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Instruction for use
TRUESPAN Meniscal Repair System with PLGA Implants
NHCTPYKUUA NO NPUMEHEHUIO
CucTtema BoccTaHoBneHUs MeHncka TRUESPAN c¢ ukcaTtopamu PLGA
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Russian text English text

HAVUMEHOBAHWE MEANLUWHCKOIO U3AENNA (MW) N EFO MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
KITACCUNONKALINA MD name, models or variations of MD

HavmeHoBaHMe MW, mogenn unu BapuaHTbl UcnonHeHns MU TRUESPAN Meniscal Repair System with PLGA Implants:

CucTema BocCTaHOBNeHNA MeHncka TRUESPAN c tmkcatopamn PLGA: 1 TRUESPAN Meniscal Repair System with PLGA Implants and 0°
1. Cuctema BoccTaHoBneHus MeHncka TRUESPAN c dmnkcatopamn PLGA 1 Needle:

WrMon B coCTaBe: 1.1. PLGA implant 2 holes - 1pc.

11.  ®ukcarop PLGA 2 otBepcTums -1 wWr. 1.2. PLGA implant 3 holes - 1pc.

12.  ®ukcarop PLGA 3 otBepctus - 1uT. 1.3. Orthocord® Suture 2-0 - 1pc.

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

14. Hwute CBMMN3 - 1uwr. 1.5. Applier with 0° needle - 1pc.

15.  Annnukartop c urnoii 0°- 1. 2. TRUESPAN Meniscal Repair System with PLGA Implants and 12°
2. Cuctema BocctaHoBneHnst meHucka TRUESPAN c ukcatopamy PLGA 1 Needle:

urnoin 12°, B coctase: 2.1. PLGA implant 2 holes - 1pc.

2.1.  ®ukcarop PLGA 2 oTBepcTus - 1LWT. 2.2. PLGA implant 3 holes - 1pc.

2.2.  ®ukcatop PLGA 3 otBepctus -1 wr. 2.3. Orthocord® Suture 2-0 - 1pc.

2.3.  HuTtb OrUiocord® 2-0 - 1 wr. 2.4, UHWMPE Braid - 1pc.

2.4, Hute CBMMN3 - 1uwr. 2.5. Applier with 12° needle - 1pc.

2.5. Annaukartop ¢ urnoin 12°- 1. 3. TRUESPAN Meniscal Repair System with PLGA Implants and 24°
3. Cuctema BoccTaHoBNeHNA meHucka TRUESPAN c dmkcatopamm PLGA 1 Needle:

UrNoi 24°, B cocTase: 3.1. PLGA implant 2 holes - 1pc.

3.1.  dukcatop PLGA 2 otBepcTus - 1wT. 3.2. PLGA implant 3 holes - 1pc.

3.2.  ®ukcartop PLGA 3 oTtBepcTtus - 1T, 3.3. Orthocord® Suture 2-0 - 1pc.

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

3.4. Hwute CBMM3O- 1wr. 3.5. Applier with 24° needle - 1pc.

3.5. Annaukatop c Urniom 24° - 1wr.
[anee no TekCTy MOryT WCMONb30BaThCs Credytol;ue HaumeHoBaHust  Further in the text the following names of the medical device can be used:
MeAULUMHCKOro  m3jenusi:  wusgenve, cuctema, TRUESPAN, cuctema device, system, TRUESPAN, TRUESPAN system, MD and TRUESPAN
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TKUE3PAK, MU.
HanmeHOBaHMS MeAMLMHCKUX U3AeNNiA MOTYT 6bITb YNOMSHYTbI B TEKCTE B
COKpaLeHHoM thopMe 41 yao6cTBa BOCNPUATUS UHDOPMaLUN.
Knaccugumkayms MU

Knacc B 3aBMCMMOCTW OT CTEMEeHW MOTEHLUaIbHOr0 puUcka NpUMEHeHUs B
MeMUNHCKUX Lensax B COOTBETCTBUM C HOMEHKIATYPHbIM KlacCU(hnKaTopoM
MeANLMHCKNX n3aennia: 3.

HA3BHAYEHVWE MEOVWUWHCKOIO N3AETNA U MPUHLUWIMbI
NEVNCTBUS

Cucrtema BoccTaHoBfieHUss MeHucka TKMEBPAK c¢ dwmkcatopammn PECA
npefHasHayeHa [N WUCMNONb30BaHWA MPW  BbIMOIHEHUW Mpoueayp o
PEKOHCTPYKLUMN MEHUCKA 1 nepecagke anfioTpaHcniaHTata MeHucKa.
MOKA3AHNA N MPOTUBOMOKA3AHVNA K NMPUMEHEHNIO MU
BO3MOX>XHbIE NMOBOYHbIE P PEKTbI

[MokasaHuAa

Cuctema TKOE3PAK npegHasHaveHa A5 UCMONb30BaHUA NPU BbIMOMHEHUN
npouesyp MO PEKOHCTPYKUMW MEHUCKA W Nepecajke anoTpaHcniaHTarTa
meHucka. Cuctema TKME3PAM  npefHasHadeHa ana  (ukcaumm
aNnoTpaHcniaHTaTa K Kpatd MeHMUCKa Mpy  BbINOAHEHUW npoueayp no
nepecafke asifioTpaHcnaaHTara.

MpoTnBONOKasaHmA

* He wncnonb3oBaTb ANS BbIMNOMHEHUA APYTUX XMPYPrUYECKMX OnepaLui,
KpPOMe YKa3aHHbIX.

e [laTonornyeckne WU3MeHeHUs TKaHeMn,
HaeXXHOCTb (PUKCALMN LLIOBHOW HUTBIO.

* ®uU3MYeCcKoe COCTOAHME, KOTOPOE MeLlaeT WA  MOXKET romeLlaTb
afieKBaTHOMY MPWKMB/EHUIO UMMNIaHTaTa WU 3amMefifaTb  3aKWBNEeHWe
(Hanpumep, HapyLUeHNe KPOBOCHAOXEHUS, NepeHeceHHas NH(eKLMS).

