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Russian text English text

HANMMEHOBAHWNE MEAVNUNHCKOTIO N3AENNA (M) N ETO MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
KINACCNDOUKALNA MD name, models or variations of MD

HavmeHoBaHue M, mogenu nnun sapmaHTbl UCNONIHEHUS M TRUESPAN Meniscal Repair System with PEEK Implants:

Cucrtema BocctaHoBneHna meHncka TRUESPAN c qukcatopamu PEEK: 1 TRUESPAN Meniscal Repair System with PEEK Implants and 0°
1. Cuctema BoccTaHoBneHuss meHncka TRUESPAN c¢ dukcatopamn PEEK u Needle:

urnoii 0°, B cocTase: 1.1. PEEK implant 2 holes - 1pc.

11.  ®wukcatop PEEK 2 oTBepctuma - 1 LwT. 1.2. PEEK implant 3 holes - 1pc.

1.2,  ®dukcatop PEEK 3 oTBepcTtus - 1. 1.3. Orthocord® Suture 2-0 - 1pc.

13.  Hwutb Orthocord® 2-0 - 1 wr. 1.4, UHWMPE Braid-1 pc.

14, HwnteCBMTI3-1 wr. 1.5. Applier with 0° needle - 1pc.

1.5. Annaukatop c urnoii 0° - 1 wr. 2. TRUESPAN Meniscal Repair System with PEEK Implants and 12°
2. Cuctema BoccTaHoBfleHMAa meHucka TRUESPAN ¢ d¢ukcatopamn PEEK n  Needle:

nurnon 12° B cocTase: 2.1. PEEK implant 2 holes - 1 pc.

2.1.  ®wukcatop PEEK 2 otBepctusa - 1wr. 2.2. PEEK implant 3 holes - 1 pc.

2.2.  ®ukcatop PEEK 3 oTBepctumsa » 1 wr. 2.3. Orthocord® Suture 2-0 - 1pc.

2.3.  Hutb Orthocord® 2-0 - 1wr. 2.4. UHWMPE Braid - 1pc.

2.4.  Hute CBMI3 - 1wr. 2.5. Applier with 12° needle - 1pc.

2.5. Annaukatop c urnoin 12°- 1wr. 3. TRUESPAN Meniscal Repair System with PEEK Implants and 24°
3. Cuctema BoccTaHoB/leHUA MeHucka TRUESPAN c¢ dukcatopamn PEEK u  Needle:

Urnow 24°, B cocTase: 3.1. PEEK implant 2 holes - 1pc.

3.1. ®ukcatop PEEK 2 oTBepcTtusa -1 wr. 3.2. PEEK implant 3 holes - 1pc.

3.2.  ®wukcatop PEEK 3 oTBepctuma - 1 wWrT. 3.3. Orthocord® Suture 2-0 - 1pc.

3.3.  Hwutb Orthocord® 2-0 - 1wT. 3.4. UHWMPE Braid - 1pc.

34. Hwute CBMMNS - 1wr. 3.5. Applier with 24° needle - 1pc.

3.5.  AnnnukaTop ¢ urnon 24° - 1wr.

Further in the text the following names of the medical device can be
[anee no TekcTy MOryT WCMNONb30BaTbCs cnegywouime HammeHoBaHus used: device, system, TRUESPAN, TRUESPAN system, MD,
MeAULUMHCKOro nsgenusa: nagenune, cuctema, TRUESPAN, cuctema TRUESPAN, TRUESPAN System with PEEK implants.
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mun, cuctema TRUESPAN c pukcatopamm PEEK.

HavMeHOBaHMS MeSULMUHCKUX W3LeNnid MOryT ObiTb YNOMAHYTbl B TeKCTe B
COKpalLLeHHON thopMe Ans yf06CTBa BOCNPUATUSA UH(OPMALUK.
Knaccnpukauna MU

Knacc B 3aBMCMMOCTW OT CTerneHW MOTeHLWaNbHOr0 pUCKa MNPUMEHEHUA B
MeAVLMHCKNX LEensx B COOTBETCTBUM C HOMEHK/ATYPHBbIM KNacCU(PUKaTopom
MeAULVNHCKNX N3aennii:26.

HA3HAYEHVWE MEAVWUWHCKOIO USAENNA N MPUHLWNMbI

NENCTBUA
Cuctema BoOccTaHoBneHus MeHucka TRUESPAN ¢ dwukcatopamm PEEK
npefHasHayeHa [ANA  MCNOJMIb30BaHWA  MPW  BbIMONHEHUM  Mpouesyp Mo

PEKOHCTPYKLUN MEHUCKa U nepecajke anjoTpaHcniaHTata MeHUCKa.
MOKA3AHWNA N MPOTUBOMNOKA3AHWUA KIMPUMEHEHUNIO M 1
BO3MOXHBbBIE MOBOYHbIE 9P PEKTHI

MokasaHu4

Cuctema TRUESPAN
cnegyroLwmx npouesyp:
K0/1eHO: PEKOHCTPYKL NS MEHUCKA.

MpoTnBonokasaHus

* He ncnonb3oBaTb A48 BbIMNONHEHUS LPYTUX XUPYPrUYECKUX onepauuii, Kpome
YKa3aHHbIX.

* Matonornyeckne M3MeHeHUs TKaHel, KOTOpble MOTYT HapyLUTb HAAeXHOCTb
(hMKcaunn LLIOBHOW HUTbLIO.

* ®U3nYeCcKoe COCTOAHNE, KOTOPOE MELLUAEeT MAN MOXET MOMeLWaTh afeKBaTHOMY
MPKMUBNEHUIO MMNNAHTaTa UNKn 3aMefNsaTh 3aXKMBIeHNe (Hanpumep, HapyLeHue
KPOBOCHAOXEHUS, NepeHeceHHas NHGeKLNs).

e YCnoBusi, He MO3BONAKOWME MaLUUEHTY OrpaHU4YUTL CBOKD AEATENbHOCTb WU
Cnef0BaTb MHCTPYKLMAM B TEHEHME BOCCTAHOBUTE/ILHOTO Mepuoga.

e Pa3pbiBbl MEHUCKa, KOTOpble He MofAneXarT PeKOHCTPYKUMU W3-3a CTeneHwu
NMOBpPeXAEeHNA TeNla MEHUCKA.

e CyulecTBylowas MoBblLEHHAA
MaTepnanos UMMnaHTara.
Mo60uYHble 3PP EKTbI N BOIMOXHbIE PUCKN

Cnegytowmne noboyHble ahheKTbl MOryT BOHUKATb B CBA3M C MCMOJIb30BAHUEM

NnoKasaHa [Ana WUCnosibsoBaHnMA nNpu  BbIMOAHEHUN

YYyBCTBUTE/NBbHOCTb K KaKOMy-I'IVI6O n3
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The medical devices names can be mentioned in the text in abbreviated 1
form for information perception convenience.

MD classification
The class, depending on the degree of potential risk of medical use in
according to the nomenclature classifier of medical devices: Ilb.

INTENDED USE AND PRINCIPLE OF OPERATION
TRUESPAN Meniscal Repair System with PEEK Implants is intended
for use in meniscal repairs and meniscal allograft transplant
procedures.

INDICATIONS AND CONTRAINDICATIONS FOR MD USE
AND POSSIBLE ADVERSE EFFECTS

Indications

The TRUESPAN Meniscal Repair System PEEK is indicated for use in
the following procedure:

Knee: Meniscal Repair.

Contraindications

. Do not use for surgery other than those indicated.

. Pathological conditions in the tissue which would impair secure
fixation by suture.

. Physical conditions that would eliminate or tend to eliminate
adequate implant support or retard healing (e.g., blood supply
limitation, previous infection).

. Conditions which tend to limit the patient’s ability to restrict
activities or follow directions during the healing period.

. Meniscal tears not suitable for repair because of the degree of
damage to the meniscus body.

. Known hypersensitivity to any of the implant materials.

