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INSTRUCTION OF USE FOR Medical Device
Surgical suture unidirectional with needle for knotless

tissue fixation STRATAFIX™ Spiral PDS™ Plus
in configurations
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Russian Federation



HuTb xupypruyeckas ogHoHanpasfneHHas STRATAFIX® Spiral PDS® Plus Surgical suture unidirectional with needle for knotless tissue fixation

ANs 6e3y3n0BONA hukcaLMm TKaHel ¢ UTol, B BapMaHTaxX UCMOMHEHNS: STRATAFIX™ Spiral PDS™ Plus in configurations:

BapraHTbl UCNOHEHUS: Conf~urations:

- M3 (2/0) c obpaTHO-pexyLeid urnoin Tuna «FS», gnnHa 45 cm - M3 (2/0) 45 cm Reverse Cutting Needle «FS»

- M3 (2/0) ¢ obpaTHO-pexyLeii urnoi Tuna «FS», gamHa 70 cm - M3 (2/0) 70 cm Reverse Cutting I'teedle «FS»

- M2 (3/0) c obpaTHO-pexyLueli urnok Tuna «PS-2» npaiim, gnnHa 15 cm - M2 (3/0) 15cm ftime Reverse Cutting Needle «PS-2»

- M2 (3/0) c 06paTHO-pexyLLeli Urnoi Tnna <xPS-2» npaim, ganHa 30 cm - M2 (3/0) 30 cm Prime Reverse Cutting Needle «PS-2»

- M2 (3/0) c obpaTHO-pexyLLeli urnoi Tuna «PS-2» npaiim, AnnHa 45 cv - M2 (3/0) 45 cm Prime Reverse Cutting Needle «PS-2»

- M2 (3/0) c obpaTHO-pexyLLein Urnoi Tnna «PS-2» npavim, AamHa 70 cm - M2 (3/0) 70 cm Prime Reverse Cutting Needle «1/-2»

- M2 (3/0) c obpaTHO-pexyLLein nrnoi Tuna «PS» npaiim, gnvHa 30 cm - M2 (3/0) 30 cm Prime Reverse Qming Needle «PS»

- M2 (3/0) c obpaTHO-pexyLLei Urnoi Tuna «PS» npaim, AnvHa 45 cm - M2 (3/0) 45 cm E*rimc Reverse Cutting Needle «PS»

- M2 (3/0) c 0”"»THO-pex>"LLelh urnoi Tuna «PS» npaiim, gnmHa 70 cm - M2 (3/0) 70 cm Prime Reverse Cutting Needle «PS»

- M2 (3/0) c obpaTHO-pexyLeid urnoin Tuna «PS-1» npaiim, gavHa 70 cm - M2 (3/0) 70 cm Prime Reverse Cutting Needle «PS-1»

- M 15 (4/0) c obpaTHO-pexyLLeli urnoii Tuna «PS-2» npaiim, anmHa 15 cm - ML1.5(4/1>) 15 cm Prime Reverse Cutting Needle «PS-2»
- MI1.5 (4/0) c obpaTHO-pexyLLei nrnoi Tuna «PS-2» npaiim, 4nvHa 30 cm - MU (4/0) 30 cm ftime Reverse Cutting Needle «PS-2»
- M1.5 (4/0) c 06DKTHO-pexyLLeit urnoi Tuna «PS-2» npaiim, AavHa 45 cm - M1.5(4/0) 45 cm Prime Reverse Cutting Needle «PS-2»
- ML1.5 (4/0) c o6paTHO-pexyLLeil Urnoii Tuna «PS-2» npaiim, gnnHa 70 cm - MU (4/0) 70 cm Prime Revise Cutting Needle «PS-2»
- M5 (4/0) c 0GpaTHO-pexyLLeii urnoii Tuna «PS-1» npaiim, gauHa 30 cm - MI-5 (4/0) 30 cm Prime Reverse Cuoing Needle «PS-1»
- M 1.5 (4/0) c 06paTHO-pexyLLeit rnoit Tuna «PS-1» M{Aim, AnnHa 45 cm - M15(4/0) 45 cm Prime Reveree Cutting Needle «PS-1»
- MIL.5 (4/0) c obpaTHO-pexyLLeli urnoi Tuna «PS-1» npaiim, gnuta 70 cm - MI-5 (4/0) 70 cm Prime Reverse Cutting Needle «PS-1»
- M1,5(4/0) c obpaTHO-pexyLeli nrnoin Tuna «PS» npaiim, gnnHa 45 cm - Mi .5 (4/0) 45 cm Prime Reverse Cutting Needle «PS»

- M3.5 (0) c obpaTHO-pexcyLLeli nrnoi Tuna «CP-2», annHa 45 cm - M3.5 (0) 45 cm Reverse Cutting Needle «CP-2»

- M4 (1) c oMaTHO-pexyuieii urnoii Tna «CP-2», ginHa 45 cm - M4 (1) 45 cm Reverse Cutting Needle «CP-2»

- M3.5 (0) ¢ Konrowle-pe3”ieid urnoi Tuna «V-34», gnnHa 30 cm - M3.5(0) 30 cm Taperpoini «V-34»

- M3.5 (0) ¢ Kontolweit urnoii Tuna <41mM-2», gnnHa 30 cm - M3.5(0) 30 cm Tt"jerpoint «CT-2»

- M3.5 (0) ¢ KonroLei urnoii Tuna «CT-1», gnnHa 15 cm - M33(0) I5craTaperpointNeed1e«CT-I»,
- MB3.5 (0) ¢ kontowelt urnoii Tuna «CT-1», ganHa 45 cm - MB3.5(0) 45 cm T"perpoint Needle «CT-1»,
- M3.5(0) c kontowwein nrnoit Tuna «CT-1». gnnHa 70 cm - M35 (0) 70 cm Taperpoint< 0 -I»,

- M3 (2/0) ¢ kontolweit urnoii Tuna «CT-1», gnnHa 15 cm - M3 (2/0) 15cm Taperpoint Needle «CIT-1»
- M3 (2/0) c kontoweii urnoin Tuna «CT-1», AAMHa ~ cM - M3 (2/0) 30 cm Taperpoint Needle «CT-1»
- M3 (2/0) ¢ kontoeit urnoii Tuna «CT-1», AnMHa 45 cm - M3 (1) 45 cm Taperpoint Needle «CT-1»
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* M3 (2/0) ¢ kontoweit urnoii Tuna «CT-i», gnunHa 70 cm

* M3 (2/0) ¢ kontowelt urnoli Tuna «CT-2», anvHa 15 cm

* M3 (2/0) ¢ kontowiei urnoii Tuna «CT-2», annHa 70 cm

* M3 (2/0) ¢ kontowleit urnoii Tuna «SH». gnmHa 15 cm

* M3 (2/0) ¢ kontoLLen nrnoii Tuna «SH», gamHa 30 cm
M3 (2/0) ¢ kontoweld urnoii Tmna «SH», anmHa 70 cm
M3 (2/0) ¢ kontoweli urnoii Tuna «UR-6», gnmHa 30 cm
M2 (3/0) ¢ TontoLeld urnoii Tuna «SH», annHa 15 cm
M2 (3/0) ¢ kontoLeit nrnoii Tuna «SH», annHa 70 cm
M2 (3/0) ¢ kontowen nrnovi Tuna «RB-1». gnuHa 15 cm
M2 (3/0) ¢ KontoLeld urnoi Tna «RB-1», annHa 70 cm
M2 (3/0) ¢ kontoweid urnoit Tuna «ST-4», onnHa 15 cm
M 1.5 (4/0) ¢ kontoweid urnoin Tuta «SH», aMHa 70 cm
M1.5 (4/0) c Koraoweii urnoii Tuna «RB-1», gnnHa 15 cm
M 1.5 (4/0) ¢ kontowen nrnoi Tuna «RB-1», ganHa 30 cm
M4 (1) c kontowyeit nrnoin Tuna «CT-1», gnnHa 30 cm
M4 (1) ¢ konwoweii nrnoii Tna «CT-1», gnnHa 45 cm
M4(1) c kontowlein nrnoi -wna «CT-1», gnnHa 70 cm
M3.5 (0) ¢ kontowelt urnoii Tmna «CT-1», gnnHa 30 cm
M3.5 (0) ¢ kowoINein urnoii Tna «MO-5», annHa 70 cm
M3.5 (0) ¢ kontoutoii urnoii Tuna «EN-S», gnnHa 30 cm
M3 (2/0) ¢ Kontoweii urnoi Tuna «CT-2», AnnHa 23 ¢m
M3 (2/0) ¢ kontoLein urnoii Tuna «SH». AinHa 23 cm
M3 (2/0) ¢ kontoweid urnoi Tuna «UR-6», AnnHa 15 cm

M3 (2/T)> 70 cm TE”erpoinl Needle «CT-1»

M3 (2/0) 15 cm Tg>erpoint «CT-2»
M3 (2/0) 70 cm Tapeg>oint «CT-2»
M3 (2/0) 15cm T™Jerpoint «SH»
M3 (2/0) 30 cm Taperpoint «SH»
M3 (2/0) 70 cm Taperpoint «<SH»
M3 (2/0) 30cm T ~ipoint «UR-6»
(3/0) 15 cm Taperpoint «SH»
M2 (3/0) 70 cm Taperpoint «SH»
M2 (3/0) 15 cm Taperpoint «RB-1»
M2 (3/0) 70 cm Taperpoint «RB-1»
M2 (3/0) 15cm Taperpoint «ST-4»
M I~ (4/0) 70cm Taperpoint «SH»
M 1.5 (4/0) 15 cm Tapeg>oint «<RB-1»
M1.5 (4/0) 30 cm Taperpoint «RB-1»
M4 (1) 30 cm Taperpoint «CT-1»
M4 (1) 45 cm Taperpoint «CT-1»
M4 (1) 70 era Tapeipoim «CT-1»
M3.5 (0) 30 cm Taperpoint «CT-1»
M3.5 (0) 70 cm T*)opoint «MO-5»
M3.5 (0) 30 cm Taperpoint <EN-S»
M3 (2/0) 23 cm Taperpoint «CT-2»
M3 (2/0) 23 cm Taperpoint «SH»
M3 (2/0) 15 cm T”)crpoint «UR-6x»

M4 (1) 45 cm Reverse Cutting Needle «OS-6»
M4 (1) 70 cm Reverse Cutting Needle «OS-6»
M4 (1) 70 cm Reverse Cutting Needle «OS-8»
M4 (1) 70 cm Taperpoint «MO-4»

M4 (1) ¢ obpaTHO-pexyLLeii urnoii Tuna «0S-6», AnnHa 45 cm
M4 (1) ¢ obpaTHo-pexyLeli urnoii Tuna «0S-6», gnnHa 70 cm
M4 (1) c obpaTHO-pexyLLein urnoii Tmna «08-8», AnmHa 70 cm
M4 (1) ¢ kontoLeid urnoii Tuna «MO-4», AnnHa TOCM

M4 (1) c kontoweit urnoii Tuna «CTX», gnrHa 70 cm M4 (1) 70 cm Taperpoint «CTX»
M4 (1) ¢ kontowwein urnoit Tuna «CTX», gnnHa 90 cm M4 (1) 90 cm Taperpoint «CTX»
M3 (2/0) ¢ kontoLLe-pexyLLyLIein urnoin Tuna «V-7», gnnHa 30 cm M3 (2/0) 30 cm Tapercut «V-7»
M2 (3/0) c kontowein urnoii Tuna «CT-2». gimHa 70 cm M2 (3/0) 70cm T Nipoint «CT-2»
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- M3.5 (0) ¢ kontoweit urnoit Tmna «CT-U. gnvHa 23 cm

- M3.5 (0) ¢ Kontowe-pexyLueid urnoii Tuna «V-34», onnHa 23 cm

- M3 (2/0) ¢ kontoweit urnoit Tmna «CT-1», AnuHa 23 cMm

- M3 (2/0) ¢ kontowle-pexyLeid urnoii Tuna «V-34». 4MHa 23 cm

- M2 (3/0) c kontoLeid urnoii Tuna «SH-1», gnrHa 23 cm

- M1~ (4/0) c kontoweld urnoi Tmna «SH-1», anuHa 23 cm

- ML1.5 (4/0) c obpaTHO-pexyLLeli urnoi Tnna «PS-4» npaiim, AnnHa 45 cm
- M2 (YO) c 0bpaTHO-pexyLLei urnoii Tuna «X-1», annHa 70 cm

nPOMN3&opgaEl OB . L

ETHICON, LLC, 475 C Street, Los Frailes IndustriaI”Park, Suite 40i, Guaynabo,
Puerto Rico 00969 USA, CLLUA

ETHICON, LLC.. KO Box 151, Route 22 West, Somerville, New Jersey 08876-
0151, USA, CLLA

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

Hutb STRATAFIX® Spiral PDS® Plus ripegHasHaveHa ans coeguHeHus
(CLUMBKM) MATKUX TKaHE.

