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3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHII W PETMCTPALIMI MEAHLMHCKUX H3OENHI



HAMMEHOBAHWE MEOVNUMNHCKOIO N3OE/NTNA

HUTb Xxnpypruyeckasa paccacbiBarowjascsa ogHoHanpasneHHas STRATAFIX'”
Spiral MONOCRYL* Plus ¢ aHTu6akTepmanbHbIM NOKPbLITUEM 415
6e3y3n10BO (iuKcalny TKaHei ¢ Ur/10i, B BapuaHTax UCMOMHEHUS.

BapuaHTbl UCMONHEHNSA:

- M2 (3/0), annHa 30 cm, ¢ 06paTHO-pexyLLeld urnoii Tuna «PS», 3/8 oKpyXXHOCTU. 26 MM
- M2 (3/0), annHa 45 cm, ¢ 06paTHO-pexyLLeli Uroii THa «PS», 3/8 okpyXHOCTU. 26 MM
- M2 (3/0), x'mHa 70 cm, ¢ 06paTHO-peXyLLeli Urioii Tuna «PS», 3/8 OKpy>KHOCTW. 26 MM
- M .5 (4/0), pnvHa 30 cMm. ¢ 06paTHO-pexcy el urnoii Tuna «PS-1». 3/8 okpyxHocTu. 24
MM

- ML.5 (4/0). pnHa 45 cM. ¢ 06paTHO-peXyLL el Urnoit THa «PS-1». 3/8 okpyXHoCTU. 24

- M 15 (4/0), gnviHa 70 cm. € 06paTHO-pexyLLein urnoii Tuna «PS-1», 3/8 okpyxxHocTu. 24
MV

- M2 (3/0). gnnHa 30 cm. ¢ 06paTHO-pexyLLeli urnoii Tuna «PS-1», 3/8 OKpyXHOCTH, 24 MM
- M2 (3/0), XinHa 45 cm. ¢ 06paTHO-pexyLLeit urnoii Tuna «PS-1». 3/8 oKpy>HOCTH, 24 MM
- M2 (3/0), gnimHa 60 cm. ¢ 06paTHO-PeXxy Lei urnoi TMHa «PS-1», 3/8 OKPY>XHOCTU. 24 MM
- M2 (3/0), anuHa 70 cMm. ¢ 06paTHO-Pexy'leid Urnoi Tuna «PS-1». 3/8 okpyXHOCTW. 24 MM
- MI1.5 (4/0). pnHa 30 cm. € 06paTHO-pexy Lweii urnoi Tuna «PS-2». 3/8 okpyxHocTtu, 19
MM,

- M 1.5 (4/0). nnvHa 45 cm. ¢ 06paTHO-pexyLeid Urnoii Tuna «PS-2», 3/8 okpyxHocTu. 19
MM

- M 1.5 (4/0), annHa 70 c.m. ¢ 06paTHO-pexyLLeid ur.iol Tuna «PS-2». 3/8 okpyxHocTu. 19

- M2 (3/0). ganHa 15 cm. ¢ 06paTHO-pexy Weid ur.oi Tuna «PS-2», 3/8 OKPY>KHOCTU. 19 MM
- M2 (3/0). pormHa 30 cm. ¢ 06paTHO-pexyLLeid ur.oi Tuna «PS-2». 3/8 OKPY>KHOCTU. 19 MM
- M2 (3/0). XiunHa 45 cm. ¢ 00paTHO-peXyLLeit urnoii Tuna «PS-2». 3/8 OKPYXHOCTH. 19 MM
- M2 (3/0). gn1Ha 60 cM. ¢ 06paTHO-pexy Liei urnoii Tuna «PS-2». 3/8 OKPYXXHOCTU. 19 MM
- M2 (3/0). anuHa 70 cM. ¢ 06paTHO-pexyLeit nrnoi Tuna «PS-2». 3/8 okpy>xHoCTH. 19 .M
- M2 (3/0). gnvHa 45 cm. ¢ Kontoweid urnoii tuna «CT-1». 1/2 okpyXHOCTH, 36 MM

- M3 (2/0), gnvHa 15 cm. ¢ Kontoweid urnoii Tuna «CT-1», 1/2 oKpyXHOCTH, 36 MM

- M3 (2/0), anuHa 30 cM. ¢ KontoLeid urnoii Tuna «CT-1», 1/2 okpy XHOCTW. 36 MM

- M3 (2/0). xnuHa 45 cm. ¢ Komowei nrnoii Tuna «CT-1», 1/2 okpyxHOCTH, 36 MM

- M3 (2/0). gnmHa 70 cM. ¢ KontoLweid urnoit tuna «CT-1», 12 okpy>KHOCTU. 36 MM

- M3 (2/0). gnvHa 15 c.m. ¢ KontoLweid ur.ioi Tuna «CT-2».  1/2 OKpY>XHOCTW. 26 MM

- M3 (2/0). g3nHa 30 cm. ¢ Ko.toLLeid nrnoit Tuna «CT-2».  1/2 0KpYXXHOCTU. 26 MM

- M3 (2/0). OivHa 45 cm, ¢ Kontowein urnoit tuna «CT-2». 1/2 oKpyHOCTH. 26 .MM

- M2 (3/0). AtnHa 15 cM. ¢ NPAMOIA KOMOLLEA Urnoii TuHa «ST-4». 19 MM

- M2 (3/0). xwua 30 cM. ¢ NPAMOIA KOMtoLLei urnoii Tuna «ST-4». 19 Mm

- M3 (2/0). gaviHa 70 cm. ¢ 06paTHO-pexyLiei urnoii Tuna «CP-1». 1/2 okpyXHOCTU. 36 MM
- M 1.5 (4/0). nivHa 70 cM. C KOMKOLLeRA urnoii Tuna «811». 1/2 okpy>XHOCTU. 26 MM
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NAME OF PRODUCT
Absorbable surgical suture unidirectional with antibacterial coating
with needle for knotless tissue fixation STRATAFIX*'* Spiral
MONOCRYL™ Plus in configurations.

Configurations:

M2 (3/0) 30 cm Reverse Cutting Needle «PS». 3/8 circle, 26mm
M2 (3/0) 45 cm Reverse Cutting Needle «PS». 3/8 circle. 26mm
M2 (3/0) 70 cm Reverse Cutting Needle «PS». 3/8 circle. 26mm

M 1.5(4/0) 30 cm Reverse Cutting Needle «PS-1».3/8 circle. 24mm
M 1.5 (4/0) 45 cm Reverse Cutting Needle «PS-1». 3/8 circle. 24mm
M 1.5 (4/0) 70 cm Reverse Cutting Needle «PS-1».3/8 circle, 24mm
M2 (3/0) 30 cm Reverse Cutting Needle «PS-1», 3/8 circle. 24mm
M2 (3/0) 45 cm Reverse Cutting Needle «PS-1». 3/8 circle. 24mm
M2 (3/0) 60 cm Reverse Cutting Needle «PS-1». 3/8 circle. 24mm
M2 (3/0) 70 cm Reverse Cutting Needle «PS-1». 3/8 circle. 24mm
M 1.5(4/0) 30 cm Reverse Cutting Needle «PS-2».3/8 circle. 19mm
M 1.5(4/0) 45 cm Reverse Cutting Needle «PS-2».3/8 circle. 19mm
M 1.5(4/0) 70 cm Reverse Cutting Needle «PS-2».3/8 circle. 19mm
M2 (3/0) 15 cm Reverse Cutting Needle «PS-2», 3/8 circle. 19mm
M2 (3/0) 30 cm Reverse Cutting Needle «PS-2», 3/8 circle. 19mm
M2 (3/0) 45 cm Reverse Cutting Needle «PS-2». 3/8 circle, 19mm
M2 (3/0)60 cm Reverse Cutting Needle «PS-2», 3/8 circle, 19mm
M2 (3/0) 70 cm Reverse Cutting Needle «PS-2». 3/8 circle. 19mm
M2 (3/0) 45 cm Taperpoinl Needle «CT-1». 1/2 circle. 36mm

M3 (2/0) 15 cm Taperpoinl Needle «CT-1». 1/2 circle. 36mm

M3 (2/0) 30 cmTaperpoint Needle «CT-1», 1/2 circle. 36mm

M3 (2/0) 45 cm Taperpoinl Needle «CT-1», 1/2 circle. 36mm

M3 (2/0) 70 cm Taperpoinl Needle «CT-1», 1/2 circle. 36mm

M3 (2/0) 15 cm Taperpoinl Needle «CT-2», 1/2 circle. 26mm

M3 (2/0) 30 cm Taperpoinl Needle «CT-2». 1/2 circle. 26mm

M3 (2/0) 45 cm Taperpoinl Needle «CT-2». 1/2 circle. 26mm

M2 (3/0) 15 cm Taperpoinl Needle «ST-4». straight. 19mm

M2 (3/0) 30 cm Taperpoinl Needle «ST-4». straight 19mm

M3 (2/0) 70 cm Reverse Cutting Needle «CP-1», 1/2 circle. 36mm
M 1.5 (4/0) 70 cm I'aperpoint Needle «SH», 1/2 circle. 26mm

M2 (3/0) 23 cm Taperpoinl Needle «SH», 1/2 circle. 26mm

M2 (3/0) 70 cm Taperpoinl Needle «SH». 1/2 circle. 26mm

M3 (2/0) 15 cm Taperpoinl Needle «SHx». 1/2 circle. 26mm

M3 (2/0) 23 cm Taperpoinl Needle «SH», 1/2 circle. 26mm



M2 (3/0). anmnHa 23 cM, ¢ KOMOLLERA nrnoit Tna «SH», 1/2 OKpY>KHOCTKW. 26 MM

M2 (3/0). anvHa 70 cm, ¢ KOMoLeld Urnoi tuna «SH», 1/2 oKpyXHOCTW. 26 MM

M3 (2/0), anvHa 15 cm. ¢ KOMtoLeld Urnoi Tuna «SH»,  1/2 OKpyXHOCTW. 26 MM

M3 (2/0), anvHa 23 cM. ¢ KoMtoLeli Urnoi Tuna «SH», 1/2 oKpyXHoCTH, 26 MM

M3 (2/0), anvHa 30 cm, ¢ KontoLeli urnoli Tuna «SH», 1/2 OKpy>KHOCTW. 26 MM

M 15 (4/0), anmHa 15 cm. € KoMtoLLeid nrnoii Tuna «RB-1». 1/2 okp>YKHocTu. 17 Mm
M 15 (4/0), pnvHa 30 cm, € KontoLeid urnoit Tuna «RB-1», 1/2 okpy>xHOCTH, 17 MM
M 15 (4/0), anmHa 70 cm. C KontoLwleid urnoid Tuna «RB-1».  1/2 okpy>kHOCTU. 17 MM
M2 (3/0). anuHa 15 cMm. ¢ Kontowein urnoit Tuna «RB-1». 1/2 okpy>xHocTH, 17MMm
M2 (3/0), anuHa 30 cm. ¢ KontoLeid urnoin Tuna «RB-1», 1/2 okpyxHoCcTU. 17MM
M2 (3/0), anvHa 70 cm, ¢ KontoLeid urnoii Tuna «RB-1», 1/2 oKpyXXHOCTU. 17MM
M3 (2/0), anuHa 70 cm, c 06paTHO-pexyLLeli urnoit Tuna «PSL». 3/8 okpyxHoCTU. 30 MM

MPON3BOANTE/b
3TUKOH, 3n-3n-Cu (ETHICON, LLC),
475 C Street, Los Frailes Industrial Park, Suite 401, Guaynabo, Puerto Rico 00969

USA, CLLA

PASPABOTUUNK

3TUKOH, NHK. (ETHICON, INC.),

Route 22 West, P.O. Box 151, Somerville, NJ 08876, USA, CLUA
MECTO NMrPON3BOACTBA

Ethicon, LLC,

Highway 183 Km 8.3, San Lorenzo, Puerto Rico, 00754, USA, CLUA

HA3SHAUYEHWE
Hute STRATAFIX* Spiral MONOCRYL* Plus npegHa3HayeHa 418 coefuHeHNA
(clunBaHMA) MATKUX TKaHEN.

yCcnoBmd nPMUMEHEHWNA

MprMeHsAeTCA TONbKO B YCNOBUAX NeYeBHbIX U 1Ie4e6HO-NPOodhMIaKTUYECKUX
MeLULUHCKUX YUPEXAEHUA.