Adverse effects and potential risks
The following list of adverse effects may be associated with the use of



AAHHOTO n3pennga:
* [Mo604HbIE 3d)Cb6KTbI MaTepuraioB N3[enna BKNHOYaroT NIErKne BOCNa/INTENbHbIE

peakUmn 1 peakumm Ha MHOPOAHOe Teno.

* VIH(beKums y naumeHTa.

* MoBpeXaeHne MATKUX TKaHei.

e BOMb, AUCKOM(OPT M / WAM HEHOPMaNbHble OLLYLEHNS
MMMNaHTaTa.

MHOPOPMALUNMNA O NOTEHUWMANBbHbBIX TMOTPEBUTEAAX MW W
YKA3AHWA MO NCIMONMTb3OBAHWIO

Y KazaHus No UCMNob30BaHNIO

1. OTKpoOiiTe ynakoBKy CHUCTEMbl acenTWYeckUM MeToaoM. W3BnekuTte uagenwve
13 YNaKOBKM.

2. C nomolyblo KannbpoBOYHOTO 30HAA M3MepbTe LIMPWUHY TKaHW MeHWCKa,

n3-3a Hannyuna

noanexalleii BOCCTAHOBMEHMID. YCTaHOBWTE PerynvMpyemMblii  OrpaHWynTENb
rNy6uHbl, 4YTO6bI MWUHUMU3NPOBATb [NYOWHY MNPOHWKHOBEHWA B  TKaHU
HeobxoAMMbIM  o6pa3om. 10 yMONYaHUKO  OrpaHuYUTeNb  FNYy6UHbI

yCTaHaB/IMBAETCA HA OTMETKY ry6uHbl 18 mm.

3. Bo Bpemsi BBeAEHUS WUrMbl UCMOMb3YyiiTe TMOKUIA PeTPakTOp TpaHcnnaHTaTa
WKW KaHIK-HanpaBuTelb CO CNOTOM ANs MpeAoTBpalieHUs 3auenneHuns Uribl
WNN NOBPEXAEHUS MATKUX TKaHel (Hanpumep, XXUpOBOro Tena W/uam cycTaBHON
noeBepxHocTtn). Tlocfe MNPOHWKHOBEHMA B CYCTaBHYH LWeNb  U3BJIEKUTE
WHCTPYMEHT.

4. BBegute urny B TKaHb Ha He0OXO4MMYKD TNYyOGWHY, NpU HEOH6XO0AMMOCTM
MCNONb3ys NnasepHyto MeTKy (10 MM) Ha wurne B KayecTBe [OMONHUTENbHOIO
NHANKaTopa rnyouHbl.

5. Ha Heo6xoauMoi rny6uHe HaXMUTE Ha KpacHbl Tpurrep CNycKOBOTO
mMexaHu3ma (Npyv 3TOM NOAAepXMBas HEM3MEeHHOW rnybuHy) ANna pasmelleHus
nepBoro MmnnaHTata. MimnnaHtar G6yfeT NOMIHOCTbIO YCTaHOBJIEH MOCNe TOro,
KaK Bbl YC/bILUMTE XapaKTepHbI/ LenyYoK. [MOAHOCTbIO OTMYCTUTE TpuUrrep
CNYCKOBOr0 MexaHn3ma nocsie pasmeLLeHns uMniaHTara.

6. MOCTOAHHO KOHTPONUPYS MONOXEHUE KOHLA WI/bl, OCTOPOXHO W3BNEKUTE
Urny u3 TKaHw, 4Tobbl NpeAoTBPaTUTL HEnpegHaMepeHHOe CMeLLeHne BTOpPOro
MMnNiaHTaTa.

7. Onpefenute MecTO pa3MelleHWs BTOPOro MMMNaHTaTa, KOTOPbIA [O/KEH
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this device:

. Adverse effects of device materials include mild inflammatory
and foreign body reactions.

. Patient Infection.

. Soft Tissue Damage.

. Pain, discomfort and/or abnormal sensations due to the

presence of the implant.

INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE

Directions for use

1. Open the System’s package using aseptic technique. Remove the
device from the package.

2. Using a calibrated probe, measure the width ofthe meniscal tissue to
be repaired. Set the adjustable depth stop to minimize tissue
penetration depth, as desired. Depth stop is preset at 18 mm.

3. During needle insertion use a malleable graft retractor or slotted
cannula to prevent the needle from catching on or damaging soft tissue
(e.g. fat pad and/or articular surface). Once inside the joint space,
remove the instrument.

4. Penetrate the tissue to desired depth, referencing the laser line at 10
mm on the needle as a secondary depth indicator as needed.

5. At desired depth, fully squeeze the red deployment trigger while
maintaining depth positioning to deliver the first implant. The implant
is fully deployed when you hear an audible “click”. Fully release the
trigger after deployment.

6. While maintaining visibility of the tip of the needle in the scope,
carefully withdraw the needle from the tissue to prevent unintended
displacement of the second implant.

7. Locate the intended position of the second implant, which should be
approximately 6 mm to 9 mm from the first implant. Penetrate the
tissue to desired depth, again referencing the laser line at 10 mm on the
needle as a secondary depth indicator as needed. Avoid damaging
suture with needle.



HaXoaunTbCA Ha NPUMEPHOM pPaCCTOAHUN 6 -9 MM OT MnepBOro mmMnnaHTara.
BBeguTe urny B TKaHb Ha HEOO6XOAUMYO rNyOUHY, CHOBa Npy HEOBXOLMMOCTU
ncnonb3ys nasepHyto Metky (10 mM) Ha WUre B KayecTBe AOMOHUTENbHOIO
NHANKaTopa rnyouHsbl. Mpoasnsaliite 0OCTOPOXHOCTb, YTOObI HE MOBPEAUTb HUTK
UTNOMN.

8. Ha HeobxoaMmoi rnyb6uHe HaXXMWUTE Ha KpacHbI TpuUrrep CnyckoBoro
MexaHu3ma (npu 3ToM NOALepPXMBas HEU3IMEHHOW TNyOWHY) ANA pasmeLleHuns
BTOPOro mmnnaHtara. VimnnaHtat OyAeT MOMHOCTbIO YCTaHOB/EH MOCNe TOro,
KaK Bbl YC/bILNTE XapaKTEPHbINA LeNYOK.

9. OTnycTuTe TpPUIrep CMYCKOBOrO MeXaHu3ma U W3B/EKUTE YCTPOMCTBO U3
cycTaBHOM wWenn. CBOGOAHbLIA KOHeL, HUTWU BbIALET M3 TU/b3bl OrpaHUynTENs
rny6mHbl, KOrga annankaTop 6yaeT n3BneyeH n3 CycTaBHON LLENn.

10. MNoTaHMTe 3a CBOOGOAHbLIA KOHEL, HATWU, Npunaras HenpepbiBHOE W MAaBHOE
ycunue, Ao Tex nop, noka o06a KoHUA CBA3YOLWEA HUTU He OYyAyT nexarb POBHO
M NNOTHO OTHOCUTE/NIbHO MOBEPXHOCTU TKaHW. [pu HaTXKeHUW WMMnaHTaTa
MOXET BO3HWKATb COMNPOTMB/IEHWE — 3TO HABMAETCA HOPMasibHbIM SBAEHUEM.
30HA WMAN aHaNOrUYHbIA MHCTPYMEHT MOXEeT WCMO0/b30BaThCA ANS NMOMOLLU B
3aTArMBaHUM UMNIaHTara.