MpuMeHseTcs TOMbICO B YCIOBUAX SIeHeBHbIX 1 1e4ebHO-MPOdnIaKTUYeCKnX
MEeANLIMHCKNX YUPEXAEHNA.

Hute STRATAHX® Spiral PDS® Plus fo/1XHa NPUMEHATLCA Bpavamu,
3HAKOMbIMU C XMPYPrUYeCKUMM NpoLeaypaMm, TEXHUKAMU U -MCaHAMM, a Takxxe
NPUMEHEHNEM PaCcCaChIBalOLLMXCA LUOBHbIX MATEPUasoB.

HuTb STRATAFIX® Spiral PDS® Plus nokasaHa K NpUMeHeHUIo 415
COeAVHeHNs MANCUX TKaHel B Tex LU 4asx, Korga ucnontooBaHme
paccacblBatoLLMXCA LOBHbIX MaTeprasioB ABASETCA LieNecoobpasHbIM.

- Ma3.5(0) 23 cm Taperpoint «CT-1»

- M35(0)23cm T~ rcut «V-34»

- M3 (2/0) 23 cm Taperpoini «CT-1»

- M3 (2/0) 23 cm Tapercut «V-34»

- M2 (3/0) 23 cm Taperpoint «SH-1»

- M15(4/0) 23 cm Tapepoinl «SH-1»

- ML15 (4/0) 45 cm ftirae Reverse Cutting Needle «PS-4*
- M2 (3/0) 70 cm Reveree Cutting Needle «X-1»

MANUFACTURER
ETHICON, LLC, 475 C Stre”, Los Frailes Industrial PaJ1, Suite 401.
Guayn”, Puerto Rico (0969 USA

ETHICON, INC., TO Box 151, ibaute 22 West, Somerville, New Jmey 08876-
0151, USA

Ethicon, LLC, Highway 183 Km 83, San Lorenzo 00754, Puerto Rico, USA

LI TEbIKO naBun3b
nie STRATAFIX™ Spiral PDS™ Plus Device is indicated for use in soft tissue
where » ofabsorbable sutures is*rc”ri”.

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

AREAAMNAANY

Surgeiy

Surgical Suture STRATAFIX™ Spiral PDS™" Plus is intended to be used by
professional doctor, who is aware about surgical, procedures, techniques
and mat»ials, as well asJiow to work wi”

The STRATAJRDC™ Spiral PDS™ Plus Device is indicated for use in soft tissiw
approximation where the use of absorbable sutures is s"propriate.

The STRATAFIX™ Spiral PDS™ Plus Device is not to be used where (volonged

Hute STRATAFIX® Spiral PDS® Plus He crnefyeT NpUMeHsTb B MecTax, rje
(beyond six weeks) ap|»x}ximation of tissues under stress is required and is not to

TpebyeTcs [fMTeNnbHOe (CBbllle LUECTM Hefdenb) COeAMHeHMe TKaHeil nog
4
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Harpyskoi, a TakXXe COBMECTHO C MpPOTE3HbIMW YCTPOWCTBAMWU WM AN WX
(ukcaumn (Hanmpumep, C  CepAeyYHbIMU  KnanaHamM U CUHTETUYECKUMM
TpaHCnaaHTaTamm), KOTopble caMu Mo cebe ABNAOTCA HepaccacbiBalowmMmncs. Mo
npuynHe paccacbiBaeMocT HUTb STRATAHX® Spiral PDS® Plus He fomkHa
MCMOMb30BaTLCA B CyYasX, Korga HeobXoAMMO ANMTEeNbHOe CoefyHeHne TKaHel
nof, Harpy3koi, Hanpumep B hacumn. HuUTb STRATAFIX® Spiral PDS® Plus He
creflyeT NPUMEHATb Y NauMEHTOB C YCTaHOBNEHHbIMU a/I/IgPTrMYeCKUMU PeakLMamm
Ha BewectBo IRGACARE MP (Tpuknosan).

Hutb STRATAFIX® Spiral PDS® Plus gomKeH NPUMEHSTb Bpay, 3HaKOMbII C
XVPYPruyecKUMU NpoLeaypamMu, TEXHUKaMU 1 TKaHSIMM, aTakXKe NprMeHeHNeM
paccachIBalOLMXCA LUOBHBIX MaTepuanoB Mepef WCMO/b30BaHUEM HUTU
STRATAFIX® Spiral PDS® Plus gns cluimBaHMsi paH, MOCKOMbKY PUCK
PacXOXAEHWs paHbl 3aBUCWT OT MeCTa MPUMEHEHWSI K TUMA WCMOMb3yeMOro
LLIOBHOIO MaTepuana.

Bpau JomkeH yuMTbiBaTb KOMMYECTBO M KayecTBO TKaHW, rAe nnaHupyeTcs
(hnkcaums netne.

HuTb STRATAFDC® Spiral PDS® Plus MOXeT He NoaXoauTb AN NPUMEHEHNS
B CM/IbHO BacKynsApM3MPOBaHHbIX TKaHAX, a TaKXe /Ierko MOoBPeXAaroLmxcs
TKaHsX, HEcnoco6HbIX BbIAEPXMBATb BO3MOXHOE [afbHelilluee 3aTArvBaHue
(cxatme) netneil.

CnepyeT N03ab0TMTLCA 0 TOM, YTOObI HE OCTLU/IATL KOHLIbI HATY C 3a3y6puHamm
B KOHTaKTe C OPIOLLMHOWA, NPy 3aKpbITUM 3KCTPanepUTOHea bHOW TKaHW.
W36eraiiTe koHTakTa HUTM STRATAFDC® 1 NpUCOeAUHEHHBIX UM C ;Y TrMm
maTepuanamu (Hanpumep, Mapfei, onepauuMoHHbIM 6GenbeM M T. A4.) B
XWPYPrMyeckoM nose, 4TOObl MpefoTBPaTUThL 3aTynjeHue LWMMNoB. Ecam
MaTepuan 3aLenmacs 3a Wnnbl, OCTOPOXXHO MOTAHUTE MaTepUas B HanpaseHUm
MPOTUBOMOJIOXXHOM OT WI/bl, YTOObI OCBOBOANTbL €r0 OT LUMMOB.

Mpy Bblbope HUTM STRATAFIX® Spiral PDS® Plus gnsa nauueHTta Bpad
JOMKEH YUUTbIBaTb XapaKTepuCTMKM maTepuana in vivo (COrnruiio pasgeny
«[EVCTBUE»). H1Te STRATAFIX® Spiral PDS® Plus MOXeT He NoAX0ANTb
MOXXMW/bIM, UCTOLLEHHBIM M OCAMIEHHBIM MaUWeHTaM, a Takxke MauueHTam c
3ab0eBaHUAMM, MPU KOTOPbIX HabNAaeTCA 3aMel/IeHHOe 3aXKMBNEHME PaH.
LnnTenbHblin KOHTaKT HATU STRATAFIX® Spiral PDS® Plus, Kak 1 nto6oro
MHOPOAHOrO Tena, C PacTBOPLUMH COfeld, HanpyUMep NPUCYTCTBYIOLLMX B MOYe-
1 YKENYEBbIBOAANLLX MYTHX, MOXET NPUBOANTL K 06Pa30BaHNI0 KaMHEN.
PaccacbiBatowasics HUTb STRATAFIX® Spiral PDS® Plus mMoXeT BpeMeHHO
[eiicTBOBaTb KaK MHOPOLHOE Teno.
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be used in conjunction wiih or for fixation of prosthetic devices (e.g., heart valves
or synthetic grafts) that are nonabsorbable in nature. This device, being
absoibable, should not be used where extended approximation of tissue under
stress is required, such as in fascia. The STRATAFDC” Spiral PDS™ Plus
Device should not be used in patients with known allergic reactions to
IRGACARE MP (triclosan).

WARNINGS

e Thefix"on loop of the STRATAFIX™ Spiral PDS™ Rus Device should be
deployed by users familiar with surgical procedures, techniejues and tissues
and the use of absorbable devices before employing the STRATAFIX™ Spiral
PDS™ Plus Device for wound closure, as risk of wound separation may vary
with the site of aj*licaiion and the suture material used.

» Physicians should consider the quantity and quality of tissue in which the loop
will be arKhored.

e The use of this device may be in“propriate in highly vascularized tissue or
fragile tissue that cannot withstand potential further ti“tening/constriction
within the loop.

» Care should be undertaken to avoid leaving barbed sumre 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 considerthe in vivo performarKe (under ACTIONS section)
when selecting a device for use in patients. The use of this device may be
inappit*iMiate in elderly, malnourished or debilitated patients, or in patients
suffering from conditions which may delay wound healing.

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

e As an absorbable device, STRATAFIX™ Spiral PDS™ Plus may act
transiently as a foreign body.

» Acceptable surgical practice should be followed for the management of
cootamina™d or infected wounds.

» Small bowel obstruction (SBO): including volvulus, bowel infarction, and
sigruficam morbidity, have been reported due to barbs or barbed sumre ends



Mpn  BefieHUM  3arpsA3HEHHbIX U WHQUUMPOBaHHLIX  paH  cnegyet
NpUAEPXKMBATLCS 0OLLENPUHATON XUPYPrUYECKO TaKTUKM.

Co06L1anocb 0 HENPOXOLMMOCTY TOHKOIO KuweyHuka (TKH): B Tom uucne
CTPaHryNSALMOHHON KNLLEYHON HEMPOXOAMMOCTM, WK|>apKre KMLLEeYHMKA 1
3HauUTENbHOV 6aTE3HEHHOCTY B TOM CyYae, KOraa LWnnbl Ui cBO60AHbIE
KOM]Za LLOBHOMO Martepuana c lwunamu, 3aLennfoTcs 3a NpuneraroLLyo
TOHKYH KWWK} 1/ nnv 6pbikeliky, Hanpyumep, nNpy 3akpbiTun 6laclummel.
MocKoNMbKY HUTL paccacklBaeTCs, XMpypry cnefyeT {«XMoTpeTb BO3MOXLLOCTb
[ONOMHUTENIbHOTO MPYMEHEHWS HEepaccachiBatoLLerocs LWOBHOMO Matepuana
MpW CLUMBAHUM paH B MecTax, NMOABEPratoLLMXCs PacLUMPEHNIO, HaNPSXXEHNIO
WU PacTSXKEHWNIO, WK TAe TpebyeTcs YCUIeHHas NnofLepKa.

BesonacHocTb ¥ 3ath(heKTUBHOCTb HUTb STRATAFIX® Spiral PDS® Plus npu
MCMOMb30BaHUM NS CLUMBAHMA hacumii  (BKMOYas yliMBaHWe acuuit
OPIOLLHONM CTEHKM, FPYLAHOIA KNETKM 1 KOHEYHOCTEN), Npy aHacTOMO3MPOBaHUM
OpraHoB Xe/yf04HO-KULIEYHOT0 TPaKTa, MpW HaIOXEHVN LLIBOB Ha CepAeyYHo-
COCYAMCTYIO, HEPBHYH, KOCTHYIO, CYXOXW/bHYHO TKaHW, a Takxe B ria3Hoi
XVPYPIruv 1 MUKPOXUPYPTUN HE YCTaHOB/IEHbI.

Hute STRATAF1X® Spiral PDS® Plus NoBTOPHO He CTepuaM3oBaTb U He
MCMoMb30BaTh. [1OBTOPHOE WCNONLIOBAHWE HUTU MOXET C€034aTb PUCK
paspyLUeHNs HUTK, YTO CMOCOBHO MPUBECTM K HeNpaBW/bHOM paboTe w/wmam
3apaXkeHuto, YTO B CBOKO OYepeb MOXET NPUAMOTU K MHAEKLMM UK nepesade
60/1e3HETBOPHBIX OPraHM3MOB Yepe3 KPOBb NalMeHTaM 1 Bpavam.

EKNCpbITble 3LIAKOBKY U HENCIO/b30BaHHbIE HUTU MOAJIeXaT yTuamsauum. Hutb
B NOBPEXAEHHOW UM BCKPLITON YNaKOBKe NOANEXUT YTUANU3ALNN.

