINIMI'M
" SUTURE SIZE PHARMAC OPOEIA KNOT TENSILE STRENGTH
DESICN.ATION SUTURE SIZE T e,

(Metric/Ph.Eur.) ~ i.sPObO
DESIGNATION



PAPMAKOTIEE EBp. ap.m.) Papmakonesd  Aleipuyeckuii /

CLIA IIJOBHOFO CWA EBp. thapm. (He
MATEPUANA no (pyHT-cnna)  meHee. M)
EBPOMEWCKOW
PAPMAKOITIEE

1 4 ii,20 50.8

0 3,5 8,56 39,0

2-0 3 5,91 26,8

3-0 2 3,91 17,5

YCTaHOBNEHO, YTO NOMNANOKCAHOH NMNLIEH annepruyeckuX U NUPOreHHbIX
CBOICTB W BbI3bIBAET NINLLIb NErkyr rkKkaHeByrl peakKuuko npu paccacbiBaHUW.

ycnosma rnMPMMEHEHNA

JaHHOoe MeANLUHCKOe U3enne NpUMeHSETCA TONIbKO B YCIOBUAX /IeHEOHBIX U
ne4yebHO-NPOUNAKINYECKHX MEANLMHCKNX YUPeXAeHUA.

OBJIACTb NMPUMEHEHWA

-Xupyprus.

MNMOTEHUWABHbBIN MOTPEBUTE/ b

MeguunHckoe nsgenvie npefgHasHavyeHo A9 NPUMEHEHUSA BPavoOM.

MNPEAYTIPEXXAEHWA

be3zonacHoOCTb M 3PEKIMBHOCTb HUTU STRATAFIX® S>TOmeiric PDS1<) Plu.s HC

NOATBEPXAEHA AN CeAyoLmnx obnacrteii:

- HepBHble TKaHMW.

- CEpAEYHO-COCYAUCTbIE TKaHW,

- cnM3ncTas 060M104YKa B3raranHLla,

- MUKPO.XUPYPrus 1 ohTanbMONOrMYECcKas Xupyprus.

B onpeseneHHbIX 06e rosi renbcTBax, B 0OCHOBHOM, MpW OPTONEANYECKUX

npouenypax, MOXXeT NCNONb30BaTbCA BHELIHAA I/IMMOﬁVII'II/ISaLI.VIﬂ, Ha yc.moTpcnue

Xupypra.

Cnepyet no3aboTUTbCS O TOM. YTOObI He 0CTar3nATb KOHLUbI HUTK C 3a3y6pMHaM|/| B

KOHTaKTe C 6pPOLIJI/IHOI7I, npu 3akKpbITUKN 3KC1paI'ICpI/IT0HcaJ'IbIIOI‘/JI TKaHW.

M36erainTe KoHTakTa HUTU STRATAFIX® W NpUCOEfUHEHHbIX UTN C 4PYTUMU
maTeplibla.Mu (Hanpumep, Mapneid, onepayMoHHbIM 6enbem U T. 4.) B

XUPYpruyeckom nosne, 4tobbl Npefo3 BpaTUTh 3aTynaeHne wunos. Ecnu marepua.!!

3auenunca 3a wunbl, OCTOPOXXHO NO3AHWU3E MaTepuan B HarrpaBieHNn
npo3 NBOMOJTIOXMOM OT UTNbl, YTO6bI OCBOﬁO,U,I/ITb ero oT wunos.
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1 4 11.20 50.8
0 3.5 8.59 39.0
2-0 3 591 26.8
3-0 2 3.91 175

only a slight tissue reaction during absorption.

USAGE COINDITION

‘I his medical device is intended for professional use in the medical and health
care institutions. n

AREA OF USE

Surgery

POTENTIAL CONSUMER

Medical Device is irUended to be used by professional doctor.

WARNINGS

The safety and effectiveness of the suture STRATAFIXSymmetric PDS *"”
Plus have not been established in:

- neural tissue,

- cardiovascular tissue,

- vaginal mucosa tissue,

- microsurgery, or in ophthalmic tissue.

Under certain circumstances, notably orthopedic procedures, immobilization by
e.xternal support may be employed at the discretion of the surgeon.

Care should be undertaken to avoid leaving barbed suture ends adjacent to the
peritoneum in extra-peritoneal tissue closure.

Avoid contacting STRATAFIX™ Device and associated needles with other
materials (c.g. surgical gauze, drapes, etc.) in the surgical field to prevent
en.snaring on the barbs. If the barbs catch, carefully pull the material in the
opposite direction of the needle to disengage it from the barbs.



Coo6wa.''OCb 0 HEMPOXOAMMOCTU TOHKOrO KuweyHuka (FKH): B Tom yucne
eipam yNnALMOHHOH KWULEYHOH HEMPOXOAMMOCTMW, MH(APKTE KULLEYHNKE 1
TUaYN'TCNbHOW 60NE3HEHHOCTU B TOM Cflyyae, KOrAa Wumbl UM CBOBGOAHbIE KOHLbI
LLIOBHOr0 MaTepuana c wunaMmu, 3aLennaoTca 3a NPUer aloLyo TONKY KULWKY
N nan 6pbIXeiKy, HaNnpUMep, NpW 3aKpbITUM GPHLWMNHbI.

V6e;.imech B lOM, UTO Bbl U3YUNIUN pasfen MHCTPYKLMUU, NOCBALLEHHbI
afleKBaTHOMY PacrofnoXeHW0 GUKCUPYOLLEero Bbic3n'na.

He HafaBnmBaiiTe Ha (UKCUPYIOLWMIA BBICTYN MOC/E ero YCTaHOBKM
He gonyckaeTcs MoBTOpHas CTEPUIM3aLMa/MOBTOPHOC UCMO/b30BaHMUE.

MoBTOpPHOE UCMONb30BaHME JAHHOTO U3AeNus (MW YacTeid N3genns) .MoxeT
NPUBCETU K PUEKY pacnafa U3fAenus, uyto, B CBOIO OYepedb, MOXKe3 MPUBECTU K €ro
HEMCNpPaBHOCTU WU/UAKM HEPCKPECTMOMY 3arpsi3HEHUIO, YTO MOXET CMPOBOLMPOBATh
WH(ULMPOBaHMe UKW Nepefady KPOBSHbIX MaTOreHOB nayuenram u
noNb3oBaTeNsAM.

Y3I/II'II/I3I/IpyI2TC OTKPbITble YNaKOBKWU N HEUCMNO/Ib30BaHHbIE U3aeNnnsa.
He Mcnonbsyﬁre nigenne nocne ncte4eHMAa Cpoka rogHoCTu.

M3genna STRATAFIX® Symmetric PDS# Plus npegHasHayeHbl gns
OfHOKPaTHOr0 NMPUMEHEHMNA TOMbKO Y OAHOTO NaumeHTa.

MEPBI NMPEAOCTOPOXHOCTU
Bo3moxHocTun ncuonbzoBanusa HUTM 5TPA TAMX«' Symmetric PD S# Plus ans
LWbIOXEHUS MPepbIBUCTbIX LBOB He U3yYalnch.

MoAKOXHbIE WOBHbIE MarepllLbl CedyeT Norpyxasb Kak MOXHO Fiy6xe ¢
LeNbl0 MUHUMU3ALMUM 3PUTEMbI U YNNOTHEHUS, KOOPble 06bIYHO COMPOBOXAAIDT
MpoLLecC paccachlBaHUs.

B03MOXHOCTM ncnonb3oBaHnsa HU3UM STFCVIAHX® Symmetric PDS(k) Plus gns
NUTUPOBAaHUS COCYA0B UMW C3PYKTYP C MPOCBETOM He U3y4anuchb.

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

Small bowel obstruction (SBO): including volvulus, bowel infarction, and
significant morbidity, have been reported due to barbs or barbed suture ends
hooking onto adjacent small bow'cl and/or mesentery, such as in peritoneal
closure.

Be sure to read the Instructions for Use section for proper fi.xation tab seating.

Do not pull on fixation tab after .seating it.

Do not resterilize/reuse.

Reuse of this device (or portions of the device) may create

a risk of product degradation, which may result in device faililTc and'or cross-
contamination. which may lead to infection or transmission ofblood-bome
pathogens to patients and users.

Discard open packages and unused devices.

Do not use after expiration date.

STRATAFLXMN Symmetric PDS™/ Plus devices arc intended for single patient
use oniv.

PRECAUTIONS
The suture STRATAFIX”m Symmetric PDS**’ Plu.s has not been studied for use
in interrupted suture patterns.

Subcuticular devices siiould be placed as deep as possible in order to minimize
the
erythema and induration normally associated with absoiption.

The suture STRAT.AFIX™ Symmetric PDS™ Plus has not been studied for
ligating vessels



Ho aHanoruu c no6bIM Apyrum npeanpuHUMaTh Mepbl Ans
M36€XaHUA NOBPEXAEHUS HATU NPU MaHUMNYAALUAX C Held. M36eraiize
paspyLeHns Uan CKaTus XMPYPruyeckKUMiu MHCTPYMEHTaMU, Hanpumep,

nrnopgepXxarenamm nnn Tunuamn.

LLIOBHble MaTepuanbl, Haf0XEHHbIE HA CAU3UCTYH0 060/104KY BRaranauia,
ANNTENbHO Npe6blBalolLMe B OPraHMa.™c, MOryT Bbl3biBaTb MECTHOE pasfpaxeHue,
MoaToOMy UX cneAyeT yAanaTb Mo Mepc HE06X0AUMOCTH.

HeobxofH.M0 cnefoBaTh e6OBAHMAM XUPYPrUYECKOl NPakTUKU B OTHOLLEHWM
LPEeNNpPOBaHK[a 1 XAHUBAUUA UHOUNUPOBATLLLIX PaH.

UT06bl M36€XaTh NOBPEXEHUSA OCTPUSA UT/bl U 30HbI 06XKMMa 3axBaTbiBaliTe NIy
Ha ypoBHe ofHoi TpeTn (1/3) nnan nonosuHsl (1/2) paccTosiHUA MexXay
(hMKCUPOBAHHbLIM KOHLOM UrNbl U ee ocTpueM. Jedopmannsa uribl Moxet
NPMBECTN K NOTepe MPOYHOCTU U Y.MEHbINEHNIO CONPOTMBAEHUA MPU CrMbBaHUN U K
NoNOMKe.

[Monb3oBartenu JOMKHbI NPOABAATL OCTOPOXHOCTbL NpU o6pau4eHV||/| c
XNPYyprnyecKUMu nrnamu, 4yT00bI M36EXaTh HenpegHamMepeHHOro ykona UrNoiA.

YTunusauns Menonb3oBaHHbIX WI JO.NKT1A OCYLLECTBATLCA B KOHTeVIHean.