* YCnoBus, He MO3BONAIOLME MALMEHTY OrpaHNUYUTL CBOKO [EeATeNIbHOCTbL U
CnefoBaTb MHCTPYKLMAM B TeYEHME BOCCTAHOBUTE/ILHOIO Neproaa.

* Pa3pbiBbl MEHWCKa, KOTOpble He MOANeXaT PeKOHCTPYKUUU 13-3a CTerneHu
MOBPEeXAeHNs Tena MeHUCKA.

» Pa3gpob6nieHne NOBEPXHOCTU KOCTW,

KOTOpble  MOTyT HapyLlWThb

KOTOpPOEe MOXET MpPensTCTBOBATh
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System with PLGA implants.
The medical devices names can be mentioned in the text in abbreviated

form for information perception convenience.

MD classiiication

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

INTENDED USE AND PRINCIPLE OF OPERATION
TRUESTAN Meniscal Repair System with PLGA 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 is intended for use in meniscal
repairs and meniscal allograft transplant procedures. The TRUESPAN
Meniscal Repair System is intended to be used for anchoring the allograft
to the meniscal rim during allograft transplant procedures.

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.

. Comminuted bone surface that would militate against secure
fixation of the implant.



HafeXXHOW PuKcaumm nmnnaHrara.

o CyuwecTBytoWasn MoBbILWEHHasA YyBCTBUTE/IbHOCTb K KakoMy-mbo w3
MaTepuasioB UMMIaHTaTa.
Mo60o4YHbIe 3 (PheKTbl 1 BOSMOXXHbIE PUCKU

K no6o4HbIM apheKTam MoIMMEPHBbIX UMNIAHTUPYEMbIX U3LENNIA OTHOCATCS
YMepeHHble BOCMa/INTENbHbIE peakuun 1 peakLmMm Ha MHOPOAHOE Teno.
NH®POPMALUNMA O MOTEHUMANBHBIX MOTPEBUTENAX MU W
YKA3AHWA MO UCIMOJIb3BOBAHUIO

YKa3aHus no Ucrnonb3oBaHuio

1 OTKpoliiTe YMNakoBKYy CWUCTEMbl acenTUYecKMM MeTofgoM. W3Bnekute
n3genue 3 yrnakoBKu.

2. C NOMOLLbIO KaNMB6pOBOYHOIO 30HAA U3MepbTe LUMPUHY TKAHU MEHWCKa,
nognexatleli BOCCTAHOBNEHWUIO. Y CTaHOBUTE PerynmMpyemblii OrpaHuynTeNb
rNyouHbl, 4YTO6bl MWHUMWU3NPOBATL TYOUHY MNPOHUKHOBEHWA B TKaHU
HeobXoaumbIM  0bpa3om. T10  yMONMYaHWKO  OrpaHnunTeNnb  FyOuHbI
yCTaHaB/MBaeTCA Ha OTMETKY INyouHbI 18 MM.

3. Bo Bpems BBeAeHUA UIbl UCNOMb3YHTe TMOKWIA PETPAKTOP TpaHCMIaHTaTa
WM KaHIONK-HanpasuTenb CO CNOTOM [ANA NPeAoTBpalleHns 3aueneHuns
UMbl UNN NOBPEXAEHUA MATKUX TKaHei (Harnpumep, XXUPOBOro Tena u/vmm
CYCTaBHOM MOBEPXHOCTM). [locne NPOHWKHOBEHUA B CYCTaBHYHO LUefb
N3BMIEKUTE UHCTPYMEHT.

4. BeeguTe UrNy B TKaHb Ha HEOOXOAMMYO FyOMHY, NMpu Heo6XO0AMMOCTU
ncnonb3ys nasepHyo MeTky (10 MM) Ha urne B KayecTse LOMOHUTENIbHOIO
VHAMKaTopa rny6uHbl.

5. Ha HeobGxoaumoi rnybuHe HaKMWUTe Ha KpPacHbIA TPUrrep CryckoBoro
MexaHu3ma (Npu 3ToM noagepXkuneas HeM3MeHHOW ry6uHy) Ans pasmeLleHuns
NepBoro umMnnaHTara. imnnaHtar 6yget nosHOCTLI0 YCTAHOB/IEH MOC/IE TOrO,
Kak Bbl YC/IbILLUMTE XapaKTepHbI LienyoK. OoMHOCTbIO OTNYCTUTE TPUrrep
CMYCKOBOr0 MexaHn3Ma nocsie pasMeLLeHns MMniaHTara.

6. MOCTOAHHO KOHTPONMPYS MOJIOXKEHNE KOHLA WUT/Ibl, OCTOPOXHO W3B/EKUTE
Urny u3 TKaHW, 4TOObl MpPefoTBPaTUTL HenpefHaMepeHHOe CMeLLeHue
BTOPOro MMMiaHTaTa.

7. Onpefenute MecTo pasmeLLeHVs BTOPOro UMMNAaHTaTa, KOTOpbI JOMKEH
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Known hypersensitivity to any of the implant materials.

Adverse effects and potential risks

Adverse effects of implanted polymer devices include mild inflammatory
response and foreign body reactions.
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 of the 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.

8. At desired depth, squeeze the red deployment trigger while maintaining




HAaXo0AWTbCA HA NMPUMEPHOM paccTosHUKM 6 -9 MM OT mepBoro mmnnaHtata. depth positioning to deliver the second implant. The implant is fully
Beeaute wurny B TKaHb Ha Heobxoaumyt rny6uHy, cHoBa npu deployed when you hear an audible “click”.

HEoOX0AMMOCTM UCMONb3yst NasepHyrd MeTKy (10 mm) Ha urne B kKavectBe 9. Release the deployment trigger and remove the device from the joint
AONONHUTENBLHOMO MHAMKATOPA rNy6OuHbI. [posiBNsATE OCTOPOXHOCTL, YTOObLI  Space. The free suture tail will release from the depth stop sheath when
He NOBPEANTb HATMW UFMOIA. the applier is removed from the joint space.