He ucnonb3oBaTb NOCNe NCTEUEHNS CPOKA FOAHOCTM.

HuTtb STRATAFDC® Spiral PDS® Plus cHabeHa KOHL,OM € MeT/eit 1 Wwunamu
4na (uKcauum TKaHel 1 He TpebyeT 3aBA3bIBaHMA Y3/10B A/ 3aKpPErn/eHus.
3aBA3blBaHME Y3/10B HA LIMMOBAaHHOM Y4aCTKe HUTU MOBPEAWT uranbl ©
CMOCOBHO CHM3UTbL UX 3PAEKTUBHOCT. [ NPaBUIbHOIO (YHKLMOHUPOBAHNS
HUTb STRATAF1X® Spiral PDS® Kus crnepyeT cHavana 3aMkcupoBaTtb C
MOMOLLbI0 (DMKCUPYIOLLEA LWIAK B MPOYHOM TKaHW. 3aTeM paHy YyLIMBalOT
CTaHAapTHbLIM CMOCOB0M, 3aKpenss LWnMbl B TKAHAX. 3aBepluas pasMeLLeHue
LUMMNOBAHHOIO YYLUITKa B MOAKOXHOM TKaHW, Npou3BeamTe He MeHee OAHOro
[LONOMHUTENIbHOMO MPOX0Aa B 06paTHOM HanpaBieHUn, YTO6bI 3aKpenuTb HUTb
STRATAFDC® Spiral PDS® Plus Ha mecTe. Bo BCex MpouMx Cnosix TKaHu
npou3BesnTe He MeHX [BYyX MPOXOAOB B 06paTHOM HanpasfeHWW, 4TOObI
saigxmifrb HUTbL Ha mecTe.
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hooking onto adjacent small bowel and/or mesentery, such as in peritcmea]
closure.

As this is an “sorbable device nmerial, the use of supplemental
nooabsorbaljle sutures shcMjld be considered by the surgeon in the closure of
die sites which may undergo expansion, stretching or distention or which may
require addidonal support.

The safety and effectiveness of the STRATAFIX™ Spiral PDS™" Plus Device
have not bren established for use in fascial closures (including abdominal wall,
thoracic and extremity fascial closures), gastrointestinal anastomoses.
car6{oya’cnlul tissue, neural tissue, osseous tissue, tendinous tissue,
ophthalmic surgery or for use in microsurgery.

Do not resterilize/reu». Rmse of this device (or portions of this device) may
cre”e a risk of product <bgradMion, which may result in device failure and/or
contaminatiOT. which may lead to iof*nion or transmission of blood-bomc
pathogens to patients and users.

Discard open packages and unused devices. Discard packaging that is
damped or opened.

Do not use after expiration d”e.

The STRATAF1X™ Spiral PD S Plus Device contains a loop end and barbs
to anchor tissues and do” not require knots to secure the devi<». Tying of
knots on the barbed s«:tionof die (fevice will damage die bait's and poiei*ally
reduce their effectiveness. For the device to function properly, the
STRATAFDC™ Spiral PDS™ Plus Device rawl firet be anchored in robust
tissue using the fixation loop. Tften subsequently engage the barbs into the
tissue in a standard closure pattern. When completing placeman of the barbai
segment in subcuticular tissite, take at least one additional pass in dte reverse
direction to lock the STRATAFDC™ Spiral PDS™ Plus Device in place. In all
othw tissue layers, take at least two passes in the reverse ctirection to lock (be
STRATAFDC™ Spiral PDS™ Plus Device in place.



* MpU NOAKOXHOM pa3mellieHnn HUTb STRATAFDC® Spiral PDS® Plus cnegyet
MOMeLaTb Kak MOXHO rny6xe AN CBeAeHWS K MUHUMYMY 3pUTEMbl U
NHAYpauun, KOTopble 06bI4HO CBA3aHbI C MPOLLECCOM paccacblBaHUS.

m Bo uv3bexaHve MOBPEXAeHMs Mpu 06palleHnM NposBAAiiTe OCTOPOXHOCTD.
W36eraiiTe caaBnnBaHusa 1 feopmaLiiu LLOBHOTO MaTepuana Xmpypruyeckumu
WHCTPYMEHTaMM, TakMMWU Kak urnogi)katenu u wmnubl. He nbiTaiTecsh
ctupatb «lLLI1ATb» nonumepa, NPoBOAsA Na/ibLiamMmy BAOMb LLIOBHOFO MaTepuarna,
MOCKO/IbKY 3TUM MOXHO MOBPEAUTb LUMMbI.

* WHekuymn, 3puTeMa, peakumMum Ha  WMHOPOLHOE  -Teflo, BPEMEHHble
BOCMaNTESbHBIE PeaKL UM 1 B PELKUX Cly4Yasax PacXoXieHve paHbl ABNATCA
TUMUYHLIMW VAW NPELBUANMBIMU PUCKAMW NPY NPUMEHEHUM NO60r0 LLOBHOIO
maTepuana 1, COOTBETCTBEHHO, SIBNAIOTCH BO3MOXHbLIMU OCNOXHEHUAMMW MpU
ncnonb3oBaHun HUTM STRATAFIX® Spiral PDS® Plus.

m [lpyn [JpeHuMpoBaHUM U CLUMBAHUW  WHPUUMPOBAHHLIX paH  Cnegyert
NpUAEPXKMNBATLCS OOLLENPUHATON XUPYPruUeckol npakTuku. N nsbexaHue
NOBPEXAEHNA OCTPUS UMbl U 061aCTU KPEMNEHUA UMbl U HATU (PUKCUPOBATb
Uray B Urnog’xatene crefyet B TOUKe B npegenax oT ogHon Tpetu (1/3) go
Non0BMHbI (1/2) pLUOTOSHUA OT MecTa KpenseHns 40 OCTPUSA Urbl. VI3MeHeHue
(hOpMbl UMbl MOXET BbI3BaTb MOTEPHD MPOYHOCTM UMbl CO CHUXKEHUEM
YCTONYMBOCTU K CTMBaHMIO U U3N10MY. Bpay fLO/MKEH NPOABNATL OCTOPOXKHOCTb
npu 06paLLeHnn ¢ XUPYPruyeckrMmn Urnamm Bo n3bexxaHue cinyyaiHbiX yKOOB.

* cnonb30BaHHble UMbl YTUIU3NMPYIOTCA B eMKOCTU N5 OCUHAaX NpeiMEeTOB.

HebnaronpuaTHble peakumy B CBA3M CO CLUMBaHWEM paH (BK/OYas CLuMBaHuWe past
C WCMO/b30BaHNEM CUHTETMYECKOro paccacblBaloLerocs LIOBHOIO MaTtepuasa)
BK/MIOYAOT PacxoXeHne Kpaes, HECMOCOOHOCTb 06eCreyeHns COOTBETCTBYIOLLEN
(hMKcaumy npu ClWMBaHWUM paH B MeCTax, MOABEPratoLmMXcs pPacLUVpPeHuto,
HaTSKEHUIO UMW PACTSHKEHUIO, & TaKXKe Y NMOXWUbIX, UCTOLLEHHBIX 1 0CNabneHHbCC
MaLMeHToOB WM NauUueHToB C 3abo/feBaHUAMMU, MPW  KOTOPbIX Habnogriorcs
3aMefiIeHHOe  3aKWBMEHWe  paH,  WH(EeKUWW,  MUHUMANbHbIE  OCTpble
BOCMANNTE/bHbIE TKAHEBbIE PeaKL MK, OTTOPXKEHNE HUTK 1 3aiepXKKY paccacbiBaHWA
B TKaHAX C LIIOXUM KpPOBOCHabGXeHMeM, 006pa3oBaHWe KamHeli B Moue- W
XENYeBbIBOAALLMX MYTAX NPU ANNTENEHOM KOHTaKTe C pacTBO{>KMU CONER, TaknmMu
KaK MoYa 1 >enyb, BPeMeHHOe /IOKa/IbHOe pa3fpaxkue B MecTe paHsbl, a raicete
annepruyeckyto peakumio Ha sewectso IRGACARE MP (tpuknosaH). Mepenom
UrNbl  MOXET MNPUBECTU K  YBEJMYEHUIO MNPOJO/IKUTENILHOCTU — onepaumn,
BO3HVKHOBEHWIO HEOOXOAMMOCTU [OMO/HUTENbHBIX OMepaunii U OCTaTOYHbIM
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*  When using the STRATAFDC™ Spiral PDS™ Plus Device subcutaneously,
the device should be placed as deeply as possible in order to minimize
erythema and induration n”inally associated with absorption.

e Care should be taken to avoid damage when handling. Avoid crashing or
crimping the suture material with surgical instraments, such as needle holders
and forceps. Do not attempt to remove memory in the polymer by running
fingers down the suture m”eriai as this can damage the barbs.

 Infections, erythema, foreign body reactions, transient inflammatory reactions
and in rare instances wound separation are typical or foresecabte risks
associated with any suture and hence are also potential complications
associated with the STRATAFDC™ Spiral PDS™ 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 cause them to lose
strength and be less resistant to bending and breaking. Users should exercise
caution when handling suigical needles to avoid inadvertent needle sticks.

» Discard used needles in designated biohazard “sharps” containers.

Adverse events associated with wound closure (including wounds closed with
synthetic absorbs”le sutures), include wound separation or dehiscence, failure to
provide adequate wound support in closure of sites where expansion, stretching,
or distention occurs, or in eldedy, malnourished or dd)ilitated patients or in
patients suffering from conditions that may delay wound healing, infection,
minimal acute inflammatory tissue reaction, device extrusion and delayed
absorption in tissue with poor blood supply, calculi formation in urinary and
biliary tracts when prolonged contact with salt solutions such as urine and bile
occurs, and transitory local irritation at the wound site, as well as allergic reaction
to IRGACARE MP (iriclosan). Broken needles may result in extended or
additional surgeries or residual foreign bodies. Inadv»ient needle sticks with
contaminated surgical needles may result in the transmission of blood-bome

pathogens.



WNHOPOAHbIM Tenam. Cly4aiiHbliA YKON 3arps3HEHHON XMPYPIrUYECKOli UFIoi MOXKeT
MPUBECTU K Nepefiade 6aTe3HETBOPHbIX OPraHM3MOB Yepe3 KPoBb.

M3genve STRATAFDC® Spiral PDS® Plus 6e3onacHo gns nposegeHus MPT.

Hutb STRATAFIX® Spiral PDS® Plus npegctamseT Aco60ii aHT»"\baKTcpuabubiii
MOHOBOJIOKOHHbIA  CUHTETUYECKUIA  paccacbiBalOLLMIACA  LUOBHbLIA  MaT”nan,
BbIMO/IHEHHbIA M3 OKpaleHHOro (B (hManeToBblli lWET) NOMMAMOKCaMOHa,
amnupuyeckas MonekynspHas opmyna kotoporo: (C4H603)x-

HuTb STTIATAFIX® Spiral RDS® Plus cofepXut aHTubakTepuansHoe cpeacTso
lwupokoro cnekTpa geinctema IRGACARE LU* (TpuknosaH) B KOHLEHTpauumn, He
npesbiLLatoLLein 2360 MKr/M. NS oKpallMBaHMA B (DMONETOBLINA LBET MCNOMb3YeTCs
kpacutenb D&C Violet Ne 2. YcTaHOB/MEHO, YTO NOAUMEP NOANANOKCAHOH NNLLIEH
annepreHHbIX U MMPOreHHbIX CBOWCTB 1 B NpoLiecce |!BccacbiBaHWS BbI3bIBAET NNLLb
NErKyt TKaHEeBYHO peakLuio.