MOBOYHbIE ,EI,EI7ICTBI/IFI

HexxenaTenbHble ABNEHNA, CBA3aHHbIE C >NNUBaHWEM NOC/eonepaLoHHbIX paH (B
TOM 4YnCne, NPWM HATOXEHWUU paccachbiBalOLLMXCS WBOB), BKAKOYAKOT:

- pacxoXfeHue Kpaes paHbl UM HECOCTOATENbHOCTL LUBA,

- OTCYTCTBME afeKBaTHOMN UKcaLMM paHbl B Mecrax, rae MMeeT MecTo
pacTshKeHue, HaTSHKEHWE WUW BbITSHKEHWE, UKN, Y MOXUABbIX UL, UCTOLLEHHbIX
unn ocnabneHHbIX MayMeHToB, UAK Y NaLMeHToB, CTpajalLnx 3abonesaHnamu,
KOTOpble MOFYT MPUBOAWTL K 3afepXXKe PyOoLleBaHUA paH,

- UHheKLmMu,

- MUHUManbHbIEe OCTPbIe BOCMa/INTENbHbIE peakLun TKaHel,

- 3KCTPY:LWI0 M3penuns v 3a[epXKy paccacbiBaHUS B TKaHAX C 06eNEHITbIM
KpOBOCHabXeHunemMm,

- KaMHe0o6pa3oBaHUC B MOYEBbLIAENTENbHbLIX NYTAX U B XENYeBbIBOAAWUX MYTAX
npu NPOAO/MKUTEbHOM KOHTaKTe C COMeBbIMU pacTBOpaMu, TaKUMMK KaK Moya n
Xenub.
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or luminal structures.

As with any device, care should be taken to avoid damage to the strand when
handling. Avoid the cnishing or crimping action of surgical instruments, such as
needle holders and forceps.

Vaginal mucosal devices remaining in place for extended periods may be
associated with localized irritation and should be removed when necessary.

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 di.stance from the swaged end to the point.
Reshaping needles may cause them to lose strength and be lesb resistant to
bending and breaking. "

Users should exercise caution when handling surgical needles to avoid
inadvertent needle sticks.

Discard used needles in “8bah8” containers.

ADV ERSE REACTIONS

Adverse events as.sociated with wound closure (including wounds closed with
synthetic absorbable sutures), include:

- wound separation or dehiscence,

- failure to provide adequate wound support in closure of sites where expansion,
stretching, or distention occurs, or in elderly, malnouri.shed or debilitated
patients or in patients suffering from conditions that may delay wound healing,
- infection,

- minimal acute inflammatory tissue reaction.

- device extrusion and delayed absod 1on in tissue with poor blood supply,

- calculi fonnation in urinary and biliary- tracts when prolonged contact with salt
solutions such as urine and bile occurs,

- transitory local irritation at the wound site, as well as

- allergic reaction to IRGACARE MP (triclosan).



- NPCXO0AALICC MECTHOE pa3fipaxKeHune B paHe

- WieprHyeckHe peakumm Ha IRGACARE MP (TpHKN03aH).

MonomkKa Urn MoXxxet NPUBOANTL K YANMHEHUIO XUPYPTrUYECKOro BMELIATENbCTBA
WIN [ONONHUTENbBHOMY XMPYPruyecKoMy BMCLUATENr3CrHy UM K OpMUPOBaHUIO
NHOPOAHbLIX Tes.

HenpefHamepeHHbIA YKON MHPULMPOBAHHOW XMPYPT MYECKO UTN0i MOXer
NPUBOAUTL K Nepefayve KPOBAHbLIX NaToOreTros.

NMHPOPMALMA O BE3OIMNACHOCTU MNMPOBEAEHNA MPT
M3penne STRATAFIX® Syrnmetric PDS® Plus 6e30nacHO ;bTH HPOBEAEHTTH
MPT,

POPMA MNOCTABKWM

Mute STRATAFIX!*t; Symmetric PDS® Plus gocTynHa B CTEPUIbHOM BUfE,
MOHO(MNaMerrTrras, okparHeHHasa (uoldre'foBsiM) B paamepax ot 3/0 go 1
(meTpuyeckue pasmepbl 2 4) B pasil.iX ;[/IMHAX U C PasHbIMW UI namu.

Hute STRATAFIX® Symmetr ic PDStR- Plus gocTyrrHa B Kopo6kax ero 12 rnTyk B
KaXXA0W M C MHCTPYKLUMER No NpUMeHEHMIO 1 nArTyka.

PUNCKWN NMPUMEHEHVA MEONUNHCKOIO N3AE/TNA

Pucku, cBfi3aHHbIE C BbHIYCKOM U UCMO/Mb30BaHUEM W3[eNNiA, GblUN OFTEHCHbI MO
(hpaHLWN3HOW Npouesype NCXOAA U3 NAaHa Mo OMeHKe PUCKOB .MeAULIMHCKNX
n3genunii.

3Ta npoueaypa nokasbiBaeT, Kak ONpPeAenuTb PUCKW B rrauanbirorr ctagum
NMPOWU3BOACTBA, Yro6bl UX U36eXaTb UM YMEHbLINTL HACKONbKO 3TO BO3MOXHO.
la.M, rae pUCKM MOTYT CYLLECT BOBaTb, YCTaHABNBAETCA KOHTPOb Ha CTaguu
pa3paboTKM W NMPOM3BOACTBA, UYTO6LI Y6EeANTLCS, UTO PUCKM JONYCTUMBI.

CooT BeTCTBMe 3asB/erllbIM TPpeboBariiam u cneyngpuKaynam ygoctosepsercs
BepuduKauneil u Bannpaunein. Korrrponb pa3paboTku rroKasbiBaeT, YTo usgenune
pa6oTaeT TaK KaK ITYXHO. PUCKM, CBA3aHHbIE C U3fenne.M, Npoao/KanT
MCCNenoBaTbCs B rceHne BCEro XXM3HEHHOTo LuKna NpoayKuum, rrpoueaypoi
MoCT-MapKEeTUHIOBOTO HabMoAeHNS.

Crnocob NMPMMEHEHUNA
1 PACTIOJTIOXKXEHVE ®PUKCHPYIOLLNX BbICTYTOB

PacnonoXuTe GUKCUPYIOTLITA BbICTYN B HEMOBPEXAEHHOW TKaHW Haz BepLIUHOM
pa3pesa ¥ B CTOPOHE OT Hero.
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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.

MRI SAFETY INFORMATION
STRATAFTX™ Symrnetric PDS™ Plus Device is MR Sale.

HOW SUPPLIED

The STRATAFIX"* Symmetric PDS"?’ Plus Device is available as sterile,
monofilamenl, dyed (violet) strands in sizes from 3-0 to 1 (metric sizes 2-
4) in a variety of lengths and needles.

The STRATAFIX™ Symmetric PDS"™ Plus Device is awilable in boxes
ofone dozen and instruction for use 1 piece.

RISK ANALYSES
Risks associated with the release and uses of the devices have been evaluated
as per Franchise Procedure for Medical Device Risk .Management Plan.

This procedure guides identification of hazards early in the development
process to eliminate or reduce them as far as possible. Where hazards still
may exist, controls are established in the design and manufacturing processes
to assure that risks are acceptable. Compliance to stated claims and
specifications arc assured by verification and validation. Design controls
demonstrate that the devices perform as intended.

Ri-sks associated with the devices continue to be monitored throughout the
product lifecycle, Post-Market Surveillance Procedure.

INSTRUCTIONS FOR USE

L SEATING THE FIXATION TAB
Seat the fixation tab in intact tissue above the apex and away trom the
incision



a.  Tahe the first pass directly above or adiacent to the apex ina

. CacsiiTe MUPBLGT (POXVI HCIOCHSICTBCHHO WA BCPLIMIOI MM et ! oy B o et o
: PO © uciipu nmlpga'lcmm ol ;E: peta (na Preynxe la noxasan direction away from the incision (Figure Ta shows directly above the
BPOXOA HCHOCPSTICTRCHID Nl #epusiiivii). 4pex).
10
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npoTAHUTe HUTb STRATAFIX® Symmetric PDS® Plus uepes
3KaHb. Yi00bl OCTOPOXHO 3aKpenuTb QUKCUPYIOLWWIA BbICTYN B
TKaHu. @uKcupylowmnii - Bblesyn [O/DKEH pacrnonaratbCi  Hap
NAOCKOCTbIO TKaHW U 6bITb BugeH (PucyHok 1b). He npunaranTte
LONONHUTCABPIOW CUMbI K PUKCUPYIOLWEMY BbICTYNY WUAN HUTHU.
[Burasacb K BeplwmnHe paspesa, CaenaiTe NpoOXos B HEMOBPEXAEHHO
TKaHW NepneHgMKyNsapHO WCXOAHOMY MpPOX0oAy, 4TOObl 3aKpenuTb
CcTeXoK (PUCyHOK 1c). MOXHO cpaenatb HeCKO/NbKO MPOXOA0B.
OCTOpPOXHO MOTAHUTE 3a HUTb, YTOObI YCTPaHWTb BO3MOXHOE
npoBsucaHue.

2. YWMBAHWNE PA3PE3A

Ona ywmnsaHua paspesa BbINOMHUTE HaNOXEHNE HEeMpPepbIBHOTO LLBA,
3axBaTblBas 06e CTOPOHbI 4,79 COAAMHEHNS KpaeB paHbl CTaHAApTHbIM
cnoco6om (PUCyHOK 2a).

ONs BOCTUXKEHUSA XEeNnaeMoro COeANHEHNS U HaTHKEHUS OCTOPOXHO
NOTAHUTE 3a HUTb MOC/Ee KaXA0ro Npoxofja Yepes TKaHb.
MpofonmkaiiTe coefnHeHWe TKaHeld MO [A/WHe paspesa, NPOSBAAS
OCTOPOXHOCTb, YTOGbl YPE3MEPHO He HaTArMBaTb HUTbL. OCTaBbTe
0KO/0 8 CM HUTW Ans 06PaTHOro LWBa U huKcaLuun KoHua.

3. 3ABEPLUEHUE YLUMBAHWSA PA3PE3A
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b.

Pull the suture STRATAFIX”M' Symmetric PDSA™ Plus through the
tissue to gently scat the fixation tab agajnst the tissue, 'fhe fixation
tab should be seated above the tissue plane and be visible (Figure
Ib). Do not exert additional force on the fixation tab or device.
Moving toward the apex of the incision, take a pass in the intact
li.ssue perpendicular to the initial pass to lock the stitch (Figure Ic).
Multiple passes are acceptable. Pull gently on the device to take up
anv slack.

CLOSIINC THE INCISION

Proceed with a continuous suturing pattern to close the incision,
taking apposing bites on cither side of the wound in standard fashion
(Figure 2a).

To achieve the desired approximation and tension, gently pull on the
device with each tissue passage.

Continue approximation along the length of the incision taking care
not to overtighten the device. Retain approximately 3” (8cm) of the
device for completing reverse stitching to secure the terminal end.
TERMIN ATION THE CLOSURE



>n

a. [na oKoHYaTenbHON (uKcauuy W aaBCPLUCHUA YLIWBAHUA TKaHein
chenaiiTe ABa Npoxoda B MPOTUBOMOJMIOXXHOM HanpaB/ieHWW MOMepeK
paspe3a (PucyHok 3a). 3aTeM OCTOPOXHO MOTSHUTe 3a CBOBOAHLIN
KOHEL, HNTU 1 06peXbTe HUTb Ha YPOBHE NMOBEPXMOC MM FKamnwm.