OBJIACTb MPUMEHEHWA

Xupyprua

I'IOTEHLI,I/IAI'IbeII7I MOJIb3OBATE/1b

Hute STRATAFIX* Spiral MONOCRYL* Plus go/mkHa NpUMeHATLCA Bpayamm,
3HaKOMbIMU C XUPYPrUyeckMMun npouesypaMmu, TEXHUKAMMW U TKaHAMU, a TakxkKe
NMPUMEHEHNEM paccachbiBalWNXCA WOBHbIX MaTepnanos.
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M3 (2/0) 30 cm Taperpoint Needle «SH», 1/2 circle, 26mm

M 1.5 (4/0) 15 cm Taperpoint Needle «RB-1», 1/2 circle, 17mm
M 1.5 (4/0) 30 cm Taperpoint Needle «RB-1», 1/2 circle, 17mm
M 1.5 (4/0)70 cm Taperpoint Needle «RB-1», 1/2 circle, 17mm
M2 (3/0) 15 cm Taperpoint Needle «RB-1», 1/2 circle, 17mm
M2 (3/0) 30 cm Taperpoint Needle «RB-1», 1/2 circle, 17mm
M2 (3/0) 70 cm Taperpoint Needle «<RB-1», 1/2 circle, 17mm

M3 (2/0) 70 cm Reverse Cutting Needle «PSL», 3/8 circle, 30mm

MANUFACTURER
ETHICON, LLC,
475 C Street, Los Frailes Industrial Park, Suite 401, Guaynabo, Puerto Rico

00969 USA,

DESIGNER

ETHICON, INC.,

Route 22 West, P.O. Box 151, Somerville, NJ 08876, USA
PHYSICAL MANUFACTURER

Ethicon, LLC,
Highway 183 Km 8.3, San Lorenzo, Puerto Rico, 00754, USA

INTENDED USE

The STRATAFIX™ Spiral MONOCRYL"m Plus Device is indicated for
use in soft tissue approximation where the use of absorbable sutures Is
appropriate.

USAGE CONDITIONS

This medical device is intended for professional use in the medical and
health care institutions.

AREA OF USE

Surgery

POTENTIONAL CONSUMER

Surgical Suture STRATAFIX™ Spiral MONCXTRYL™ Plus is intended
to be used by professional doctor, who is aware about surgical
procedures, techniques and materials, as well as how to work with
absorbable surgical materials.



MOKA3AHNA KIMNPUMEHEHWNIO

Hute STRATAFIX* Spiral MONOCRYL® Plus nokasaHa K NpuMeHeHWo ans
COEAVMHEHNS MAMKMX TKaHel B TeX Cyyasx, KOrja 1crosib30BaHue
paccacbIBatOLLMXCA LLIOBHbIX MaTepyasnos ABSETCA LienecoobpasHbIM.

MPOTNBOIMOKA3AHNA .

HuTe STRATAFIX® Spiral MONOCRYL® Plus He cnefyeT NpyMeHATb B MeCTax,
rae TpebyeTca NPOJOMKUTENBHOE COeMHEHNE TKaHEe Mo Harpy3koi, a Takke
COBMECTHO C MPOTe3HbIMK YCTPOCTBaMU UK ANs UX (huKcauum (Hanpumep, ¢
CepAEYHbIMM KnanaHaMu U CUHTETUYECKMMI TpaHCnaHTaTamMm), KOTopble caMu Mo
cebe ABNAIOTCA HepaccacbiBatoLWMnUCS. M0 MpuUYMHE paccacbiBaeMOCTU HUTb
STRATAFIX® Spiral MONOCRYL® Plus He go/Ha UCNOMb30BaThLCA B CyYasix,
Korja HeobXxoAmMMOo [IMTe/IbHOe COeJUHEHME TKaHe Nog Harpy3Kol, Hanpuvep B
thacumn. Hute STRATAFIX* Spiral MONOCRYL® Plus He cnegyeT NpUMeHsTb y
NauyeHTOB C YCTAHOBNEHHBLIMU alepruiyecKMmn peakLMsaMmn Ha BELLLECTBO
IRGACARE* MP (TpuKno3saH).

MPEAYNPEXAEHWNA
Hutb STRATAFIX* Spiral MONOCRYL® Plus fo/mkeH NpUMeHsTh
BpaY, 3HaKOMbIl C XUPYPruveckumu npoLiefypamMu, TEXHUKaMU 1
TKaHAMM, a TakXKe MPUMEHEHNEM PaCCaChIBAOLLMXCA LLOBHbIX
maTepunanos nepeg ncrnonb3osaHvem HUTU STRATAFIX® Spiral
MONOCRYL® Plus ans yLimBaHus paH, NOCKO/bKY PUCK pacxoXaieHus
paHbl 3aBUCUT OT MeCTa NPUMEHEHMWS U TUNa UCMOJb3YEMOrO LLOBHOIO
maTepuana.
Bpay LO/MKeH yUnTbIBATL KOIMYECTBO U KAYECTBO TKaHW, rae
nnaHupyeTca nkcaums netTnei.
HUTb MOXeT He NOAX0AUTb 41 MPUMEHEHUS B CUMbHO
BACKY/NIAPU3NPOBAHHBIX TKaHAX, & TAKXKe /IerkKo NOBPEXJatoLLmnXCs
TKaHSX, HECMOCOOHbIX BblAEePXKUBATL BO3MOXHOE fafibHelLLee
3aTArvBaHue (CXXaTue) netTneid.
CresyeT no3aboTUTLCA O TOM, YTOObI HE OCTaBNATb KOHLLbI HUTK C
3a3y0puHamMmM B KOHTaKTe ¢ GpHOLLMHONM, NMPU 3aKpbITUM
3KCTpanepuTOHeaNbHOM TKaHW.
W36eraitTe koHTakTa HUTU STRATAFIX® Spiral MONOCRYL® Plus 1
MPVCOEAMHEHHbBIX UM C APYTMMW MaTepuanamn (HanpumMep, Mapne,
ornepaumoHHbIM 6efibeM U T. 4.) B XUPYPrUYECKOM Mosie, YTo6bI
NpegoTBPaTUTL 3aTynaeHve WUNoB. Ecan maTtepman 3auenuics 3a Wbl
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INDICATIONS _

The STRATAFIX™ Spiral MONOCRYL™ Plus Device is indicated for
use in soft tissue approximation where the use of absorbable sutures is
appropriate.

CONTRAINDICATIONS

The STRATAFIX™ Spiral MONOCRYL™ Plus is not to be used where
extended approximation oftissues 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
nonabsorbable in nature. This device, being absorbable, should

not be used where extended approximation of tissue under stress

is required, such as in fascia. The STRATAFIX™ Spiral MONOCRYL™
Plus Device should not be used in patients with known allergic

reactions to IRGACARE* MP (triclosan).

WARNINGS

. The fixation loop ofthe STRATAFIXAm Spiral MONOCRY L"m
Plus Device should be deployed by users familiar with surgical procedures,
techniques and tissues and the use ofabsorbable devices before employing
the STRATAFIX™ Spiral MONOCRYL™ Plus Device for wound closure,
as risk of wound separation may vary with the site of application and the
suture material used.

. Physicians should consider the quantity and quality of tissue in
which the loop will be anchored.
. The use of this suture may be inappropriate in highly vascularized

tissue or fragile tissue that cannot withstand potential further
tightening/constriction within the loop.

. 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 (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 of the needle to disengage it from the barbs.

. Physicians should consider the in vivo performance (under
ACTIONS section) when selecting a device for use in patients. The use of
this device may be inappropriate in elderly, malnourished or debilitated



OCTOPOXKHO MOTAHWUTE MaTepuasn B HanpasneHU NPOTUBOMONOXKHOM OT
Ur/bl, 4TOBLI OCBOBOANTL €r0 OT LUMMOB.

Mpw BbIBOPE HWUTW AN NaLMEHTa Bpad SO/MKEH yuuTbEBaTH
XapaKTepUCTVKM MaTepuana in vivo. HATb MOXET He NOAXOAUTb
MOXW/bIM, UCTOLLEHHBIM U 0CNabNEHHBIM NaLlMeHTaM, a TakKe
naumeHTam ¢ 3a60M1eBaHUAMM, MPU KOTOPbIX HabnoAaeTcs 3amefneHHoe
3KMB/IEHME paH.

LnnTenbHbIi KOHTaKT HATW, Kak 1 1060ro MHOPOAHOTO Tena, ¢
pacTBopamMu Cofeit, Hanpyumep NPUCYTCTBYHOLLUX B MOYe-U
YKENYEBbIBOAALLMX NYTSAX, MOXKET NPUBOAUTL K 06Pa30BaHNIO KaMHEiA.
PaccacbiBatowasicsi HUTb STRATAFIX® Spiral MONOCRYL® Plus
MOXET BPEMEHHO AeiCTBOBaTbL Kak MHOPOLHOE TeNo.

Mpwn BeAeHUM 3arpasHEHHbIX U MHULMPOBAHHbLIX paH cneayet
NPUAEPXKMBATLCA 0OLLENPUHATON XMPYPrMYecKoli NPakTUKK.
Co06Wanocb 0 HEMPOXOAMMOCTI TOHKOIO KuweyHnka (TKH): B Tom
yncne CTPaHIyNALUMOHHOW KMLLIEYHO HENPOXOAUMOCTM, H(apKTe
KWLLIEYHMKA 1 3HAUMTENbHOW 60NE3HEHHOCTW B TOM CNyYae, Korja Lwunbl
1M cBOBOAHbIE KOHLbI LLOBHOIO MaTepmana ¢ Wwunamuy, 3alennsiTes 3a
NpUeratoLLyo TOHKYI KULLKY W/ uimn 6pbDKelKy, HanpumMep, npu
3aKpbITUW OPIOLLHDI.

MocKoMbKy HUTb paccacbiBaeTCs, XUPYpPry CrefyeT pacCMOTPETb
BO3MOXXHOCTb [JOMOJIHATENLHOTO MPUMEHEHNS HepacCcachiBaoLLErocs
LLIOBHOIO MaTepuana npy yLMBaHUM paH B MecTax, NoJBepratoLLImMxcs
pacLUMpPeHno, HaNPSHXKEHWIO U PacTSHXKEHUIO UK rae TpebyeTcs
YCUNIEHHas NOAJEPXKKa.

BesonacHOCTb W aPdPeKTUBHOCTL HUTU STRATAFIX® Spiral
MONOCRYL® Plus npu ncnonb3oBaHUy ans ywmBaHusa dacuuii
(BKNKOYas yluMBaHMe thacumii GPHOLLIHON CTEHKW, TPYAHON KNETKM 1
KOHEYHOCTelR), Npy aHaCTOMO3MPOBAHNN OPraHOB XXeyL04HO-
KWMLLIEYHOTO TPaKTa, MNPy HaIOXKEHUW LLIBOB Ha CepAeyHO-COCYAUCTYIO,
HEPBHYHO, KOCTHYIO, CyXOXW/bHYHO TKaHW, a TakXXe B [N1a3Hol Xmupypruv
1 MWKPOXMPYPIUM He YCTaHOB/IEHbI.