8. Ha Heobxoammoin rnybuHe HaXmuTe Ha KpacHblit Tpurrep cnyckosoro 10. Pull the free suture tail with continuous force and a smooth motion
MexaHm3ma (Mpu 3TOM NoAAePXK1Bas HEM3MEHHO rny6uHy) ans pasmMelleHns until both suture bridge legs lay flat and tight against the tissue surface. It
BTOPOro MMNnaHTaTa. MiMnnaHTtaTt 6yeT NoNHOCTLIO YCTaHOB/EH noc/ne Toro, i normal to encounter resistance while tightening the repair. A probe or
KaK Bbl YC/bILUUTE XapaKTepHbIN LLEMHOK. similar instrument may be used to assist with tightening of the repair.

9. OTnycTuTe TpUrrep CNyCKOBOro MexaHu3Ma W u3BnekuTe ycTpoiictBo u3 11. Use additional implant devices to stabilize the meniscus as determined
CYCTaBHOIA Wwenn. CBOGOAHbIV KOHeL, HATW BbIAAET U3 Tnb3bl orpaHuunTens by the orthopedic surgeon. Once implants are placed, use an arthroscopic
rny6uHbl, KOrAa annaukatop 6yaeT n3BeyeH M3 CycTaBHOM LUENN. pusher/cutter to cut the free end of the suture.

10. MoTAHNTEe 3a CBOOOAHBIV KOHEL, HATW, Npunaras HenpepbIBHOE U N1aBHOe

ycunuve, [0 Tex Mop, noka o6a KOHUa CBA3YHOLWEA HUTU He OyayT nexarb

POBHO W TMJIOTHO OTHOCWUTE/IbHO MOBEPXHOCTU TKaHW. [pu HaTsKeHUn

MMMNaHTaTa MOXKeT BO3HMKATb CONPOTMBEHNE — 3TO SBNSETCA HOPMa/IbHbIM

fBNIEHMEM. 30H[, UM aHaOMMYHbBIA MHCTPYMEHT MOXKET MCMO/b30BaTbCs 15

MOMOLLY B 3aTATMBAHUM UMI/IaHTaTa.

. Ncnonb3yinTe AONONHUTENbHbIE U3LeNUa A8 CTabunmnsaumm MeHUcKa B

COOTBETCTBMU C pPeLUeHNeM Xupypra-oprtonega. locne Toro, Kak umnnaHTar

OyaeT pa3MeLLeH, He06X0AMMO OTpe3aTb CBOOOAHbIN KOHEL, HATU C NMOMOLLbHO

MoTeHUManbHble NoTpeduTenn MU Potential users of MD

Monb3oBarenu, X0poLuo BNajetorue opToneanyecKNMM n Users should be familiar with the orthopedic and arthroscopic procedures
apTPOCKOMMYECKMMM NpoueaypaMn 1M TeXHUKamu pekoHCTpyKuumu TkaHu and techniques for repair of meniscal tissue before using the TRUESPAN
MeHUCKa Ana ucnonb3osaHna cuctembl TKHE3PAM. Meniscal Repair System.

Ycnosua npumeHeHus/skecnnyataunm MU Use/operation conditions of MD

O6nacTb NPUMEHEHNsS MeULIMHCKOrO 13aenns; apTpockonuueckas xmpyprus.  Scope of application of the medical device: arthroscopic surgery.
MeaMUUHCKOe M3aenne peKoMeHAyeTCst MCMoMb30BaTh B aKCNyaTaunmoHHbIX The medical device is recommended for use under operation conditions
YCNOBUAX, YKa3aHHbIX B Tab/MLEe HUXe. indicated in the table below.
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Tabnmua . YCNoBus OKpY>XXaroLLeit cpeapbl 1 aKCnayaTauum.
Y CnoBus OKpyxatoLLein cpesbl

BnaxxHocTb
Temneparypa
JaBneHue

HeT cneyunanbHbiX YCI0BUIA
21-24 °C
HeT cneuuanbHbIX YCN0BWii

Ycnosua akcnayataunm

BnaxHocTb
Temnepartypa
& aB/eHne

OMMNCAHWE OCHOBHbIX ®YHKUMNOHANTbHbBIX 3/IEMEHTOB

MW

100%
32-42 °C
HeT cneymnanbHbIX YCN0BUit

O6uyee onncaHne PYHKLMOHaNbHbIX 3n1eMeHTOB MIA

Cuctema TRUESPAN cOCTOUT 13 CTEpUIbHOIO 04HOPA30BOro annankaropa c
npeaycTaHOB/IEHHON KOHCTPYKUMEN C ukcaTtopamm 1 Urion. Annankarop
MO3BO/AET BBECTW KOHCTPYKLMIO C PrKCaTopaMun B MEHWUCK. KOHCTPYKLMS C
(pmkcaTopamy BK/HOYAET B CebA HUTU W ABa NUTbIX rkcatopa. Hutn u
(hrkcaTopbl UCNONB3YIOTCA A1 COEAUHEHUS UKW (DUKCALMN MATKMX TKaHewn

MeEHUMCKa.

MpumMeYyaHue: NpUBefeHHbIE HUKE WM300PaXKeHUs HOCAT WMH(OPMAaLMOHHbIN
XapakTep ¥ Mnpu3BaHbl NPOAEMOHCTPUPOBATb OOLUMIA BUA U KOHCTPYKLIMIO

MeANULMHCKOro M3aens 6e3 MacLLTabupoBaHus.