11. Wcnonb3yiiTe AOMNOAHUTENbHbIE WU3feNUa Ansa cTabuansaumm MeHUcka B
COOTBETCTBUU C peLIeHUeM xupypra-optonega. locne Toro, Kak uMmnaaHTaT
OypeT pasmelyeH, Heo6XoAMMO 0Tpe3aTb CBOOOAHbLIA KOHEL, HUTU C MOMOLLbLO
apTPOCKONUYeCKOro Tonkarens/pesaka.
MoTeHYyManbHble NoTpebuTenn MU
W3genve npefHasHayeHO [ANA WCMOAb30BAHWUA B XUPYPTrUYECKUX YCNOBUAX
KBa/IMPULMPOBAHHBLIMX  cneuuanuctaMm B 06nactM  34paBOOXPaHEHUS,
Hanpumep, Xupypramu, Bpavyamu, MepcoHaNOM OMNepauuMoHHON W nuuamu,
yyacTBylOLWMMU B MNOAFOTOBKE wu3genusa. Becb nepcoHan, paboTtawowmii ¢
n3genmem, JosXeH 6bITb NOMHOCTbIO 3HAKOM C MHCTPYKLUMAMU MO NPUMEHEHWUIO
N, ecnv NPUMEHNUMO, C XUPYPrUYECKUMM NpoLesypamu.

LleneBas rpynna nayuMeHTOB

N3genvne npegHasHauyeHO [f18 WUCMOMb30BaHWA B XMPYPrUYeCKMX YCNOBUAX
06yYeHHbIM MepcoHanom. [1ns WCNONb30BaHWA Y MauMeHTOB CO  3pefbiM
CKeNeToM,  KOTOPbIM  MPOBOAATCA  XUPYPrMyecKMe  BMeLIaTeNbCTBa MO
MoKasaHuaM.
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8. At desired depth, squeeze the red deployment trigger while
maintaining depth positioning to deliver the second implant. The
implant is fully deployed when you hear an audible “click”.

9. Release the deployment trigger and remove the device from the joint
space. The free suture tail will release from the depth stop sheath when
the applier is removed from the joint space.

10. Pull the free suture tail with continuous force and a smooth motion
until both suture bridge legs lay flat and tight against the tissue surface.
It is normal to encounter resistance while tightening the repair. A probe
or similar instrument may be used to assist with tightening of the
repair.

11. Use additional implant devices to stabilize the meniscus as
determined by the orthopedic surgeon. Once implants are placed, use
an arthroscopic pusher/cutter to cut the free end of the suture.

Potential users of MD

This device is intended to be used in a surgical setting by qualified
health care professionals e.g. surgeons, physicians, operating room
staff, and individuals involved in preparation of the device. All
personnel handling the device should be fully aware of the IFU and, if
applicable, the surgical procedures.

Patient target group

Intended for use in a surgical setting by trained personnel. For use in
skeletally mature patients undergoing surgical procedures as per
indications.



O)KI/I,EI.aE‘MaH KNNHN4YeckKasda nonb3a

OXxnpgaemasa KAnHM4Yeckas nosb3a - BOCCTaHOB/IEHUE ﬂOpa)KeHHOVI aHaToMuu, a

TakKxe ee yHKLU WA,
Ycnosua npumeHeHunsa/Hxcnnyataymun M

O651acTb NPUMEHEHUS MEJULMHCKOTO N3AENNs: apTPOCKOMMYecKas XUpyprus.
MeLNLMHCKOe UM3Aenne PEeKOMeHAYEeTCS WUCMOo/b30BaTb B 3KCMIyaTaLUOHHbIX

YCNOBUAX, YKa3aHHbIX B Ta6f|I/ILl|e HWXe.

Tabnuua 1. YcnoBus okpyxatolleid cpefbl U aKCNnyaTaLuu.
Y cnoBus oKpyxatouieli cpegbl

BnaxHocTb HeT cneuuanbHbIX yCNoBuUiA
Temnepartypa 21-24 °C

JasneHune HeT cneunanbHbIX YCnoBuiA
YcnoBusa skcnnyatayus

BraxHOCTb 100 %

TemnepaTtypa 32-42

JasneHne HeT cneuuanbHbIX YCIoBUiA

OMNCAHWE OCHOBHbIX ®YHKLUWNOHA/IbHbBIX 3JIEMEHTOB MU

O6uiee onucaHne PYyHKUMOHaNbHbIX 31eMeHTOB MU

Cuctema TAMEBPABDBI cocTOMT M3 CTepu/ibHOro OAHOPA30BOro annaukaropa ¢
npefycTaHOBNEHHOW KOHCTPYKUMeR ¢ ukcatopamnm u WUroin. Annavkarop
Mo3BO/INET BBECTWM KOHCTPYKUMIO C (pukcaTtopamu B MeHUCK. KOHCTpyKuus c

(pukcaTopamy BKAOYaeT B cebGS HUTM W [Ba NUTbIX (MKcaTopa.

Hutn n

(mKcaTopbl MCMONb3YHTCA AN COEAVHEHWUS WM QUKCALUU MATKUX TKaHel

MEHMUCKa.
MprumeyaHne:

MPVBEAEHHbIE HUXE W306PAKEHUS HOCAT WUHHOPMALMOHHBI

XapakTep W MNpu3BaHbl MPOAEMOHCTPUPOBATL O6WMUIA BUA U KOHCTPYKLMIO

MEeAVNLMUHCKOTO M3aenvs 6e3 macluTabupoBaHus.
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Expected clinicaTbenefit

Expected clinical benefit of repairing the affected anatomy as well as
its function.

Use/operation conditions of MD

Scope of application of the medical device: arthroscopic surgery.

The medical device is recommended for use under operation conditions
indicated in the table below.

Table 1. Environmental and operation conditions.
Environmental conditions

Humidity No special conditions
Temperature from 21 °C to24°C
Pressure No special conditions
Operation conditions

Humidity 10096

Temperature From 32 °Cto 42 ®C
Pressure No special conditions

DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
General description of functional elements of MD

The TRUESPAN'M System consists of a sterile disposable applier
preloaded with a backstop assembly and needle. The applier introduces
the backstop assembly into the meniscus. The backstop assembly is
composed of sutures and two molded implants. The sutures and
implants re-approximate or fixate soft tissue of the meniscus.

Note: The following images are for informational purposes only and
intended to demonstrate the General appearance and design of the MD,
and are not to scale.



Peryniu>yemuii orpaHnunTenb <:4I'|\Hﬂ
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CTonopHu Tpybka

o OTponax Triser
CnycKoBoM «plo4ok "

. Fig. Applier
Puc. Annankatop ¢ urnou
Prp'tied knol .
AT braid
rhre«-hol« Two*bolc
backstop backstop
(PEEK) (PEEK)
DKkc4lrOp PEEK 2
®ukcatop PEEK 3 cnvepcni«
0TBEPCTH!
«2-0\Vidfft
Ortbocord sutua*
<BwKi of 1;HNI\TE and PDS)
HLObomrS'20 Fig. | |
Puc. UMnnaHTupyemble KOMMNOHEHTbI 'g. Implant components
BO3MOXHOCTb U METOAbl UHTErpayunm ¢ ApyruMm MeguLuHCKUMM The possibility and ways of integrating with other medical devices
n3gennammn A malleable graft retractor, or slotted cannula, and an arthroscopic

MOKMIN peTpakTop TpaHCniaaHTaTa WM KaHKfd-HanpaBuTeNnb CO cnotoM u  pusher/cutter are used in conjunction with the system. These are
apTPOCKOMUYECKNIA TonKaTenb/pe3ak WCNONb3YKTCA BMecTe € cucTemol. OTu  general instruments, and are sold separately.
WHCTPYMEHTbI ABAAIOTCH WMHCTPyMeHTaMu OO6Lero HasHayeHus W npogatoTcs

OTLENLHO.
OCHOBHble TexXHUYeCcKMe xapakTepuctukn MW / Main technical characteristics of MD