Hutb STRATAFIX® Spiral MONOCRYL® Plus He NogneXxunT NOBTOPHOIA
cTepunmsaluy / NOBTOPHOMY MCMOMb30BaHM0. MOBTOpPHOE
MCMO/Mb30BaHME MOXET CO3LaTb PUCK PaspyLUEHWS HUTU, YTO CMIOCOGHO
NPUBECTN K HEMPaBWIbHOM paboTe U/MK 3apaXkeHnto, YTO B CBOHD
oyepeb MOXET MPUBECTU K MH(EKLMK UK nepesade 601e3HETBOPHLEX
OpraHv3MoB 4Yepe3 KpoBb NalyeHTam 1 Bpadam.
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patients, or in patients suffering from conditions which may delay wound
healing.

. As with any foreign body, prolonged contact of any device with salt
solutions, such as those found in the urinary or biliary tracts may result in
calculus formation.

. As an absorbable device, STRATAFIX'» Spiral MONOCRYL"m
Plus may act transiently as a foreign body.

. Acceptable surgical practice should be followed for the
management of contaminated or infected wounds.

. 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 bowel and/or mesentery,
such as in peritoneal closure.

. As this is an absorbable device, the use of supplemental
nonabsorbable devices sutures should be considered by the surgeon in the
closure ofthe sites which may undergo expansion, stretching or distention
or which may require additional support.

. The safety and effectiveness of the STRATAFIX'A* Spiral
MONOCRYL”” Plus Device have not been established for use in fascial
closures (including abdominal wall, thoracic and extremity fascial closures),
gastrointestinal anastomoses, cardiovascular tissue, neural tissue, 0sseous
tissue, tendinous tissue, ophthalmic surgery or for use in microsurgery.

. Do not resterilize/reuse. Reuse of this device (or portions of this
device) may create a risk of product degradation, which may result in
device failure and/or contamination, which may lead to infection or
transmission of blood-bome pathogens to patients and users.

. Discard open packages and unused devices. Discard packaging that
is damaged or opened.
. Do not use after expiration date.



BCKpbITble yNakoBKM W HEMCMO/Mb30BaHHbIE HATK NOA/IEXAT YTUAN3aLuum.
MoBpeXaeHHas UM BCKPbITast YNaKoOBKa NOANEXNT YTUNN3ALMNN.
cnonb3oBaHye NOC/e UCTEUYEHUS CPOKA FOAHOCTY He [0MYCKaeTCs.

Hutb STRATAFIX® Spiral MONOCRYL* Plus cHab)keHa KOHL,OM C
neTned v wunamm ana rkcaumm TKaHeli U He TpebyeT 3aBA3blBaHUS
Y3/10B 419 3aKpenneHns. 3aBa3biBaHue Y3/10B Ha LUMMOBAHHOM Y4acTKe
HWTW NOBPEAUT LUMMNbI U CNOCOBHO CHU3UTbL MX 3EKTUBHOCTL. 18
NpaBuIbHOrO PYHKLMOHMPOBaHMS HUTb STRATAFIX* Spiral
MONOCRYL® Plus cnegyeT cHavana 3aiMKC1poBaTb C NOMOLLbHO
(PUKCUPYIOLLIEI METNIN B NPOYHOMA TKaHW. 3aTeM paHy YLIMBaKOT
CTaHZAPTHLIM CNOCOOOM, 3aKpennss LWunbl B TKaHAX. 3aBepLuas
pasMeLLeHme LWNMOBAHHOMO YYacTKa B NOAKOXHON TKaHW, NpOM3BeauTe
He MeHee OflHOro AOMNOJIHUTENILHOr0 NPOXoa B 06paTHOM HanpasneHuu,
4TO6bI 3aKpennTb HUTb STRATAFIX* Spiral MONOCRYL® Plus Ha
MecTe.

HwuTW, KOTOpble OCTarOTCA B KOXKe 6onee 7 fHei, MOryT BbI3blBaTb
MECTHOE pa3fpaXKeHne 1 fO/MKHbI ObIThb YaneHbl M0 NoKasaHUsaM.

Mpy NOAKOXHOM pasmelLeHMn HUTb STRATAFIX® Spiral
MONOCRYL® Plus cnegyet nomeLyaTb Kak MOXHO ray6e ans
CBEAEHNSA K MUHUMYMY 3pUTEMbI U MHAYPALMK, KOTOPble 06bIYHO
accoLmMmMpyoTesa € NPOLLECCOM paccachbiBaHUS.

B HekoTOpbIX Ciyyasx, HanpumMep npy opToneAnYecKnX onepaLmsx,
XUPYPT MOXET UCMO/Mb30BaTh BHELLHIOK MOLAEPXKKY ANs
06e34B8MXMBaHMA CycTaBoB. Npu MCMNOMNb30BaHNM paccachiBatoLLErocs
LLLOBHOr0 MaTepuasa B TKaHAX C MJI0XUM KPOBOCHAOXEeHVEM creayeT
YUYUTbIBATb BO3MOXHOCTbL OTTOPXKEHMA U 33/1ePXKKM paccacbiBaHus. Mpu
MCNOMb30BaHUW JaHHOW 1w No6oi APYroi HUTK cnedyeT NPOsBAATL
OCTOPOXXHOCTb U M36eraTb MOBPEXAEHMS.

W36eraiiTe NOBpeXAeHWA B pe3ynbTaTe cAaBAMBaHNA 1 fedopMalum npu
MCNOJb30BaHUM XUPYPryYeCcKUX MHCTPYMEHTOB, TaKMX Kak 3aKUMbl WA
urnogepxatenu. He nbitaintech cTMpaTh «NaMsaTb» NOAMMepa, NPOBOAs
nasibLiaMmn BLOSb LWOBHOIO MaTepuana, NoCKO/bKY 3TUM MOXHO
NOBPeauTbL LUMMbI.

WHekumm, aputema, peakumm Ha MHOPOLHOE Teno, BpeMeHHbIe
BOCMaNUTE/bHbIE PeakLMN U B PeSKUX CNyYasX pacXoXieHne paHbl
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PRECAUTIONS '
. The STRATAFIX™ Spiral MONOCRYL”mPlus Device contains a
loop end and barbs to anchor tissues and does not require knots to secure
the device. Tying of knots on the barbed section of the device will damage
the barbs and potentially reduce their effectiveness. For the device to
function properly, the STRATAFIX""” Spiral MONOCRYL™ Plus Device
must first be anchored by using the fixation loop in robust tissue. Then
subsequently engage the barbs into the tissue in a standard closure pattern.
When completing placement of the barbed segment in subcuticular tissue,
take at least one additional pass in the reverse direction to lock the
STRATAFIX™ Spiral MONOCRYL™ Plus Device in place.

. Skin devices that remain in place longer than 7 days may cause
localized irritation and should be snipped off or removed if indicated.

. Subcuticular devices should be placed as deeply as possible in order
to minimize erythema and induration normally associated with absorption.

. Under some circumstances, notably orthopedic procedures,
immobilization ofjoints by external support may be employed at the
discretion of the surgeon. Consideration should be taken in the use of
absorbable devices in tissue with poor blood supply as device extrusion and
delayed absorption may occur. In handling this or any other device material,
care should be taken to avoid damage from handling.

. Avoid crushing or crimping damage due to application of surgical
instruments such as forceps or needle holders. 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 separation are typical or foreseeable
risks associated with any suture and hence are also potential complications
associated with the STRATAFIX~ Spiral MONOCRYL""” Plus Device.

. 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



ABNAIOTCA TUMUYHBIMWA U NPEeSBULNMbBIMUA PUCKAMU MPY MPUMEHEHNN
N060ro LLOBHOIO MaTtepuana 1, COOTBETCTBEHHO, ABMAKOTCS
BO3MOXHbIMW OCMIOXXHEHMAMW NPU UCNOoNb30BaHUM HUTU STRATAFIX®
Spiral MONOCRYL® Plus.

Mpn gpeHnpoBaHUM 1 YLLIMBAHUN UH(ULMPOBAHHBIX paH Cnefyet
NPVAEPKNBATLCS OOLLENPUHATON XUPYPrMYeCKOi npakTukn. Bo
n3bexKaHne MoBPeXeHUs oCTPUSA UrAbl 1 061aCTU KPEneHUs Uribl 1
HWUTW (MKCUPOBATb UFNY B UTNOLepXKaTeNe CneflyeT B TOUKe B Mpefenax
OT ofHoW TpeTu (1/3) fo nonosuHbl (1/2) paccTosHUS OT MecTa
KperieHns 4o OCTpUs Uribl. Vi3meHeHWe hopMbl UTTibl MOXKET BbI3BaTb
NOTEPI0 MPOYHOCTUN UI/bl CO CHUXEHWUEM YCTOMYMBOCTM K CTHGaHUIO U
n3noMy. Bpay JomKeH NposBAATL OCTOPOXHOCTL NPy 06paLleHny ¢
XVUPYPrUYECKAMU UFTaMK BO M36eXaHue CyyaiHbIX YKO/OB.
Vcnonb3oBaHHbIe UMbl NOANEXAT XPaHEHWIO B KOHTeHepax s
«OCTPbIX» OTX0A0B AN8 UX NOCNEeAYHOLER YyTUnmnsaumm.

HEBJIAT OMNMPUATHbLIE PEAKLI

HebnaronpuaTHble peakuuu, CBA3aHHbIe C UCMOMb30BAHWEM CUHTETUYECKMX
paccacbIBaloLLMXCA LLOBHbLIX MaTepuasioB, MOTYT BK/IKOUATb PACXOX/AEHWe TKaHew,
HecnocobHOCTbL 0becreveHns COOTBETCTBYHOLLEN (mKcaLmm Npu yLLMBAHUMW PaH B
MecTax, NOABEPratoLLMXCs PaCLUMPEHWNIO, HANMPSXKEHWIO U PACTSHKEHWIO,
NH(EKUMW, MUHMMa/IbHBIE OCTPble BOCMa/INTE/IbHbIE TKaHEBbIE peakLumn, MeCTHOe
pasfpakeHune npu OCTaBMEHUN HUTU B KOXeE Boree 7 fHei, OTTOPXKEHNE HUTU U
3alepXKKY paccacblBaHUs B TKAHAX C NIOXUM KPOBOCHAOXEHWEM, BPEMEHHOE
MECTHOe pa3fipakeHue B 0611aCTW paHbl, a TaKXXe anneprmyeckyro peakumio Ha
BewlecTBO IRGACARE* MP (Tpukio3aH). 3710M UMbl MOXET NPUBECTU K
YBENNYEHNIO NPOLOMKUTENBHOCTM Onepauun, BOSHUKHOBEHWNIO HEOBXOAMMOCTU
[ONONHUTENbHBIX OMepaLWin U 0CTaTOYHbIM MHOPOAHBLIM Tenam. CnyyaliHblii yKon
3arpsi3HeHHON XMPYPrYecKoin Urnoli MOXET MPUBECTU K Nepefave
60/1e3HETBOPHbLIX OPraHM3MOB Yepe3 KPOBb.

OMMCAHME :

Hutb STRATAFIX® Spiral MONOCRYL® Plus npeacTtaBnseT coboii
aHTU6aKTepUabHbIA MOHO(UIAMEHTHBINA CUHTETUYECKWIA paccackiBatoLLMiica
LLIOBHbIA MaTepuan, BbINOMHEHHbIA 13 cononuMepa rnkKonuaa n £-kanponakToHa
(nonurnekanpoH-25). HuTb STRATAFIX® Spiral MONOCRYL® Plus cogeput
aHTMbaKTepuabHOe CPeCTBO LUMPOKOro crekTpa aeicteua IRGACARE* MP
(TpMK03aH) B KOHLIEHTPaLMK, He MpeBbiluatoLLein 2360 MKI/M. Y CTaHOBMEHO, YTO
cononmMmep NOAUrIeKanpoH-25 fULLEH NMPOreHHbIX CBOMCTB 1 B npoLiecce
paccacbiBaHWs BbI3bIBAET /ILLb NErKYH TKAHEBYHO peakLmio.
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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.