Pcr- eblb:HL(}>KMIuilk.:k

. n «&> M «\VMv*

C*Ne 3 M>50A
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Table 1. Environmental and operation conditions.
Environmental conditions

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

Humidity 100%

Temperature From 32 °Cto 42 X
Pressure No special conditions

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

The TRUESPAN"™" 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 ofthe 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.
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Puc. AnnnmkaTtop ¢ Urnou Fig. Applier

MpflipHfenno

;a9*:ArThlfl pes
)
Twithlc
KicLvlop bacli-siop
(14.GA) (LOA
*T2-0Vioki
! Uftbocon) MHurc
HGOPoeerd' 2 LLIMW AfuKM/I®E and POS)
Puc. MIMnnaHTUpyemMble KOMMOHEHTHI Fig. Implant components
B0O3MOXHOCTb 1 METOAbl MHTErpayun ¢ ApyruMmn MeguunHCKUMn The possibility and ways of integrating with other medical devices
N3penmamm A malleable graft retractor, or slotted cannula, and an arthroscopic

MBKWUIA peTpakTop TpaHcnnaHTaTa WKW KaHHNA-HanpasuTelb CO €oToM K pusher/cutter are used in conjunction with the system. These arc general
apTPOCKOMMYECKUIA ToNKaTeb/pe3ak UCMob3ytoTcsa BMECTE C cMcTeMoit. 3T instruments, and are sold separately.
WNHCTPYMEHTbI ABMIAKOTCA UHCTPYMEHTaMW OOLLEro HasHayeHus W npofatoTcs

OTLeNbHO.
OCHOBHble TexHU4YecKne xapaktepuctukn MW / Main technical characteristics of MD

Annnukatop ¢ urnoi/ Applier with needle

[nunHa annavkatopa ¢ gonyckamu (Mm) v LLInprHa annankatopa c gonyckamm (Mm) 1 BbicoTa annnukatopa ¢ fonyckamu (Mm) v
(atoiimbl) (arorimbl) (aronmbl)

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

278,867 £10% (10,979" £10%) gns annauktopa 20,529 £10% 106,503 +10%

c urnowi 0°/for applier with 0®needle (0,8082" £10%) (4,193" £10%)

278,664 £10% (10,971" £10%) /18 annankropa
c urnon 12°/for applier with 12° needle
277,826 +10% (10,938" £10%) ana annavkTopa
c urnoi 24°/for applier with 24° needle
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Mrnal/ Needle

Tabnuua 3. OCHOBHble TEXHUYECKME XapaKTepuctukum urnbl / Table 3. Main technical characteristics of Needle

[nnHa urnel ¢ gonyckamm (Mm) 1 OnameTp urnbl ¢ gonyckamu (MM)  LLInpuHa nasa urnbl ¢ 4oMycKamu YTon KOHYMKa urnbl (rpagychbl)
(aroinmbl) 1 (aroiimbl) (MM) 1 (aroimbl)

Length of the needle with tolerances Diameter of the needle with Needle groove width with tolerances  Angle of needle’s tip (degree)
(mm) and (inches) tolerances (mm) and (inches) (mm) and (inches)

54,255 +0,25 1,728 +0,05 0,915 +0,031 0°+£2,0°

(2,136 +£0,0107) (0,068 £0,002") (0,0360 +0,0012") 12,0° +£3,0°

24,0° £2°/-3°
®dukcatop PLGA 2 oteepctus / PLGA implant 2 holes

Tabnuua 4. OCHOBHbIe TEXHUYECKME XapaKTepucTukn ukcatopa PLGA 2 otBepcTtus / Table 4. Main technical characteristics of PLGA implant 2 holes

[nvHa nvmnnadTara ¢ gonyckamu (Mm)  LLinpuHa nmnnadTara ¢ 4onyckamm BbicoTa MmniaHTara ¢ jonyckamu
n (AroriMbl) (MM) 1 (Aroimbl) (MM) 1 (grovimMbl)
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 1,69+0,13
(0,180 +0,005™) (0,052 £0,001”) (0,0665 +0,005")
®dukcatop PLGA 3 otBepctusa/ PLGA implant 3 holes
[nMHa nmnnaHTaTa ¢ gonyckamu LLInpuHa mnnaHTaTta ¢ gonyckamm  TexHonormnyeckuii napametp Hc  Paguyc yrny6neHus ¢ Lonyckamu
(MM) 1 (AroiMbI) (MM) u (aroliMbl) ponyckamu (Mm) 1 (AKnmbl) (Mm) 1 (AroiMbI)
Length of implant with tolerances Width of implant with tolerances Technological parameter H with Recess radius with tolerances
(mm) and (inches) (mm) and (inches) tolerances (mm) and (inches) (mm) and (inches)
6,096 +0,13 1,22 +0,03 1,778 £0,13 0,483 +0,13
(0,240 +0,005") (0,048 £0,001”) (0,070 £ 0,005") (0,019 +0,005”)
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Huntb Orthocord* 2-0/ Orthocord* Suture 2-0

Tabnuua 6. OCHOBHbIE TEXHUUECKIE XapaKTEPUCTUKKU HUTK Orthocord® 2-0 / Tab e 6. Main technical characteristics of Ort locord® Suture 2-0

HomuHanbHas gnnHa (cm) Nominal length (cm)

Hute CBMIM3/ UHMWPE Braid

61 +2,54

Tabnuua 7. OCHOBHble TEXHNYECKME XapaKTepucTukn HuTn CBMIMS/ Table 7. Main technical characteristics of UHMWPE Braid

O6was agnvHa ¢ fonyckamu, CpefHss LUMPUHA NIOCKOI YacTu ¢ gonyckamu, (MM) u - CpefHuWin fuameTp Kpyr/ioin YacTu ¢ fonyckamu,
(MM) 1 (groimbl) (atoimbl) (Mm)
Total length with tolerances, Average width of the flat part with tolerances, (mm) and Average diameter of the round part with
(mm) and (inches) (inches) tolerances, (mm)
95,25+17,094 0,935- 1,070 £0,13 0,353-0,422 0,127
(3,75+0,673") (0,0368-0,0421 +0,005")
OMWUCAHUE COCTABHbLIX UACTEW MW DESCRIPTION OF MD PARTS
Yacte MU OnucaHune Part of MD Description
O6uas MMnnaHTaThbl 1 annankaTop npeasapuTeibHO COOPaHbI. Overall design Implants and applier are pre-assembled. The

KOHCTPYKLUUA Bcsa cuctema nocrtaensfeTcs CTepI/II'IbHOI7I M TOJIbKO AnA
01HOPa30BOro 1Crno/sb3oBaHUA.