Annnukatop c urnoin/ Applier with needle
Tabnuua 2. OCHOBHble TEXHUYECKME XapaKTepuUcTuKy annaukaropa ¢ urnoi / Table 2. Main technical characteristics of applier with needle
OnnHa annankaTtopa ¢ gonyckamu (MM) v (goimbl) LLinpnHa annankaropa ¢ gjonyckamum (Mm) u BbicoTa annnmkaTtopa c gonyckamu (Mm) v
(arolimbl) (aronmbl)
Length of applier with tolerances (mm) and (inches) | Width of applier with tolerances (mm) and | Height of applier with tolerances (mm) and
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(inches) (inches)
278,867 £10% (10,979" £10%) Ans annanMkTopa ¢ 20,529 +10% 106,503 £10%
urnoit 0°/for applier with 0° needle (0,8082" +£10%) (4,193" £10%)
278,664 £10% (10,971" £10%) gns annankKTopa ¢
urnoii 12°/for applier with 12®needle
277,826 £10% (10,938" £10%) onsd annianMkKTopa ¢
urnon 24°/for applier with 24® needle

Nrnal/ Needle

Ta6nunua 3. OCHOBHble TEXHUYECKME XapakTepucTuku urnbl / Table 3. Vvlain technical characteristics of Needle

OnvHa nrnel ¢ gonyckamu OdvameTp urnbl ¢ gonyckamm (Mm) LLInpnHa nasa urnbl ¢ Yron KoH4Yuka urnbl (rpagycel)
(MMm) 1 (atorimbl) n (grolimbl) ponyckamun (Mm) n (4roimbl)
Length of the needle with Diameter of the needle with Needle groove width with Angle of needle’s tip (degree)
tolerances (mm) and (inches)  tolerances (mm) and (inches) tolerances (mm) and (inches)
54,255 0,25 1,728 £0,05 0,915 0,031 0° £ 20®
(2,136 +£0,010") (0,068 £ 0,002") (0,0360 £0,0012") 12,0° +£3,0®

24,00+2®/-3®

®ukcatop PEEK 2 otBepctua / PEEK implant 2 holes

Tabnuua 4. OCHOBHble TeXHMYeCcKMe xapakTepucTukn ukcatopa PEEK 2 oTeepcTus / Table 4. Main technical characteristics of PEEK implant 2 holes

AnvHa umnnaHTaTa ¢ gonyckamu (mm)  LLlnpuHa mmnnaHTaTa ¢ 4onyckamu BbicoTa MmniaHTata ¢ 4onyckamm
n (grovimol) (Mm) 1 (atoiimbl) (Mm) u (groimMbl)

Length of implant with tolerances Width of implant with tolerances (mm) Height of implant with tolerances
(mm) and (inches) and (inches) (mm) and (inches)

4,572 +0,13 1,321 +0,03 j 1,69+0,13

(0,180 +0,005") (0,052 + 0,001") (0,0665 + 0,005")

®unkcatop PEEK 3 otBepcTua/ PEEK implant 3 holes

Tabnuua 5. OCHOBHbIe TeXHUYeCKMe XapakTepuctukn ukcatopa PEEK 3 oteepctus / Table 5. Main technical characteristics of PEEK implant 3 holes

AnvHa umnnaHTaTta c WunpnHa nmnnaHTata ¢ TexHoNornyeckui Paguyc yrny6nexHus c |

gonyckamu (Mm) u (4toiMbl) — gonyckamm (MM) u (arolimbl)  napametp H ¢ gonyckamu ponyckamm (Mm) u (arolimbl) \
(MMm) n (arolimbl) 1

Length of implant with Width of implant with , Technological parameter H Recess radius with

tolerances (mm) and tolerances (mm) and 1with tolerances (mm) and tolerances (mm) and
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(inches)
6,096 £0,13

(0,240 +0,005")

(inches) (inches)
1,22 £0,03 1,778 £0,'IT~"“
(0,048 +£0,001™) (0,070 +£0,005™)

HuTb Orthocord® 2-0/ Orthocord® Suture 2-0

(inches
0,483 +0,13
(0,019 +0,005")

Tabnuua 6. OCHOBHbIEe TeEXHMYECKMNE XapaeTepuctukn HUTKH Orthocord® 2-0 / Table 6. Main technical characteristics of Orthocord® Suture 2-0
HomuHaneHaa gnmHa (cm) Nominal length (cm)

Hute CBMIM3/ UHMWPE Braid

61 £2,54

Tabnuua 7. OCHOBHbIEe TEXHMYECKNE XapakTepucTukn Hntn CBMI3/ Table 7. Main technical characteristics of UHMWPE Braid
O6uwas gnvHa c gonyckamu, (Mm)  CpefHAs WUPKUHA NAOCKOWR YacTu ¢

n (aroimbl)

gonyckamu, (Mm) 1 (groimbl)

Total length with tolerances, (mm)  Average width of the flat part with

and (inches)
95,25+17,094
(3,75%0,673")

tolerances, (mm) and (inches)
0,935- 1,070 £0,13
(0,0368-0,0421 +0,005")

OMUCAHWE C<OCTABHbIX UACTEW MU

Yactb MU
O6uias
KOHCTPYKLUSA

dunKcatopsbl
PEEK

Hutn

OnwucaHue

MmnnaHTatbl ¥ annankatop npeasapuTesibHO cobpaHbl. Bes
cucTema rnocTaBisfeTCca CTEPUNbHOM U TONbKO AN
OZlHOPAa30BOro UCMOb30BaHMS.

OAuH dukcaTop ¢ 2 OTBEPCTMAMU U OAUH pukcaTop ¢ 3
0TBEPCTUAMMN

CpaenaHbl 13 MonnagupapupkeToHa

dunonetoas HUTL Orthocord® 2-0 (HUTb U3 OKpPALLUEHHOTO B
(hmonetoBblin uBeT PDS (NONMANOKCAHOH) U
HeokpalweHHoro CBMI3)

Hutb n3 CBMIM3 (10T )xe CBMI3, 4TO U B HUTK
Orthocord®)

Ha HMTK pacnonoXeH npeLBapUTeIbHO 3aBA3aHHbIN y3en

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

CpefHuii gnameTp Kpyrnoi 4actu ¢
gonyckamu, (Mm)

Average diameter of the round part
with tolerances, (mm)
0,353-0,422+0,127

DESCRIPTION OF MD PARTS
1Part of MD Description
Overall design Implants and applier are pre-assembled.
The whole system is provided sterile and
for single-use only.
Backstop implants One 2-hole backstop and one 3-hole
backstop
Made from PEEK
Implant Sutures #2-0 violet Orthocord suture (braid of
Violet dyed PDS and un-dyed
UHMWPE)
UHMWRPE braid (the same UHMWPE as
the Orthocord suture’s)
Pre-tied knot is constructed on the suture



Nrnbl ¢ MmnnaHTaTbl NpefBapuTeNbHO 3arpy>KeHbl B UMY U3
BapvaHTamu Hep)KaBeloLwen cTanu (4acTb annamkaTopa)

n3rnba Mpawas, 12 v 24 rpagyca

Annnvkarop ELMHBIA CNYCKOBOW KPHOYOK

Perynupyemsbiii orpaHnunTens rnyouHbl (o1 10 go 20 mm)
MEPEUYEHb MW QUUCAHUNE MATEPUNAJIOB MU
\ HamumeHoBaHue Matepuan MU
PDS (nonnanokKcaHoH)
CBMM3 (cBepXMONEKYNAPHbIA NONNTITUEH)

HuTtb Orthocord®
HuTb NOKpbITa CONOIMMEPOM KanposiakToHa U

1 rpukonuga
Hute CBMI3 CBMI3 (cBEpXMONEKYNSAPHbLIA NONUTITUNEH)
Urna HepxxaBetow,as cranb

CUNNKOHOBOE NOKpPbITNE

Ii);é&ampu MonnagupadupketoH (PEEK)
MeanUMHCKNA nonnkapboHat
CTeK/I0Hano/IHEHHbIW nonnkapboHaT

Annnukartop c BuomeanUUHCKNIA CUNUKOH

nrnou MonnathmnpaPupKeToH

HepxxaBetoLas cTab |
®OTOPMPOBAHHbI 3TUNEHNPONUEH
YKasaHue Ha TOo, YTO U3[eNine COAEPXUT MOTEHLMANbHO OMAacHOE BELeCTBO MW
mMaTepuan >XWBOTHOTO TMPOUCXOXAEHWUS, CM. Ha OPUTMHANbHON 3TUKETKe
npoayKTa.