Mpu ypaneHns HWUTKW, MepepexbTe CepeAWHY HUTU B6AN3N (UKCUPYIOLLETO
BbICTYyNa M OCTOPOXXHO BbITAHUTE HUTb B HampaBleHWW HEemnpepbiBHOMO LWBa ANS
0cBOGOXAeHUA (uKcaTopoB. [ANs MOAHOTO YAANEHUS| HUTU U3 TKAHU MOXeT
noTpe6oBaTbCA MNEPCpPe3HN CepeAuHbl HUTWU B HECKONbKMX MecTax. M3BnekuTte
(})HKCMpyOLWKNA BLICTYN 1 BbIGPOCKTE M3genue.

OEVMNNAHTALUNA

Hc npumeHumo. Paccacusarom,mﬁcg LLIOBHbIV mMatepuan

TEXHNYECKUME XAPAKTEPUCTUNKN

Tab.nuwio S. Tabauua hymKLmonanbmbix Xapak TEPUCTUK U XapaKTepucTrK
6e3onacHoOCTW.

HanmeHoBaHne/ Name
CTpyKTypa WwoBHOro matepuanal Structure of suture

LiBeT woBHot maTtepwmanal Coktr of suture
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a. To complete and secure the closure, take two passes in the reverse
direction across the incision (Figure 3a). Then gently pull on the free end ot
the device and cut flush with the surface of the trssue.

If removal of the device is required, cut the core ol the device uear the
fixation tab and carefully pull the device in the direction of the running stitch
to disengage the anchors. Cutting the core of the device in multiple places
may be required to fully remove the device from the tissue. Retrieve the
fixation tab and discard.

DEIMPLANTATION
N/A Absorbable Suture

TECHNICAL CHARACTERISTICS
Table J. Table of functional ami safety characteristics.

3HauveHune/ Value
.MoHOFinTb/ monofilament thread

thmonetosblil ugeT/Violet



MokpbiTne urnsl/ Coverage of needle CununkoH/ Silicone

nnwn / or

Cerberus/

Multipass
CooTHoLeHue/ ratio; M2(3/0) - 0,200-0,249 mm/mm
MetunueckHii pasmep/ metric size (USP) M3(2/0) - 0,300-0,349 mm/mm
Onametp/ diameter M3.5(0) - 0,350-0,399 mm/mm

M4( 1) - 0,400-0,449 mm/mm

Pa3pblBHasi Harpy3ka B NPOCTOM Yy3/ie, He MeHee M2(3/0)- 17.5\m
(ans yKasaHHor o 3HadeHus HUTK) / Tensile strength in a M3(2/0)-26.8 n/N
simple knot, not less than M3.5(0)-39.0H/N
(for specified strand value) M4(1)-50.8 im

LdnuHa yyacTka maTepuana ¢ WMHaMKU B 3aBUCUMOCTU OT HOMWHA/IbHOM ANWHBI WOBHOro matepuana/ Length ol suture with barbs depending
on the nominal length ol'the suture

HomuHanbHas AMHa WOBHOMO .MaTepmara/ [OnuHa yyacTka matepuarta ¢ wuHammu/ Length of suture with barbs

Nominal length of the suture

15 CM/ cm 15 CM /cm
23 GM/ cm 23 QM/ cm
30 CM/ cm 30 CM/ cm
45 QM /cm 45 QM/ cm
60 CM/ cm 60 QM cm

ponycTumoe oTKnoHeHme/ acceptable variation; +2 %
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HomuHanbHaa gnvHa wosHoro matepuana/' Nominal length of 15cm/ cm
suture 23 cm ' cm
30cm/cm
45cmicm

60 @vi/ cm
®akTuyeckas gnuHa / Actual length He MeHee 98% 0T HOMMHaNLLIOA gnrHbI/not less than 98% of minimal length

MPOYHOCTb Ha KpenjieHWe LWOBHOrO Matepuana B M2(3/0) - 4,5 1LL
aTpaBMaTWM4ecKol urne, He MeHee (419 YKa3aHHOro 3HavyeHus M3(2/0) - 9,0 ROM
Hu rn)/ Strength for binding of suture in atraumatic needle, not '

less than (for specified strand value) M3.5(0)- 11,0 1LU

M 4(D- 15,0 H/N

PaccTtosHue mexay wunamu/ Distance between barbs ot 0,61 g0 0,95 mwm/ from 0.61 to 0.95 mm

AnnHa wnnal/ Length of barb [dnvHa wuna yctaHaBiMBaeTCsa MeXaHU4Yeckoi 06paboTKOW 1 cxemMoi
wrtamna/ Barb length is fixed by the tooling and die design

1,219 MM/ 1,219 mm + 0,025 mm/mm
0,048 aroitma/ 0,048 inches + 0.001”
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BbicoTa wwuna/ Height of barb

Yron oTKnoHeHus wunal/' Deviation anale of barb

Konnyecrso HaHeceHWUs aHTMBaKTepuanbHOro BelyecTsa
IRCIACARE MP (tpuknoTtaH)/ Quantity of application of the
antibacterial agent IRGACARH MP (triclosan)
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HBa

PaccTosHne namepseTcs «0T KOHYMKa A0 KOH4YMKa» wuna ' Barb tip-to-tip
distance is fixed by the tooling, die design

1,26 MM- 1,51 MM/ 1,26 mm - 151 mm

0.0495 - 0,0595 pgroitma / 0,0495 - 0,0595 inches (oxBaTbiBaeT BCe
pasmepbl/encompasses all sizes)

Yron OTKNOHeHUs Wwuna GuKeupyemcs npy nomowm mexaHmamwBarb angle
is fixed by the tooling/die design

[Omsa Bcex pasmepos: 20.4 + 1°
All sizes: 204 = 1°

< 2360 mKT/™M/ pg/m



DOnuna nrael/ Length of needle

Twun urnel/ Needle type
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RB-l - 17 mm/mm (£0,381 mm/ mm)
PS-2 npaiim - 19 mm/mm (£0,381 MM/ mm)
SH-1 - 22 MM/mm (£0,381 mm/ mm)
PS-1 npaim - 24 mm/mm (£0,381 mm/ mm)

SH, CT-2, UR-6, V-7. CP-2 - 26 mm/mm (£0,381 mm/ mm)
CT-1,CTB-1, 0S-6, V-34 - 36 MM/mm (+0,381 MM/ mm)
CT, 0S-8 - 40 MM/mm (0,381 mm/ mm)
CTX,CTXB -48 MM/mm (0,381 mm/ mm)

PS-1 prime, PS-2 prime, OS-6, OS-8, CP-2 - o6paTHo-pexyuiaa urna/
reverse cutting needle

CTXB, CTB-1 - kontouias TynokoHeyHaa urna' blunt point ethiguard needle

CTX. CT-1, CT. CT-2. SH, RB-I, UR-6, SH-I - kontowas urna/ tapeipoint
needle

V-7, V-34 - Kontoule-pexyuiasa urna / tapercut needle



CTteneHb n3rnbda urnsl' Bend of needle N30rHyTble Ha 1/2 Opr)KHOCTVl:/ bent for 1 of circle:

Tun urabl' needle type 0S-6, CTXB, CTB-1, CTX, CT-1, C/1,CT-2, SH,
0S-8, RB-1. V-7, V-34, SH-1, CP-2

n30rHyTble Ha 3/8 okpyxHocTu:/ bent for 3/8 of circle:

TuH urnbl/ needle type PS-1 npaiim, PS-2 npaiim/ needle type PS-1 prime,
PS-2 prime

M30rHyTble Ha 5/8 okpyxHocTu:/ bent lor 5/8 of circle:
Tmn urnel/ needle type UR-6
dopmMa NoMepeyHoro ceyeHns ocTpusa urnbl/ Cross-section C ABYTaBPOBbIM nornepeyHbiM cedyeHunem/with round cornered I-beam circular
' shape of the needle point cross-section:
run urnbi/needle type: SH, RB-1

C KBagpaTHbIM nonepevHbiM cedeHnem / with square shape:

Tin urnel PS-1 npaiim, PS-2 npaiim, V-7, CT-1 / needle type PS-1 prime,
PS-2 prime, V-7, CT-1

C TpexrpaHHbIM nonepeyHbiM cedeHnem/ with triangular shape:

i Tun urnel / needle type 0S-6, CP-2, OS-8,

C NPAMOYTofbHbIM nonepeyHbiM cedeHneM [ with top and bottom licit shape:

Tmn urnel/needle type: CTX, V-34, C -2, CT-1, UR-6, CI B-1, Cl XB, CT,
SH,SII-1

" TeepaocTb urbl no Bukkepcy/ Needle hardness due to 11V 4900-6475 H/mm2/ MV 4900-6475 N/mm2
Vickers*
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Y CTONUYMBOCTL MUIbl K Koppo3un/ Resistance KO corrosion

Jvnametp urnel B 30He Kpennenua' Diameter ol needle in the
binding zone

Ynpyroctb urnel/ Elasticity of needle

MoeepxHocTb urabl/ Surface of needle

MapameTpbl LWEPOX0OBATOCTM MOBEPXHOCTEN UrA, He 6onee/
Roughness parameters of needle surface, not more than*
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Koppo3noHocToiikune/ corrosion resistant
M2(3/0) - 0.66-0.7! Mm/mm -

M3(2/0) - 0.68-1.02 mm/mm
M3.5(0)- 1.02-1.27 mm/mm
M4(1)- 1.02-1.27 mm/mm

*/(naMeTp HUTK He Befer HanpAMYH K AnameTpy WUrfbl, MOXeT ObiTb
ps4 AMameTpoB UMbl A8 OLHOMO pasMepa Uribl, 04HAKO pasMepbl
yKa3aHHble Bbllle NPeACTaBAAT TEKYLLIUA pAj AN8 NpeanoXKeHHbIX
pasmepoB urn/ASuture diameter does not solely drive needle
diameter, there may be a range of needle diameters tor a given suture
size, however the sizes indicated above represent the current range of
sizes offered.

Mogaynb HOHra > 200 IMa.

Bce urnbl aBnaoTcs abCcoNOrHO ynpyi nMu.

Mpn npunoxeHun ucnbitTatesnbHoOro ycunua B SH urnel asnatorca Ha 100%
YNPXT UMW U, B CBA3W C TFUM, HC BO3HUKAET OCTaTOuHON fedopmauun./

Young’s Modulus > 200 GPa.

All of the needles are fully clastic.

At a test force of 5N the needles are 100% elastic and therefore there is no
pennanent deformation.