dukcaTopbl OfuH (hrkcatop ¢ 2 0TBEPCTUAMW U OAMH (hrkcaTop € 3

PLGA oteepcTusamn. CaenaHbl 13 PbCA (cononumep
MOJIOYHOW U FNINKONEBOW KUC/OTbI)

Hutn dunonetosast HUTL Orthocord® 2-0 (HUTb K3

OKpaLleHHOro B (1oneToBblii LBeT PDS
(monmamokcaHoH) 1 HeokpatleHHoro CBMI3)
Hutb n3 CBMIM3 (10T XXe CBMI3, 4T0 11 B HUTU

Orthocord®)

Ha HUTK pacnonoXeH npeaapuTenbHO 3aBA3aHHbIN y3er
rnbl ¢ MnnaHTaTbl NpeABapuTeNbHO 3arpy>KeHbl B UMy U3
BapuaHTamu Hep)KaBetoLLen CTann (YacTb annamnkaTopa)
n3rnba Mpamas, 12 n 24 rpagyca

AnnnvkaTop EWHBIA CNYCKOBOW KPHOYOK
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Backstop implants

Implant Sutures

Needle curve variations

Applier

whole system is provided sterile and for
single-use only.

One 2-hole backstop and one 3-hole
backstop

Made from PLGA

#2-0 violet Orthocord suture (braid of
Violet dyed PDS and un-dyed UHMWPE)
UHMWPE braid (the same UHMWPE as
the Orthocord suture’s)

Pre-tied knot is constructed on the suture
Implants are pre- loaded onto a stainless
steel needle (a part of Applier).

Straight, 12 and 24 degrees

Single trigger

Adiustable depth stop (10 to 20mm)
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Vicnonb3oBatb A0 ... g

PLGA Martepuan: Cononvmep MOIOYHOW W FKONEBOM PLGA
KUCNOTbI

0° 12° 24° YTON KOHYMKA UMbl 0° 12° 24

STERILE ECL CTepunmnsaums OKCMAOM 3TUNEHA STERILE EO

3anpeT Ha NOBTOPHOE NCMNO/Ib30BaHWe

OcTtopoxxHo! ObpaTnTeCh K MHCTPYKUUN MO
NPUMEHEHNIO

Made in CpenaHo B Made in

depepanbHblii 3akoH (CLLIA) orpaHmMymBaeT npogaxy 0nl
CfOnly 3TOr0 M3AENns Bpady WK rno ero ykasaHuro G (0nly

| |
I l M3rotoBuTesnb

He cTepunn3oBaTb NOBTOPHO

He 1cnonb3oBaTh NPU NOBPEXAEHUMN YNAKOBKM @

%& Mapkuposka CE
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Use by date ...

Material: Poly Lactic-co-Glycolic Acid

Angle ofthe tip of the needle
Sterilized using ethylene oxide

Do not reuse

Caution

Made in

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

Manufacturer

Do not resterilize

Do not use if package is opened or damaged

European Conformity



BepxHsisi rpaHuL;a TeMNepaTypHOro AnanasoHa

be3sonacHo B MP-cpege
mr

CPOKropgHocCcTH

Cpok rogHocTu nzgenuns - 3 (Tpn) roga.

®OPMA MNOCTABKWU

dukcaTopbl M annavMkaTop MpeaBapuTenbHO CobpaHbl M MOCTaBAAKOTCS
CTEpU/IbHbIMW, TOTOBbIMW K WMCMO/Mb30BaHWMIO. Bce u3genve npegHasHayeHo
A1 OAHOPA30BOro MCMo/b30BaHUA. Y NakoBKa roTOBOM NPOAYKLMN COAEPXKNT
0fHO n3genue. MNpuUHaLNEeXHOCTN He MNOCTaBNAKTCA COBMECTHO C U3AENMEM.
MEPEYEHb MATEPVAJIOB XXUBOTHOIO U (U1N)
YE/TOBEYECKOIO NMPONCXOXAEHWA

HenpvmeHumo. V3enve He COLepXUT MaTepranos XNBOTHOIO 1 / nnn
4e/10BEYECKOr0 NMPOUCXOXAEHNS.
CTAHOAPTbI, KOTOPbIM COOTBETCTBYOT U3AE/TNA

N3genua BblgepXanu UCMbITaHUA MO Bepugmkauum W Baamjauum u
YL0B/IETBOPAIOT TPeOOBAHUAM CNefyHOLLMX CTaHAapTOB:

MS*CUrF Temperature limitations
MR safe
MR
SHELF LIFE

The Truespan System has three (3) year shelf life.

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
requirements of the following standards:

CraHpapt/Standard OnucaHune Description

O6uwwme/ General

MEDDEV2.7/1 KnuHunyeckas oLieHKa: pykoBoacTso ana npoussoauteneli n  Clinical Evaluation: A Guide for Manufacturers and Notified
HOTW(PULIMPOBaHHbIX OPraHoB Bodies

KauyectBo/ Quality

ENISO 13485 WN3penusa megmumHckme. CucteMbl MeHepkMeHTa KadectBa.  Quality Management Standard for Medical Devices
TpeboBaHWs ANA Leneid perynmpoBaHus

ENISO 14971 WN3penns meanumHckme. MpumveHeHre meHemkMmeHTa pucka — Medical devices - Application of risk management to medical
K MEANLMHCKUM U3LEeNVAM devices

12
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Mapkuposka/ Labeline
EN ISO 15223-1

EN 1041

N3penna meguumHckmne. CUMBO/bI, NPUMEHSIEMbIE NP
MapKMPOBaHMN Ha MeAULIMHCKMX U3AENUSX, STUKETKAX U B
COMPOBOANTENBHOIN AOKYMeHTaumn. YacTb 1. OCHOBHble
TpeboBaHMA

N3penna meguumHckme. MiHhopmaums, npefocTasnisemMast
N3roTOBUTE/EM

KoHcTpynpoBaHue/ Eneineerine

EN I1SO 14630

EN 62366

YnakoBKa/ Packa&ms
EN ISO 11607-1

EN ISO 11607-2

ISTA Test 3A

BE1OCOBMECTUMOCTb, CTe [)unusaums, ounctka/ Biocompatibility, sterilization, cleanin ]
N3penns meamumHckme. OueHKa 61MOoIornyeckoro AencTans