ADVERSE REACTIONS

Adverse effects associated with the use of synthetic absorbable devices
include tissue separation, failure to provide adequate wound support in
closure of the sites where expansion, stretching, or distention occurs,
infection, minimal acute inflammatory tissue reaction, localized irritation
when skin sutures are left in place for greater than 7 days, device extrusion
and delayed absorption in tissue with poor blood supply and transitory local
irritation at the wound site, as well as allergic reaction to IRGACARE’ MP
(triclosan). 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-bome pathogens.

DESCRIPTION

The sTRATAFIXTM Spiral MONOCRY L m Plus Knotless Tissue Control
Device is an antibacterial monofilament, synthetic absorbable

device prepared from a copolymer of glycolide and £-caprolactone.

The device contains IRGACARE’ MP (triclosan), a broad spectrum
antibacterial agent, at no more than 2360 pg/m. Poliglecaprone

25 copolymer has been found to be nonpyrogenic and elicits only

a slight tissue reaction during absorption.

The STRATAFIX™ Spiral MONOCRYL™ Plus Knotless Tissue Control



Hutb STRATAFIX* Spiral MONOCRYL® Plus ¢ perynmpyemoii netnei coctont
3 LLOBHOMO Marepuasia C LnMnamu, UMEHOLLEEro XMpyprmyeckyro Uriiy Ha ogHOM
KOHLE U (BUKCUPYIOLLYIO MEeT0 Ha gpyroM. Hute STRATAFIX* Spiral
MONOCRYL® Plus npegHa3HaueHa Ans mKcaummn 3akpbITol NETNER Ha O4HOM
KOHLIE 1 YYaCTKOM C LUMNaMK, Harnpas/ieHHbIMW B O4HY CTOPOHY, Ha ApYroM.
Lwvnbl Ha HUTK STRATAFIX® Spiral MONOCRYL* Plus HanpaB/neHb! B 0gHY
CTOPOHY, YTO MO3BOMIAET COEANHATL TKaHW 6e3 He0OXOAMMOCTM 3aBSA3bIBAHNSA
XUPYPruyecknx y3noB. Torga Kak Haimume WwnnoB Ha HUTU STRATAFIX® Spiral
MONOCRYL® Plus ymeHbLUAET NMPOYHOCTb Ha Pa3pbiB B CPABHEHWUM C LLOBHBIM
marepuasiom 6e3 LLUMMOB aHAIOMMYHOTo pasMepa, MCMosb30BaHWe Y3108 Npu
Ha/I0KEHUN LLOBHBIX MaTePMaNoB 63 LLIMMOB TakKe YMEeHbLUIAET UX (PAKTUYECKYHO
MPOYHOCTL. B €BA3M C 3TMM NpoYHOCTL HUTU STRATAFIX* Spiral
MONOCRYL® Plus MOXHO CONOCTaBUTb C MPOYHOCTHIO Y3/10B LLIOBHOIO
matepwana 6e3 wunos no ®apmakonee CLLUA. B onucaHum HUTM STRATAFIX®
Spiral MONOCRYL® Plus nocne wnnoBaHus UCMonb3yroTcA 0603HaUeHUA
Avametpa no ®apmakonee CLUA, 3a UCK/TIOYEHNEM HE3HAUYUTEIbHOIO
OTK/IOHEHWSA MO AMaMeTpy LLOBHOI0 MaTepuaa ¢ NnpeBbILLEHWEM He 60/ee YeM Ha
0,1 mm.

Pa3vepbl HATU STRATAFIX® Spiral MONOCRYL® Plusno ®apmakonee CLUA
1 EBponelickoit thapmakonee yKa3aHbl NOApo6Hee B Tabn. 1

Ta6bnuua 1.
OBO3HAUEHMY  OPOSHAHYEHME HuTb STRATAFIX® Spiral
PA3MEPA
PASMEPA YCTPOVCTBA HO MONOCRYL® Plus
YCTPIC_)IQCTBA EBPOMEICKOM
SAPMAKONMEE Papmakones (MeTpunueckuit
GAPMAKOTEE (MeTpuueckuit / CLUIA |/ EBp.thapm.)
CLWA
EBp thapm.)
2-0 3 2-0 3
3-0 2 3-0
4-0 15 4-0 15

MPOYHOCTb HA PA3PbLIB

dakTnyeckas NPOYHOCTb Ha paspbiB HUTU STRATAFIX® Spiral MONOCRYL®
Plus Bbile NpPoYHOCTM Ha paspbEB y3n0B HUTE M3  nonurniekanpoHa-25
3KBMBaIEHTHOT O pa3Mepa no dapmakonee CLUA 1 EBponeiickoit thapmakonee, 4To
nokasaHo B Tabn. 2.
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Device, Variable Loop Design consists of barbed suture material,
armed with a surgical needle on one end and a fixation loop

at the opposite end. The STRATAFIX™ Spiral MONOCRYL™ Plus
Device is designed to anchor with a closed loop at one end and a

unidirectional barbed section on the other end. The STRATAFIX™ Spiral
MONOCRYL" Plus Device barbs are oriented in one direction to allow

tissue approximation without the need to tie surgical knots.

While the formation of barbs in the STRATAFIX™ Spiral
MONOCRYL™ Plus Device reduces the tensile strength relative

to non-barbed suture material of the same size, tying of knots

in non-barbed suture materials also reduces their effective
strengths. For this reason, the strength of the STRATAFIX'™ Spiral
MONOCRYL”” Plus Device can be compared to USP knot strength
of non-barbed sutures. USP designations for diameter are used

to describe the STRATAFIX™ Spiral MONOCRYL™ Plus Device
suture material after barbing, except for minor variation in suture
diameter with a maximum overage of 0.1 mm.

The USP and EU Pharmacopoeia sizes ofthe STRATAFIX"™ Spiral
MONOCRYL™ Plus Device are further defined in Table 1

Table L
EU STRATAFIX™ Spiral
USP DEVICE PHARMACOTOEIA MONOCRYL™ Plus
SIZE DEVICE SIZE
DESIGNATION (Metrlc/Ph.Eur.) USP Metric/Ph.Eur.
DESIGNATION
2-0 3 2-0 3
3-0 2 3-0
4-0 15 4-0 15

TENSILE STRENGTH

STRATAFIX™ Spiral MmoNocRYL~m Plus Device straight tensile
strength is stronger than the knot tensile strength for a USP and

EU Pharmacopoeia poliglecaprone 25 device of the equivalent size
as shown in Table 2.



Tabnuua 2.
M
OEO3HAUEHME OBO3SHAYEHME PASMEPA MHUMa/IbHAs MPOYHOCThL Ha PaspbiB
PA3MEPA YCTPOUCTBA MNO ¥3108
. EBPOIMENCKOW dapmakonest (MeTpuyecknii /
YCTPOMCTBATIO OAPMAKOTIEE (MeTpuyeckuii / CLUA EBp.chapm.)
D®APMAKOIEE CLUA P P-@apu.
EBp thapm) (krc) (H)
2-0 3 2.68 26,3
3-0 2 1,77 174
4-0 15 0,95 9,32

PAWLWPACH LW, W 8TMXALU® Spiral MONOCRYL® Plus
PesynbTaTbl MCCNefoBaHWin ¢ uMANaHTaumein HuTeil STRATAFIX® Spiral
MONOCRYL® Plus /BOTHbIM MOKa3bIBAIOT, YTO MO NPOLUECTBUM 7 AHEN nocre
MUMNaHTaLMKU coXpaHaeTcs NpubansuTenbHo 62 % nepBoHadYa/IbHON NPOYHOCTK, @
Mo NPOLLIECTBMN 14 aHeit nocne MMMaHTaUMmM CoXpaHseTea NpnbnnsnTenbHo 27 %
nepBOHaYaNibHOM NPOYHOCTU. MNepBOHaYaIbHas MPOYHOCTL Ha PaspblB MOMHOCTLIO
yTpaumBaeTcs yepe3 21 AeHb nocne MMMAaHTauuMn. ABCONKOTHas MPOYHOCTb,
coxpaHstowasca cnycta 14 AHeld nocne MMNNaHTauuu, LOCTWAraeT W
MPeBOCXOAMT abCOMOTHYHO NPOYHOCTb, TPAAULMOHHO HABMI04AEMYIO Y 0ObIYHOTO
WM XPOMMPOBAHHOTO KeTryTa. [aHHble, MOny4YeHHble B XO4e WCCNefoBaHWUiA C
UMnNaaHTauuel, nokasblBalOT, 4TO paccacbiBaHe HUTU STRATAFIX® Spiral
MONOCRYL® Plus npakTuyeckm 3asepLiaeTcs K 91 gHio (Tabn. 3).

Tabnuua 3.

MPUBNVBUNTE/IbHOE COXPAHEHWE
MOYHOCTW OT NEPBOHAYAJTIbHOW (%)

7 NHeit 62% ot USP npefena NpoYHOCTN Ha paspbiB

UYMNCNO SHEWM MOCME UMMIAHTALN

14 pHeit 27 % ot USP npefiena NpoyHOCTM Ha paspblB

Mpn  uccnefoBaHUM  UHIMOUPYHOLWEro [AedCTBUS  YCTAHOBMEHO, 4YTO  HUTb
STRATAFIX® Spiral MONOCRYL® Plus c¢ Bewectsom IRGACARE* MP
(Tpykno3aH) cnocobCcTBYeT MoAaBMeHN0 KoNoHM3aumm Staphylococcus aureus.
Staphylococcus  epidermidis, ycToiiumBbIMM K  METULMANMHY  S.aureus,
ycTonumBbIMM K MeTuumnnmHy S.epidermidis, Escherichia coli n Klebsiella
pneumoniae, — MUKPOOPraHu3Mamu, CocOBHbIMU BbI3BaTb MHPEKLMIO B 061aCTH
OnepaLMoHHOro nonsi. MccnefoBaHMS Ha XKMBOTHbIX MOKa3aiM, UTO HWTb
STRATAFIX® Spiral MONOCRYL® Plus nogaBnsieT KonoHW3aumio 6aktepusaMm
nocne HenocpeacTBeHHOro BBeAeHWA 6aKTepuia in vivo.
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Table 2.

EU PHARMACOPOEIA Device Minimum

USP Knot Tensile
DEVICE SIZE
DEVICE SIZE (Metric(/:PhS Eur) Strength
DESIGNATION DESIGNATION USP Metric /
(k70 Ph. Eur. (N)
2-0 3 2,68 26,3
3-0 2 1,77 17,4
4-0 15 0,95 9,32
ACTIONS

The results of implantation studies in animals using the
STRATAFIX”» Spiral MONOCRYL™ Plus Device indicate that
approximately 62% of its original strength remains after 7 days
implantation and approximately 27% of its original tensile

strength at 14 days post implantation. All ofthe original tensile
strength is lost by 21 days post implantation. The absolute

strength remaining 14 days post implantation meets or exceeds that
historically observed with plain or chromic surgical gut

devices. Data obtained from implantation studies show that
absorption of STRATAFIX”” Spiral MONOCRYL™ Plus Devices is
essentially complete by 91 days (Table 3).

Table 3.
DAYS APPROXIMATE % ORIGINAL
IMPLANTATION STRENGTH REMAINING
7 days 62% of USP knot tensile strength
14 days 27 % of USP knot tensile strength

Using in vitro studies, STRATAFIX™ Spiral MONOCRYL"”” Plus Device
with IRGACARE’ MP (triclosan) has been shown to inhibit colonization of

the device by Staphylococcus aureus, Staphylococcus epidermidis,
methicillinresistant S. aureus, methicillin-resistant S. epidermidis,
Escherichia coli, and Klebsiella pneumoniae, which are microorganisms
known to be associated with surgical site infections. Animal studies have
demonstrated that STRATAFIX™ Spiral MONOCRY Ltm Plus Device



inhibits bacterial colonization of the device after direct in vivo challenge
with bacteria.