Hute STRATAFDC® Spiral PDS® Plus ¢ perynupyemoii netneii cOCTOUT u3
LLIOBHOr0 MaTepuaa c LWnnamu, MMerOLLEro XUPYPrnyecKyro 1riy Ha 04HOM KOHLe
N ukeupytowyto neTno Ha .rgyrom. Hute STRATAIM® Spiral PDS® Plus
npegHasHayeHa Ans (UKcaLMmn 3aKpbITON NeTneid Ha OAHOM KOHLE M YYacTKOM C
LWILILWMKW, HanpaBfeHHbIMW B OAHY CTOPOHY, Ha Apyrom. LUunbl Ha HWTK
STRATAFIX® Spiral PDS® Plus HanpasfieHbl B 04HY CTOPOHY, 4TO MO3BONAET
COEfMHATL TKaHW 6e3 HeC X04MMOCTH 3aBA3bIBAHWS XMPYPruyeckunx y3nos. Torga
Kak Hannuve wunos Ha HWTM STRATAFIX® Spiral PDS® Plus ymeHbliaeT
MPOYHOCTb Ha paspblB B CPaBHEHUM C LUOBHbIM MaTepuasiom 6e3 LUMNoB
aHa/IorMYHOro pasMepa, WCMOMb30BaHWE Y3/10B MPU  HAOXEHWUM  LLIOBHOIO
MaTepuana 6e3 LUMNOB TakKXe YMEHbLNT ero (hakTU4ecKyo NPOYHOCTL. B cBA3u ¢
3TUM NpPOYHOCTb HUTM STRATAFIX® Spiral PDS® Plus MOXHO cONoOCTaBuTb C
MPOYHOCTLIO Y3/10B LLIOBHOIO MaTtepmana 6e3 wunos no ®apmakonee CLLUA. Kpome
Toro, B onucaHun HUTM STRATAFIX® Spiral PDS® Plus nocne mnoBaHus
ncnonb3ytoTcs 0603HaveHns guametpa no ®apmakornee CLUA, 3a UCK/IHOUEHUEM
He3HauYMTeNbHOro OTK/IOHEHMS N0 AvaMeTpy LWOBHOIO MaTepuana c NpeBblLLeHNEM
He 6onee yeM Ha 0,1 mm.

Pasmepbl HUTM STRATAFIX® Spiral M35® Plus no ®apmakonee CLUA wn
EBponelickoin hapmakonee yka3aHbl nogpo6Hee B Tabn. 1.

Tabnvua 1. Pasmepbl HUTM STRATAFIX® Spiral MNe® Plus no ®apmakonee
CLUA v EBponelickoii hapmakornee
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STRATAFIX™ Spiral PDS™ Plus Device is MR Safe.

The STRATAFDC” Spiral PD S” Plus Device is an antibacterial mononiament,
synthetic absorbable device consisting of dyed (violet) polyester, poly(p-
dioxanone), the empirical molecular formula of which is (CaH603)x.

The device contains IRGACARE MP (triciosan), a broad spectrum antibacterial
agent, at no more than 2360 pg/m. The pigment for the violet dye is D&C Violet
No. 2. Polydioxanone polymer has been found to be nonallergenic, nonpyrogenic
and elicits only a slight tissue reaction thtring absorption.

The STRATAFIX™ Spiral PDS™ Plus Knotless Tissue Control Device, Variable
Loop Design ccmsists of barbed suture material, armed with a surgical needle on
one end and a fixation loop at the opposite end. The STRATAFIX™ Spiral IDS™
Plus Device is designed to anchor with a closed loop at one end and a
unidirectional barbed section on the oth*end. Die STRATAFIX™ Spiral PDS™
Plus Device barbs are oriented in one direction to allow tissue approxim”ion
without the need to tie surgical knots. While the form”~on of barbs in the
STRATAFIX™ Spiral PDS™ Plus Device reduces the tensile strengdi relive to
non-barbed suture material of the same size, tying of kncKs in non*barbed suture
materials also reduces their effective strength. For this reason, the strength of the
STRATAFIX™ Spiral PDS™ Plus Device can be compared to USP knot strength
of non-barbed sutures. Additionally, USP designations for diameter are used to
describe the STRATAFIX™ Spiral PDS™ Plus Device suture material after
barbing, except for minor variation in suture diameter with a maximum overa”
ofO.I mm.

The USP and EU Dtarmacopoeia sizes of the STRATAFIX™ Spiral PDS™
(polyfp-dioxanone]) Plus Device are further defined in Table 1.

Table 1. The USP and EU Pharmacopoeia sizes of tire STRATAFIX™
Spiral PDS™ Hus Device



OBOBHAYEHVE ~ H«p STRATAFIX® Spiral PDS®
OBO3HAYEHVE PASMEPA p

2 Plus
yoroicrsa  YCTPOVCTBA MO ’
rno EBHOIMENCKOU ® ™ .
DPAPMAKOTIEE apMaKones ETPUHECKINIA
CDAP'\éﬁJKAOHEE (Mepuuecxu// CLUA / Esp.chapm.}
B*p.chapm.)
1 4 4
0 35 0 35
2-0 3 24) 3
30 2 30 2
4-0 15 4-0 15

NMPOYHOCTb HA PA3PbLIB

dakTnyeckas NPoYHOCTb Ha paspbiB HUTU STRATAFIX® Spiral PDS® Plus Bbilue
MPOYHOCTW Ha PT3PbIB Y3/10B HATEA U3 NONNAMOKCAHOHA 3KBMBAIEHTHOrO pasmepa
no ®apmakonee CLLA v EBponeiickoii thapmakonee, 4To NokasaHo B Tabn. 2.

Tabnuua 2. CpaBHeHVe OPOHHOCTU Ha paspbIB
M
OBO3HAUEHVIE OBO3HAYEHWVE PASMEPA NHUMasAbILL NPOYHOCTL Ha paspbIB

YCTPOUCTBA MO y3nos
yCTPPg?Z'\éI'EI'FI;’; o EBIOMEMCKOW 5 Papblakeoes (McTpHueeksii/
SAPMAKOMEE CLLA PAPMAK<MLIEE (MeTpunyeckuin/ CLWA Eap.dapbl.)
Eap.chapm.) (ur) <M
1 4 5,08 50.8
0 3] 3.90 39.0
20 3 2.68 26.8
2 177 175

Pe3ynbTaTbl UCCAefOBaHW ¢ umnnaHTauvein Huteir STRATAFDC® Spiral PDS®
Plus >XMBOTHbIM MOKa3blBalOT, YTO A1 pasmepa oT 3-0 u 6onee okono 80 %
nepBOHaYabHON MPOYHOCTM COXPAHSAETCS MO MPOLUECTBUM ABYX HEAEMb W YETbIPEX
Heenb nocne umniaHTauny. o NpoLecTBMM LLECTU HefeNb NMoc/ie UMNIaHTaumMm
coxpaHsieTca okono 40 %-70 % nepBOHayvanbHOM MPOYHOCTW. [ns pa3mepa 40
0K0/10 67 % nepBOHaYa/IbHON MPOYHOCTM Ha PaspbiB COXPAHSETCS MO NPOLLECTBUN
OBYX Hegenb M okono 50 % — nO MNpOLWIECTBMM YeTbipex Hefenb mnocne
nMnaaHTaumn. o NPoLlecTBuM LLECTU HeAenb NOoC/ie UMMNIaHTaLyK coXpaHaeTcs
0K0/10 37 % nepBoHaYaIbHON MPOYHOCTY.
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UsP LLI; PHARMACXDPOEIA STRATAFDCT»* Spiral

DEVICE SIZE DEVICE SIZE PDS'« Wus
DESIGNATION (Metric/ Ph. Eur.) USP (Metric/ Ph. Eur.)
DESIGNATION ' ’
1 4 4
0 3] 0 35
24) 3 24) 3
34) 2 34) 2
44) 1 44) ij

TENSILE STRENGTH
STRATAFDO” Spiral PDS™ Plus Device straight tensile strength is stronger

than the knot tensile stren” for a USP and EU Pharraa:«poeia polydioxanone
device of the equivalent size as shown in Table 2.

Table 2. Tensile Strength Comparison

esp EnraTEMTOXXu Satwe MinhnBm
DEVICE SIZE DEVICE SIZE Kwh Tem3eStmrlb
DESIGNATION (Metrk/PIbEar.) USP(h«fi EUPhH.(N)
DESIGNATION
4 5.08 50.8
0 35 3,90 39.0
241 3 2.68 26.8
30 2 177 175
44) ).5 0.95 9.5
"aM™

The results of implantation studies in animals using the STRATAFIX™ Spiral
PDS™ Plus Device indicate that for sizes 3-0 and larger, approximately 80% of
its original strength remains alter two weeks and four wedcs of implantation. At
six wasks post implamatitm, t"proximately 40% to 70% of its original strengrii is
retained. For size 4-0, ap(Neoximately 67% of its original strength remains alter
two weeks, and 50% at four weeks of implantation. At six weeks post
implantation, “proximaiely 37% of its original strengtfi is retained.



[aHHble, NonyyeHHble B X0fe UCCNef0BaHWA C MMMNNaHTaLVeR, NOKa3biBaloT, YTO
paccacbiBaHne HUTK STRATAFIX® Spiral PDS® Plus npakTnyecku 3aBepLuaeTcs
B TeYEHMe NpubAn3nTenbHo 210 gHei (Tabn. 3).

Ta6nuua 3, MpoLEHTHOE COXPaHeHKe MPOYHOCTU MHTW OT NepBOHaYaNbLHON B
3aBUCMMOCTYM OT Yncna fHeld nocne MMNAaHTaLum

MPUB/IMSUTENBHOE  MPVB/INSUTE/IbHOE
UKOK)LHA COXPAHEHWE COXPAHEHVE
I'IOCﬁE MPOYHOCTV 0T MPOYHOCTMN OT
VIMMAAHTALMM I'IEPBOH(AD/:{)AI'II:HOI/I I'IEPBLLI?:;;M‘II:HOVI
Pumeoblor3-0 Prom«p4-0
14 weii 80% 67%
28 fHeit 80% 50%
42am| 40-70% 37%

WccnegoBaHus in vitro nokasanu, 4to HUTb STRATAFIX® Spiral PDS® Plus ¢
BewectBom IRGACARE MP  (TpuknosaH) crnocobcTByeT — MOAaBMEHMIO
KonoHm3aumm Staphylococcus aureus. Staphylococcus epictermidis, ycToiiumsbiMu
K METUUMAAMHY S. aureus, YCTOMYMBBIMM K MeTMUMAnMHY S. epidermidis,
Escherichia coli n Klebsiella pneumoniae — MuKpoopraHmamamu, CrnocoB6HbIMYU
BblI3BaTb MH(EKLMIO B 061aCTV OnepaLroHHOro nons. iccnesoBaHus Ha XXMBOTHbIX
noka:"u, 4to HUTb STRATAFIX® Spiral PDS® Plus nofasnseT KonoHU3aUuo
6aKTepuAMM Nocne HeNnoCpPeLCTBEHHOIO BBELEHNSA

6akle?uii in vivo.
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Data obtain® from implantation studies show th” absorption of the
STRATAFIX™ Spiral PDS™ Plus Deviw: is essentially complcae within 210
days (Table 3).

Table 3. Percentage preservation of the suture strength frcrni the original

APPROXIMATE ORIGINAL APPROXIMATE ORIOINAL

IMPLR@'IY AST|0N STREgli<73ATS|-|1 S'i“n"(ﬁ!!?e'e“ie %) STRENGTI—é iFfJE4I\_/IOAINING 6}
14 days 80% 67%
28 days 80% 0%
42 days 40-70% 37%

Using in vitro studies, STRATAFIX™ Spiral PDS™ Plus Device with
IRGACARE MP (tiiclosan) has been shown to inhibit asltmization of the device
by Staphylococcus aureus. Staphylococcus epidermidis. methicUlin-resistant S.
aureus, methicUUn-reststOfU S. epidermidis. Escherichia coli, and Klebsiella
pneumoniae, which are microoiganisms known to be associa” with surgical site
infections. Animal studies haw demonstrated that STRATAFIX™ Spiral PDS™
Plus Device inhibits bacterial coloniz”on of the device aher direct in vivo

challenge with bacteria.



OueHKa MeHePKMeHTa pUCKOB Oblna NpoBefeHa B COOTBETCTBUM CO CTAHA MOM
EN I1SO 14971:2012, Ha3BaHuMe MeguuMHCKNe W3Lenns- MpUMeHeHue
MeHeKMEHTa PUCKA K MEAVNLIMHCKAM U3AENNAM.

Hute STRATAFLX® Spiral PDS® Plus He cofiepXXUT MaTepurasioB XX1BOTHOIO U
(1K) YyenoBeyvecKoro NPONCXOXAEHUS.

HanmeHoBaHue/ Name

The evaluation of risk management was conducted in accordance with
the btemational Standards Organization EN ISO 14971:2012, entitled
Medical Devices - Application ofrisk management to medical devices.