EN ISO 10993-1

EN ISO 10993-7

MMnnaHTaTbl XMpypruyeckne HeaktueHble. O6Lme
TpeboBaHMA

N3penna meguumHckme. MpoekTupoBaHne MegULMHCKNX
U30ennin ¢ y4eToM aKCnyaTalMoHHOW NpUrogHoCcTH

YnakoBka ans MegULUHCKNX U3AeNNiA, NOANEXaLLNX
(hrHULWHONM cTepunu3aummn. Yactb 1 TpeboBaHWs K
maTepuanam, 6apbepHbIM CUCTEMaM ANA CTepUIn3aLmMmn 1
YyNakoBOYHbIM CUCTEMAM

YnakoBKa AN MegULMHCKUX U3LeNNIA, NOANEXALLNX
(hMHMLLIHOM cTepunm3aumn. YacTb 2. TpeboBaHMs K
Ba/IMaLMKN NPOLECCOB (DOPMUPOBAHMS, FepMeTU3aLmmn v
cOOopKM

TpaHCNOPTHbIE UCMbITAHWS FOTOBON NPOAYKLMK

(nnmn «ISTA: Mpoueaypa 3A MexayHapoLHOR accoumalum

Mo 6e30MacHbIM NepexoiHbIM NpoLeccaM: Y nakoBaHHbIE
NPOAYKTbI A/ OTNPaBAEHMNIA B CUCTEME AOCTaBKM NOCHIIOK
Becom 70 Kr (150 hyHTOB) 11 MeHee»)

MeAVLIMHCKMX U3aennin. YacTb 1. OLeHKa 1 uccnefoBaHus

N3nenns meamumHckme. OLgHKa 610N0rnyYeckoro AencTeus

MEANLIMHCKUX M3aeninid. YacTb 7. OCTaTOuHOE CofiepXKaHue
3TWUNEHOKCUAA NOCe CTePUM3aLIMK

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

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

Non-active Surgical Implants - General Requirements

Medical devices. Application of usability engineering to medica 1
devices

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.)

Biological evaluation of medical devices - Part 1: Evaluation ani
testing within a risk management

process

Biological evaluation of medical devices - Part 7: Ethylene oxid 2
sterilization residuals

13



EN ISO 11135-1

ENISO 11737-1 CTepuvnusayms MeanLMHCKNX U3AENNIA.
Mwukpoburonormnyeckue metogbl. Yacte 1. OueHka
nonynauuy MUKpPOOPraHu3mMoB Ha NPoAYKLMK

ENISO 11737-2 Crepunusaumst MeAULNHCKNX U3AENNA.

Mukpobuonormnyeckme MetTobl. Yactb 2. cnbiTaHns Ha
CTEPWU/ILHOCTL, NPOBOAMMbIE NPU Bangaly NpoLeccoB

cTepununsaLmm
TPEBOBAHWA BE3ONMACHOCTU N SPPEKTUBHOCTU M
MpepynpexaeHus
. Monb3oBaTeny AOMKHbI ObITb XOPOLLO 3HAKOMbI C OPTOMEANYECKUMU 1
apTPOCKOMUYECKUMW MpoueaypaMn N TeXHUKaMW PEKOHCTPYKLUN  TKaHU
MeHWUCKa nepef ncnonb3osaHnem cuctemol TRUESPAN.

. HenpaBunbHOE MO3ULMOHMPOBaHME W3AENNS MOXET MPUBECTU K
TpaBMe.
. 3anpelaeTcs MoABepraTb MOBTOPHOW  cTepunmsaumn.  Cuctema

TRUESPAN nocTtasnfeTcs B CTEPUIbHOM BUAE U NpefHa3HayeHa TONbKO And
OJHOKpaTHOro npuMeHeHusa. M3genve He npefHasHayeHO A1 MOBTOPHOrO
MCNONb30BaHUA WM  MOBTOPHOM CTepunusaumun. [loBTopHasi 06paboTka
MOXXET NPUBECTU K WU3MEHEHMAM XapaKTEPUCTUK MaTepuanos, Hanpumep Kx
fedopmaumm 1 MOBPEXAEHNIO, YTO MOXET CHU3WUTb MPOYHOCTb U3Zenus Y
YXYAWKNTb ero aKcnayaTaluMoHHble XapaKTepucTukn. MoBTopHas 06paboTka
0QHOPAa30BbIX M34ENMIA  TaKKe MOXET TMPMBECTM K  MePEeKpecTHOMY
3arpsA3HeHNIo Y UHPULMPOBAHWNIO NMauyeHTa. 3T PUCKU MOTYT NpeAcTaBNsATb
NoTeHLNaIbHY0 ONacHOCTb A4/19 NaLWUEHTOB.

Mepbl NPesoCTOPOXHOCTH

. 3anpewyaetcs M3BNeKaTb perynnpyemblii orpaHuYmTeNb rnyouHbl K3
annaukaropa Bo BpemMs 1CMo/b30BaHNS.

. Mepen wWCNONb30BaHWEM HEOOXOAMMO W3YUUTb WHCTPYKUMM 1O
NPYMEHeHNI0.

° Ecnv ynakoBka He noOBpeXAaeHa W He BCKpbITa, ee CoAepXumoe

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

CTepunmnszaymns MeguUMHCKNX n3genuii. OKcug sTuneHa.
YacTtb 1. TpeboBaHUs K pa3paboTKe, BaIM4aLMMN U TEKYLLEMY
KOHTPO/IO NpoLecca CTepunm3aLn MegULMHCKNX U3LeNni

Sterilization of health care products - Ethylene oxide - Part 1
Requirements for development, validation and routine control o
a sterilization process for medical devices
Sterilization of medical devices - Microbiological methods - Pap
1. Determination of a population of
microorganisms on products
Sterilization of medical devices - Microbiological methods - Pap
2: Tests of sterility performed in the definition, validation and
maintenance of a sterilization process

MD SAFETY AND EFFECTIVENESS REQUIREMENTS

Warnings

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

. Injury could result if device is not positioned correctly.