OLUEHKA PNCKOB NMPNMMEHEHWA RISK ANALYSIS
OueHKa MeHepKMeHTa pUCKOB Bblna NpoBefeHa B COOTBETCTBUM CO CTaHAAPTOM The evaluation of risk management was conducted in accordance with the
EN I1SO 14971:2012, Ha3saHve MeauuUHCKME UK3AeNns-  NPUMEHEHMe International Standards Organization EN 1SO 14971:2012, entitled Medical
MeHEePKMEHTa pUCKa K MEAULMHCKAM U3LENUSM. Devices —Application of risk management to medical devices.
TEXHWTaCKBE XAPAKTEPNCTUKWN TECHNICAL PARAMETERS
HanmeHoBaHue/ Name 3HaueHmne/ Value
CTpyKTypa WwoBHOro matepuana/ Structure of suture MoHodunameHTHas H1TL/ monofilament thread
LiBeT woBHoro matepuana/ Color of suture He OKpalueHa/ undyed
MokpbiTne urnel/ Coverage of needle CunukoH/Silicon
nnwfor
Multipass /Multipass
CooTHoLLeHue/ ratio: M1.5 (4/0)-0,150-0,199 mm/mm
MeTpuueckunii pasmep/ metric size (USP) - M2(3/0) - 0,200-0,249 mm/mm
[OnamveTp/ diameter M3(2/0) - 0,300-0,349 mm/mm
Pa3pblBHas Harpy3ka B MPOCTOM Y3/1e, He MeHee M1.5 (4/0)-9,32 H/N
(o5 ykazaHHOro 3HadeHus HUTK) / Tensile strength in a simple M2 (3/0)- 17,5 H/IN
knot, not less than (for specified strand value M3 (2/0) - 26,8 H/N
[nunHa yyacTka matepuana c LuMnamu B 3aBMCUMOCTU OT HomMunHanbHas AvHa LWOBHOro [nuHa yyacTka marepuana c
HOMWHaNbHOW ANWHBI WOBHOMO mMatepmana/ Length of suture with maTepuana/ Basic length of wunamu/ Length of suture with
barbs, depending on the nominal suture length: suture barbs:
15 cm/cm 13,0175 cm/cT
23 cm/cm 20,6375 cm/cm
30 cm/cm 28,2575 cm/cm
45 cm/cT 43,4975 cm/cm
60 cm/cT 58,7375 cm/cm
70 cm/cm 66,3575 cm/cm
[0nycTMMOe OTK/IOHeHWe- +1,27 cw/ tolerance -+1,27 cm
HomuHanbHas gnvHa wosHoro matepuana/ Nominal length of 15,23,30,45, 60, 70 cm/cm
suture
10
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dakTnyeckas gnmMHa wWoBHoro matepuana/ Actual length

MpoYHOCTL Ha KpenaeHue LWOBHOMO MaTepuaa B aTpaBMaTUyecKol
nrne, He MeHee (419 yKasaHHOro 3HaveHns Hutu)/ Strength for
binding of suture in atraumatic needle, not less than (for specified
strand value)

PacctosHune mexxay Lwmnamu/ Distance between barbs
[nvHa wuna/ Length of barb

BoicoTa wuna/ Barb Cut Depth

Yron oTknoHeHua wwuna/ Deviation angle of barb

11
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He MeHee 98% 0T HOMMHaNbHOM AnnHbI/Not less than 98% of minimal
length

M5 (4/0)-2,3 H
M2 (3/0) - 4,5 H
M3(2/0) - 9,0 H

oT 1,1430 po 1,3716 mm / from 1,1430 to 1,3716 mm
[nuHa Wwmnna ycTaHaBIMBaeTCA MexaHUYecKoin 06paboTKOA 1 CXeMOiA
wramna/ Barb length is fixed by the tooling and die design
0,2134 - 0,3150MMm/ mm

PaccTosiH1e M3MepseTcs «0T KOHUMKA 40 KOHYMKa» wuna/ Barb tip-
to-tip distance is fixed by the barbing machine recipe

oT1 0,0762 po 0,1524mm/ from 0,0762 to 0,1524 mm

Barb angle is fixed by the barbing recipe/ ¥Yron oTKnoHeHus wuna
(hUKCMpyeTcs B COOTBETCTBUM C PeLLenTypoit
21-29°

Barb Angle/yron wwuna

i/



KonmyecTBo HaHeceHWs aHTMGaKTepUasbHOTO BELLECTBa
1RGACARE' MP (Tpukno3saH)/ Quantity of application of the
antibacterial agent IRGACARE’ MP (triclosan)

JnvHa nrnbl Length of needle

Tun urnbl/ Needle type

CreneHb n3rnba urnbl/ Bend of needle

dopma nonepevHoro ceveHus octpus urmsr/ Cross-section shape of
the needle point

Popma 3aTOUKM OCTPUS (419 UIN C TPEXTPaHHbIM MOoMnepeYHbIM
ceyeHveM ocTpums / obpaTHO-pexxyLLmnx uri) / Sharpening point (for
needles with a triangular cross-section of the tip / reverse cutting
needles)

TeepgocTb urbl o Bukkepcy/ Needle hardness due to Vickers
YCTOMUMBOCTB Wbl K KOppo3un/ Resistance to corrosion

[JuawmeTp urnbl B 30He KpenneHus/ Diameter of needle in the binding
zone

12
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< 2360 mKr/m/ pg/m

RB-1 - 17 mm/mm (£0,381 mm/ mm)
PS-2, ST-4-19 MMimm (0,381 Mm/mm)
PS-1-24 mw/mm (0,381 Mm/ mm)
CT-2, PS, SH - 26 mw/mm (0,381 Mm/ mm)
PSL-30 mw/mm (0,381 mm/mm)
CP-1.CT-1-36 mw/mm (0,381 Mm/mm)
PS, PS-1, PS-2, CP-1, PSL - obpaTHo-pexyLuas/reverse cutting
CT-1, CT-2, ST-4, SH, RB-1 - kontowasi/taperpoint
n30rHyThle Ha 3/8 okpy»kHocTw/ bent for 3/8 of circle:
TN urnbl/ needle type PS, PS-1, PS-2, PSL

n30rHyThle Ha 1/2 okpyrxkHocTw/ bent for Vi of circle:
TN urnbl needle type CT-1, CT-2, SH, RB-1, CP-1

npsmas/ Straight

TN urnbi/needle type ST-4

C KpyrnibIM nonepeyHbIM ceveHmem/with circular cross-section:
TN urnbi/needle type CT-1, CT-2, ST-4, SH, RB-1

C TpexrpaHHbIM ocTprem/ with three-edged point;
™n urnbl/ needle type PS, PS-1, PS-2, CP-1, PSL

TpexrpaHHoe ocTpue / triangular edge

HV 4900-6475 H/mm’/ HV 4900-6475 N/mm-
KopposvoHocTolikue/ corrosion resistant
M1.5(4/0)-0,56-0,71 MvImm
M2(3/0)-0,66-0,71 MVimm
M3(2/0)-0,68-1,02 MMimm
[nameTp HUTW He BeAET HanpsiMyto K AMaMeTpy WIbl, MOXET ObiTb
psg, AMaMETPOB UMbl 415 OfHOTO pa3mMepa Urfibl, O4HAKO pasmepbl
YKa3aHHbIE BblILLIE MPEACTABSOT TEKYLLMIA PAA 4ns NPEATOXEHHbIX
pa3mepoB ur/Suture diameter does not solely drive needle diameter.



Paguyc kprBumsHbl M30rHYTbIX U/ Curvature radius of bent needles

Ynpyrocts urmb|/ Elasticity of needle

MosepxHoCTb Urnbl/ Surface of needle
MapameTpbI LLIEPOXOBATOCTM NOBEPXHOCTER UMM, He 6onee/
Roughness parameters of needle surface, not more than

Paguyc nputynneHnst paboyeld vacT/ Radius of root face of the
working part

OcTpoTa KontoLeit yacTu urnbl/ Sharpness of the stitching part of
the needle
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there may be a range of needle diameters for a given suture size,
however the sizes indicated above represent the current range of sizes
offered.

PS- 11,04 mv/ mm

PS-1 - 10,19 mm/ mm

PS-2 - 8,08 MM/ mm

CP-1- 11,92 mm/ mm

PSL- 12,73 mw/ mm

CT-1- 11,92 MMmm

CT-2-8,51 mm/mm

ST-4- Straight (no radius)/npBVBK (HeT paauyca)

SH - 8,76 mm/mm

RB-1-5,41 MMmm

[JonycTMoe OTK/IOHeHMe-+0,13 mm/acceptable variation - 0,13 mm

Mogynb FOHra > 200 IMTla.
Bce uribl ABNAtOTCA abCONMOTHO YNpYruMM.
Mpn MpUNoXeHUM UcnbITaTeNbHOro Yeunua B 5H Wbl SBMAKOTCA Ha
100% ynpyrumm 1, B CBA3W C 3TUM, He BO3HMKAET OCTAaTOYHOM
Jethopmaumn./
Young’s Modulus > 200 GPa.
J ofthe needles are fully elastic.
At atest force of 5N the needles are 100% elastic and therefore there is
no permanent deformation.

6nectsiwas, 6e3 TPeLWH, PakoBYH, BMATWH, LapanuH 1 3ayCceHLes/

shinv, without cracks, cavities, dents, scratches and burrs

Ha ctepxHe n octpre - Ra 0,32 mkw/ on the shank and point - Ra 0,32
pm;
B 30He KpenneHws LwoBHoO HATM Rz 20 MkM/ in the binding zone -
Rz20 yt

He 60nee 0,03 mw/not more than 0.03 mm
He 60nee 0,025 mw/not more than 0,025 mm



LLInpuHa pexxyLmx pebep Wrn ¢ TpexrpaHHbIM OCTpreM, He 6onee/
Width of cutting edges of needles with three-edged point, not more
than

[MonHbIiA YCTaHOBMEHHBI pecypc A0/MKeH ObITb He MeHee /
Complete service life of at least

MonHbIlA cpesHWiA pecypc foMmkeH ObITb He MeHee/ Complete mean
life of at least

Ha f/mHe oT 2 40 5 anameTpoB XxBocToBUKa-0,025 mw/ at length of 2-

5 diameters of shank - 0,025 mm
25 npokosios/ punctures

50 npokonos/* punctures

MPOV3BOANTENb HE M3MEPSIET 3TV NapameTpbl NokaibHO / The manufacturer doesn’t measure this parameter in house

PASMEPbI N XAPAKTEPUCTUNKWN YTIAKOBKIN*

MonunoonLuenoBbIi 10TOK

OnnHa 9,56 + 0,0127 cm

LnpuHa 3,81 + 0,0254 cm

YNakoBKa He UMeET AbIp, TPELLMH, pa3pblBOB, MOPLLMH, pa3pbiBOB, MOp-
LUMH, YTO/LEHWIA 1 YTOHYEHMWIA.

MNOTHOCTb MaTepuasa ynakosku - He mMeHee 0,35 ricm?

TonunHa ynakosku - 4,3 MkM + 5%

CTpyKTypa afire3viBHOro CNos HerpepbIBHas.

MakeT U3 nerkooTcnamearoLLeincsa ponbru

OnnHa 12,85 cm = 10%

LunpuHa 5,63 cmz 10%

YnakoBKa He UMEET Ablp, TPELUVH, pa3pbiBOB, MOPLLUVH, YTOLEHWIA 1
YTOHYEHWIA.

MNOTHOCTb .MaTepuana ynakoBku - He mMeHee 1,08 r/cm®
MpoyHOCTL WBa - He MeHee 77 Hicm

TonwmHa ynakosku - 5,7 MKM £+ 5%

TonwmHa wea- 175 MkM £ 15 MKM
Bo3ayxonpoHnuaemMocTs - He 6onee 575 ma/mMuH
ConpoTunsneHve pa3pbIBYy - He MeHee 3 H.