W OAWH UMM HEeCcKONbKO KOMMOHEHTOB W3[eNns COLepxaT cregyroLiune
BellecTBa, onpegensemble no CMR 1B B KOHUeHTpayuu 6onee 0,1% no Becy:
KobanbT; Ne CAS 7440-48-4; EC. 231-158-0.

Tekylne Hay4Hble [aHHble TMOATBEPXAAOT, YTO MeAULUHCKUE Un3[enus,
M3roTOBNEHHbIE W3 CMNJaBOB KobGanbTa WM CMNaBOB HEPXKaBelLlen cranu,
cofepxalwmx KobanbT, He BbI3blBAIOT TMOBLILIEHHOrO pPUCKA paka WUu
He61aronpUATHbLIX PENPOAYKTUBHbLIX 3 (EKTOB.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Needle curve vanations  Implants are pre- loaded onto a stainless

1 steel needle (a part of Applier).
1 Straight, 12 and 24 degrees
I Applier Single trigger
t Adjustable depth stop (10 to 20mm)
LIST AND DESCRIPTICSNOF MD MATERIALS
Name Material of MD
PDS
Orthocord® UHMWPE
Suture The suture is coated with a copolymer of
caprolactone and grycolide
UHMWPE UHMWPE
Braid
Stainless steel '
lNeedIe Silicone Coating

PEEK Implants PEEK !
Medical grade Polycarbonate
Applier with Glass filled polycarbonate
needle Silicone Dow
Stainless steel
PEEK
Fluorinated Ethylene Propylene (FEP)
For indication that the device contains a restricted substance or
material of animal origin see product label.

W One or more components of this device contains the following
substance(s) defined as CMR IB in a concentration above 0.1% weight
by weight:

Cobalt; CAS No. 7440-48-4; EC No. 231-158-0.

Current scientific evidence supports that medical devices manufactured
from cobalt alloys or stainless steel alloys containing cobalt do not
cause an increased risk of cancer or adverse reproductive effects.
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IREF|
LOT

QTY

11

PEEK
0° 12° 24°

JSTERILEEC

A

O6paTUTECh K MHCTPYKL MW N0 NPUMEHEHUIO

Homep no kaTanory

Kog naptun

Konunyectso

KonnuyecTBo eAnHUL, B YNaKOBKE

[ata nsrotosneHus

Mcnonb3oBaTh 40 ...

MaTtepuan: MonnanpamupKeToH
YTon KOHYMKA UTibl

CTepunusaums OKCUAOM 3TUNeHa

3anpeT Ha NOBTOPHOE NMPUMEHEHNE

OcTopoxHO! Ob6patnTech K UHCTPYKLMM NO MPUMEHEHUIO
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INTERPRETA
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PEEK

0° 12

o

24°

STERILI:EO

A
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OF SYMBOLS USED ON THE LABEL

Consult instructions for use

Catalogue number

Batch code

Quantity

Packaging Unit

Date of manufacture

Use by date ...

Material: PEEK
Angle of the tip of the needle

Sterilized using ethylene oxide

Do not reuse

Caution



M ade in

GeOnly

mJ

CE

00B6
rvf

MR

ubi

CPOKropgHocTtu, CPOK CNYXbbI
CPOK rogHocTun mnsgenus - 3 (Tpu) roga.

CpenaHo B Made in
depnepanbHblil 3akoH (CLUA) orpaHnymnBaeT NpoAaxy 3Toro A

N34enva Bpady uam no ero 3akasy. I"On |y
M3roTtoBuTenb

He cTepnnn3oBatb NOBTOPHO

He ncnonb3oBaTb Npy MOBPEXAEHUN YNAKOBKM

Mapkunposka CE

0086
BepxHsis rpaHuLa TeMnepaTypHOro AuanasoHa M*C TrP

be3sonacHo B MP-cpege

MeguumnHcKoe nsgenune

YHUKanbHbI MAEHTU(HUKATOP MEAULIMHCKOTO U3aeNns DI
BapbepHas cuctema

Cofep>XXUT NOTeHLUMaNbHO OnacHble BeLecTBa

Made in

Caution: Federal law restricts this device to
sale by or on the order ofa physician’

Manufacturer

Do not resterilize

Do not use if package is opened or damaged

European Conformity

Temperature limit

MR safe

Medical device

Unique Device Identification
Barrier system

Contains hazardous substances

SHELF LIFE, DEVICE LIFETIME
The Truespan System has three (3) year shelf life.

Cpok cny6bbl mmnnaHTatoB Cuctembl BoccTaHoBNeHMA meHncka TKUEBPAK ¢ The device lifetime of the TRUESPAN Meniscal Repair System PEEK

12
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"thukcatopamn PEEK npeBbilwaeT TepaneBTUYECKUU (32XKMBAAIOLWNIA) Nepuos,
COCTaBNAKWINIA 6 Hedenb, M UMMNAAHTAHT OObIYHO OCTaeTcs B TeuyeHue BCei
XU3HW naumneHTa.

Hutb Orthocord® coctouT u©3 paccacbiBaloleroca nNOANAMOKCAHOHA U
HepaccacblBaloLLerocs nonnaTuneHa. KoMnoHeHT noNnMANOKCcaHoHa
NMpakTMYecKn paccacbiBaetca Mmexay 238 m 294 gHAMU nocne uMMnaaHTauuu.
HepaccacbiBaloWMica NOAMITUIEH O6bIYHO OCTAeTCA B TEYEHWE BCER XKU3HU
nayueHTa.

Monnatuned (CBMI13) He paccacbiBaeTcs, npeanofsaraetcs, 4To OH 6yger
0CTaBaTbCA B OpraHM3mMe B TeYeHWe HeomnpefesieHHOro nepuofa BPEMeHU U, Kak
NpaBno, B TE4EHMNE BCEW XM3HU NaumeHTa.
®OPMA NMOCTABKWN

dukcatopbl W annauMkKaTtop npeABapuTenbHO cobpaHbl X MOCTaBNAKTCA
CTEPU/IbHLIMM, TOTOBLIMW K WUCMONb30BaHWIO. Bce nsgenue npegHasHavyeHo Ang
OHOPAa30BOro MCNo/b30BaHWA. Y NakoBKa roToBOM MPOAYKLUW COAEPXUT OfHO
nsgenve. NMpuHagNeXHOCTU He MOCTABMAKTCA COBMECTHO C U3JE/NEM.
MEPEYEHb MATEPMANOB XUBOTHOIO N (NN1A)
UENOBEYECKOIO MPONCXOXOEHWHA

HenpumeHumMo. V3genve He COLEPXKUT MaTepPUanoB XXUBOTHOTO U/ nnn
Ye/I0BEYECKOTO NMPONCXOXKAEHMUA.
CTAHOAPTbI, KOTOPbIM COOTBETCTBYKOT N3AE/TNA

M3genua  BbigepXxanu  WUCMbITaHUA N0 BepuuKaumy 1 Baaujauum wu
CraHpapTt OnwucaHue
Oo6ume
MEDDEV2.7/1 KnnHunyeckas OLleHKa: PYKOBOACTBO ans
nNpon3BOAMTENEN N HOTU(ULMPOBAHHLIX OPraHoB
KayecTBO
EN ISO 13485 M3penua  meguumHckuMe.  CuCTeMbl  MEHeKMeHTa
KayecTBa. TpeboBaHWA ANA Lenein perynupoBaHms
EN ISO 14971 M3penna wmeanuuHckue. T1pUMEHeHWe MeHeI>KMeHTa
pycka K MeAUUMHCKUM U3LeNnam
MapknpoBka

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

implants exceeds the therapeutic (healing) period of 6 weeks and the
implant typically remains for the patient’s lifetime.