6nectawasn, 6e3 rpewinH, pakoBuMH, BMATUH, LapanuH 1 3ayceHues/ shiny,
without cracks, cavities, dents, scratches and burrs
Ma cTtepxxHe n octpue —Ra 0,32 .mkm/ on the shank and point —Ra 0.32 pm;

B 30He KpenneHus LWOBHOW HUTK -
Rz 20 mkm/ in the binding zone - Rz 20 pm



OcTpoTa Kontouwiei vyact urnbl CTX. SH, SH-1, C1-1, CT-2, He bonee 0,025 mm/ not more than 0,025 mm
CT, UR-6, RB-1 /

Sharpness of the stitching part ot the needle CTX, SIT SH-1,
CT-1 CT-2,CT, UR-6, RB-1

iia gnvHe ot 2 go 5 gnameTpos xBocToBUuKa - 0,025 mm/ at length of A-5
LnpuHa pexyLiux pebep Ura ¢ TpexrpaHHbiM octpuem OS-6, diameters of shank - 0.025 mm
0S-8, CP-2, He 6onee .

Width of cutting edges of needles with three-edged point OS-
6 0S-8, CP-2, not more than

. RB-1 -5.41 mm/mm,
Pagnyc KpmBu3HbI M30TrHYTbIX KUrn/ Curvature radius ol bent
L’R-6 - 6.62 MM/min,
I needles
Sli-1 - 7.19 MM/mm,
PS-2 npaiim - 8.08 mm/ PS-2 prime - 8.08 mm c

CT-2, CP-2 - 8.51 MM/mm,

! SH, V-7 - 8.76 mm/mm,
PS-1 npaiim —10.19 mm/ PS-1 prime - 10.19 mm,
V-34 - 11.59 mm/mm,
CT-1,CTB-1,0S-6 - 11.92 MM/mm,
CT, 0OS-8 - 14.33 MM/mm.
CTX,CTXB - 16.67MM/TT,
fonyctumoe oTKnoHeHune- £0.13 mm/ acceptable variation - £0.~ A

. . 25 npokonos/ punctures
MoNHbIA yCTaHOB/EHHbIV PECYPC AOMKEH ObIThb HE MeHee ,
Complete service life of at least

. . 50 npokonoBs/ punctures
MonHbIA cpeaHuMii pecypc AOMKeH ObITh He MmeHee/ Complete
mean life ot at least

IEVCTEUS ACTIONS
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[,Ba BaXKHbIX MapameTpa xapakTepusyoT paboune xapakTepucTUKN
paccacblBalOLMXCS WOBHbIX MaTepuanoB B YCNOBUAX in Vivo:
BO-MEPBbIX, CUMIa HATSHXKEHNS,

a BO-BTOPbIX, CKOPOCTb paccachbiBaHMs (YMEHbLLEHWS Macchbl).

Hute STRATAF1X® Symmeiric PDS® Plus no3sosiseT cokpatuTh [0
MWHWMYMa BapmabenbHOCTb TFUX XapaKTepucTuK u obecneumnsaet
(hmKcaunio paHbl Fia NpOTSXeHUN ANUTENbHOI Nepuoja 3aXUBNeHUS.
[aHHble, NoNlyyYeHHble B 3KCMEPUMEHTAX C UMMaHTaLMeR Ha XXUBOTHbIX,
NpoLeMOHCTpMpOBann, 4to HUTL STRATAFIX'S) Syninictric PDS®Plus
HOJTHOCTBIO paccacbiBaeTca yepe3 210 gHeil nocne MMNaaHTauum.
Pe3vnbTaibi nccnegoBaHuii ¢ MnNNaHTaumein NokasbiBaldT MPOLEHT
COXpaHALLeica nepBoHavanbHOW NpoyHocTn (Tabn. 1).

Tabnuua 4. OcTaTouyHas NPOYHOCTb Ha pa3pbiB B 3aBUCUMOCTM OT
BPEMEHU MMMaHTaLmm

OHW NOCJIE MMIMJTAHTALNA /
DAYS IMPLANTATION

14 gHein / 14 Days
28 nHei / 28 Days

42 gHA [ 42 Days

WcenegosaHua in vitro nokasanu, 4to HUTb STRA FTAP1XB Symmetric
PDS r*Plus ¢ IRGACARE MP (Tp1kno:3aH) NofaBnaeT KOSOHM3aL W0
yCTpOCTBa TaKUMU MUKpOOpraHusma.mu, kak Staphylococcus aureus.
Staphylococcus epidemtidis, ycToiunBble K MeTTWNUANMHY S. aureus,
ycToiumeble K Mewumnnnnuy S. epidermidis, Escherichia coli n Klebsiella
pneumoniae, U3BECT HbIMW CBOE CNOCOBHOCTLIO BbI3BaTb MH(EKL WU B
o6nacT onepayMoHHOI0 HONA.

ViccnenoBaHUsA Ha XXMBOTHbLIX MOKa3WTK, YTO HUTb STRATAFLX®
Symmetric PDS® Plus nofaBnset KONOHU3aLUI0 HATK BakTepuamu
nocsne HenocpeAcTBEHHOO BBeAeHWA GakTepwuii in vivo.
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Two imponant characteristics describe the in vivo performance ot
absorbable devices: first, tensile strength retention,
and second, the absorption rate (loss of mass).

The suture STRATAFIX' Symmetric POSM Plus has been
formulated to minimize the variability of these characteristics and to
provide wound support through an extended healing period.

Data obtained from an animal implantation study show' that the suture
STR.ATAFIX™ Symmetric PDS™ Plus is completely absorbed by 210
days post implantation. The results of implantation studies indicate the
percentage of original strength that is retained (Table 1)

Table 4. Original Strength depending on time of implantation Retained

MPNYHUNSNTEJIbHAA NMPOYHOCTb
HA PA3PbIB/ APPROXIMATE %
ORIGINAL STRENGTH REMAINING

75%
65%

55%

UNiig in vitro studiesI*"RATAFIX'M Symmetric PDSM* Plus Device
with IRGACARE MP (triclosan) has been shown to inhibit
colonization ol the device by Staphylococcus aureus. Staphylococcus
epidermidis, methicillin-resistant S. aureus, methicillin-resistant S.
epidenuidis. Escherichia coli, and Klebsiella pneumoniae, which are
microorganisms known to be associated with surgical site infections.
Animal studies have demonstrated that STRATAFIX*"* Symmetric
PDS™ Plus Device inhibits bacterial colonization of the device after
direct in vivo challenge with bacteria.



MATEPVASTBL, LI KOTOPBIX M3FOTOBMEHO MATERIALS USED FOR THE MEDICAL DEVICE
MEAVLIVHCKOE W3LENVE

Suture
HuTb - . .
MonngunokcaHoH (C4H603)x IRCIACARH MP c kpacutenem D&C Violel ;’o(;g/(?j;%x?f{[ne (C4H6_0|3)X IRGACASE MEF:hd.yed V\Illth DC&C \I/.'OIEt No.
Ne 2 60725. npou:wopfcTea ATUKOH UHK., KopHenusa, Oxoppxkusa, CLUA. » Suture material manutactured by icon, fnc., Lornehia,

i . Georgia. USA

AHTMOAKTEPUANIbHbIN areHT TpM.KnOLUT IRGACARD MP. Antibacterial agent - triclosan IRGACARE MP, manulacturer BASF
npounssogacTea BASF Grenzach Cimbll, | epmaHusa, ceptudpukar GMF A h GmbH. Ci GMP it
MoDH BW 01 GMP_2018_0014. renzach GmbH, Ciermany, certificate

KPDE_BW_01 GMP_2018_0014.

Needle
ﬂrelg)axwaeromaﬂ cTanb Mapki AiS| 420%. nponssoacTea KapneTep Stainless steel AISI grade 420*, Supplied by Carpenter Technology
TekHonogxun Kopu., PugnHr/11A vnum Corp. Readnjg, PA -
HepxaBeloliyas cTans DTanoli*, npoussogcrea ATl Allvac, CLLA Ethalloy Stainless stggl , manufactured by ATI Allvac, ©SA.
MoKpbITME UrNbl —CUANKOH (CAS Homep 01330-20-7, 63148-57-2) nnu Needle coverage - Silicone (CAS Number 01330-20-7
Cerberus, npousseseHHoe KomnaHueli Gelesl Inc.unm komnaHueit Sillcch 63148-57-2) or . .
MED-ET1 (Siltech Corporation) Cerberus, manufactured by Gelest Inc.or Siltech MED-ETI (Siltech

Corporation)

AToppobHee B Tabnuue HuXe. * see the table below

Tabnnua 5. Cooteer<.JlBHe Mapku cTanm

MokpbiTue urnsl / Needle Mapka Hepxasetowei
Koa mpoaykuun/ yayumenosanne npogykyun / Product name Coating ctanu / SS grade
Product code
M2 (3/0) 45 GMurna obpaTHo-pexyuiaa PS-1 npaiim/ Multipass Stano/ErHarloy
SXPPIAIOO (3/0) 45 cm Prime Reverse Cutting Needle PS-1 prime
M2 (3'0) 45 QM urna o6paTHo-pexyLias PS-2 npaim/ i STanoii/Ethallo
SXPPIAIOI (30) paTHo-pexyL, P Multipass y

M2 (3/Q) 45 cm Prime Reverse Cutting Needle PS-2 prime
M 3.5 (0) 45 QMurna o6patuo-pexyuws OS-6/

SXPP1A200 M~.5 (01 45 cm Reverse Cutting Needle OS-6

M4 (1) 45 cMwurna o6patHo-pexyuias OS-6/

M4 {I) 45 cm Reverse Cutting Needle OS-6

CunnkoH 2X Silicone 2X AIS! 420

ili AIST 420
SXPPIA201 CunnkoH 2X  Silicone 2X
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SXPP1A300

SXPPIA301

SXPPIA302

SXPPIA400

SXPP1A404

SXPP1A405

SXPPIA401

SXPP1A402

SXPPIA403

SXPP1A406

SXPPIA407

SXPP1A408

SXPP1A409

SXPP1A410

SXPP1A202

SXPP1A203

SXPP1A204

SXPP1A205

SXPP1A303

M4 (1) 45 cm urna Kontouwaa TynokoHe4yHas CTXB/
M4 (T 45 cm Blunt Point Ethiguard Needle CTXB
M4 {1) 45 QMwurna Kontowas TynokoHeuHas Cl B-!/
M4 (1)45 cm Blunt Point Ethiguard Needle C 'B-1
M3.5 (0) 45 QViurna kontowas TynokoHeyHas CTXB/
M3.5 (03 45 cm Blunt Point Ethicuard Needle CTXB

M4 (1) 45 QMurna kontow,as CTX''

M4 (1) 45 cm Taperpoint Needle CTX

M4 (1) 45 QMwurna kontoujas CT-V

M4 (1)45 cm Taperpoint Needle CT-1

M4 (1) 45 QMtiiTia kontowas C I/

M4 (1) 45 cm Taperpoint Needle CT

M3.5 (0) 45 QMwurna kontowas CT-1'