CTpyKTypa aaresmBHOro c/ios HerpepbIBHas.
MNOTHOCTb HaHeceHWs Kres - He meHee 0,2 /.M~
IMpOYHOCTL K/1eeBOro cnog - He meHee 3 H.
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DIMENSIONS AND CHARACTERISTICS OF THE
PACKAGING*

Polwropylene tray

Length 9.56 + 0.0127 cm

Width 3.81 £0.0254 cm

The package does not have holes, cracks, tears, wrinkles, tears, wrinkles.
thickenings or thinning.

Density of packing material - no less than 0.35 g / cn?

Packing Thickness: 4.3 pm + 5%

The structure of the adhesive layer is continuous.

Foil package

Length 12.85 cm+ 10%

Width 5.63 cm+ 10%

The package does not have holes, cracks, tears, wrinkles, thickenings or
thinning.

Density of packaging material - no less than 1.08 g / cm®
Seam strength - no less than 77 N/cm

Packing Thickness - 5.7 pm £ 5%

Seam Thickness - 175 pm + 15 pm

Breathability - no more than 575 ml / min

Tear resistance - no less than 3 N.

The structure of the adhesive layer is continuous.

The adhesive density - no less than 0.2 g/ m.

The strength of the adhesive layer - no less than 3 N.



MMpoyHOCTbL Ha Npofas/vBaHue - He MeHee 1240 kla
LLInpvHa KneeBoro cfos - He MeHee 6,35 MMm.
LLinpuHa WwBa- He MeHee 3,17 Mwm.

MoToebuTe:lbckas roynnosas Kopobka
abapuTHble pasmepbl 11,43 x 6,19 X 7,94 cm
[Jonyck Ha rabapuTHble pasmepsbl: £ 0,076 cm

ToaHCnooTHaa ynakoBka
abapuTHbI pasmep: 28,42 x 25,4 x 28.73 cm.
Jonyck Ha rabapuTHble pasmepsbl: + 0,32 cMm

Breaking strength - no less than 1240 kPa
The width of the adhesive layer - no less than 6.35 mm.
The width ofthe seam - no less than 3.17 mm.

Consumer Group Box
Overall dimensions 11.43 x 6.19 x 7.94 cm
Dimensional Tolerance: + 0.076 cm

Shipping packaging
Overall size: 28.42 x 25.4 x 28.73 cm.
Dimensional Tolerance + 0.32 cm

* MPOU3BOAMTENb HE U3MEPSET 3TV NapaMeTpbl okasbHO / The manufacturer doesn’t measure this parameter in house
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NMHCTPYKUWWN no MPUMEHEHWIO

Hute STRATAFIX* Spiral MONOCRYL® Plus npegHasHavyeHa [4Jis
MCMonb30BaHMsA Npu BLEMOMHeH HenpepbIBHOTO WwBa. Hute STRATAFIX™* Spiral
MONOCRYL* Plus npefHa3HayeHa [ns WCNOMb30BaHUA 6e3 (hUKCUPYIOLLMX
Y3/10B, C KOTOPbIX HAYMHAETCA WM KOTOPbIMU 3aKaHUMBAETCA JIMHUA HUTW.

HuTb ncnonb3yetca no mepe HEO6XOAMMOCTM B 3aBMCMMOCTM OT XapakTepa
XMPYPryecKoi onepauumm.

1 TpukpenuTe y4yacTOK C (PUKCUPYIOLLEIA MeTneil K NPOYHON TKaHW, AN 4ero
3axBaTuUTe y4aCTOK BblGpaHHOM TKaHW, MpoOBeaUTe Wry 4epe3 NETA W Tyro
3aTAHMTE ee BOKPYT (PMKCUPYEMOI TKaHW.

2. Nocne gwkcaumy HUTU STRATAFIX® Spiral MONOCRYL® Plus B TKaHu
BO3bMUTECH 3a HWUTb W COEAUHUTE TKaHb, Npunaras HeoOXOLUMOEe ycuive ans
HaTsHKeHUs. BO3MOXHO BbINOSIHEHVE [OMOSHUTENBHLIX CTEXKOB (NMPOXOA0B
CKBO3b TKaHb) HenpepbIBHbIM CMNOCOOOM C LENbl0 COeAWMHEHUS KpaeB paHbl.
HeobxoamMmo cneguTb, 4TOObl WUCMOMB30BANIMCL TOMBKO LUMMOBAHHbIE YYaCTKM
HUTM STRATAFIX® Spiral MONOCRYL® Plus. He nbiTaliTeCb BbINOAHATH
COeAWHeHVe KpaeB paHbl, WCMO/b3ys Y4yacTOK 6e3 LUMMOB PAAOM C WIJION,
MOCKOJ/IbKY Hasmuye LMMoB HeOBX0AMMO [N YCNELLHOr0 COeAMHEHNS KPaeB paHbl
npv nomown HUTM STRATAFIX® Spiral MONOCRYL® Plus.

3. a). [ns 3aBepLUeHNs YLIMBAHWS MOAKOXHONW paHbl Mpou3BeauTe He MeHee
O[]HOTO NMPOXOfa B 0GPaTHOM HampaBfeHUn. 3aTemM NpoBeauTe UMy yepes
paspe3, CAenaiiTe MpPoOKon, BBeAS UMy MeXAy CA0SMM  TKaHW
neprneHanKYNSPHO paspesy, U BbIBEAUTE UIMy Yepes KOXy.

b). ﬂ,ﬂﬂ 3aBeplWeEENA ywneaHna Bcex 4pyrnx cnoes TKaHu npounssepunTte He
MeHee fBYX NPOXOA0B B O6paTHOM HanpaB/leHUW W yWenTe paHy.

4. 3aTeM OCTOPOXHO MOTAHMTE 3a CBOOOAHbLINA KOHEL, HUTU 1 0BpeXbTe HUTHL Tak,
uTOObI €8 KOHEL, pacnonarancsa 3anoAnmLo ¢ NOBEPXHOCTLIO TKaHW.

Mpu HeobxogmmocTun yaaneHns HUTU STRATAFIX® Spiral MONOCRYL® Plus:
MepepexbTe HWTb Y 3aPMKCMPOBAHHOTO KOHLA C MNeTneid, a 3aTeM MOTAHMTE
OVCTaNTbHbI KOHEL, ¥ U3B/IEKUTE HUT.
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INSTRUCTIONS FOR USE

STRATAFIX™™*" Spiral MONOCRYL™ Plus Device is designed to be Esed
in continuous suture patterns. STRATAFIX™ Spiral MONOCRYL

Plus Device is intended to be used without anchoring knots to

begin or terminate the device line.

Use as required per surgical procedure.

1 Secure the fixation loop portion to robust tissue by taking a
bite in the designated tissue, passing the needle through the
loop and pulling tautly around the anchoring tissue.

2. After STRATAFIX™M Spiral MONOCRYL™ Plus Device is anchored
into the tissue, grasp the strand and approximate tissue 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 MONOCRYL"™*" Plus Device on the barbed segments only.
Do not attempt to approximate wounds using the non-barbed
segment near the needle, as the barbs are required for

successful wound approximation with the STRATAFIX™ Spiral
MONOCRYL™ Plus Device.

3. a. To complete the closure in subcuticular closure, take at least
one pass in the reverse direction. Then pass the needle across

the incision and take a split thickness bite perpendicular to the
incision and exit the skin.

b. To complete the closure in all other tissue layers, take at least
two passes in the reverse direction to complete the closure.

4. Then gently pull on the free end of the device and cut flush
with the surface ofthe tissue.

To remove the entire STRATAFIX™*" Spiral MONOCRYL™ Plus Device:
Cut the STRATAFIX”” Spiral MONOCRYL"™" Plus Device at the end
anchored with the loop, and then pull the distal end to remove

the device.



MATEPWAIbI

Hute STRATAFIX* Spiral MONOCRYL* Plus:

HuTb - cononumep nonurnekanpoHa-25 (E-KanponakToHa), BKNOUatoLLMiA
rnvkonug (75%) 1 ancunoH-kanpoiakToH (25%), Npon3BoACTBa «ITUKOH VIHK.»,
KopHenwus, wrat pkopmkums, CLUA, NoKpbiTve - AHTUOAKTEPUANbHbIA areHT -
TpuknosaH 1RGACARE’ MP, npomssoactea BASF Grenzach GmbH, epmanus,
ceptugukar GMP NeDE_BW_01 GMP_2018_0014

Wrna

HepxxaBetowan ctanib mapku AlSI 420*, npoussoactea KapneHTtep TeKHOMOMKN
Kopn., Pugnr, MNA vnm

Hepxxasetowas ctanb, mapku Ethalloy *, nponssogctea ATl Allvac, CLLUA
HepxaBetoluas ctanb, Mapku 4310*, npoussogctea Zapp Medical Alloys
MokpbITHe nrnbl™ - cumkoH (CAS Homep 01330-20-7, 63148-57-2)
npoussoactaa Nusil Corporation nnu

Multipass (MOAMANMETUNCUNOKCAHOBBIN CUANKOH € J06aBeHWeM BOCKOBOIO
nopotyka), nponssogctea MicroPowders Inc n Nusil Corporation

AMopgpobHee B Tabnumue HU>Ke.

MATERIALS

The STRATAFIXM Spiral MONOCRYL”m Plus Suture:

Suture- Poliglecaprone 25 copolymer, a copolymer of glycolide (75%) and
E-caprolactone (25%). Manufactured Ethicon Inc, Cornelia, state Georgia,
USA.

Cover- antibacterial agent IRGACARE* MP (triclosan), manufactured
BASF Grenzach GmbH, Germany, GMP certificate
NeDE_BW_01_GMP_2018 0014

Needle

Stainless steel AlISI grade 420*, Supplied by Carpenter Technology Corp.
Reading, PA or

Stainless steel AISI grade 4310*, Supplied by Zapp Medical Alloys GmbH
or

Ethalloy Stainless steel*, manufactured by ATI Allvac, USA.

Needle coverage - Silicone (CAS Number 01330-20-7

63148-57-2), Supplied by Nusil Corporation or

Multipass (polydimethylsiloxane silicone with the addition of wax
powders). Supplied by MicroPowders Inc and Nusil Corporation

*See the table below

Kog HavimeHoBaHWe npogykumn/Product name MokpbiTve  Mapka
npogyKuum/ Hrnbl/needie  HepXKaBetoLLel
Product coverage CTanu/SS
COde grade
S M2 (3/0) ¢ o6paTHO-pexxyLLeit urioi Tvna «PSx», ammHa 30 cv/ M2 (3/0) 30 cm Reverse Cutting Needle «PS» CWIMKoH / Ethalloy
XMPIBIIO Silicone
sxMPIBll M2 (3/0) c obpaTHo-pexywuelt urnov Tvna «PS», AnmHa 45 cw/ M2 (3/0) 45 cm Reverse Cuitting Needle «PS» CwwmkoH/  Ethalloy
Silicone
sxvpiBlly M2 (30)c 06paTHO-PEXYLLIEH MroiA Tyna «PS», annHa 70 e/ M2 (3/0) 70 cm Reverse Cutting Needle «PS» (Slivllif::l:l)l;gH/ Ethalloy
SXMP1B114 MI.5 (4/0) ¢ o6DatHo-DexxviLeii urnoii Tvna «PS-1», aamHa 30 cv/ M1.5 (4/0) 30 cm Reverse Cutting Needle «PS-1» Multipass Ethalloy
SXMP1B115 MI.5 (4/0) c 060aTHO-0eXyLLIEV Mroi Tuna «PS-1», annHa 45 cv/ MI.5 (4/0) 45 cm Reverse Cutting Needle «PS-1» Multipass Ethalloy
SXMP1B116 M15 (4/0) c obpaTHO-pexyLLei nrnoi Tnna «PS-1». annHa 70 cm/ ML5 (4/0) 70 cm Reverse Cutting Needle «PS-1» Multipass Ethalloy
SXMPIBIOI M2 (3/0) c 0bpaTHO-pexyLLIei 1rioi Tuna «PS-1», anmHa 30 cm/ M2 (3/0) 30 cm Reverse Cutting Needle «PS-1» Multipass Ethalloy
SXMP1B102 M2 (3/0) c obpaTHO-pexxyLLeli urnoii Tvna «PS-1», annHa 45 e/ M2 t3/0) 45 cm Reverse Cutting Needle «PS-1» Multipass Ethalloy
SXMP1B103 M2 (3/0) c obpaTHo-pexxyLLeli urnoii Tvna «PS-1», anHa 60 cm/ M2 (3/0) 60 cm Reverse Cutting Needle «PS-1» Multipass Ethalloy
SXMP1B104 M2 (3/0) c 06paTHO-pexyLLEN Urnoii Tvna «PS-1», gnmHa 70 cm/ M2 (3/0) 70 cm Reverse Cutting Needle «PS-1» Multipass Ethalloy
SXMP1B117 MI.5 (4/0) c obpaTHO-pexyLLei nrnoi Tina «PS-2», anmHa 30 cv/ MI.5 (4/0) 30 cm Reverse Cutting Needle «PS-2» Multipass Ethalloy
SXMP1B1I8  MI.5 (4/0) ¢ obpaTHO-pexyLLeii nriol Thna «PS-2», arnHa 45 cv/ M1.5 (4/0) 45 cm Reverse Cutting Needle «PS-2» Multipass Ethalloy
SXMP1B119 M5 (4/0) c obpaTHO-pexxyLLein nrnioli Thna «PS-2», gamHa 70 cm/ M1.5 (4/0) 70 cm Reverse Cutting Needle «PS-2» Multipass Ethalloy
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SXMP1B105 M2 (3/0) c 0bpaTHO-pedxxyLLein urnioi Tmna «P8-2», anmHa 15 cm/ M2 (3/0) !5 cm Reverse Cutting Needle «PS-2» CvnvkoH / Ethalioy