. Do not re-sterilize. The TRUESPAN System 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.

Precautions

. Do not remove the adjustable depth stop from the applier dming

use.

. Review Instructions for Use prior to use.

. Contents are STERILE unless sterile packaging is damaged or

opened. Do not use if sterile packaging appears to be damaged.

. Users should exercise caution when handling surgical needles to

avoid inadvertent needle sticks.

. After use, the applier may be a potential biohazard/ sharps hazard

and should be handled in accordance with accepted medical practice and
14



CTEPWJIbHO. He ucnons3oBath B C/lyvae NOBPEXAeHUA YNaKOBKM.

. Mpu 06paLLEHNN C XMPYPTUYECKUMI UrIaMU HEOBXOAMMO COBMI0AATL
OCTOPOXXHOCTb, LLI'06bI HE ONYCTUTL HEMPELYCMOTPEHHbIX YKO/IOB U /IONA.
. Mocne  WCMONb30BaHWMSt  anMAMKaTOp  MOXET  MPeAcTaBnsTb

NoTeHUMaNbHY0 6MOMOTMYECKYH0 OMacHOCTL/OMAacHOCTL Mopes3a, MO3ToOMy
HeobX0AMMO ero yTUAN3UPOoBaTb B COOTBETCTBUM C MPUHATON MeLULMHCKOW
NPaKTUKOW N AeNCTBYIOWMUMU MECTHBIMU Y HALMOHAIbHBIMY TPE6OBAHMAMM.
. ByabTe OCTOPOXHbI NPW HATArMBaHUW LUOBHOM HUTWU. Ype3mepHoe
HaTsXXeHVe MOXXeT MPUBECTM K MOBPEXAEHUIO TKaHW W/WNN paspbiBy HUTU
nnu ukcartopa.

3afBneHne oTHocUTelbHO MPT

Cuctema TRUESPAN 6e3onacHa npv Ucnonb3oBaHnu ¢ cuctemamy MPT.
W3gennsa nonyyunnn naeHTUOUKaLUKD COBMECTUMOCTM C cuctemamu MPT,

OCHOBaHHYHD Ha TOM, UYTO OHM COCTOSIT M3  Hed)eppOMarHUTHbIX
ANEKTPOUONALMOHHBLIX  MaTepuanoB, YTO  rapaHTMpyeT  OTCYTCTBUE
CMELLEHUS!, BbI3BAHHOTO MarHWTHbIM MOMEM, KPYTALIEro MOMEHTa WW

pafnoyacToTHOro Harpesa B cpefe MPT.
cnonb3yemble ¢ukcatoppl TRUESPAN PLGA He 06Hapy»uBarTcs C

MOMOLLIbHO PaAVONOrMYECKNX 1 APYTMX NPOLEeLypP CKaHPOBaHWS.

NH®OPMALNA O NEKAPCTBEHHbBLIX MPEMAPATAX N (UT1IN)
PAPMALEBTUNUYECKNX CYBCTAHUUNAX B COCTABE MU
HenprvmeHumo. V3genve He cOAepXWUT U He WUCMOMb3YeTCa B COYETAHUU C
NNEKapCTBEHHbLIMU BELLLECTBaAMM.

OMMNCAHWE METOAA CTEPUNMTNSAL NN

Vi3genvie cTepunmn3yeTca OKCUAOM 3TUMEHa.

TPEBOBAHUA K TEXHUYECKOMY OBCNY XUBAHWIO U
PEMOHTY MU

HenprnmeHumo.

NMH®OPMALUWMA Ob YOANTEHUN N U3BNEYEHNIN
NMMMNTAHTATOB

HenpumeHumo. 3genne Ha npefHasHa4yeHo A1 U3BNeYEHUs.
YCNOoBUNA TPAHCINOPTUPOBKW n1 XPAHEHUA
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applicable local and national requirements.
. Use caution when tensioning the suture. Overtensioning may cause
tissue damage and/or suture or implant breakage.

MRI 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 PLGA 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.
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
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Transportation conditions

Designation Range L
HavMeHoBaHMe Nnana3oH Temperature C>r-]0°Cpo+50°C
Temneparypa Or-10°Cpo+50°C Relative humidity No special conditions
OTHocuTeNbHAA BNXKHOCTb  OCco6bIX YCOBUIA HET Barometric pressure No special conditions
ATMOC(epHOe faBneHne Oco6bIX yCnoBuiA HET
YCnoBums xpaHeHns Storage conditions
HaumeHoBaHMe [lnanasoH Designation Range
TemnepaTypa [0 25RC, U36eraiiTe upe3mMepHOro Temperature Up to 25RC, Avoid excessive heat > 40°C
Harpesa> 40°C Relative humidity ~No special conditions

OTHOcUTENbHAsA BNaXXHOCTb OCOBbIX YCNOBUIA HET
ATMocepHoe faBneHne  OcobbIX YCNOBUIA HET
MOPAAOK n YCNOBUA YTUNN3AUMN nnn YHUNUTOXEHUNA MD DISPOSAL RULES AND CONDITIONS
M ©
Mocne MCNONb30BaHMA anmniMKaTop MOXeT MpeAcTaBnsTh MoTeHumanbHyro After use, the applier may be a potential biohazard/ sharps hazard and
BMONOrMYecKyto ONacHOCTb/OMacHOCTb Mnopesa, Noatomy Heobxogumo ero should be handled in accordance with accepted medical practice and
YTUAN3MPOBaTb B COOTBETCTBMM C MPUHSATON MeAMUMHCKOW npakTukoid n applicable local and national requirements. Any opened but unused
AEVCTBYHOLLMMI  MECTHbIMA W HaLMOHanbHbIMK TpeboBaHuaMKM. Jlioboe device, as well as an expired device should be utilized in accordance with
OTKPbITOE, HO Hencnonb30BaHHOE, M3Aenune, a Takxke magenne ¢ uctekwwmm accepted medical practice and applicable local and national requirements.
CPOKOM TOAHOCTN He06X0AUMO YTWUAN3MPOBaTb B COOTBETCTBUM C MPUHATOM
MEeAVNLMHCKON MPakTUKOWA W AeNCTBYIOLMMIN MECTHBIMW W HaLMOHa/IbHbIMU
Tpeb6oBaHMAMN.