STRATAFiX*“ Spiral PDS™ Plus Sumre doesn’t contain any materials
animalistic and /or human origination

3HauveHune/ Value

CTpyKTypa wosHoro marepuanal Structure of MoHothrnnameHTHas HUTL/ monofilament thread

suture
LiseT wosHoro matepuana/ Color of suture
MokpbiTne urnbl/ Coverage of needle

CooTHoLueHwe/ ratio:
MeTpuueckuin pasmep/ metric size (USP) -
Ounametp/ diameter

PaspbiBHas Harpyska B NpoCTOM y3/ie, He MeHee
(ons ykasaHHOro 3HaveHus Hutu) / Tensile
strength in a simple knot, not less than (for
specified strand value)

11
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throneTosblii LBeT/Violet
CunukoH/Silicon
nnu/or
Multipass
nnu/or
Cerbenis
M1J(4/0) - 0,15CM),199 MV
M2(3/0) - 0400-0,249 mu
M3(2/0) - 0,300-0,349 mm
M3.5 (0) -0,350-0399 mMm
M 4 (D -0,400-0,499 mm
M1.5(4/0b 932 H/N
M2(3/0)-173H/N
M3(2/0)-26.81LU
M 33(0)-39.0 H/N
M4<1)-50.8 H/N



[nvHa yyacTka MaTepuanac LwmnamMm B 3aBUCMMOCTU OT HOMMWHaIbHOWN ANWHbI LLIOBHOTY) maTepuanal

HomunHanbHasa anmnHa LWoBHOro Matepuana/
Nominal length of the suture

15cm/cm
23cM/ cm
30 cm/cm
45 cM/ era
70 cm/ cm

90 cm/ cm

[nvHa yyacTka maTepuana ¢ wunamm/
Length of suture with barbs

12,7 cm/ecm
22.86 cm/ cm
27,94 QW/ cm
43,18 CM/cm
66.04 cm/cm

88,9 M/ cm

[JOnyCcTMMOe OTKNcaaeHne- £1.27 cm/ toierance - £1.27 cm

HoMmyHabHas 4MHa WOBHOro MaTeprana/
Nominal length of suture

PakTnyeckas AMHa WOBHOro matepuana/
Actual length
MpoYHOCTL Ha KpenseHne LWOBHOMO MaTepuana B
aTpaBMaTU4ecKoii urne, He MeHee (4019
yKasaHHOro 3HaveHuns HuTK)/ Strength for
binding of suture in atraumatic needle, not less
than (for specified strand value)

PaccTosHue mexay wunamun/ Distance between
barbs

OnvHa wwunal/ Length of barb
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15¢cm, 23 ¢cm, 30cm, 45 ¢cm, 70cMm n90cm/
15¢cm, 23 cm, 30 cm, 45 cm, 70 cm and 90 cm
He meHee 98% 0T HOMUHabHOW AnKHbI/ not less than 98% of nominal length

M1.5(4/0)-2,3H/N

M2(3A))-4.5H/N

M3(2/0)-9.0H/N

M3.5(0)-11,0H/N
M4q)-15.0H/N

07 0.635 g0 0.991 mm/ from 0.635 to
0.991 mm
[NnHa Wwvna ycTaHaBN1BaeTCA MexaHU4Yeckoi 06paboTKoii 1 cxemol wTamna/ Burb length is fixed
by the tooling and die design

0.19-0.33 MM/mm

[nvHa wuna/
Length of Barb
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BoicoTa nwna/ Barb Cut Depth

Yron oTknoHeHns wwuna/ Deviation angle of b*ub

KonnyecTBo HaHeceHWs aHTMbaKTepuabHOro
Ben*ctBa IRGACARE MP (TpuknosaHY
Quantity of application of the an”bacterial agent
IRGACARE MP (triclosan)
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PaccTosiHMe «OIT KOHYMKA 0 KOHYMKa» Lwuna mkcu|*eTc8 no cneuyndumkaymm MawmHbl / Barb bp-
lo-tip distance is by the barbing machine recipe
0,076-0,17 mm/mm

Yron CricioHeHys ukenpyeTcs B cooTBeTcTBMM ¢ pelNenTypoid/Barb angle is fixed by liw barbing
recipe
21-34*

Yron wuna/
Barb Angle

< 2360 mkr/m/ pg/m
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LnnHa urne”™ Length of needle

Tun vrnbl/ Needle type

CTteneHb nsrnba urnbl/ B«id of needle

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

PS-4- 16 M/ mm
RB-I - 17 MM/mm
PS-2, ST-4,EN-S- 19 MM/ mm
SH-1, X-1-22 MM/ ram
PS-1-24 MM/mm
FS, PS, CP-2, CT-2, SH, UR-6, V-7 - 26 MM/ ram
MO-5- 31 MM/ ram
CT-U V-34, 0S-6, MO-4 - 36 MM/ mm
0S-8- 40 M/ mm
CTX-48MM/ mm
[Jonyctumoe oTknoHeHne/Agceplable deviation £0,381 mm/ram
1", CP-2, 0S-6, 0S-8, X-1 - 06|»THO-pexyllt (Reverse Cutting)

PS-2, PS, PS-1, PS-4 (Reverse Cutting Prime)
CT-1. CT-2, SH, RB-I, ST-4, MO-5, EN-S, UR-6, M 04, CTX, SH-1 - kontouwias (Taperpoint)
V-34, V-7 - konoLe-pexyxum! (TaptaCut)

M30TrHyTble Ha 1/2 okpy>kHocTu/ bent (ca  of circle:
Tmn urnel/ needle type CP-2, MO-5, V-34, CT-1, CT-2, SH, RB-I, 0S-6, 0S-8, CTX. V-7, MO-4,

PS-4, X-i.SH-I

n30rHyTble Ha 3/8 okpy>xHocTwW/ bent for 3/8 of circle:
Tmn ra-nbl/ needle type PS-1,PS-2, PS, FS

n30rHyTble Ha 5/8 okpyxHocTu/bent for 5/8 of circle:
Tun urnbi/needle type UR-6

npsmas ¢ M30rHyTbIM KOHLOM ocTpus/SKI curved:
Tmn urnbl/needle tyj» EN-S

npsimas/ Straight
Tmn Hmijriieedle tyt™ ST-4
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dopma NonepeyHoOro cevyeHns ocTpus Urnbl/ C [iByTaBpOBbIM nornepeyHbIM ceveHnem / with round cornered I-beam circular cross-section;
Cross-section shape of the needle point Tun urnbl/neelle type: RB-1, SH, SH-1

C KBaZpaTHbIM MonepeyHbIM ceyeHuem / with square shape:
Tmn urnel/needle type: PS, PS-1, PS-2, PS-4

C KPYr/bIM nonepeyHbIM ceveHmem / with round shape;
Tmn urnbl / needle type: ST-4

C TpexrpaHHbIM nonepeyHbim cedeHnem/ with triangular shape;
Tmn urnbl / ne«Ue type: FS, CP-2, 0S-6, 0S-8, X-1

C NPAMOYTo/ibHbIM nornepeyHbIM cedeHnem / with top and bottom flat shape;
Tvn urnbi/needle type: CT-I, CIr-2, CTX, EN-S, MO-4, MO-5, UR-6, V-34. SH. SH-1, V-7

TeepaocTb urnbl no Bukkepcy/ Needle hardness HV 4900-6475 H/mvm=/ HV 4900-6475 N/mm*
due to Vickers*

YCTONYMBOCTb Wbl K KOppo3uu/ Resistance to KopposuoHocToiikue/ corrosion resistant
corrosion

[OvameTp urnbl B 30He kpenneHus/ Diameter of M1.5(4/1))-0.56-0.71 MH/mm

needle in the binding zone M2(3/0)-0.66-0.71 mm/mm

M3(2/0)- 0.68-i.02 mmJInT
M 3.5(0)-1.02-1.27 MM/mm
M 4(1)- 1.02-1.27 MMInra
*[InaMeTp HATU He BefeT HanpaAMYIo K AUaMeTpy Urfibl, MOXET 6bITb psij AMaMETPOB UMbl
L1 OHOTO pasMep» UINbl, 0fHAKO pa3Mepbl YKa3aHHbIe Bbille NPecTaBNA0T TEKYLLUIA
PAA ANS NPeAnoXeHHbIX pasmepos urn/*$ulwe diameter does not solely drive needle
diameter, there may be arange of ne” e dianuuers for a given suture size, howevCT the sizes
indicated above represent the cunreni range of sizes offered.
[JvameTp urnbl B 30He IhenneHns WOBHON HUTK He 6onee 1,15 gnameTpa urn B Havane 30Hbl kKpenneHmsa/mo more than 1,15 of needle diameter in
OTHOCUTENIbHO HaYas1a 30HbI errll'leHVIFI/ the beginning of the binding zone
Diameter of needle in the beginning of the
binding zone*
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Ynpyrxknb urnbl/ Elasticity of needle Mogynb FOHra> 200 INa.
Bce urnbl ABAs0TCA abCONKOTHO YNPYTUMM.
MMpy NPUIOXEHNN UCMbITATENBHOTO yeunust B 5H urnbl senstoTcs Ha 100% ynpyrumu u, B CBS3N C
3TWM, He BO3HWKAET OCTaTOYHON aethopmalHnyY
Young’s Modulus > 200 GPa.
All of the needles are fully elastic.
At a test force of 5N die needles are 100% elastic and therefore there is no nennanent deformatiort

MosepxHocTb Urnbl/ Surface of needle 6nectawas, 6e3 TpeLLVH, PakoBUH, BMATUH, LapanuH 1 3ayceHues/ shiny, without cracks, cavities,
dents, scratches and burrs
LLIepOX0BaTOCTH NOBEPXHOCTEl Urn,  Ha cTepxHe n ocTpue - Ra 032 mkm/ on the shank and point - Ra0.32 pm;
He 60n1ee/ Roughness parameters of needle B 30He KpenneHus WoBHOW HUTK - Rz 20 mkm/ in the binding zone - Rz 20 um
surface, not more than*
Pagunyc nputynnenns pabouein yactn CT-1, CT-
2, CTX, SH, SH-I. RB>1, ST-4, MO-4, MO-5,
EN-S, UR-6/ Radius of root face of die working He 6osiee 0,03 mm/not more than 0,03 mm
part CT-1, CT-2, CTX, SH, SH-1, RB-1, ST-4,
MO-4. M as, EN-S. UR-6
OcTpoTa kontowlein yactn nrael CT-1, CT-2,
CTX, SH. SH-1, RB-1, ST-4, MO-4, M a3, EN-
S, UR-6/
Sharpness of the stitching part of die needle CT-
1. CT-2.CTX, SH. SH-1, RB-1, ST-4, M 04.
M as. EN-S. UR-6
LLInpuHa pexylumx pebep urn FS, CP-2, 0OS-6, Ha f4nnHe oT 2 Ao 5 gmameTpoB xBocToBmKa - 0,025 mm/ at length of 2-5 diameters of shank - 0.025
0S-8, X-1 ¢ TpexrpaHHbIM OCTpUeEM , He 6osnee/ mm
Width of cutting edges of needles FS, CP-2, OS-
6, 0S-8, X-1 with three-edged point, not more
than

He 6onee 0,025 mm/not more than 0,025 mm
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Pagnyc KpuBW3HbI M30rHYTbIX Ui/ Curvature
radius of bent ne”les

PS-4- 5.24 mm/mm
RB-1 -5.41 MM/mm
UR-6- 6.62 MM/mm
SH-1-7.19 MM/mm
X-1- 7.64 mm/mm
EN-S-7.92 wWmm
PS-2 - 8.(i1 mm/ mm
CP-2,CT-2-851 MM/mm
SH, V-7-8.76 MM/mm
MO-5- 9.87 MM/mm
re-1- 10.19 mm/ mm,
FS, PS-11.04 mw/mm
V-34- 11.59 MM/mm

CT-1, 0S-6, MO-4 - 11.92 MM/mmOS-8- 14.33 mm/mm

CTX —16.67 MM/mm

ST-4 - Straight (no radius) /npsmas (HeT paguyca)

JonycTMOoe OTK/IOHeHKe- £0.13 mm/ acceptable variation - £0.13 mm

MaTHbI YCTaHOBNEHHbI PECYPC JO/MKEH ObITh
He meHee / Compile service life of ~ least
Monw” cpefHuii pecypc AOMKEH BbITb He
meHee/ Comirfete mean life of at least

25 npokosos/ punctures

50 npokonos/ punctures

*The Tbirnlacwtor doesn’t measure this parameter in-house/lNMpon3BoanTesib He KOMepPSET 3TW JaHHble TIOKa/IbHO

Hutb STRATAFIX® Spiral PDS® Plus npegHa3HaueHa 45 MCNob30BaHMs Mpu
BbINOMHEHUW HenpepbiBHOro wea. Hute STRATAFIX® Spiral PDS® Plus

npeAHasHaueHa AN WCMO/b30BaHWS 6e3 (UKCUPYHLLMX Y3/10B, C KOTOPbIX
HAYMHAETCA UM KOTOPbIMU 3aKaHUYMBAETCS JIMHUS HUTW.