Silicone
SXMP1B106 -M2 (3/0) c 06paTHO-pexyLLei urioli Tuna «PS-2», annHa 30 cm/ M2 (3/0) 30 cm Reverse Cutting Needle «PS-2» CvnvkoH / Ethalloy
Silicone
SXMPIB107 M2 (3/0) c 06paTHO-peXyLLIER Mol Thna «PS-2», annHa 45 cm/ M2 (3/0) 45 cm Reverse Cutting Needle «PS-2» CvnmkoH / Ethalioy
Silicone
M2 (3/0) c 06paTHO-peXyLLIER Urnoi Trna «PS-2», amHa 60 cm/ M2 (3/0) 60 cm Reverse Cutting Needle «PS-2» CvnnkoH / Ethalloy
SXMP1B108 Silicone
SXMP1B109 M2 (3/0) c 06paTHO-peXyLLEN nrioli Tuna «PS-2», anmHa 70 cm/ M2 (3/0) 70 cm Reverse Cutting Needle «PS-2» CvnnkoH / Ethalloy
Silicone
SXMPIB429 M2 (3/0) ¢ KomoLweit urnoii Tuna «CT-1», amHa 45 cv / M2 (3/0) 45 cm Taperpoint Needle «CT-1» CvAnKoH / AlSI 420
Silicone
M3 (2/0) ¢ kontoLLeii urnoli Tuna «CT-1», gamHa 15 cm/ M3 (2/0) 15 cm Taperpoint Needle «CT-1» CwnvikoH / AIS1420
SXMP1B411 Silicone
M3 (2/0) ¢ kontoLein urnoit Tvna «CT-1», anvHa 30 cm/ M3 (2/0) 30 cm Taperpoint Needle «CT-1» CWIMKOH / AISI420
SXMP1B412 Silicone
M3 (2/0) ¢ kontoLLei nrnoii Tuna «CT-1», gamHa 45 cm/M3 (2/0) 45 cm Taperpoint Needle «CT-1» CunmkoH/ AIS1420
SXMP1B413 Silicone
M3 (2/0) ¢ kontoLLein urnoi Tvna «CT-1», gvHa 70 e/ M3 (2/0) 70 cm Taperpoint Needle «CT-1» Cunmkon/ AISI420
SXMP1B414 Silicone
M3 (2/0) ¢ kontoLLgeit urnoii Tuna «CT-2», gmvHa 15 cm/ M3 (2/0) 15 cm Taperpoint Needle «CT-2» CvnmkoH / AlSI 420
SXMP1B415 Silicone
M3 (2/0) ¢ KontoLLei urnoii Tvna «CT-2», annHa 30 cv/ M3 (2/0) 30 cm Taperpoint Needle «CT-2» CvnmkoH / AlSI420
SXMPIB416 Silicone
M3 (2/0) ¢ kontoLgin urnoii Tuna «CT-2», anvHa 45 cm/ M3 (2/0) 45 cm Taperpoint Needle «CT-2» CvnvkoH / AIlSI420
SXMP1B417 Silicone
SXMP1B432 M2 (3/0) ¢ kontoLLelt urnoi Tuna «ST-4», annHa 15 e/ M2 (3/0) 15 cm Taperpoint Needle «ST-4» CvnnkoH / 4310
Silicone
SXMP1B433 M2 (3/0) ¢ KontoLLgi urnoii Tvna «ST-4», gavHa 30 e/ M2 (3/0) 30 cm Taperpoint Needle «ST-4» CWIKOH / 4310
Silicone
SXMP1B4I9 M3 (2/0) ¢ obpaTHO-pexxyLLei urnoii Tuna «CP-1», annHa 70 cm/ M3 (2/0) 70 cm Reverse Cutting Needle «CP-1» CwnmkoH / AISI420
Silicone
SXMP1B437  MI.5 (4/0) ¢ KontoLgin urnoii Tvna «SHy», gnmta 70 e/ M1 .5 (4/0) 70 cm Taperpoint Needle «SH» CvnmkoH / Ethalloy
Silicone
M2 (3/0) ¢ KontoLLein urnoii Tuna «SHy, gnnHa 23 cm/ M2 (3/0) 23 cm Taperpoint Needle «SH» CwWmKoH / Ethalloy
SXMP1B427 Silicone
M2 (3/0) ¢ KontoLLeli urnoii Tvna «SH», aanHa 70 e/ M2 (3/0) 70 cm Taperpoint Needle «SH» CvnmkoH / Ethalloy
SXMP1B428 Silicone
M3 (2/0) ¢ kontoLLeli urnoit Trna «SHy», yHa 15 v/ M3 (2/0) 15 cm Taperpoint Needle «SH» CvinvkoH/ AlSI420
SXMP1B408 Silicone
M3 (2/0) ¢ kontoLLeii urnoii Tuna «SHy, XuwpHa 23 cm/ M3 (2/0) 23 cm Taperpoint Needle «SH» CwnmkoH / AlSI420
SXMP!B409 Silicone
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M3 (2/0) ¢ kontowiein urnoii Tuna «SH», gnmuHa 30 cm/ M3 (2/0) 30 cm Taperpoint Needle «SH» Cunukon / AISI 420
SXMP1B410 -
Silicone
M 1.5 (4/0) ¢ kontoweid urnoint Tuna «RB-1», gnuHa 15 cm/ M 1.5 (4/0) 15 cm Taperpoint Needle «<RB-1» CunukoH / Ethalloy
SXMP1B434 -
Silicone
M 1.5 (4/0) c kontoweit urnoit Tuna «RB-1», annua 30 cm/ M 1.5 (4/0) 30 cm Taperpoint Needle «<RB-I» CunukoH / Ethalloy
SXMP1B435 -
Silicone
M 1.5 (4/0) ¢ kontowein nrnoii Tuna «RB-1», gnuHa 70 cm / M 1.5 (4/0) 70 cm Taperpoint Needle «<RB-1» CunukoH / Ethalloy
SXMPIB436 -
Silicone
M2 (3/0) c konwowein urnoii Tuna «RB-1», aanHa 15 cm/ M2 (3/0) 15 cm Taperpoint Needle «<RB-1» CunnkoH / Ethalloy
SXMP1B424 Silicone
M2 (3/0) c kontoweit urnoii Tuna «RB-I», gnuHa 30 cm/ M2 (3/0) 30 cm Taperpoint Needle «RB-1» CunukoH / Ethalloy
SXMPIB425 Silicone
M2 (3/0) ¢ kontowei nrnoii Tuna «RB-b>, gnnHa 70 cm /M2 (3/0) 70 cm Taperpoint Needle «RB-1» CUNnKoH / Ethalloy
SXMP1B426 Silicone
M3 (2/0) c obpaTHO-pexyLeit urnoin Tuna «PSL», gnnHa 70 cm/ M3 (2/0) 70 cm Reverse Cutting Needle «PSL» CunukoH/ 4310
SXMP1B42I Silicone

W3penve He COAEPXXUT NPUHALIEXHOCTEA.

CTEPWN/IbHOCTb

Hute STRATAFIX® Spiral MONOCRYL® Plus cTepunnsyeTcs OKCUAOM
aTuneHa (EO) 1 nocTaBnsieTca CTepUnbHON ANg UCMONb30BaHUS Y OAHOM0
nauveHTa. MeTog ctepunmnsaLy BanmanposaH B cooTseTctsuu ¢ I1ISO 11135-1:
2014.

BanuampoBaHHbI npouecc cTepunmsaunm obecrnevnsaeT MUHUMAbHbIA YPOBEHb
rapaHTum ctepunbHocTn (SAL) 10-6.

OcTaToyHas KOHLUEeHTpauma oKcuUaa aTUIeHa 1 3TUIEHXIOPrngpuHa
cooTBeTCTBYET TpebosaHMaM ISO 10993-7:2008.

POPMA MOCTABKUN

HuTte STRATAFIX® Spiral MONOCRYL™* Plus noctaBnisieTcs B CTEPUSIbHOM
COCTOAHWUW, B HeokpalleHHoM Buge. Kaxgasa Hute STRATAFIX™ Spiral
MONOCRYL® Plus ¢ 04HO CTOPOHbI OCHALLIAETCA U0 PasNMyHbIX pasMepoB.
HWTb NnomeLLieHa B NOAMNPONMAEHOBBIV NIOTOK, MOCAE Yero Y/OXeHa B NMaKeT 13
thonbrn. MNoTpebuTenbckas ynakoBKa M3 KapTOHa COAepXMT ABeHaauath (12)
nakeToB ¥ ogHy (1) MHCTPYKUMIO NO NpUMeHeHMI0. KOpo6Kn ynakoBaHbI B
MMEHKY W OCHALLEHbl Pa3pbIBHOM MOMOCKOI A1 061erYeHns OTKPbITUS YMaKOBKM.
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ACCESSORIES
The device in this file does not have accessories included.

STERILITY

STRATAFIX™ Spiral MONOCRYL™ Plus Suture is a single-use device
provided sterile and sterilized by Ethylene Oxide (EO). Sterilization method
is validated according to ISO 11135-1:2014.

The ethylene oxide sterilization process for the Device is validated to
provide a sterility assurance level (SAL) of IO

The remaining concentration of EO and ethylene chlorohydrin is in
accordance with I1SO 10993-7:2008.

HOW SUPPLIED

The STRATAFIX"* Spiral MONOCRYL™ Plus Device is available
sterile, undyed. Each STRATAFIX™ Spiral MONOCRYL™M* Plus Device
is single armed with various needle sizes. Device is placed into a plastic
tray.packaging which is placed into peel open foil package. Twelve (12)
pouches and an IFU are placed into a carton box. The boxes are wrapped
with a film and tear tape is placed during the process to ease the opening of
the boxes.



KPUTEPUN HEMPUTOAHOCTU MEAVNLMHCKOIO N3OQENNSA
and nPMMEHEHNA

Ecnm ynakoBka v3fenws 6bl1a NOBPEXAeHa UM BCKPbITa, TO U3aenne
Heo6X0AMMO YTUM3MPOBaTb. 3anpeLLeHO UCMO/b30BaTh U3AENNS, B LIEIOCTHOCTM
KOTOPbIX CYLLECTBYHOT COMHEHMS.

CpoK rofHoCT/ cocTasfnisfeT 24 Mecaua.