ORTHOCORD suture implant is comprised of absorbable
Polydioxanone and non-absorbable polyethylene. Polydioxanone
component is essentially absorbed between 238 and 294 days post-
implantation. The non-absorbable polyethylene typically remains for
the patient’s lifetime.

The [UHMWPE] polyethylene is non-absorbable, expected to remain
in the body for an indefinite period of time and typically for the
patient’s lifetime.

HOW SUPPLIED

The implants and applier are pre-assembled and provided sterile, ready
to use. The whole assembly is for a single-use. A finished goods
packaging contains one device assembly. There are no accessories
packaged together with the device.
LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN
ORIGIN

Not applicable. This device does not contain materials of animal and /
or human origin.
STANDARDS TO WHICH THE PRODUCTS MEET

The devices have passed verification and validation tests and meet the

Standard Description
General
Clinical Evaluation: A Guide for Manufacturers

and Notified Bodies

MEDDEV2.7/1

Quality
EN ISO 13485 Quality Management Standard for Medical
Devices
EN ISO 14971 Medical devices -  Application of risk
management to medical devices
Labeling
13



EN ISO 15223-1

EN 1041

EN 1SO 14630

EN 62366

EN I1SO 11607-1

EN ISO 11607-2

ISTA Test 3A

N3penna meguunHckne. CUMBOSBbI, MPUMeEHAEMbIe MNpK
MapKUpoBaHUN Ha MEAULMHCKUX U3[eNNaX, 3TUKeTKax U
B COMPOBOAMTENbHOMW  JOKyMeHTauuu. Yactb 1
OCHOBHble TpeboBaHuA
N3pgenna megmunHckme. NHdopmaums, npegocrasnsemas
N3roToBuTENEM

KoHCcTpynpoBaHue
MmnnaHTaTbl  XUpypruyeckne HeakTMBHble. O6LWme
TpeboBaHuA

N3pgenns meguumHckme. MNpoekTMpoBaHWE MeAULMHCKNX
n3aennin ¢ y4eToM aKcnayaTauMOHHOW NPUrogHOCTM
YnakoBka

YnakoBka ANA MeAUUMHCKUX W3genuid, nognexatmx
OUHUWHON cTepunm3aymmn. Yactb 1. TpeboBaHus K
mMaTepmanam, 6apbepHbIM CUCTEMaM ANa CTEPUAN3aLUN ©
YyNaKoBOYHbIM CMCTEMAM
YnakoBka ANnA MeLULUHCKUX U3LeNnin, Noanexayux
(OUHULWHON cTepunm3auumn. Yactb 2. TpeboBaHUs K
BanMAauMm npowLeccoB GOPMMPOBaHUSA, FepmMeTU3aLmm u
cOopkm

TpaHCnopTHbIE UCMbITAHWUSA TOTOBOM NMPOLYKL MM

(nnn  «18TA: Mpoueaypa 3A  MexayHapoaHoW
accouvaumyu no 6esonacHbIM MNepexofHbIM MpoLeccam:
YnakoBaHHble MPOAYKTbl A8 OTMPaBNeHUA B CUCTeMe
[OCTaBkM nocbinok Becom 70 kr (150 dyHTOB) MM
MeHee»)

BVWOCOBMECTUMOCTb, CTepUNN3aLNA, OUUCTKA

EN ISO 10993-1

EN 1SO 10993-7

N3genna  mepmuymHckme.  OueHka  GMOMOTMYEcKoro
NeNCTBUS MeaunUMHCKMX n3genmii. Yacte 1 OueHka w
nccnefoBaHua

N3genna  meguumHckme.  OueHka  BMOM0rMYyeckoro
AENCTBUS MeAMUMHCKMX n3genuin. Yactb 7. OcTaToyHoe
cofilepXXaHue aTUIeHOKCKa Nnocse cTepuansaunm

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

ENISO 15223-1

EN 1041

ENISO 14630

EN 62366

EN ISO 11607-1

ENISO 11607-2

ISTA Test 3A

Medical devices —Symbols to be used with
medical

device labels, labelling and information to be
supplied * Part 1. General requirements.
Information supplied by the manufacturer with
medical devices

Engineering
Non-active  Surgical Implants -  General
Requirements
Medical devices. Application of usability

engineering to medical devices

Packaging
Packaging for terminally sterilized medical
devices - Part 1. Requirements for materials,
sterile barrier systems and packaging systems
Packaging for terminally sterilized medical
devices -
Part 2: Validation requirements for forming,
sealing and assembly processes
Transportation Testing for finished goods
(or “ISTA: International Safe Transient
Association Procedure 3A: Packaged-Products
for Parcel Delivery System Shipments 70kg (150
Ib) or Less” either one is fine.)

Biocompatibilitv, sterilization, cleaning

EN ISO 10993-1

EN ISO 10993-7

EN ISO 11135-1
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Biological evaluation of medical devices - Part L
Evaluation and testing within a risk management
process

Biological evaluation of medical devices - Part 7:
Ethylene oxide sterilization residuals
Sterilization of health care products - Ethylene
oxide - Part 1. Requirements for development,
validation and routine control of a sterilization



EN ISO 11135-1 Crepununsaumsa MeUUUHCKNX un3genuii. OKcup aTuneHa.

Yactb 1. TpeboBaHua K paspaboTke, Banugauum wn
TeKkyLemy KOHTPOIO npouecca cTepunmsayuu
MeANLMHCKNX N34enmnii

EN ISO 11737-1 Ctepununsayunsa MeAULNHCKNX n3gennia.
Mukpobuonormyeckme metogbl. Yacte 1 OueHka
nonynaumM MUKpPoOOpraHM3mMoB Ha NPOAYKLUUK

EN ISO 11737-2 Crepnnusauns MeOULWHCKUX n3genuni.

Mwukpobuonornyeckne Metobl. Yactb 2. MicnbiTaHMsA Ha
CTEPUNLHOCTb, MPOBOAUMBIE MPU Banujaunn MnpoLeccos

cTepuansauum

TPEBOBAHWNA BE3OMACHOCTN N QPDPEKTUBHOCTUN MU
MpepynpexaeHns

. Coaepxumoe CTEPUNIbHO, ecnn cTepunbHas 6apbepHas ynakoBKa He

noBpeXxfaeHa UM He OTKpbiTa. He wncnonb3ylite, ecnm ecTb MOLO3PEHUSA, YTO
yMNaKoBKa M34ennsa NoBpexaeHa.

. Monb3oBaTenn LOMKHbI 6bITb XOPOLWO 3HAKOMbI C OPTONEAUYECKUMU U
apTPOCKOMMYECKUMW  Mpouesypamm U TEXHUKAMW  PEKOHCTPYKUMU  TKaHU
MeHucKa nepeg nucnonb3osaHnem cuctembl TRUESPAN.

. Monb3oBaTenn [O/MKHbI MPOABAATL OCTOPOXHOCTb Npu obpalieHun ¢
ofHopa3oBbiM annankatopom TRUESPAN, 4ToObl M36exaTb Cy4YainHoro ykona
Nrnon.

. HenpaeBunbHoe MO3ULUMOHMPOBAHWE U3LeNNA MOXET MNPUBECTU K TpaBme
nalueHTa.

. Mpyv npoBefeHUW XUPYPruyeckMx onepauyumim C  MUCMOMb30BaHUEM
WHCTPYMEHTOB W WMMAAHTATOB MPOU3BOAWUTENA HeobXxoamMo cobngatb
06LLENPUHATBLIE MePbI MPELOCTOPOXHOCTA U NyYLLNe NPaKTUKU.