HuTb Mcrnonb3yeTcs Mo Mepe HEOGXOAMMOCTM B 3aBUCHMOCTM OT XapakTth
XUPYPruyecKoii onepaLum.

1. Tlpukpenute y4yacToK C (DMKCUPYIOLLE NEeTNeid K NPOYHOM TKaHW, AN Yero
3axBaTLle y4yacTOK BblGpaHHO TKaHW, NPOBEAMTE WY 4epe3 METIO U Tyro
3aTaHWTe ee Boigiyr hukcrpyemoli TKaHW.

17
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STRATAFDC™ Spiral PDS™ Plus Suture is tksigned to be used in
continuous suture patterns. STRATAFIX™ Spiral PDS™ Plus Device
is intended to be used without anchoring knots to begin or

terminate the device line.

Use as required {«r surgical procedure.

1. Secure the fixation loop portion to robust tissue by taking a

bite in the designated tissue, passing the n~dle through the

loop and pulling t~itly ~HMind the anchoring tissue.

2. After STRATAFDC™ Spiral PDS™ Plus Device is anchored into the
tissue, grasp the strand and ai“roximate tissue to the desired tension.
Bites, or passes through the tissue, can be taken in a continuous



2. Nocne dmkcauyum Hut STRATAFIX® Spiral PDS® Plus B TKaHW BO3bMUTECh sumring technique to approximate the wound. Care should

33 HUTb 1 COEAVHMTE TKaHb, Npunaras HEOGXOAMMOE YCUNNe AN HaTSHKEHUS. be taken to utilize the STOATAFTX™ Spiral PDS™ Plus Device on
B0O3MOXHO BbINO/IHEHME ,EI,OI'IOJ'IHVITBJ'IbeIX CTEXKOB (I’lpOXO,CI,OB CKBO3b TKaHb) the barbed Segments Only Do not attempt to approx|mate Wounds
HernpepbIBHBIM CMOCOGOM C LEMbI0 COeAUHEHUs KpaeB paHbl. Heobxogumo using

CNerwTb, 4TOObI WCMOMb30BA/INCh TOMBKO  LUMMOBAHHbIE y4yaCTKn  HUTKU the non>barbed segment near the needle, as the barbs are

STRATAFIX® Spiral PDS® Plus. He nbiTaliTeCb BbIMOAHATb COEAUHEHWE KPaeB
PaHbl, MCMOMb3ys Y4acTOK 6e3 LUMMOB PSAOM C WI/IOW, MOCKO/bKY Hanuuue
LUMNOB HEOBXOAMMO A/151 YCMELLHOM0 COeMHEH NS KPaeB paHbl NPy NOMOLLM HATY
STRATAFDC® Spiral PDS® Plus.

required for successful wound *proximation with the STRATAFDC™
Spiral PDS™ Plus Device.

3. a) To complete the closure in subcuticular closure, take at least
3. a). [N 3aBepLUEHMA YLIMBAHIS NOAKOXHON paHbl NPON3BEAUTE He MeHee one pass in the reverse direction. Then pass the needle across
O/IHOTO MPOX0/a B 06paTHOM HarpasneHMW. 3aTeM MPOBEAUTE UMY Yepe3 the incision and take a split thickness bite perpendicular to the
paspes, CAenaiTe MpOKOA, BBeAS WINy MEXAY CNOSAMU  TKaHW incision and exit the skin.
nepneHAVKYNAPHO paspesy, 1 BbIBEAUTE UMY Yepes KOXYy. b). To complete the closure in all other tissue layers, take at least

two passes in the reverse direction to complex the closure.
b). 115 3aBepLUEHMSA YLIMBAHMA BCEX APYTUX CIOEB TKaHU NPOV3BEANTE He

MeHee iBYX NMPOXOJ0B B 0BPATHOM HANPABNEHUM 1 YLIETE paHy. 4. Tben gently pull on the free end of the device and cut flush
with the surface of the tissue.
4. 3aTem OCTOPOXHO MOTSHMTE 33 CBOOOAHBIN KOHEL, HUTU 1 06PeXbTe HUTb Tak,

YTO6bI ee KOHEeL, pacncLuarancs 3anofnmnLo ¢ NoBepXHOCTLI0 TKaHW. To remove the entire STRATAFIX™ Spiral PDS™ Plus Device; Cut
_ the STRATAFIX™ Spiral PDS™ Plus Device at the end anchored with
Mpn  H«>6xoanmocTn ypaneHns Hntm STRATAFDC® Spiral PDS® Plus: the loop, and then pull the distal end to remove the device.

MepepexbTe HUTb Y 3a(hMKCMPOBAHHOTO KOHLA C MeT/eld, a 3aTeM MOTAHWUTE
JNCTa/IbHbIA KOHLL U U3BNEKUTE HUT.
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HuTb Suture

MonungunokcaHoH (C4H603)x IRGACARE MP ¢ kpacutenem D&C Violet Polydioxanone (CnH603)* IRGACARE MP dyed with D&C Violet No.
}k 2 60725, nponsBogcTBa ITUKOH NHK., KopHenus, Oxopaxus, CLUA. 2 60725, Suture material manufactured by Ethicon, Inc., Cornelia,
AHTnbaKTepuanbHblii areHT - Tpuknosan IRGACARE MP, Georgia, USA

npoussoactea BASF Grenzach GmbH, MepmaHus, ceptudgmkat GMP Antibacterial agent - triclosan IRGACARE MP, manufacturer BASF
NeDE_BW_0I_GMP_2018_0014. Grenzach GmbH, Germany, GMP certificate

Wrna NeDE_BW_01_GMP_2018_0014.

Hq)xaBetowas ctanb mapku AIS1420*, npoussoacTtea KapneHTtep Needle

TekHonomxun Kopn., Pugunr, MA, CLLUA Stainless steel AISI grade 420*. Supplied by Carpenter Technology
Hepxagetowasa ctanb mapku AlS14310*, npoussoactea Z A p Precision Corp. Reading, PA, USA or

Metals GmbH Schweite, M'epmaHunsa nnm Stainless steel AISI grade 4310*, Supplied by Zapp Precision Metals
HepxaBetowasa ctanb mapku bBTH*, nponssoactea ATI Specialty GmbH Schwerte, Germany or

Materials. CLUA Ethalloy Stainless steel*, manufactured by ATI Specialty Materials,
MokpbiTHe Urnbl - cunmkoH* (CAS Homep 01330-20-7, 63148-57-2) USA.

npoussoactea Nusil Technology, CLUA nan Multipass*, nponssogcTea N ~le coverage - Silicone (CAS Numbw 01330-20-7

MicroPowdere Inc., CLUA nnun Nusil Technology, CLUA nnu Cerberus, 63148-57-2), Supplied by Nusil Technology, USA or

npounssoactea Gelest Inc., CLUA nnu Siltech MED-ET1 (Siltech M ulti*ss (polydimethylsiloxane silicone with the addition of wax
Corporation, KaHaga) powdere). Supplied by MicroPowders Inc,, USA and Nusil Technology,
*Mogpo6Hee B TabnuLe HUXKeE. USA or

Cerberus, manufactured by Gelest Inc., USA or Siltech MED-ETI
(Siltech Corporation, Canada).
*see the table

. . MokpbITHe UrAbl / CosaBB Mrabl /
N
Kan/Code CoiH"ntions BepnasT mcaonHesus Needle Coating Needle Aoy
SXPPIBIBI M3 f2/0>4S cm Revene CuKins Needle «FS» M3 (2/0) c 060aTHO-0eX YL el nrnoi Tuna «FS*. gnnHa 45 cm CunukoH 2X / Silicone 2X AlSI 420
SXPP1B102 M3 f2/0) 70 cm Reverse Cutting Needle «FS> M3 (2/D) c o6paTHO-pexyLei nrnoit Tuna «FS». annHa 70 cbl CunutoH 2X / Silicone 2X AI1S1420
M2 (3/0) c o6paTHO-pexyLeil nrnoi Tkrn «PS-2» ipaiim. gnnna 15 - o .
SXPP1B103 M2 (3/0) 15cm Prime Reverse Cutting Needle «PS-2» oM (3/0) P PEXYIL @ A CunukoH / Silicone I>ranoii/ Edialloy
. i M2 (3/0) c o6paTHO-pex>1ueii urnoii Tuna «PS-2* ig>aftM, gaiika 30 . .
SXPP1B104 M2 (3/1)) 30 cm Prime Reverse Cutting Needle «PS-2» oM CwunukoH/ Silicone 3nnoii/ Ethalloy
M2 (3/0) c o6paTHO-pexyLyeit urnoii Tuna «PS-2 alibl. AnuHa 45 . o
SXPnBieS M2 (3/0)45cm Prime Reverse Cutting Needle «PS-2» oM (3/0) P PEXYIL « > [ A CwuwkoH/ Silicone 3mxknoii / Ethalloy
M2 (3/1)) c o6paTHO-pexyuieii urnoit Tuna «PS-2» npaiim, gnnna 70 - N
@m P pexyl « > mp A CunukoH / Silicone Jtanoii / Ethalloy

SXPP1B106 M2 (3/0) 70 cm Prime Revene Cutdi™ Needle «PS-2» om
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SXPP1B187
SXPPIBieS
SXPP1B109

SXPPIBIIO
SXPPIBIII
SXPP1B112
SXPP1B113
SXPP1B114
SXPP1B115
SXPP1B116

SXPP1B117

SXFP1B118
SXPP1B202
SXPP1B403
SXPP1B404
SXPP1B405
SXPP1B406
SXPP1B407
SXPPIB4d8
SXPP1B409
SXPP1B410
SXPPIBA41i
SXPPIB4I2
SXPP1B413
SXPP1B414
SXPP1B415
SXPP1B416
SXPP1B417
SXPP1B419
SXPP1B420
SXPP1B42I
SXPP1B422
SXPP1B423
SXPP1B424
m*PIB426
SXPP1B427
SXPP1B428
SXPP1B429

LI n/n” 30 cm Prime Reverse Cuoins Needle «PS»
M? fVO) 45 cm Prime Reverse Omiwt Needle «PS»
M? rVVO) 70 cm Prime Reverse Cuttins Needle «PS*

M2 (3/0) 70 cm Prime Reverse Catting Needle «PS-1»

ML.5 (4/0) 15 cm Prime Reveme Cutting Needle «PS-2»
ML.5 (4/0) 30 cm Prime Reverse Cutting Needle «PS-2*
ML.5 (4/1))45 cm Prime RevwseCutting Ne«lle «PS-2*
MI.5 (4/0) 70 cm Prime Reverse Cutting Needle «PS-2»
ML1.5 (4/0) 30 cm Prime Reverse Cutting Needle «PS-1»
M13 (4/0)45 cm Prime Reverse Cutting Needle «PS-1»

ML.5 (4/0) 70 cm Prime Reverse Cutting Needle «PS-1*

MI.5 (4/0) 45 cm Prime Reverse Cottins Needle «PS»
M3.5 (0) 45 cm Reverse Cutting Needle «CP-2»
M4(1)45cm Reverse Cutting Needle «CP-2»
M3.5 (0) 30 cm TaocrDoinl «V-34»

M3.5 (0) 30 cm Taperpepint «CT-2»

M3J(0> 15 cm Taperpoim Needle «CT-1»,
M3.5 (0) 45 cm TaocrDOini Needle «CT-1»,
M3.5 (0) 70 cm Tapeipoint «CT-1*.