Barometric pressure No special conditions

Hencnonb3oBaHHbIE U3AENNs C UCTEKLLMM CPOKOM rogHocTh ytunmampyrotes Unused products with expired shelf life are disposed of as Class A waste

KaK 0TXO/bl Knacca A B COOTBETCTBUM ¢ TpeGosaHmnaMu CanlMuH 2.1.3684-21.  in accordance with the requirements of SanPiN 2.1.3684-21.
Mocne KOHTAaKTa C OpraHM3MOM MauMeHTa M3genus yTunmsupytotcs kak AMter contact with the patient's body, the products are disposed of as Class

OTX0fb! Kfacca b B COOTBETCTBUM C TpeGoBaHmsiMu CaHMuH 2.1.3684-21. B waste in accordance with the requirements of SanPiN 2.1.3684-21.

FTAPAHTNA N PEKJTTAMALWA WARRANTY
MpounsBoanTenb He GepeT Ha cebs HMKaKMX AOMONHWUTENbHbLIX FapaHTUiiHbIX The manufacturer does not assume any additional warranty obligations,
005i3aTe/bCTB, 38 UCK/IOYEHNEM TEX, KOTOPbIE OPUANYECKI YTBEPXKAIEHDI. except those that are legally approved.
HAVMMEHOBAHUE N IOPNANYECKWNIN ALPEC NAME AND LEGAL ADDRESS OF MANUFACTURER AND
16
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NMPOHU3IBOAHTEIA MH H YITIOJTHOMOYEHHOTO AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION
IPEACTABHTEJIA IIPOA3IBONATEJIA B POCCHHA

NPOH3IBOIUTEJID: MANUFACTURER:

Medos International SARL (Menoc Unrepreunin CAPJ), Chemin-Blanc 38, | Medos International SARL, Chemin-Blanc 38, Le Locle, CH-2400,

Le Locle, CH-2400, Switzerland, llIseiinapus Switzerland

YIIOJIHOMOYEHHBIA NIPEACTABHTEID ITPOA3ZBOAUTENSA B | AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
POCCHNR: IN RUSSIA:

000 «llxoHcoH & Jixoncor», 121614, r. Mocksa, yn. Kpeinarckan, a. 17, | Johnson & Johnson LLC,

xop1. 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-INJRUMedicalQA@ITS.JNJ.com
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ITepesod ¢ anaauiicko20 A36IXa #a pycexl Asvix . .

Cornacosano/APPROVAL

«Menoc Harepuemma CAPJI»/
Medos International SARL

Oprausssisus/Organization
Ilemen-Bnau 38, 2400 Jie Jloxns, Uselivapus/
Chemin-Blanc 38, 2400 Le Locle, Switzerland

AnpecTAddress
<nMOANHUCaHO>
TowxuocTaOccupstion
<prrm neyars: JIHKHH H. MAKKOPMAK; Omoen ROPMAMUSHO-NPACOBO20 us
HOTAPUYC; COAPYXECTBO MACCAYYCETC Tosnans, Neme
CPOK JEACTBHA MOEHN JIMLIEH3UH
HUCTEKAET 10 HOSIBPS 2028 TOA> 7 anpexs 2022 z00a
Bara: JAMMITIT
<Haanuck oT pyku: 7 anpeas 2022 200a> Tunda Bepwve <ao.
Tlomnci/Sigie

Instruction for use
TRUESPAN Meniscal Repair System with PLGA Implants

HucTpykitns no npEMEReHRAIO0
Cucrema BoccranossieHus menncka TRUESPAN ¢ duxcaropamu PLGA
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MepeBo/ JaHHOTO TeKCTa BbINOMHEH NepeBoAUMKOM AiinosH [asuaom eopruesnyem

noanncChb

Poccuiickas ®efepauns
["opog MockBa
YeTblpHagLaToro anpens Ase TbiCAYM ABajLaTh BTOPOro roga
A, [MpokoweHkoBa EneHa EBreHbeBHa, HOTapuyc ropofa MOCKBbI, CBUAETENLCTBYHO
NOA/IMHHOCTL MOANMCK NepeBofYvKa AlinosH Jasuga Meoprmuesnya.
Moanuck caenaHa B MOEM MPUCYTCTBUN.
JlnyHoCTb NoanmMcaBLLEr0 AOKYMEHT YCTaHOB/EHA.

3aperncTpumpoBaHo B peectpe: Ne 21/86-H/77-2022-

YnnayeHo 3a coBepLUeHne HoTapuaibHoro geictaus: 400 py6. 00 kon.

MnoAMnCb epboBas neyatb fep6oBas neyatb
HOTapuyca r. MoCKBbI HoTapuyca r. MOCKBbI
MpokoweHkoBoli E.E. MpokoweHKoBoW E.E.

E.E. MNpokoLueHKoBa

Bcero npoLUHYpoBaHo, MPOHYMEPOBAHO 1 CKPeneHo nevatbio 18 nnct(-a,-oB).

noarnncob AM5(5NECXMOKOLLIEHKOBA
be'. c:: b . 3
X -y
ccuinickaa depep mrA - /
pon MockBa m
YeTbIpH A" Teicaum gsa™u”~sTo”oror
A, [MpokoLueH OJapunyc ropoga MocCkBbI, ¢~ OeTeNnbLCTBYIO

BEPHOCTb KONuu ¢ Ta.
3apernctpvpos "N022-
YnnayeHo 3a () pevictema: 1140 py6.

E.E. lNpokoLueHkoBa

Bcero np ep”BaHO 1 CKpeneHo neyvaTbto 18 nnct(-a,-0B).

E.E. INpokoLleHKoBa
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