M3.5 (0) 45 cm Taperpoint Needle CT-1
M3.5 (0) 45 QMurna kontow,as CTX/

m\VB5 (0) 45 cm Taperpoint Needle CTX

M3 (2/0) 45 eMurna kontoujaa CT-1/

M3 (2/0) 45 cm Taperpoint Needle CI'-1
M3.5 (0) 45 QMurna kontowas C I

.M3.5 (0) 45 cm Taperpoint Needle CT

M3.5 (0) 45 QMiurna kontowass CT-2/

M3.5 (0) 45 cm Taperpoint Needle CT-2

M3 (2/0) 45 QMurna kontoutas CT-2/

M3 (2/0) 45 era Taperpoint Needle CT-2

M3 (210) 45 QMurna kontowirs SH/

M3 (2/0) 45 cm Taperpoint Needle SH

M2 (3'0) 45 QMwurna konwowas SH/

M2 (3'0) 45 cm Taperpoint Needle SH

M3.5 (0) 60 QVinrna o6paTHo-pexyuias OS-6/
M3.5 (0) 60 cm Reverse Cutting Needle OS-6
M4 (1) 60 QMurna o6paTuo-pexyuiag 0S-6/
M4 (1) 60 cm Reverse Cutting Needle OS-6
M3.5 (0) 60 CMurna obpatHo-pexyuwas OS-H/
M3.5 (0) 60 cm Reverse Cutting Needle OS-8
M4 () 60 QM w na o6paTHo-pexylas OS-8/
M4 (1) 60 cm Reverse Cutting Needle OS-8

M3.5 (0) 60 eMunrna KoAKXLWs TynokoHeyHas CTB-1/
M3.5 (0) 60 cm Blunt Point Ethiguard Needle CTB-1
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CunukoH 2X / Silicone 2X

CunukoH 2X ! Silicone 2X

CunukoH 2X ' Silicone 2X

CunukoH 2X / Silicone 2X

CunukoH 2X / Silicone 2X

CunukoH 2X / Silicone 2X

CunukoH 2X / Silicone 2X

CunukoH 2X / Silicone 2X

CunukoH 2X / Silicone 2X

CunukoH 2X / Silicone 2X

CunukoH 2.X / Silicone 2X

CunukoH 2X i Silicone 2X

CunukoH 2X ' Silicone 2X

Cerberus

CunukoH 2X / Silicone 2X

CunukoH 2X / Silicone 2.X

CunukoH 2X / Silicone 2X

CununkoH 2X mSilicone 2.X

CunukoH 2X mSilicone 2X

AISI 420
AISI 420
AISI 420
Al1S1420
AISI 420
A1S1420
AISI 420
AISI 420
AISI 420
AISI 420
AISI 420
AISI 420
AISI 420
dTanoi/ETbaHoy
AISI 420
AISI 420
AISI 420
AISI 420

AISI 420



N -

M4 (1) 60 cm urna Kontowas ryHokoHcyHas CTB-1/

SXPPIA304 M4 (1) 60 om Blunt Point Ethiguard Needle OTBL Cunukon 2X / Silicone 2X  AISI 420
SXPPIA305 mg: Eg; gg Cc'n\:' 'gl’:fr‘n'(g’;ﬁt’*;ihgﬂa‘)r';‘);:ﬁ: CCTT;:E/ Cunnkon 2X / Silicone 2X A 1S1420
SXPP1A306 m 8 28 Sr:]"”E;fuan:c;’;ﬁ':*ghgﬂ::;o;Z:';T: gTT;((:/ Cunukon 2X / Silicone 2X  AISI 420
SXPP1A411 m; g;g; ~ Cor\n" ”Tr;pae:‘;gift”*ljzeglz';/134 Cerberus dranoii/Ethalloy
SXPP1A412 mgg Eg; 28 g\: 1?paef:gi'§t“*,\f§e§;/CT Cunukon 2X / Silicone 2X  AISI 420
SXPP1A413 m; g;g; ig COn\:I Ifrr:paef;giftm’\?:ezzlsu Cerberus JTanoii/Ethalloy
SXPP1A414 '\l\;'é gg; 12 %%ﬁfﬁ&ffﬁzeﬂlw Cunukow 2X / Silicone 2X  AISI 420
SXPP1A415 s g//%; ~ Sr\:ﬁr:paef;;ft”*,\?:eg;%’?z Cunnkon 2X / Silicone 2X  AISI 420
SXPP1A416 A E;;g; " Sn\?'ilrr:pae:;;i}:tml\?:leg;gT-l Cunnkow 2X / Silicone 2X  ATS! 420
SXPP1A417 m g;g; ig’ ?r\n/lIill'r;pae:(pogi}r?tml\TZe(L;Il:-S/R-6 Cunukon 2X / Silicone 2X  AISI 420
SXPP1A418 e Egi oo "'Tr;pae:‘;:ift”*,\?:enge'é/T_l Cunmkon 2X / Silicone 2X  AISI 420
SXPP1A419 m EB ig Sn\f"'Tr:pae:‘;:ift”ﬁ:egg'é/T_z Cunukon 2X / Silicone 2X A 151420
SXPP1A420 m 8))1155 g\:"'Tr:pae:‘sgi':t”ﬁ:eg;'gT_l Cunmkon 2X / Silicone 2X  AISI 420
SXPP1A421 :/I/'g 858; 22 Sn\f 'f'rr;pae:‘;gi’:t”*ljseir!SH Cunukon 2X / Silicone 2X  AISI 420
SXPP1A422 l\'\g g;g; ;g (cjr\n/llill'r:pae:(:;irr?tml\?:eglz-é/T-z CunukoH 2X / Silicone 2X  AISI 420
SXPP1A423 '\I\jg g;g; 22 Cor\n/"f'rr:pae:;gift”*,\?geg;'lc/T_l Cunukon 2X / Silicone 2X  AISI 420
SXPP1A424 l':/l"g’ g’/%)) ;g Sr\n"'/gpae:‘colﬂ’oN”;;ﬁ:”\‘X'#” vl CuamnkoH/Siliconc AlS| 420
SXPP1A425 e Eg; - vagpae:‘;gi'ﬁt“*l\?:egg;_l Cnnnkon 2X / Silicone 2X  A151420
SXPP1A426 M3.5 (0) 23 CMurna koniouse-pexylas V-34, Cunvkon 2X ' Silicone 2X  AlSI 420

M3.5 (0) 23 cm Tapercut Needle V-34
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SXPP1A427

SXPP1A428

SXPPIA429

SXPP1A430

SXPP1A433

SXPP1A434

SXPP1A437

SXPP1A43H

SXPP1A439

SXPP1A440

SXPP1A441

SXPPIA442

SXPPIA443

SXPP1A444

SXPP1A445
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M2 (3/0) 30 cm w na konwwas RB-1/
M2 (3/0) 30 crn Tapcrpoint Needle RB-I
M2 (3/0) 30 cm wrna kontowas SH/

M2 (3/'0) 30 cm Tapcrpoint Needle SH
M2 (3/0) 30 cm wrna kontowas CT-1/
M2 (3/0) 30 cm Tapcrpoint Needle CT -
M3 (2/0) 30 cm nrna konwowasa SH-1/
M3 (2/0) 30 cm Tapcrpoint Needle SH-1

M 3,5 (0) 30 cm urna konowas CT-1'
M3.5 (0) 30 cm Tapcrpoint Needle CT-1
M3.5 (0) 30 cm urna kontowas CTX'
M3.5 (0) 30 cm Tapcrpoint Needle CT X

M2 (3/0) 45 cm urna o6paTHo-pexyuias CP-2/
M2 (3/0) 45 cm Reverse Cutting Needle CP-2
M2 (3/0) 45 QMurna Konowasa CT-1

M2 (3/0) 45 cm Tapcrpoint Needle C 1-1

M3 (2/0) 60 GMurna kontowas CT-1/

M3 (2/0) 60 cm Tapcrpoint Needle CT-I
M3.5 (0) 60 M wurna kontowasa CT-1'

M3.5 (0) 60 cm lapcrpoint Neeclic CT-I

M 3.5 (0) 60 M urna kontowas CT/

M3.5 (0) 60 cm Tapcrpoint Needle C'l

M3.5 (0) 60 GMurna Ko.riowasa CTX/

M 3.5 (0) 60 cm Tapcipoirtl Needle CTX

M4 (1) 60 M urna kontowas CT-1

M4 (1) 60 cm Tapcrpoint Needle CI -1

M4 (T) 60 OM w na kontowas CT/

M4 (1) 60 cm Tapcrpoint Needle CI"

M4 (1) 60 OM w na konowaa CTX/

M4 (1) 60 cm Tapcrpoint Needle CTX

Cerberus
Cerberus
CununkoH/Silicone

CunukoH 2X / Silicone 2X

CunukoH 2X / Silicone 2X

CwunukoH/Siliconc

CunukoH/Siliconc

CunukoH 2X / Silicone 2X
CunukoHn 2X / Silicone 2X
Cunukon 2X / Silicone 2X
CunnkoH 2X / Silicone 2X
CunukoHn 2X / Silicone 2X
CunukoH 2X / Silicone 2X

CunukoH 2X / Silicone 2X

3ranoii/Ethalloy
Jranoii/Eihalloy
AISI 420

AISI 420

AISI 420

AlSI 420
AISI 420
AlSI 420
AISI 420
AIlSI 420
A1S1420
AISI 420
AISI 420

AISI 420



M3.5 (0) 23 CM urna kontowaa CT-2/
M3.5 (0) 23 cm Taperpoint Needle CT-2
M3.5 (0) 23 cMurna konwowasa UR-6'
M3.5 (0) 23 cm Taperpoint Needle UR-6

SXPP1A446

SXPP1A447

MATEPUAJIbI )KMBOTHOIO W1 YHEOBEYECKO01 O
MPONCXOXAEHNA N NEKAPCTBEHHbIE MNMPOAYKThI

[aHHOe MeanLMHCKOe n3fenne He NPOU3BOAUTCA C UCNONb30BAHMEM TKaHew
XXMBOTHOI0 NPOMCXOXAeHMA cornacHo PernameHTy Komuccun (EC) 72272012, u
He MCNOMb3yeTCs C TKAHAMU XXUBOTHOTO NPOUCXOXAEHUSA MU NOBOUYHBIMYU
NPOAYKTaMu XXUBOTHOTO NPOMCXOXAeHNa B pamkax PernameHta Komuccun (EC)
722/2012.

[aHHOe MefMLVMHCKOE M3[eNne HC COLEPXUT U He UCNOMb3YeTCs B NOObIX
npoueccax ¢ NPOU3BOAHLIMUM YenoBeyeckoli kposu (11BD).

JaHHOe MeAWLMHCKOE N3AeNnne HC COAEPXMUT UM HC UCMONb3YETCSA B NIOObIX
npoueccax ¢ eKapCTBEHHbIMU NPOAYKTa.MU.

[aHHOe MefMUMHCKOE U3LeNne COLepXUT 6aKTepuLULHOe CPEeLCTBO LWUPOKOTo
cnekTpa geiictens IRGACARE MP (TpuknosaH), KOTOPOe HC MOXET 6biTb
OTHECEHO K NeKapCTBEHHbIM CPeACTBa, rak Kak CTO KOHLUEeHTpauus B LaHHOM
MeANLMHCKOM un3genne Hc 6onee 2360 MKr/m.