M3 (2/0) 15 cm Teoerpoint Needle «CT-1»
M3 (2/0) 30 cm TaperDoini Needle «CT-1»
M3 (2/1))45 cm Taperpoint Nc«l!c «CT-1»
M3 (2/0) 70 cm Tapeipoint Needle «CT-1»
M3 (2/1» 15cm Taperptrint «CT-2»

M3 (2/0) 70 cm Taoerpotot «CT-2»

M3 (2/1)) 15 cm Twerpoint «SH»

M3 (2/0) 30 cm Taperpoint «SH»

M3 (2/0) 70 cm Taperpoint «SH»

M3 (2/0) 30 cm Taperpoint «UR-6»

M2 (3/0) 15 cm Taperpoint «SH»

M2 (3/0) 70 cm TaoerDoint «<SH»

M2 (3/0) 15 cm Taperpoint «<RB-1»

M2 (3/0) 70 cm Taperpoint «<RB-1»

M2 (3/0) 15 cm Taoerpomt «ST-4»

MI.5 (4/0) 70 cm Taperpoint «SH*
M13(4/0) 15 cm Taperpoint «RB-1*

M I~ (4/0) 30 cm Tapetpoint «<RB-1»

M4 (1) 30 cm Tapeipoim «CI™-1»
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M2 (3/0) c o6paTao-pooTnes Kroi Tmna «PS» npaiim, tyuoe 30 cm
M2 (3/0) ¢ obpaTHO-pexyLLIeR Ursoin Tmna «PS» npaiim, AnvHa 45 cv
M2 (3/0) ¢ obpaTHO-pexyLLeli Urnoii TTTa «PS» npaiim, AnvHa 70 cm
M2 (3/0) ¢ othaTHO-pBXKyLLEl Ur1oi TUNa «PS-1» ru»iiM. AnvHa 70
c™

M1,5 (4/0) c othaTHO-pexyLLeit nrnoii Tuna «PS-2» npaiim, gnmHa 15
c™M

MI,5 (4/0) c obpaTHO-pexXyLLel roi Tuna «PS-2» npaiim, gnvHa 30
cMm

M1J (4/0) c 0bpaTHO-peXXyLLEei Urnoi Tuna «PS-2» npaiim, 4MHa 45
™

M1.5 (4/1)) c 06paTHO-pexyLLel 1rnoli Tuna «PS-2» TLuaiimM, anmHa 70
cMm

M13 (4/0) c 06paTHO-pexyLLEei urnoi Tuna «PS-1» xdaliv, anvHa 30
cM

M 1.5 (4/0) c obpaTHOpeXYLLEel Urnoi Tvna «PS-1» npaiim, AnvHa 45
c™M

M 13 (4/0) ¢ 06paTHO-PeXyLLIER Nrnoi TUNa «PS-1» Wwmiim. famHa 70
cM

M13 (4/7)) c o6paTHO-0eXXyLLIEN Ur/oi Tvna «PS» npaiim, 4MHa45 cvm
M33 (0) c o6paTHO-pexxyLLei urnoli Tna «CP-2». ginHa 45 cm

M4 (Mco6oaTHO-pexxyLLei urnoii Tvna «CP-2». fuiHa 45 cm

M33 (0) ¢ kontoLLIe-0exXKyLLEen Urion Tuna «V-34». aueHa 30 cm
M33 (0) ¢ kontoweli urnoli Tuna «CT-2». gnivHa 30 cv

M 33 (0) ¢ to5nomBiA nrnoii Tuna «CIT-1», gaiiHa 15 cv

M33 (0)c nynotweii nrnoii Tuna «CT-1». faitHa 45 cm

M33 (0) c KQuBoefl urnoii Tuna «CT-1». anvma 70 cm

M3 (2/0) ¢ kontoLLeii urnoli Tvna «CT-1». anmHa 15 cm

M3 (2/0) ¢ kontoLLeii nrnoid Trna «CT-1x». g/imHa 30 cv

M3 (2/0) ¢ kontoLeii nrnoii Tuna «CT-1». AnimHa 45 cv

M3 (2/0) ¢ kontoLeii urnoii Tuna «CI 1-1». gnvnHa 70 cm

M3 (2/0) ¢ kontoLLei nrnoid Trna «CIT-2». gavHa 15 cm

M3 (2/1)) ¢ KontoLLen urnoii Tuna «CT-2», griviHa 70 cv

M3 (2/B) ¢ KontoLLen urnoii Tiora «SH». gavHa 15 cm

M3 (2/0) ¢ mwuoLerd urnoin Trna «SH». graraa 30 cv

M3 (2/0) ¢ kontoLLEeR Kroi Tvna *SH». gnvHa 70 cv

M3 (2/0) ¢ KontoLLiel urnoi Trna Y B-6», gnvHa 30 cm

M2 (3/0) ¢ Kontoweli nroli Tna «SH». awaea 15 cm

M2 (3/0) ¢ KonKMKein Urioi Tvna «SH». gnmHa 70 cm

M2 (3/0) ¢ KanKMUgiA nrnoi Tna «RB-1». gnvHa 15 1w

M2 (3/0) c konowgein urnoii Tuna «RB-U. aTawa 70 cm

M2 0/0) c KattoLeit urneidl Tuna «5T-4», gnvHa 15 cm

M 1.5 (4/0) ¢ KontoLLel urno Tuna«SH». grawa 70 cm

M 13 (4/0) ¢ KontoLLeid urnoi Tuna «RB-1», gnmHa 15 cm

M 13 (4/0) ¢ kontoLeli urnoii Tuna «RB-1». gnvHa 30 cm

M4 (1) ¢ kaTtoLueli urioi Tuna «CT-1», gimHa 30 cm

20

CwmkoH / Silicone
CunmkoH/ Silicone
CHnHitoH / Silicone

Multipass
Multipass
Multipass
Multipass
Multip”
Multipass
Multipass

Moltipass

Multipass

CunmkoH 2X  Silicone 2X
CunmkoH 2X / Silicone 2X
CunmkoH 2X  Silicone 2X
CunmkoH 2X / Siliome 2X
CumkoH 2X / Silicone 2X
CwvnmkoH 2X / Silicone 2X
CwwikoH 2X / Silicone 2X
ChtraucoH2X / Silicone 2X
CwnmkoH 2X / SUkone 2X
CunmkoH 2X / Silicone 2X
CwvnukoH 2X / Silicone 2X
CunukoH 2X / Silicone 2X
Cwun»:oH 2X / Silicone 2X
CunmkoH 2X / Silicone 2X
CknracoH 2X / Silicone TX
CunmkoH 2X / Silkone 2X
CwunukoH 2X / Silicone 2X
Cerbenu

Orberus

Cerberus

(Terberus

(MHnwok/ Silicone
C«b«us

Orbenis

Cerberus

Cunr>H 2X/ Silicone 2X

Jtanob/ Ethaliov
Otanoii/ Ethaliov
Ora-Toin/ Ethaliov

O1paoin / Elhalloy
3MNHOA/ Ethalloy
armoA/ Ethalloy
Jtanoin/ Ethalloy
3nnoii/ Ethallch
Jtanoii/ Elhalloy
Jranoii/ Ethalloy

3T1gToii/Elhalloy

Stanoii/ Elhalloy
A1S1420
AIlSI1420
AIlS1420
AlSI1420

AISI 420

AISI 420

AISI 420

AlSI 420
/US1420
AISI1420

AlSi 420

AISI 420

AISI 420

AISI 420

AISI 420

AISI 420

AISI 420
Otanoit / EdialUov
Otanc”™/ EAallov
Stanoii/ Ethaliov
Atanoii/Ethalloy
AIlSI4310
Jtanoii/ Bhallov
Jtanoii/ Ethaliov
Qranoii/ LUnLloy
AISI 420



SXPP1B430 M4 (1145 cm Tapefpoint «CT-1» M4(11lckosskHaMarncATuna «CT-1». g.1nHad5 o |( CHsavkon 2X/ SilicocK 2X  AIS1420

SXPP1B431 M4 ('l 70 cm TaocfDOint «CIM-1» M4 (11 ¢ konkunev urnovi Tvna «CT-1», gnvHa 70 cm CwnmkoH ZX/ Sitic(»e 2X  AIS1420
SXINIB450 M3.5 (0) 30 cm TaoeiDoint«CT-1> M3J (0) ¢ kaantoLLei urnoii Tuna «CT-1», anvHa 30 oM Cu/HwoH 2X / Silicone 2X  A1S1420
SXPP1B4S1  M3.5 (0) 70cm Taoemoini «MO-S» M3.5 (01 ¢ KeLuoLLeii urnoii Trna «MO-5». agnHa 70 an CunmkoH 2X/ SUkooe 2X  AISI420
SXPP1B452 M3.5 (0) 30 cm TapKpoint «<kEN-S» (01 ¢ wntoweli urnoii nota «EN-S». gnnHa 30 cv CuwnmkoH 2X / Silicone2X  AlS1420
SXPP1B432 M3 (2/0) 23 cm Taoerooiat «CT-2» M3 (2/0) ¢ kontoLLeii urnoli Tvna «CT-2», anivHa 23 an CunmkoH 2X  Silicone 2X  AISI 420
SXPP1B433 M3 (2/0123 cm Taoenx>im «SH» M3 (2/0) ¢ KoLoLLer urioli Tvna «SH». gnHa 23 cm CumkoH 2X - Silicone 2X AISI 420
SXPP1B434 M3 (27115 cm Taooijoint «UR-4» M3 (2/0) ¢ Koaiomdl mrnoi T «UR-6», anvHa 15 cm CumkoH 2X/ Sittcooe 2X  AIS1420
SXPP1B201 M4 (i) 45 cm Reverse Cutting Needle «OS-6* M4 (11c 0A)aTLUH)«KYyLLel Urioi Tuna «OS-6», AnnHa 45 cm CumkoH 2X/ Silicone 2X  AISI 420
SXPP1B203 M4f1170 CIriteverse Cutting Needle «OS-6» M4 (1) ¢ obpatsio-pexxyntoimrion Tuna «OS-6», anmHa 70 cm CunukoH 2X / Silicone 2X  AISI 420
SXPP1B204 M4 (1170 on Reverse Caning Needle «OS-8» M4 (11 c o6oanto-nexxyLueli Nesnoii Tuna «OS-8». wwiuHa 70 an CumkoH 2X  Silicone 2X  AISI 420
5XPP1B205 M4I11 TOcm TaoerDoml «MO-4» M4 (11 e kontoweli nrnoi Tuna «MO-4», animHa 70 cm CunukoH 2X / Silkooe 2X  AISI 420
SXPP1B401 M4 (1170cm Troerooint «CTX» M4 (11 ¢ xonkwvpkia urnoi Twra «CTX». gvHa 70 cm CunmkoH 2X / Silicone 2X  AISI 420
SXPP1B402 M4 (1190 ctTageatowe «CTX» M4 LU ¢ kontoLuei nrnei Tmna «CTX», anwT 90 cm CunnkoH 2X / Silicone 2X  AiS1420
SXPP1B418 M3 (271130 cm Taocereut «V-7» M3 (2/01 ¢ LwnoLw«aex>ALyLei urnoi Tuna «Y-7». gnvHa 30 cv Cuwoax 2X/ Silkooe 2X A1S1420
SXPP1B425 M2 (3/0170 cm TaocerDomt «CI™-2» M2 (3/01 ¢ wntowein urnoli Tana «cCT-2», gnnHa 70 cu CuuikoH 2X / Silicone 2X AISI 420
SXPP1B4S5 M3.5 (0123 cmTaperpoint «CT-1» M3.5 (01 ¢ kontoLLeli urnoii Tna «CT-1», ginHa 23 cm CBTuKOH 2X/ Silicone2X  AISI 420
SXPP1B457 M3.5 (0123 cm Tawacut «V-34» M3.5 (0) ¢ wstoLepexyLLeli nrnoi Tvna «\V-34». annHa 23 cm Cunukos 2X/ Siltcoae 2X  AISI 420
SXPP1B45< M3 (2/DI 23 cm TaoenxMitt «CT-1» M3 (2/0) ¢ wnow|™ urnioli Tuna «<T-1», AavHa 23 cm CunukoH 2X / Silkooe 2X AISI 420
SXPP1B458 M3 (2/0123 cm Tapercut *V-34» M3 (2/0) ¢ KontoLLeoeXyLLIEel Mo Thna «V-34». fjinHa 23 cm CwHk(M 2X / Silicone 2X  AISI 420
SXPP1B4S3 M2 (3/0123 ere TaoeiDomi «SH-1» M2 (3/0) ¢ wntoLLeli wnoi Tuna «SH-1». gmHa 23 cm Cerberos Jtanos/Edtallov
SXPP1B454 M1J (4/0123 cm TfDcrix)mt «SH-!» ML1.S (401) ¢ KoTTUel Urnoi -Lwia «SH-1». awwa23 cm Cuntorok 2X / 5LLo)ne 2X  AISI1420
SXPP1B119  ML5 (4/0) 45 cm Prime Reverse Cutting Needle «<PS-4» 2:'”13 (4/0) C 0GPaTVIO-pEXYLIEV UFNOANTA «PS-4» Mpaii, JMHALS ) i Sratbll/ Ethalloy
SXPP1B120 1 M2 (3/0) 70 cm Reverse CuHini Nredle «X-1» M2 (3/01 ¢ 060aTHOIKOKyLLIEV M0l TMa «X-1». f/imHa 70 cm Cwntocosi 2X / SiliemK2X  AISI 420

MNPUHALNEXHOCTU
W3aenve He COAEPXNT NMPUHALNEXHOCTENA.