CPOK CNy>Xbbl

Hute STRATAFIX® Spiral MONOCRYL® Plus sBnseTca paccacblBatoLmMMmcs
LUOBHbIM MaTepua.

Mo npoLLecTBMN 7 AHER Noc/ie UMNaHTaLuK CoXpaHseTcs npubnmnsnTensHo 62 %
NepBOHaYa/IbHOW MPOYHOCTW, a MO NPOLIECTBAM 14 oHeil nocne MMmMnaHTaumm
COXpaHseTca NpUeAN3NTENbHO 27 % nepBoHaYabHOM NPOYHOCTU. PaccacbiBaHue
HUTU STRATAFIX® Spiral MONOCRYL® Plus npaktuyecku 3asepluaercs K 91

[HIO.

NPUBNN3NTENBHOE
COXPAHEHWE MPOYHOCTWN OT
MEPBOHAYANBHOWN (%)
62% o1 USP npegena npo4HOCTM Ha

uncno AHEM NOCNE
UMMONAHTALUNN

7 el paspbIB
14 it 27 % ot USP npefgena Nnpo4HOCTW Ha
paspbIB
AOWLHNENANHTAEPB,

He npumeHnMO. PaccachIBatoLLMIACA LLIOBHLI MaTepua.

Mpn HeobxoamumocTn yaaneHms HUTM STRATAFIX® Spiral MONOCRYL® Plus:
MepepexbTe HWUTb Y 3aUKCMPOBAHHOIO KOHUA C MeTneld, a 3aTteM MOTAHUTE
OVUCTaNTbHBIA KOHEL, 1 U3BNIEKUTE HUTD.

YCNOBUA TPAHCITOPTUPOBKIWN, XPAHEHWA U

SKCIMNYATALNN
akcnnyartauma: ot +32RC fo +42@C.
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CRITERIA OF UNSUITABLE CASES OF MEDICAL

DEVICES USE _
Do not use of the packaging is open or damaged. Discard open packages

and unused devices.

EXPIRATION DATE
Shelflife ofthe product is 24 months.

LIFE CYCLE/ACTIONS

The results of implantation studies in animals using the
STRATAFIXTM Spiral MONOCRYL”m plus Device indicate that
approximately 62% of its original strength remains after 7 days
implantation and approximately 27% of its original tensile

strength at 14 days post implantation.

Data obtained from implantation studies show that

absorption of STRATAFIX™ Spiral MONOCRYL™ Plus Devices is
essentially complete by 91 days.

DAYS APPROXIMATE «/.ORIGINAL
[MPLANTATJON STRENGTH REMAINING

7 days 62% of USP knot tensile strength

14 days 27 % of USP knot tensile strength

DEIMPLANTION
N/A. Absorbable material
To remove the entire STRATAFIX™ Spiral MONOCRYL™ Plus

Device: Cut the STRATAFIX™ Spiral MONOCRYL™ Plus Device at
the end anchored with the loop, and then pull the distal end to remove

the device.
STORAGE AND TRANSPORTATION CONDITIONS

Operation conditions:; +32 to +42®C.



xpaHeHue: -60RC fo +30°C
TpaHcnopTuposaHue: -60°C fo +50RC
B/IXXHOCTb HE HOPMUPYETCS, TaK Kak YrNakoBKa HernpoHWLaema 4ns Baru.

rAB OBA3ATE/NIBCTBA

Mpoun3BOANTENb FapaHTUPYeT KOHEYHOMY NOTPe6GUTENIO OTCYTCTBUE Ae(eKTOB U
COOTBETCTBME XapaKTEPUCTUK MPOAYKTa Ha MPOTSHKEHUN BCErO CPOKA ro4HOCTH
MPOoAYyKTa Nnpu ycnosuu cobntofeHns TpeboBaHNiA YCNIoBUIN XpaHeHus,
TPAHCMOPTUPOBKY Y LEIOCTHOCTM YNaKoBKWU. Mpon3BoaUTENb He HeceT
[OMOHUTENbHBIX FapaHTUM, KOTOPbIE BbIXOAAT 32 PaMKM ONWUCaHUs JaHHOTO
pasgena. MpurogHoCTb 415 UCMOJb30BaHUA 3TOr0 MeAWLIMHCKOr0 YCTPOIACTBA /1A
Kakol-nnbo KOHKPETHOW XMpypruyeckoii npouesypbl o/MKHa ObITb onpegeneHa
MoTeHUManbHbIM NO/b30BaTeNleM B COOTBETCTBUM C MHCTPYKLIMEN MO
MPUMEHEHWIO.

MOPAAOK OCY1pCIBNEIONA YTUNTUIALNN

YTUnn3npyiite n3genne 1 ero 0CTaTouHbIe 3/1IEMEHTbI, 3/1EMEHTbLI 0TX0/0B B
COOTBETCTBUW C NOK&/IbHBIMU 3aKOHaMW W NpaBuiaMun. Y Tunmsaums
MCMONb30BaHHbIX UMM JO/MKHA OCYLLECTBAATLCA B KOHTEHepax.

3penus nocne NpuMeHeHUs Mo HasHaYeHWo OTHOCATCA K MOTEHLMaIbHO
VH(ULMPOBAHHBLIM OTXOJaM.

YTUAn3npyiite OTKPbITbIE YNAKOBKN 1 HEUCMO/b30BaHHbIE U3LENNA.

MTe6oBaHianb

[laHHOEe MeAMLIMHCKOE U3[enne Npu NCrob30BaHWUK, TPAHCMOPTUPOBKE U
XpaHEeHUN He OKa3blBaeT HeraTMBHOIO BO3AE/CTBMS Ha Ye/IOBEKA M OKPYXKALOLLYHO

cpeqy.
YMNOJIHOMOYEHHbIN NMPEACTABUTEJIb

000 «[>KOHCOH & [OoHCOH», 121614, 1. MockBa, yn. Kpbiiatckas g. 17 K. 2,
TenedoH: 8 (495) 580 77 77, thakc: 8 (495) 580 78 78
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Storage: -60°C pgo +30°C
transportation conditions: -60®C go +50®C
air humidity is N/A (packaged in moisture proof foil).

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 adherence to storage, transportation and package integrity
requirements. There are no warranties that extend beyond the description on
the face hereof. Suitability for use of this medical device for any particular
surgical procedure should be determined by the user in conformance with
the manufacturer’s instructions for use.

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.

After being used the products are potentially infectious waste.

Dispose of open packages and unused products.

ENVIRONMENTAL REQUIREMENTS IN THE APPLICATION OF
THE MEDICAL DEVICE

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

AUTHORISED REPRESENTATIVE
"Johnson & Johnson" LLC, 121614, Moscow, st. Krylatskaya, building
17/2, phone: 8 (495) 580 77 77, fax: 8 (495) 580 78 78.
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SYMBOLS

BHumaHve

He mcnonb3oBath NOBTOPHO

CepwiAHbIii Homep (N10T)
He cTepunn308aTb NOBTOPHO

CTepun30BaHO 3TWIEH OKCUAOM
BepxHsisi rpaHMLa TEMMNepPaTypHOro AvianasoHa

OrpaHuyeHyie TeMnepaTypbl
He 1cnonb3oBarb, C/iv YrakoBKa MoBpedxaeHa

BHUMAHWE: CornacHo thefepasibHOMY 3aKOHOAATENLCTBY
CLLA v3fenvie MOXeT NPOSaBaTsCS TOMbKO SIALIEH3MPOBAHHBIM
MEAMLMHCKVM PaboTHUKOM WM Ha OCHOBaHWW 0(hopMSIEHHOTO
MM 3aKa3a

[MpoussoauTens

BHelUHAA KapTOHHasA Kopobka 13roTos/ieHa u3 100%-
nepepaboTaHHOro KapToHa

CpoK rogHOCTH (CPOK COXPaHEHIs! CTEPUILHOCTM)

PUKCHpyeMas HeoKpaLLieHHasi paccachIBaroLLACS
MOHO(*)VIﬂaMEHTHaFI HUTb

[MpencTasuTeNb NpovsBoauTens Ha Tepputopun EC

3HaK «CE» 1 naeHTUMKALMOHHBIA HOMEp
HOTU(MLIMPOBAHHOTO OpraHa. 13aenme cooTBETCTBYET
OCHOBHbIM TpeboBaHUAM [IMPEKTVBbI MO MEAVLIMHCKOMY
o6opyaosaHuto 93/42/EEC.

KaTa/ioxHblii Homep
KonnuecTBo B yraKoBke

AnvporeHHo
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Caution

Do not reuse

Batch code (LOT)
Do not re-sterilize

Sterilized using ethylene oxide
Upper limit of temperature

limit of temperature
Do not use if the package is damaged

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

Manufacturer

Outer Carton made from 100% Recycled Paperboard
Use-by date

Anchored undyed absorbable monofilament

Authorized Representative In the European Community
CE Mark and Identification Number of Notified Body. The
product meets the essential requirements ofthe Medical Device
Directive 93/42/EEC.

Catalogue number
Number of Units

Non-pyrogenic



C 3HaK COOTBETCTBYA Mark of conformity

QR Kog QR code

O6paTnTeCh K MHCTPYKLMN Consult Instructions for use

an.]_ 1' LLiTpnx kog Bar code
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MepeBof C aHIIACKOT0 A3blKa Ha PYCCKUiA f3bIK

475 C Crpu, IMpombILLNeHHbIA napk Jloc-dpaiinec,
(475 C Street Los Frailes Industrial Park)

Odwc 401, MNyaiiHa6o, MyapTo-Prko

(Suite 401, Guaynabo, Puerto Rico)

00969, CLLIA

3amecTuTens TTUpeKTnpa oTAena HOPpMaTUBHO-MPABOBOro PErynMpoBaHus
(BOMKHOCTb)

JoHHa Mapwuann
(Mms)
<nojnucaHo>
(noanuce)

« 13 » (beBpaus  2020.

«fleHb» mecsL, (Lndpamu)

M.IT.

<lTamn: MNognucaHo noj NpUcsroin B MoEM NPUCYTCTBUK
13 (bespana 20 20 roga >
<nopanucaHo>

<Kpyrnas neyats: MATEY LW &. JIEWWAK;
HOTAPNYC LUTATA HbKO-O)XXEPCW; panee - Hepasbopuneo>

<lWTtamn: MATEYLU &. JIEWWAK
HOTAPWNYC LUTATA HbtO-IXKEPCU
Nnuensna Ne 50065913
CPOK AEWNCTBWS MOEW JINLEH3UN
WCTEKAET 10 AB['YCTA 2022 FOAA>
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[MepeBof faHHOro TeKcTa BbIMONHEH NepeBofunkom KpannuHbim eHncom AnekcaHapoBsuyem

Moanwucek
efepauus
[opog MockBa.

[OBaguatoro eBpans [ABe TbicsA4YM ABafLaToro roga.
A, MpokolweHKoBa EneHa EBreHbeBHa, HOTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO MOAMMHHOCTb

nognucu nepesogumka KpannuHa JeHnca AnekcaHiposuya.
Moanuck caenaHa B MOEM NMPUCYTCTBUMN.

JlnyHoCTb NoAnNmMcasLLero JOKYMeHT yCTaHOB/eHa.
3apeructpupoBaHo B peectpe: Ne 21/86-H/77-2020-

B3bICKaHO rocyfapCTBeHHOM NownHbl (Mo Tapudgy): 100 py6. 00 kon.
YnnayeHo 3a OKasaHue yc/yr npaBoBOro 1 TexHnyeckoro xapakrepa: 300 py6. 00 kon.

I Moagnwnceo!™- lNpokoweHKoBa

T TepboBasa neyatb j
! HoTapuyca | .7
TpowWwHYypoBaHO, NPOHYMePOB»#©.||«« >BIIBOHA«BUYbTbIO 7  / nucT(-a,-0B).

rlO.CI'I'II/ICb A E.E, MNpoKoLweHKoBa
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