Mpouecc KoHcynbTaumnii BSI ¢ MegnuymMHcKnm coBcTo.M no oueHke, CBG-MEB,
OTHOCUTENIbHO JAHHOI0 MeAMLMHCKOro n3gennsa 6ol BoinoaHeH B 2007 rogy
cOrnacHo npoueaype Komcynblauun Homep; C'P#0.°0. LlaHHbI oT4yeT MEB
coxpaHseTcs B haiine BSI.

CTEPUNTN3ALUNA

Hute STRATAFIXK Symmetric PDS'K Plus sBnsietcs nsge.TueM OfHOKpPaTHOTO
MCNONb30BaHNA, MOCTaBAAEMbIM B CTCPUNLTIOM BUAE MOCNe CTepUaM3aLnm
swneHokcugom (EO) [0 ypoBHA rapaHtum ctepunbHoctn (SAL) 10"
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CunukoH 2X Silicone 2X AIlSJ 420

CunukoH 2X / Silicone 2X AISI 420

INFORMATION ABOUT MATERIALS OF ANIMAL/HUMAN
ORIGINE, PHARMACEUTICAL SUBSTANCES

This medical product is not manufactured using animal tissue in accordance
with Commission Retallation (EC) 722/2012. and is not used with animal
tissues or by-products of animal origin within the framework of Commission
Regulation (EC) 722/2012.

This medical device does not contain and is not used in any processes with
derivatives of human blood (HBD).

This medical product does not contain or is not used in any processes with
medicinal products.

This medical product contains a broad spectrum bactericidal agent IRGACARE
MP (triclosan). which can not be attributed to medicinal products, since its
concentration in this medical product is not more than 2360 pg ra.

The BSI consultation process with the Medical Evaluation Board, CBG-Mf,B,
regarding this medical product was performed in 2007 according to the
consultation procedure number: CP 050. This MEB report is saved in the BSI
flic.

STERILIZATION

The Suture STRAT.AFIX'"’ Symmetric PDS’" Plus is a single-use device
provided sterile and sterili/ed by Ethylene Oxide (EO) tc' a sterility' assurance
level (SAL) of 10"



MNMPNHALNEXXHOCTU

M3genve He COLEPXUT MPUHALNEXKHOCTEN.

Hukaknx cneyuanbHbiX MPUHAANEXHOCTEN He rpebycTcAa Npu MCNOb30BaHWUMW
HUTM STRATAFIX® Symmetric PDS® Plus.

CBEAEHNA O COBMECTUMOCTW
MN3aenne WCMonb3yes'cs CO CTaHAAPTHLIMU XWPYPrUUYECKUMWU WHCTPYMEHTamu,
Hanpumep, 3aXumamu/WunuamMmu n 6opamu.

CBEAEHNA O MAPKUPOBKE, YTTAKOBKE

YTAKOBKA

Hutb STRATAITX®’ Symmetric PDS® Plus ynakoBblBaeTcs B N1acTMacCoBbli
NOTOK C KPbILWKONM, NakeT M3 ()ONbIW C 0TCMauBaeMblM BEPXHWUM CI0EM.
[Osenaguatb (12) NOTKOB M MHCTPYKLMIO MO NMPUMEHEHUIO NOMeLLaoT B KOPOOKY.
Kopo6ku o6opaynBaloT NaeHKOW, BO BPeMs MpoLiecca MomeLlaeTcs OTpbiBHasA
NeHTa .49 YNPOoLLeHNA BCKPbITUA KOPOBOK.

MAPKNPOBKA

VlapKnpoBica HaHOCKTCA Ha MHAMBUAYAbHYIO YNAKOBKY:
- Ha KapTOHHYO KPbILWKY NOAUNPONUIEHOBOTO N10TKA;

- Ha nmakeT u3 onbru.

MapKupoBKa HAaHOCMTCS Ha FPyNMoBY MOTPCOUTENLCKCTO YMNaKOBKY:
- Ha KapTOHHYI KOpOOKYy.

MapKnpoBKa HaHOCMTCS Ha TPAHCMOPTHY YyNaKoBKY.

Onsa o6paweHus nNpoaykuum Ha Tepputoputo Poccuiickoid  Depepayuu
MapKMpoBKa MPOM3BOAUTENSA [OMOHAETCA 0KanbHbIM CTUKEPO.M Ha PYCCKO.M
A3blKe (A8 NOTPE6UTCNLCKONT FPYMNMnOBOA KAPTOHHON YNaKoBKMK).

MapKMpoBKa [aHHOTO MeAHTXMHCKOro M3fenus BKAOUYaeT B cebs chegytoliue
CUMBO/IbI.

Kopa IT34C/MsY Catalogue nunrber
REF A g
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ACCESSORIES

The device in this file does not have accessories included.

No special accessories are required to utilize the suture STRATAFIX"?
Symmetric PDS”m Plus.

COMPATIBILITY INFORMATION
The device is utilized with standard .surgical instiTiments, such as
graspcrs.'forceps and cutters.

DATA ABOLT PACKAGING AND LABELING

PACKAGING

The suture STRATAFIXM Symmetric RDSM™ Plus is w'ound into a plastic tray
packaging w'hich is placed into peel open foil package. _

Twelve (12) pouches, a user guide and an IFU arc placed intcT" box. The boxes
are wrapped with a film and tear tape is placed during the process to ease the
opening of the boxes.

LABELING

Labellrng is on the individual primary packaging;
On the paper lid of the tray
On the foil package

Labelling is on the group packaging:
- carton box

Labelling is on transport packaging.
For circulation of the product in the Russian Federation a local sticker in the
Russian language is added to the original labelling (into group packaging).

Labeliirg of this medical device includes the following symbols (primary,
secondary packaging):



Kopg naptuu/ Batch code *
LOT A

: ! Mcnonb3osBaTb fo/ Usc-by date

ann I I I Mpownssogatens/Manufacturer
CtepununsoBaHo TTuneHokcugom/ Sterilized using ethylene oxide

STERILE EO

MapkupoBka CE Bknto4as naeHTUPHKALHOHHbIA HOMep (YNONHOMOYEHHbI opraH) MpoAyKT COOTBETCTBYET OCHOBHbIM Tpe6OBaHUAM
OvnpekTusbl EBponeiickux MenwwHckux Wsgennii 93/42/EEC / CM Mark and ldentification Number ot Notified Body. The product meets tlie
a essential requirements of the Medical Device Directive 93/42/EEC. -

TonbKo Ana KeanupuumpoBaHHbIX cneyuanuctos.' Caution: Federal law restricts this device to sale by or on the order of a licensed healthcare

fK only practitioner.

He ncnosb3oBatb NoBTOpHO/ Do not re-usc

@ lie ctepunnsosats nostopHo.' Do not restenlize

I BepxHsa rpaHuua TemnepaTypHot anana3oHa ' Upper limit of temperature

paHuubl TemnepaTypHoro gnanasoHa ! Limit of the tentperature range

A BHUMatfHc, o6paTtuTech K conpoBogu! enbHbiM foKyMeHTam/Caution

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



| OkpawcnHcla paccacbiBawowascsa MonounamcHTHCI HUTb/Anchorcd dyed absorbable monofilament

| He ucnonb3oBaTb, ecnn ynakoeka nospexageHa/ Do not use if the package is damaged

| KonnyectBo B ynakoske/ Number of Units

X NnuporenHo/Non-pyrogenic

3Hak eooTBeTcTBUA/Mark of conformitv

LI QR koa/QR code
EC REP

TPEBEOBAHUNA K OXPAHE OKPY)KAI-OLLI,EI7I CPEABI TPU
MNMPUMEHEHVN MEAVNUMNHCKOIO U3OE/INA

[aHHOe MefMLMHCKOe n3genune nNpyu NCNONb30BaHUM, TPAHCNOPTUPOBKE U
XPpaHeHWW HC OKa3blBaeT HEraTUBHOIO BO3Ae/CTBUA Ha YenoBeka u
OKpY>XXaloLyto cpegy.

CPOK rOAHOCTU, KPUTEPUIN HEMPUTOAHOCTWU
MEONUMNHCKOIO N3AEJTNA

Cpok rogHoel n usgenusa cocraensey 2 (gea) roga.

He ncnonb3oBaTh, Cenu ynakoBKa BCKPbITa MW MOBPeXeHa.

Bbl6pachiBaliTe pacnakoBaHHbIi HEMCMNONb30BaHHbI LWOBHbIA MaTepuan.

Hc ucnonb3yiiTe nocne ucTeyeHMs cpoka rofgHoCTH.

Mocne OKOHYaHMA CpPOKa FOAHOCTW f[aHHOe .MeAULMHCKOe u3fenme Heob6Xo[MMO
YTUAN3NPOBATb.

YTUNN3ALUNA

YTUAn3npyinTe OTKPbITbie YNAaKOBKWN U HEWCMONb30BaHHbIE U3AeNuns.

YTunnsaumns Mcnonb30BaHHbIX WM AO/HKHA OCYLLECTBAATLCA B KOUTCH}rcpax.
Ywnunsnpyinte usgenMe u ero ocTaToOYHble 3/7eMeTbl, 3/eMeHTbl O0TXOf4OB B
COOTBETCTBUM C /IOKa/bHbIMMW 3aKOHamMun W NpaBuiaMu.
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OdmunanbHbin npegctasutens B EC / Authorized Representative in the European Community

ENVIRONMENTAL REQUIREMENTS IN THE APPLICATION
OF THE MEDICAL DEVICE

Thi.s medical device is in use, transportation and storage, has no negative effects
on humans and the environment.

PRODUCT EXPIRATION DATE, CRITERIA OF UNSUITABLE
CASES OF MEDICAL USE

Shelf life of the product of two (2) years.

Do not use if the packaging is open or damaged.

Discard open packages and unused devices.

Do not use after expiration date.

Alter expiration date this medical device is to be discarded.

RECYCLING

Discard open packaging and unused devices.

Discard used needles in “sharps” containers.

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



HagcnHs nocne nNpWMeHeHUs N0 Ha:$HAUYEHMIO OTHOCArCA K MNOTEHLMANbHO
WH(ULMPOBAHHBLIM OTXO4aM U YTUU3NPYIOTCS Kak OTXOAblI Knacca B. M3genus ¢
UCTEKIIMM CPOKOM XpaHeHWs U MOBPEX/AEeHHOW YMaKoBKOW OTHOCATCS K
MEeAWLMHCKUM OTX0faM Knacca A.

YCNOBPI'A SKCINNYATAUNN, TPAHCITOPTUPOBAHUNA
XPAHEHWA

YCNoBu4 SKCINYATAUNN (B COOTBETCUBK C
TPEBOBAHUNAMU POCCUINCKOIO 3AKOHOOATE/IbCTBA)
Ycnosus B NOMeleHWAX, rae NpMMeHseTca MeAWLUMHCKOe u3genue, [LOSMKHbI
COOTBETCTBOBATbL CMeAyHOLWMM rpeboBaHNAM:

TemnepaTypa oT ~ 15°C go H50°C (BnaxHocTb 75% 6e3 koHgeHcauun npu 3()°C)
npu UCMOMb30BaHUK cpa3y Nocae BCKPbITUS CTePUIbHON YNaKOBKM.