Hute STRATAFIX® Spiral PDS® Plus cTepunusoBaHa 3STWNEHOKCUAOM.
MoBTOpHas CTepPUNMN3aLMA He JONycKaeTes. VICMonb30BaHWe HUTK, MOCTYNMBLLEN
BO BCKPbLITOW WM MOBPEXAEHHOW yNakoBKe, He AOMyckaeTcs. PacnakoBaHHas
HEeNCrNonb30BaHHasA HUTb MOANEXUT yTunusaumu. Mcnonb3oBaHue HWTWM nocne
MCTEUEeHUs CPOKa FOAHOCTM He [OLL'CKaeTCs.

Hute STRATAFIX® Spiral PDS® Hus nocTtaBnsieTcs B CTePUIbHOM COCTOSAHWMN.
Kaxpgas Hutb STRATAFIX® Spiral PDS® Plus ¢ 04HOIA CTOPOHbI OCHaLlaeTcs
WFMOA pasnnyHbnC pasmepoB. HUTb momelleHa B NOAMNPONUIEHOBLIA NOTOK,
nocne Yero ynoxxeHa B naket u3 onbru. MoTpebuTenbckas ynakoBka U3 kapToHa
COAePXUT ABeHaauatb (12) nakeToB U 0AHY (1) MHCTPYKUMIO MO NPUMEHEHMIO.
Kopobkn ynakoBaHbl B M/IEHI0" 1 OCHaLLEHbI Pa3pbIBHOM MOMOCKOM A/
obneryeHnst OTKPbITUA YNaKOBKN.
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ACCESSORIES
The device in this file docs not have accessories included.

STERILIZATION _ —
The STRATAFIX’~ Spiral PDS™*" Plus Device is sterilized by ethylene oxide

gas. Do not resterilize. Do not use if package is opened or damaged. Discard
opened, unused sutures. Do not use after expiraticm date.

HOWSWPLIED

The STRATAFIX™ Spiral PDS™ Plus Device is available sterile.

Each STRATAFIX™ Spiral PDS™ Plus Device is single anned 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
IPTJ 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.



ana NPUMEHEHUA

ECM ynakoBka u3enus 6bina MOBPeXAeHa WM BCKPbITa, TO U3fenve
HE0BX0ANMO YTUNIM3NPOBATb. 3aNpeLLeHO UCMOb30BaTh M3AENS, B LLeNOCTHOCTM
KOTOPbIX CYLLECTBYIOT COMHEHNS.

CpoK rofiHoCT\ CocTaBnseT 24 Mecaua.

He npumeHnmo. Paccr’bIBatoLmiAcst LUOBHbIA MaTepuan.

Mpu HeobxogumocTn ypaneHnss HUTM STRATAFIX® Spiral PDS® Plus;
MepepeXxbTe HWUTb Y 3aMKCMPOBAHHOTO KOHLA C MeT/ei, a 3aTemM MoTAHUTeE
LVCTaNbHbIA KOHEL, U U3BNEKNTE HUTb.

Ycnosus akcnyatauyn B NOMELLEHNSX, TAe NPUMeHAeTCA MeANLVHCKOe
n3genvie, LO/MKHbI COOTBETCTBOBATHL C/EAYHOLWMM TpeboBaHMAM;

Temnepatypa ot -10°C fo +50*C (BnaxkHocTb 75% 6e3 koHAeHcaumm npu 30®C)
npy MCNOMb30BaHUM CPa3y Noc/e BCKPbITUA CTEPUIbHON YNakoBKK.

XpaHeHwe: -60*C go +30°C

TpaHcnopTuposaHue: -60RC go +50“C

B/I)KHOCTb HE HOPMUPYETCS, TaK Kak ynakoBKa HenpoHuLaema s Bnaru.

Mpou3BoanTeNb rapaHTUPYET KOHEYHOMY NOTPEGUTEN0 OTCYTCTBUE AE(EKTOB U
COOTBETCTBME XapaKTepUCTUK MPOAYKTa Ha MPOTSKEHWM BCEro CPOKa rofgHOCTM
NPOLyKTa MNpW  YCMOBUW  COGMIOAEHWSI TPeGOBaHWiA  YCNOBUIA  XpaHeHus,
TPAHCMOPTUPOBKM 1 LIENIOCTHOCTM  YMakoBKU. OTCYTCTBYIOT — KaKwe-m6o
rapaHTUK, KOTOPble BLIXOAAT 3a pPaMKW OMMCaHOro. [IpUrogHoCTL A
MCMO/b30BaHNS 3TOTO MEAMULLHCKOTO W3AeNus AN KaKoi-nmbo KOHKPETHOU
XUPYpruyeckoii npouefypbl AOMKHA 6biTb OMpefeneHa MOMb30BaTeNEM B
COOTBETCTBUW C UHCTPYKLMEN MO NPUMEHEHNIO.

YTUNN3NpYiATe OTKPbLITbIE YNAKOBKA W HEWUCMO/ML30BaHHbIE U3AENMS.

YTUNM3aLmus UCnob30BaHHbIX UM AOMKHA OCYLLECTBASTLCS B KOHTEHEpax.
YTUNn3upyiiTe n3aene ¥ ero OCTaTOYHble 3MEMEHTbI, 3/IEMEHTbI OTXO[0B B
COOTBETCTBUM C /IOKA/IbHLIMM 3aKOHAMU U NpaBuiamu.

W3genvs nocne NpYMEHEHUs MO0 Ha3HA4eHW0 OTHOCATCS K MOTeHUMaNbHO
MH(MLMPOBAHHBLIM OTX0AaM.
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CHOTEMA OF W8ul'rAWE CASES OF MEDICAL £Y~CE£ES8
USE

Do not use of the packaging is open or damaged. Discanl open packages and
unused devices.

Shelf life of the product is 24 months.
PEINNLANTA®""A

N/A, Absorbable Suture.

In case suture removal follow the 4 paragraph of Instnjciion of Use section of
the current Instruction.

STORAGE, TRANSE4AMITATION AND OPERATION

C<»a)inONS ex "

The operation conditions in the rooms where the medical device is used must
meet die following requirements;

Temperature from -10®C to 50*C (75% non-condensing humidity equivalent to
30C) when utilized immediately after opening sterile packaging.

Storage; -60“C go +30@C

transport®on cMiditions; -60*C go +50®C

air humidity is N/A (packaged in nKHSture proof foil).

W ANe RA INe *

Manufacturer guarantees to the aid 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 ar« 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 (he user in confonnance with the manufacturer’s
instructions for use.

mesaum G

Discaid 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.

A f~ being used the products are potentially infectious waste.




[aHHOoe MeaMUMHCKOe W3[enne Npu  MCMoMb30BaHUW, TPaHCMOPTUMPOBKE W The device has no negative ira{»ct on humans and the environment during use,
XPaHeHNU He OKa3blBaeT HEraTMBHOIO BO3AECTBUS Ha YenoBeKa 1 OK|[NYKaroLLyHo transportation and storage.

Cpeay.

OO0 «[IXOHCOH & [)KOoHOX», 121614, r. Mocksa, yn. Kpblnatckas g. 17-K.”2, "Johnson & Johnson" LLC, 121614, Moscow, st. Kiylatskaya, building 17/2,

TenegoH: 8 (495) 580 77 77. thakc: 8 (495) 580 78 78. phone: 8 (495) 580 77 77, fax: 8 (495) 580 78 78.
i
REF Kog n3nenus/ Catalogue number
LOT Kosi maptun/ Batch code

Vicnonb3osath fo/ Use-by date

MpovzsoguTens/Manncurer

|STERLA™NEQ|  CrepunmsosaHo sTuncHokeuaom/ Sterilized using ethylene oxide

COOTBETCTBYET OCHOBHbIM TPeboBaHWAM [ypeKTvBbl EBponerickux MeayUMHCKMX Vi3aennii
93/42/EEC/ CE Mark and identiiicatiem Number of Notified Body. The product meets the
essential requinanents of the Medical Device Directive 93/42/EEC.

C:€ Mapkuposka CE BKHouast MAEHTUGMKALWIOHHBIA HOM” (YNOMHOMOYEHHbIA opraH) MpogyKT

ANOFU Tonbko Anst KeaMmUMpoBaHHbIX crieupanmctos/ Caution: Federal law restricts dns device
Yy to sale by or on die order of a licensed healthcare prat”itioner.

He UCNo/b30BaTb I'IOBTOpHO/ Do not re-use

He ctTunm3osatb nosTopHo/ Do not restarilize

23

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



BepxHss rpaHuua TemndgatypHoro guanasoHa/ U «r limit of temperature

X "paHuLbI TemnepaTypHoro ananasoHa/ Limit of the temperature range

A BusiManme, 06paTUTeCh K COMpoBOAMTENbHLIM A0KY'MekTam/ Caution

OkpalLLieHHast paccacbiBaronrascs MoHogmnamentHas HHTH/AndKired dyed absoii>able
monofilament

(§) He vcrnonbToBaTh. ec/in ynakoBka rnospexxaeHa/ Do not use if the package is damaged

KonndecTso B ynakoske/ Number of Units

X AnHporeHKo/Non-pyro”3tic

j @ 3Hak oootsetcTBUs/Mark of conformity

| | | QR Kog/QR code

|ec| 1 OthmupanbHbiii npeactasuTens B EC/ Anupoxired Ref)reseneitive in iito European Community
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MepeBof C aHrMIACKOrO A3blKa Ha PYCCKUiA A3bIK

<l tamn: MognucaHo nofg Npucaroii B «YTBEP>XJAHO»
MOEM MPUCYTCTBUMN CETO0 [HS, «9TNKOH, 2n-3n-Cn»
26 mapTa 2021 ropa> 475C  CtpuT, [poMbllWneHHbIii napk  Jloc-®paiinec,

lNyaiiHa6o, MY3PTO-PUKO 00969, CLLUA

<WTamn: MATEYLW &. JIELLAK

HOTAPNYC LUTATA HbIO-AXXEPCW MeHe[xep 0TAena HopMaTUBHO-NPABOBOr0 PErynnpoBaHus
JinueHsunsa Ne 50065913 (momkHOCTb)
CpoK AeAcTBUA MOEIR NNLEH3MMN .
nctekaet 10 aBrycTa 2022 roga> fxoic Mannau
(nms)
<nognucaHo>
(nogmuce)

26 mapTa 2021 ropa
«[ieHb» MecsLl, (Ludpamn)

<Kpyrnasa neyatb: MATEY LW &. NEWAK M.
I HOTAPNYC; HbIO-OXXEPCU>

NHCTPYKUWMA MO NPUMEHEHNIO MEOVNUNHCKOIO N3AENNA

HuTb xmpypruyeckan ogHoHanpasneHHad STRATAFIX® Spiral PDS® Plus
NS 6e3y3noBon mKcaummn TKaHel ¢ Mo B BapnaHTax UCMOSTHEHUS

Bepcus gnspeanusaymuu
Ha TeppuTopuu Poccuiickoii deaepaLnm

2021 rog
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MNepeBof AaHHOIrO TeKCcTa BbIMONHEH NepeBoAYnKOM KpannuHbiM ieHncom AnekcaHipoBuyem
[Toagnnck
Poccuiickas depepayms

"opop MockBa.
[BajuaTe BOCbMOro Mas ABe ThbiCcAYM ABajLaTh MepBoro rojga.
A, MNpokoweHkoBa Pnena TrereHbeBua, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
NOANMHHOCTL noanucy nepesofuvka KpannvHa JeHnca AnekcaHapoBuya.
Mognuck caenaHa B MOEM MPUCYTCTBUN.
JInyHoCTb noAnucallvero JOKYMEHT YCTaHOB/eHa.

3apeructpupoBaHo B peecTtpe: Ne 21/86-H/77-2021- n> 1 f Z f

YnnayeHo 3a COBEPLUPHUC HOTapmanbHoro geictems: 400 py6. 00 Kor.

[Moanunck

rersOLL MEYATB
HOTAPWYCA

M. pokoLueHKoBa

[MpoLUHYPOBaHO, MPOHYMEPOBaHO W CKPeneHo nevatbio 25" nucT (-a,-0B).

[TOANNCL  Ek Mpokowerkosa

Bcero
MPOHYM
neva

Poccuiickas degepauns
Mocksa

iicnnui n
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