. 3anpewaetcd  nogsepraTb  MOBTOPHOW  cTepunu3auun.  Cuctema
TRUESPAN nocTaBfisetcs B CTepulbHOM BUAe W MpefHa3HayeHa TO/IbKO AN
OfHOKpaTHOro npumeHeHua. W3penue He npefHasHayeHo N9 MOBTOPHOro
MCNONb30BaHWA WM NOBTOPHON cTepuam3auun. MNoBTopHas 06paboTKa MOXeT
NMPUBECTN K W3MEHEHMAM  XapakKTepUCTUK MaTepuanos, Hanpumep UX
fedopmauum M NOBPEXAEHUIO, YTO MOXET CHU3UTb MNPOYHOCTb U3LeNns U

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

process for medical devices

Sterilization of medical devices -
Microbiological methods - Part I: Determination
ofa population of
microorganisms on products
Sterilization of medical devices -
Microbiological methods - Part 2: Tests of
sterility performed in the definition, validation
and maintenance of a sterilization process

EN ISO 11737-1

EN ISO 11737-2

MD SAFETY AND EFFECTIVENESS REQUIREMENTS
Warnings

. Contents are STERILE unless sterile barrier packaging is
damaged or opened. Do not use if device packaging appears to be
damaged.

. Users should be familiar with the orthopedic and arthroscopic
procedures and techniques for repair of meniscal tissue before using
the TRUESPAN Meniscal Repair System PEEK.

. Users should exercise caution when handling the TRUESPAN
disposable applier to avoid inadvertent needle sticks.

. Patient injury could result if device is not positioned correctly.

. Universal sterile precautions and best practices must be

followed when performing surgery with Mitek Sports Medicine
instruments and implants.

. Do not re-sterilize. The TRUESPAN Meniscal Repair System
PEEK is provided sterile for single-use only. This product has not been
designed to be re-used/ re-sterilized. Reprocessing may lead to changes
in material characteristics deformation and material degradation which
may impact the strength of the device and compromise device
performance. Reprocessing of single-use devices can also cause cross-
contamination leading to patient infection. These risks may potentially
affect patient safety .
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YXYAWNUTb €ro 3KcnayatayuMoHHble XapakTepucTuku. [loBTopHas o06paboTka
O[HOPA30BbIX U3AeNNiA TaKXXe MOXXET NPUBECTU K MEPEKPECTHOMY 3arpsi3HEHMHO
M MHPULMPOBAHMIO NauMeHTa. TN PUCKU MOTYT NPeLCTaBNAaATb NOTEHLMaNbHYIO
0MacHOCTb AN NauneHTOoB.

. Mocne NCMONb30BaHWA  annaumkatop
MOTeHUMaNbHY0 OWONOTMYEeCKYHD OMacHOCTb W onacHocTb nopesoB. C
MCNONb30BaHHbLIMW  U3aeNuaAMKU  cnegyet obpawaTbCsi B COOTBETCTBMM C
O6LLENPUHATON MEANUMHCKOW NPaKTUKOW U MNPUMEHUMbIMUA  MECTHbIMU W
HaLWOHaNbHbIMW TPe60BaHNAMMN.

Mepbl NpesoCcTOPOXKHOCTU

MOXET npeacTaBnAaATb

. 3anpelaeTca M3BMeKaTb PEryNMpyeMblii OrpaHWYnUTENb T[NYOUHbI U3
annaukaTopa BO BPeMs UCMO/b30BaHNS.

. Mepes WCNONb30BaHWEM  HEOOXOAMMO  W3YYWUTb  WMHCTPYKUMM  NO
MPUMEHEHMIO.

. ByAbTe OCTOPOXHbI  NPWU  HaTATMBaHUU WOBHOW  HUTM  nocne
MMNNaHTaumMm. UpeaMepHOe HaTsXKeHWe MOXeT Bbi3BaTb MOBPEXAEHWE TKaHU
Wvnn  NpuMBECTU K paspbiBY HWTU UAM  dukcatopa U  nNoTpe6oBaTb

3adBneHne oTHocuTenbHo MPT

Cuctema TRUESPAN 6e3onacHa npu ncnonb3oBaHUn ¢ cuctemamm MPT.
M3genns nonyyuymnm unaeHTUPUKaumi COBMeCTUMOCTM ¢ cucTemamum MPT,
OCHOBaHHYH0 Ha TOM, 4YTO OHW  COCTOAT M3  HeeppoOMarHUTHbIX
3NEKTPOU30NALMOHHBIX MaTepuasnoB, 4YTO rapaHTUpyeT OTCYTCTBUE CMELLEHUS,
BbI3BAHHOI0 MarHUTHbLIM MOJiIeM, KPYTALWEro MOMeHTa WAM pagnmovyacToTHOro
Harpesa B cpege MPT.

Wcnonb3yemble wumnnaHtatel TRUESPAN PEEK He o06HapyxwuBawTcs ¢
NMOMOLLbI PaANONOrNYEeCKUX U PYTUX NpoLeayp CKaHNpPOBaHUS.
MHOOPMALNA O NTEKAPCTBEHHbIX MPEMAPATAX N (MNTIN)
OPAPMALUEBTUNUYECKNX CYBCTAHUWMAX BCOCTABE MU
HenpumeHumo. W3genne He COLepPXWUT M HE WCMNOMb3yeTCcs B COYeTaHUM C
NeKapCcTBEHHbLIMW BellecTBamu.

OMMNCAHWNE METOAA CTEPUNN3ALNN

M3genne ctepunnsyeTcs OKCUAOM 3TU/EHa.
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. After use, the applier may be a potential biohazard and sharps
hazard. Used devices should be handled in accordance with accepted
medical practice and applicable local and national requirements.

Precautions

. Do not remove the adjustable depth stop from the applier
during use.

. Review Instructions for Use prior to use.

. Use caution when tensioning the suture after implantation.

Overtensioning may cause tissue damage and/or could lead to suture or
implant breakage and require additional time to complete the meniscal
repair.

MR1 statement

The TRUESPAN System is MR Safe.

The following implant(s) will receive a MR Safe compatibility
identification based upon being composed of non-ferromagnetic,
electrically insulating material(s), thereby ensuring that there will be
no magnetically induced displacement, torque or RF induced heating
in an MR environment.

It is not possible to detect the the TRUESPAN PEEK implants used
through radiological and other scanning procedures.

INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD

Not applicable. Devices do not interact with medicinal and / or
pharmaceutical substances.

DESCRIPTION OF STERILIZATION METHOD

The Truespan System is sterilized by ethylene oxide.
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TPEBOBAHUNA K TEXHUWYECKOMY OBCNYXWBAHWIKO U
PEMOHTY MU

HenpumeHumo.
NH®OPMAUUWA Ob YOAANEHN N U3BNEYEHUIN MMIMTJTAHTATOB
HenpumeHumo. M3genve He npefHasHavyeHO 414 U3B/EYEHUA.

YCNnoBuA TPAHCMNOPTUPOBKWN UXPAHEHUA

HanmeHoBaHUe
Temnepatypa

OnanasoH
OT-F0O°C pgo+50°C

HeT cneymnguryecknx ycnosuii
HeT cneuntunyeckux ycnosui

OTHOCUTENbHAs BNAXHOCTb
ATMOC(epHoe faBneHune

Ycnosusa xpaHeHua

HavmeHoBaHue Jvana3oH

[o 25°C, nsberainTe 4ypesmMepHOro
Harpesa>40"°C
HeT cneuungunyecknx ycnosuii

Temnepatypa

OTHOCKTENbHAA BNAXXHOCTb

ATmoC(hepHoe faBneHue HeT cneungunyecknx ycnosui

NOoPAAOK UyCcnoBnAa YTUNNIALUNN WITINYHUUTOXEHWA MA
Mocne wCNONb30BaHMA annAMKaTop MOXET MpeAcTaBnATb MNOTeHUManbHYO
6MONOrMYeCcCKYrd OMacHOCTbL/OMACHOCTb Mope3a, MO03TOMYy Heo6X04MMO €ero
YTUAN3NPOBaTb B COOTBETCTBUM C MNPUHATOM MEAMLUMHCKON NPaKTUKOW W
NENCTBYIOLWMMN  MECTHbIMW W HauMOHaNnbHbIMKM  TpeboBaHuAMMK. Jlto6oe
OTKPbITOE, HO HEWCNONb30BaHHOE, W3fenue, a TakXKe Wu3fgenne € UCTEKLUM
CPOKOM TFOAHOCTM HEOOXO0AMMO YTWUAU3UPOBATb B COOTBETCTBUM C MPUHATOW
MEeAULMHCKOA NPaKTUKOA W AEeACTBYHOWMMM MECTHbIMW W HaLMOHAaNbHbIMM
TpeboBaHMAMM.