YCNoBNA XPAHEHUA W TPAHCIMOPTUPOBAHUA (B
COOTBETCVMBW C  TPEBOBAHUAMW POCCUICKOIO
3AKOHOJATEJ/ILCTBA)

YcnoBua xpaHeHus: ot -60°C' go *3()°C

YcnoBua TpaHCNOPTMPOBaHMSA;

1le npeBbiwaTb -60°C go "5()°C

BnaxHoCTb BO3fyxa: YTTakoBKa HeMpoOHMLaeMa ANs Bnaru

J1TMocgepHoe faBneHne: He NPUMEHUMO

FAPAHTUMHBLIE OBA3ATE/IbCTBA

Mpou3BoAM refb TapaTTTUPYCT KOHEYHOMY MOTPebUTeNto oTCYTCTBUE Ae(eKTOB U
COOTBETCTBME XapaKTepUCTUK MPOAYKTa Ha TPOTSXKEHUWU BCEro CPoKa roAHOCTM
NPoAyKTa TIpM YCMOBUM COBMOAEHUS  TpeGOBaHMI  YCMOBMIA  .XpaHeHus,
TPAHCMOPTUPOBKM T LENOCTHOCTM  yMakoBKW. OTCYTCTBYIOT  KCXMWe-nn6o
TapaHTUKM, KOTOPbTE BbLIXOAAT 3a paMKuM onucanoro. [lpurogHocTb A.18
MCNO/Mb30BaHMA 3rOF0 .MEAWLMHCKOrO U3AC.Ms ANs KaKoii-nM6o KOHKPeTHOM
XWPYPTrUYeckoil MponcAx'pbl JO/MKHA 6bITb OnpefeneHa Monb3oBaTeneMm B
COOTBETCTBUM C MHCTPYKLUMEN NO NPrTMCHEHUIO.

MEPEYEHb HAUWMOHAJIBHbIX W MBEXAYHAPOOHbIX
HOPMATUBHbIX JOKYMEHTOB / CTAHOAPTOB, KOTOPbBIM
COOTBETCTBYET MEANLUMHCKOE N3AENNE
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After being used the products are potentially infectious waste and are
discarded as Class B vx“aste.

Products with expired shelf life and damaged packaging belong to Class
N1 medical waste.

OPERATION, TRANSPORTATION AND STORAGE
CONDITIONS

OPERATION CONDITIONS (IN ACCORDANCE WITH THE
RUSSIAN LEGISLATION)
The conditions in the rooms where the medical device is used must meet the
following requirements:
Temperature from + 15C to (75% non-condensing humidity equivalent to
30C) when utilized immediately after opening sterile packaging.

‘W
STORAGE AND TRANSPORTATION CONDITIONS (IN
ACCORDANCE WITH THE RUSSIAN LEGISLATION)

Storage conditions; Store at -60“C up to -t30°C
Shipping conditions; Do Not Exceed -60°C or 50°C
Air humidity: packaging in moisture proof foil

Air pressure: N/A

WARRANTY

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

LIST OF NATIONAL AND INTERNATIONAL REGULATORY
DOCUMENTS / STANDARDS WHICH THE MEDICAL DEVICE
COMPLIES WITH



Homep

HasBaHue gok>meHTa/ Name of document
pokymeHTa/ Number of document

1 93/42/EEC ~ANPEKT1TBA COBETA 93/42/EEC oT 14 wuioHa 1993 no Bonpocam meguuuHckoro ob6opypoBaHua / COUNCIL
DIRECTIVE 93/42/EEC as olJune 14. 1993 concerning medical devices

(EN 1SO 13485:2016 N3penus MegMLMHCKOrO Har3HaueHus. CUCTeMbl MeHe>XMeHTa KayecTBa. CucTemMHble pcboBanna Ans Leneil yperynmpoBaHus.
/ Medical devices. Quality management systems. System requirements for regulation purposes (ISO 13485:2016)

(EN 1SO 14971:2012) N3nenns MeguLMHCKOTO Ma3HauycHUA-NPHMCHEHUC YNpaBneHUs puckaMmnm K MeauumnHckum msgenmsam. / Medical deviccs-
Applicalion of nsk management to medical devices.

(EN 1SO 11135:2014.//11 2009) Crepunusariis MefuWLMHCKOA npogykuun. 3TuneHokcug. Yactb i. TpebosaHusa Kk paspaboTke, Banufjauum u Tekyllemy
KOHTPO/O Mpolecca cTepunnsaunmy MeguuuHckux nsgenuii. Monpaska 1 nepecmoTp MpunoxeHus E, BbINycK 0AHOI maprum
' Sterilization of health-care products. Ethylene oxide. Requirements for the development, validation and routine control of the
sterilization process of medical devices - .Amendment 1. Revision of Annex E, Single batch release (ISO 1T1j5.2014/.Amd
1:2018)

EN 1SO 11138-2:2017 Crepunr!sauma MeanUUHCKUX u3fennii —Buonornyeckne uHgumkatopbl - YacTb 2: Buonormyeckue WHAMKaTOPbl ANS
npouecca ctepunusaunm atuneHokcngom (ISO 11138-2:2017)/Stcrilization of health care products - Biological indicatots -
Part 2: Biological indicators for ethylene oxide sterilization processes (ISO 11138-2:2017)

EN I1SO 11737-1:2018 CTepunusauyns MeANLNHCKUX U:3ACui - Tpe6oBaHNA K MEANLMHCKUM U3LennaM ¢ mapkuposkoii « CTEPU/TIBHO» - YacTb
1: TpeboBaHUA K TEPMUHANBHO CTEPUAN3YEMBIM MeAULMHCKUM n3genusam /Sterilization ot medical devices - Microbiological
methods - Part 1. Determination ofa population of microorganisms on products (ISO 11737-1:2018)

EN I1SO 11737-2:2009 CTepunnsaumns MeaguLMHCKNX nsgennii —MmnKpo6nonornyeckme MeTofbl - 4acTb 2: UCMbITAHUA Ha CTEPU/IbHOCTb B paMKa.X
YTBEPXEHHOr0, BaJM/IMPOBAHHOIO M KOHTPO/Mpyemoro npouecca esepunusauymm (ISO 11737-2:2009)/Sterilization of
medical devices - Microbiological methods - Part 2: Tests of sterility performed in the definition, validation and maintenance
of a sterilization process (ISO 11737-2:2009)

EN 556-1:2001 CTepunusaumns MeguuMHCKUX nsgenuii - Tpe6oBaHUa K MeAULNHCKAM W3fennsM ¢ MapkupoBkoidh «C1EPW/1bMO» - YacTb
1 Tpe6oBaHUA K TEPMUHA/IbHO CTCPUAM3Yye.MbIM MeauuuHCKuM nsgenvam /Sterilization ol medical devices - Requirements
for medical devices to be designated "SfERILET' - Part 1. Requirements tor terminally sterilized medical devices

EN 1SO 1606T:20l5....... WMHCTPYMEHTbI, NCMON>3YCMble C HEAKTUBHLIMU XUPYPrUYecknMu umnaaHtatamun mO6uwme tpe6osaHus (ISO
16061:2015)Tnstrumentation for use in association with non-active surgical implants —

General requirements (ISO 16061:2015)
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HN ISO 14630:2012

UN 62366-1:2015

L’SP

EBponelickas dapmakones

/European Pharmacopeia

(EN ISO 11607- 1:2020)

(EN 1SO 11607-2:2020)

EN 1041:2008 + A 1:2013

ASTM F1980-07

EN 1SO 15223-1:2016
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HeakTnBHbIe Xupypruyeckme nmnnaHtatel O6wume Tpebosanma (1ISO 14630:2012)/Non-activce surgical implants - General
requirements (1ISO 14630:2012)

MeguUNHCKME NYAENHS - NPUMEHEHNe 3PrOHOMMWYHOTO MPOEKTUPOBAHUA B O i HOWEHUM MCLYTUMHCKUX nagenuin /Medical
Devices- Application of usability engineering to medical devices

USP MoHorpaduma: TpuknortaH 'USP Monograph: Triclosan

dapmakoneiiHble CTaTbi B OTHOWEHUN CTEPUIIbHBIX paccacbiBaloLMXCs WOBHbIX MaTepuanoB /Monographs for Sutures,
Sterile Absorbable

YnakoBka W3Lenunii MefULMHCKOrO0 HasHayeHus, CTepUNM3yeMblX Ha 3aBepllarolleid cTagum npoussoacTBa. Yacte 1
TpeboBaHMa K MaTepuanam, 6apbepHbIM cucTe.MaMm cTepuamsauum n cuctemam ynakosku./ Packaging for terminally sterilized
medical devices Part 1. Requirements for materials, sterilization barrier .systems and packaging systems. (ISO 1T607-1:2019)

YnakoBKa MeAMUMHCKUX U3L4ennit, CTepunusyembix Ha ;}aBepluiatolleil cTaguu npousBoacTsa. YacTb 2. Tpe6oBaHMA K
BafMAaL MM NpPoLeccoB (hoOpMUPOBAHMUS, repmeTn3aLumu u c6opku. /

Packaging for terminally sterilized medical devices Part 2: Requirements for validation of fonning, sealing and assembly
processes. (ISO 11607-2:2019)

MHthopmaums, npegoctaBnsemMas Nponu3BoAnTeNneM nU3gennii MeguumnHCKoro HasHaveHus. / Information by the manufacturer
of medical devices.

CTaHfapTHOe pPYKOBOACTBO MO YCKOPEHHOMY CTapeHuto 6apbepHbiX CUCTEM CTepuanM3aLum n3gennii MefuLUHCKOTO
HasHauyeHusd. / Standard guideline to accelerated aging of sterilization barrier systems ol medical devices.

V3genna MeAULMHCKOr0 HasHavyeHus. CUMBONbI, MCMO/Mb3YEMble Ha 3TUKETKAX W APAbIKAX MELWLUNHCKUX WU3fenunin u
npegnaraemas uHgopmaumna. Yacte 1 O6wume TpeboBaHus. ' Medical devices-. Symbols to be used with medical devices
labels, labeling and information to be supplied Part 1 General requirements



(EN 1SO 10993- 1:2009)

ISO 10993-1:2018

EN ISO 10993-2:2006

EN ISO 10993-3:2014

EN 1SO 10993-4:2017

EN 1SO 10993-5:2009

EN 1SO 10993-6:2016

(EN 1SO 10993-7:2008)

I:N 1SO 10993-9:2009
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OueHka 61M0N0rMYecKoro feicTBMSA n3gennii MeAULMHCKOrO Ha:wauycHusA. - YacTe 1 OueHKa 1 TECTUpPOBaHME B paMKax
npouecca ynpaeneHua puckamu ' Biological action evaluation ol medical devices. - Part |: Evaluation and test within the risk
management process (ISO 10993-1:2009)

Biological evaluation of medical devices - Part 1. Evaluation and testing within a risk management process / OueHka
610N0rNYecKoro AencTBua MeguLMHCKUX nsgenunii. Yacte |. OueHka 1 nccnefoBaHns B MpoLiecce .MCHedK.MeHia pUckoB

BTological evaluation ofm edicald”~”Pari 2: Animal welfare rcquirci®i®*(1sO ¢ M3gennsa MmeguLMHCKMeE.
OueHka 61M0N0rMYeCcKOro AeiicTBAA MeAULUHCKN.Y n3genuun. YacTb 2,TpeboBaHus K 06palleHNi0 C XXUBOTHLIMM

m ~gical cvaluation of medicardcvices”® Part T 4'ests lor’g carcinogenicity and reproductive toxicity (ISO
10993-3:2014 ' UN3genusa meanymHckue. OueHKa 6MONOTMYECKOro AeicTBns MeAULUMHCKUX niwcaun. YacTs 3. MccnefoBaHus

TCHOTOKCUYHOCTU. KauL,eporeHnocTu 1 TOKCUUYECKOTo AeiiCTBMA Ha PeNpoAYKTUBHYIO QYHKLMIO A
- N

Biolo"gicalVvaluation of m e to * of tests for interactions with blood (ISO 10993-4:2017) / N3penus
mMeAuumHckme. OueHKa 6M0N0rMYecKoro AeiicTBUa MeaULMHCKUX n3genuin. YacTs 4. NiccnegoBaHnsa nsgenuid,
B3aMMOAENCTBYHOLMNX C KPOBbIO

I"bb~iralriinkm ~fedicaT AN ANN3pgenna MefuLUHCKKE.

OueHKa 6MONOTNYECKOro AeiCcTBUS MedULMHCKMX n3gennii. YacTb 5. ViccneaoBaHns Ha LMTOTOKCUYHOCTL: MeTOAbI in Vitro

Biological eviJuadono f d e vi c e s - Part6: Tests for local elTects after implantation (ISO 10993-6:2016) / N3genus
MeauLnHcKme. OLeHKa 6M0I0TMYeCKOro AencTBMUA MeguLMHCKUX n3genun. YacTb 6. MiccnefoBaHna MeCcTHOrO AeiicTBuMA
nocne umnaaHTayum

OueHKa 6rnonornyeckas MeguuUMHCKUX nsgenunin. Yactb 7. OcTaTKu npu cTepunmsauyumn nunemokcmpom / Biological
evaluation of medical devices. Part 7: Residuals during ethylene oxide sterilization (1ISO 10993-7:2008)

Biological evaluation of medical devices - Part'9: 'Framework for identification and quantification of potential degradation
products (ISO 1()993-9:2009). N3gennsa megmumHckne. OneHka 6MOIOTMYECKOT0 AeNCTBMA MEAULUHCKUX K:3genun. YaeT
OCHOBHbIE MPUHLMMbLI UAEHTUDUKALUN N KONMNYECTBEHHOTO OMpeAeNeHns NoTeHUManbHbIX NPOAYKTOB AeCTPYKLUN



EN

EN

EN

EN

EN

EN

EN

EN

ISO

ISO

ISO

ISO

ISO

ISO

I1ISO

ISO

10993-10:2013

10993-11:2018

10993-12:2012

10993-13:2010

10993-14:2009

10993-15:2009

10993-16:2017

10993-17:2009

EN ISO 10993-18:2009

ISO/fS 1099309:2006

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

—_. e —

Biological evaluation of medical devices - Part 10: Tests for irritation and skin sensitization (1ISO 10993-10:2010)! V3genus
mMegunxwckue. OueHka 61MOOrMYecKoro Aciic rems Mc/wuiwckux mgenyw. Yacre 10. Miccnepgowkmsa pasgpaxaroLwieto v
ceHcnounusmpyrwiero geictemsa (c NMonpaekoii)

Biological evaluation of medical devices - Part 11: Tests for systemic toxicity (ISO 10993-11:2017) / N3genus meguuuHCcKue.
OueHKa 6M0N0rMYecKoro ACiCTB33A MeaNUMHCKUX n3genunin. Yacte 11. MiccnefoBaHmsa 06LLETOKCMYECKOTO AeACTBUS

Biological evaluation of medical devices - Part 12: Sample preparation and reference materials (ISO 10993-12:2012) '
WN3genna meanuymHckue. OLeHkKa 6M0N0rMyYeckoro AeiicTena MegnLMHCKUX n3gennii. Yacte 12. MpurotoBneHue npob u
KOHTPOJIbHble 06pasLbl

Biological evaluation of medical devices - Part 13: Identification and quantification of degradation products from polymeric
medical devices (ISO 10993-13:2010) ' N3genna megnunHckue. OLeHKa 6MONOrMYECKOro AeCTBUS MeANLNHCKNX U3AeNnii.
YacTb 13. igeHTM(HMKALMA N KONMYECTBEHHOE OMpefeneHne NpoAyKTOB AeCTPYKLUN MON33MCPHBIX .MeSULMHCKUX W:3[enuit

Biological evaluation of medical devices - Part 14: Identification and quantification of degradation products from ceramics
(1SO 10993-14:2001) / N3genna megunumnHckme. OneHka 6M010TMYECKOro ACNC3BNA MeAULUHCKUX n3gennii. Yacte 14.
NaeHTU(UKaLms u KonnyecTBEHHOe ONpejeneHne NPoAYKTOB Aerpafauun u3gennini u3 Kepamukm

Biological evaluation of medical devices - Part 15: Identification and quantification of degradation products from metals and
alloys (ISO 10993-15:2000) / N3genna .meguumnHckme. OueHKa 6MON0rMYecKOro AencTBma MeAULMHCKUX n3gennii. Yactb 15.
M aeHTMdMKaLMsa 1 KOANMYeCTBEHHOE ONpeaeneHe NPOAYKTOB Acajaunm usgennii 3 .Metannos v CNnasoBs

Biological evaluation of medical devices - Part 16: Toxicokinetic study design for degradation products and leachables (ISO
10993-16:2017) / N3genunsa meauumnHckne. OLeHKa 6MONOrMYEeCcKOro AeCcTBUS MegUUMHCKMX n3gennii. Yacte 16. KoHuenuus
TOKCMKOKMHETUYECKUX UCCNeA0BaHMI NPOAYKTOB Pa3NoXeHUs U BbillenaynBaeMblX BELLECTB

Biological evaluation of medical devices - Part 17: Establishment of allowable limits for Icachable substances (ISO 10993-
17:2002) / N3pennsa megmumHckme. OueHka 6M010rM4eckoro 4eicTBnua MeanUMHCKUX nm3gennii. Yactb 17. YcTaHOBeHUe
NMOPOroBbIX 3HAYEHWUI ANA BbIMbIBAEMbIX BELLECTB

Biological evaluation of medical devices - Pan 18: Chemical characterization of materials (ISO 10993-18:2005) / U3genus
MefuumHcKre. OLeHKa 6M0N0rMYecKo AeiicTBUA MeLULMHCKUX n3gennit. Yacte 18. MccnefoBaHue XMMUYECKUX CBOWCTB
mMaTepuanos

Biological Evaluation Of Medical Devices - Part 19: Physico-Chemical, Morphological And Topographical Characterization
Of Materials W3genus meguumnHckue. OueHKa 6MONOTNYECKOro AeNCTBUA MeaULMHCKUX n3genunii. YacTs 19. MccnegoBaHus
HU3NKO-XMMNYECKUX, .MOP(PONOTNYECKNX U Tonorpaduyecknx CBOMCTB MaTepuanos



MepeBof C aHrAMIACKOrO A3blKa Ha pyCCKUI A3bIK

<Mevatb: KEUT P. METEPCEH -

HoTapuyc - W TaT Heto-xXepcu
CpoK geincTBus Moelt NULEH3NUN
ncrtekaet 23 nonga 2026 roga>

«YTBEPX AR »

«ITUKOH, 3n-9n-Cu»

475C Ctput, TlpOMbIWAEHHbIA  NapkK
lNyaintHa6o, MY3PTO-PVKO 00969, CLLUA

Noc-®paiinec,

PykoBoguTenb nofpasfeneHns no peanusauun  rnobanbHol
cTpaTerum HOpMaTMBHO-NPaBOBOr0 PerynnpoBaHns

(BOMKHOCTB)
Ctetanun Caatu
(Mms)
<nognucaHo>

(noanwce)

28 okTAa6psA 2021 ropa
«leHb» MecaL (uuhpamn)

M.T.
MoanucaHo Nog NpPMCcAroii B MOEM NPUCYTCTBUM CEro OHA,
28 okTAb6ps 2021 roga

<nojnucaHo>
HoTtapuyc

NHCTPYKLUSA MO NPUMEHEHWIO
MEAULUHCKOIO U3JENUSA

HuTb Xxmupypruuyeckas c urnoii gna 6e3y3noBoil pukcaumm TKaHen
STRATAFIX® Symmetric PDS® Plus MOHO(pMNaMeHTHas C aHTMb6aKTepuanbHbIM NOKPbITUEM
B BapuaHTax MCNOMHEHUSA

Bepcusa gna peaumsaunm
Ha TeppuTopumn Poccuiickoii depepaunn
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nepeBoAUNK Annoax Nasng Meopruesny noannmcob

Poccuiickaa ®Pefepauyus
Mopog Mockea
BToporo HoA6psA gBe ThicAYM ABajLaTb NepBoro roja

It
A, Mouceesa Jlmnna BnaguMmupoBHa, HoTapuyc ropofa MOCKBbI, CBUAETENLCTBYHO
NOANMHHOCTL MognucK nepesojumnka ArnosH fasnga Meopruesnya.
Mognwuck caenaHa B MOEM MPUCYTCTBUN.
JlnyHocTb nognucasLlero JOKYMEHT yCTaHOB/EHA.

3apeructpupoBaHo B peectpe: Ne 50/995-H/77-2021-

YnnaueHo 3a cCoBepLUeHWE HOTapuanbHoro aeiictems: 400 pyo.

noAnnCb Mep6oBas nevartb epboBas nevarb
HoTapuyca r. MocKBblI HoTapuyca r. MocKkBbl
Mouwuceeoit J1.B. Mouwuceesoii J1.B.

J1.B.Mouceesa

Bcero npoLwwHypoBaHo, NPOHYMEPOBaHO U CKpenneHo nevatbio 35 nncT(-a,-0B).
noanmcChb J1.B.Mouceesa
Poccuiickaa degepauus

"opog MockBa
BToporo Hos6psA ABe TbicAuM gBasuatb nepbofo roga -~ 2 ?

V'I
A, Mowuceesa flnnua BnagumupoBHa, HOTapuyc ropoja 78 ckBbl, CBVI,EI,eTe]'IbgTByPO
BEPHOCTb KONUW C NpeACcTaBNeHHOro MHe JOKYMEHTA.

per"cgpm&osmlo B peecTpe: Ne 50/995-H/77-2021- ]*'H 139

YnnauLQ:3a,coB%)fmHune HoTapuanbHoro gericteus: 2160 py6. 00 kon.

<m *2
J1.B.MouceeBa
V-v
rj A
Bcero npouwu TO, MPOHYMEPOBAHO U CKpenieHo nevaTblo 35 nnct(-a,-oB).

J1.B.MowuceeBa
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