Hencnonb3oBaHHble MU34eNUA C UCTEKWWUM CPOKOM TFOAHOCTU YTUAM3NPYHOTCS
Kak 0TX0Abl Knacca A B COOTBEeTCTBUK C TpeboBaHnaMKU CaHlnH 2.1.3684-21.
MMocne KOHTaKTa C OpraHn3MoM nauueHTa U3genns YTUIN3NPYITCA KakK 0TX0fbl

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR
OFMD
Non-applicable.
INFORMATION ABOUT IMPLANT REMOVAL AND
EXTRACTION
Not applicable. The device is not intended to be removed.
CONDITIONS OF TRANSPORTATION AND STORAGE
Transportation conditions
Designation
Temperature

Range
Ot -10°C po +50°C

No special conditions
No special conditions

Relative humidity
Barometric pressure

Storage conditions

Designation Range

Temperature Up to 25°C, Avoid excessive heat > 40°C

Relative humidity No special conditions

Barometric pressure No special conditions

MD DISPOSAL RULES AND CONDITIONS

After use, the applier may be a potential biohazard/ sharps hazard and
should be handled in accordance with accepted medical practice and
applicable local and national requirements. Any opened but unused
device, as well as an expired device should be utilized in accordance
with accepted medical practice and applicable local and national
requirements.

Unused products with expired shelf life are disposed of as Class A
waste in accordance with the requirements of SanPiN 2.1.3684-21.
After contact with the patient's body, the products are disposed of as
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S

xnacca b B coorBercreuu ¢ TpeGoBaHuamu Canllnl 2.1.3684-21.

Class B waste in accordance with the requirements of SanPiN
2.1.3684-21.

TAPAHTHA H PEKJIAMAIIHA
IpousBoanTens He Geper Ha ce0s HHKAKHX AOMONMHHTENABHEIX TapaHTHAHBIX
0083ATENBLCTR, 38 HCKITIOUSHHEM TeX, KOTOpHIC IOPHAMYECKH YTBEPXKACHH,

WARRANTY
The manufacturer does not assume any additional warranty
obligations, except those that are legally approved.

COOBUIEHHME O CEPBE3HMIX HHIIHAEHTAX

O moboM Cephe3HOM HHIMACHTE, KOTOPHIE MPOH3OMIEN B OTHOWICHHH M3JCIHA,
cneayet coobLIaTh NPON3IBOAMTENIO HIH €10 YIIONHOMOYCHHOMY NPEACTAHBTENIO
H KOMNETEHTHOMY OpraHy rOCYAApPCTBA, B KOTOPOM 3aperHCTpHpOBaH
NONB30BATENE H / HIH MALMEHT.

Cepbe3Hplii MHHMIEHT o3Hadaer mobGol HMUMACHT, KOTOpLIH npAMO HIK
KOCBEHHO MpHBEJ, MOT NPHBECTH HAK MOXKET INPHBECTH K mioboMy W3
CHeRYoNIero:

a) CMEepTh NALMERTA, NMOML3OBATENS WM APYTOro IHLA,

6) BpeMEHHOE HIH MOCTOAHHOE CEPHEIHOE YXYMILCHHE COCTOAHHS 34OPOBBA
MAUACHTA, [10/1630BaTeIS WIH APYroro Auua,

B) Cepbe3Han yrposa 3A0pOBbI0 HACEICHHA.

REPORTING OF SERIOUS INCIDENTS

Any serious incident that has occurred in relation to the device should
be reported to the manufacturer and the competent authority of the
Member State in which the user and/or patient is established.

Serious incident means any incident that directly or indirectly led,
might have led or might lead to any of the following:

a) the death of a patient, user or other person,

b) the temporary or permanent serious deterioration of a patient’s, I

user’s or other person’s state of health,
¢) a serious public health threat.

HAWMEHOBAHHME ¥ IOPHIMYECKHH AJPEC ITIPON3BOJUTELA
MH ¥ YIIOJIHOMOYEHHOI'O IIPEACTABHTEJIA
NPOU3BOJIHUTEJIS B POCCHHA

NPOH3IBOJHTEIb:
Medos International SARL (Menoc Mnrepuentin CAPJT), Chemin-Blanc 38, Le
Locle, CH-2400, Switzerland, IlIseituapus

YIIOJJHOMOMYEHHBIA IPEJACTABHTEJIb MPOU3BOANTE)IA B

NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN
FEDERATION

MANUFACTURER:
Medos International SARL, Chemin-Blanc 38, Le Locle, CH-2400,
Switzerland

AUTHORIZED REPRESENTATIVE OF THE

POCCHH: MANUFACTURER IN RUSSIA:

000 «lxoHcoH & Jxoncon», 121614, r. Mocksa, yn. Kpeinarckas, 4. 17, Johnson & Johnson LLC,

KopIL. 2. 121614, Moscow, Krylatskaya str., 17/2.

Ten. +7(495)580-7777, ®akc: +7 (495) 580-7878 Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878
DL-JNJRUMedicalQA@ITS.INJ.com DL-JNJRUMedical QA@ITS.JNJ.com

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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CornacoBaHo

«Mepoc NHTepHewHn CAPJI»
OpraHusaupm

LLlemeH-BnaH 38, 2400 Jle Noknb, LLBeliuapus
Anpec

CTapLUmnii pyKOBOANTENb HanpaBneHUs 0TAeN1a HOPMaTUBHO-MPABOBOMO

perynnpoBaHus
JL0MKHOCTD

NnHpa bepHbe
damunus, ums

29 nioHa 2022 roga
Jarta: AA.MM.ITTT

<nognucaHo>
Moanuck

MHCTpYyKLMA MO NPUMEHEHUNIO
Cunctema BoccTtaHoB/ieHna meHncka TRUESPAN c oukcatopamum PEEK

<nognucaHo>
<Kpyrnaa neyatb: JINHH H. MakKOPMAK;
HOTAPWYC; COAPYXXECTBO MACCAUYCETC
CPOK AENCTBWA MOEW NULIEH3NW
NWCTEKAET 10 HOABPHA 2028 FTOA>

<Hagnwucb o1 pyku: 29 noHa 2022 roga>

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MepeBof AaHHOTO TEeKCTa BbIMOMHEH KoM AunosH flasnaom Feopruesnyem

Poccuiickaa deaepaums
Nopos MockBsa
[BeHafuaToro nona Ase TbicAYM ABajLaTb BTOPOro roga
A, MNpokoweHkoBa EneHa EBreHbesHa, HoTapuyc ropofa MOCKBbI, CBUAETENLCTBYIO NOAJIMHHOCTb
nognucy nepesogunka AunodH Jasuga Meopruesnya.
Mognuck caenaHa B MOEM NMPUCYTCTBUMN.
JlnyHoCTb NognucasLLEero JOKYMEHT YCTaHOB/eHa.
3apernctpuposaHo B peectpe; Ne rx/B6-H/TT-rorr-34'

YnnayeHo 3a coBeplwaniiegkn' pnan6”ro geictems: 400 py6. 00 kon

E.E. MNMpokoweHKoBa

MpoLwHyp HO neyatbto 19 nucT(-a,-oB).

E.E. Npo HKOBa
“o

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



