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RUS
NHCTPYKLMSA MO NPUMEHEHWIO

Pumcp petporpagHbiin TWISTR ans apTpoCKOMMYCCKUX onepaLuii
(ans ncnonb3oBaHua B Poccuiickoin ®egepauun)

BAXHAA NHPOPMALINA

MoxanyiicTa, NpouTMUTE Nepef Ucnonb3oBaHnem Pumepa petporpagHoro TWISTR
[N5 apTPOCKOMUYECKUX onepauuii

HAVMMEHOBAHWE MW, MOAOEJTN UJTN BAPUAHTbLI NCIMOJIHEHWA
MW

Pumcp petporpagHelin TWISTR gns apTpoCKONMMUCCKMX Onepawyii, B COCTaBe;
- pumcp peTporpagHblin TWISTR ans apTpoCKOMMUCCKMX Onepauuii;
- MHCTPYKLMSA MO NPUMEHEHWIO.

[anee no TeKCTy MOryT UCNONb30BATLCA CeAYOLWMe HAMMEHOBaHNS MeAULMHCKOTO
N3LENUsa: PeTPOrpasHbI pumcp, puMep peTporpagHblid, peTpopumep, pcTpoprmMep
TWISTR, nsgenve TWISTR, ycTpoicTBO, nsgenue

OHucHnuc

Pumcp petporpagHbiint TWISTR ans apTpoCcKonMyecknx onepayuii agnsercs
0[HOPa30BbIM PETPOrpagHbIM CBEPIOM, KOTOPbIV COCTOMT 3 CTEPXKHA CBEp/a ¢
pacliMpuTenem 1 BHELLHEro UUanHApa ¢ rpagyMpoBOYHbIMU MeTKaMu. PcTpopumep
TWISTR MoxeT o6ecrneunTb gnanasoH guameTpoB (0T 6 4o 12 MM C Lwiarom no
NoAMUANUMETPA) B eANHOM ycTpoicTee. LinnnHap petpopmmepa TWISTR nomeyeH
Na3epoMm Mo OKPY>XKHOCTW NIMHWSAMM C LLIAroM Mo 5 MM, YTO6bl MOMOYb B U3MEPEHUU
rnyouHbl KaHana.

MATEPUNANDI

* PcTpopvmMep; HepxkaBeloLlaa cTasb, nonvkapboHar,

ABS (ABC-nnactnk) n EPDM (3TuneH-NponuaeHoBbIR Kay4yk)

* LlnnnHap peTpoprmepa: HepXaBsetoLas cTasb,

nonukap6oHat n EPDM (3TuneH-NponNuaeHOBbIN Kay4vyk)

lNMokasaHus

PeTtporpagHbiin pumep TWISTR npegHasHaveH aas 06LLero Xmpypruyeckoro
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Instruction for use

TWISTR Retrograde Reamer for arthroscopic surgery
(for use in the Russian Federation)

IMPORTANT INFORMATION
Please Read Before Use TWISTR Retrograde Reamer for arthroscopic surgery

MEDICAL DEVICE NAME, MODELS OR VARIATIONS OF MD

TWISTR Retrograde Reamer for arthroscopic surgery, contents;
- TWISTR Retrograde Reamer for arthroscopic surgery;
- instruction for use.

Hereinafter, the following names of the medical product can be used:
retrograde reamer, reamer retrograde, retroreamer, TWISTR
retroreamer, TWISTR device, device, product

DESCRIPTION

TWISTR Retrograde Reamer for arthroscopic surgery is a disposable outside-
in retrograde reamer that consists of a drill pin with deployable blade and an
outer sleeve with graduated markings. The TWISTR Retroreamer can
accommodate a range of diameters (6-12 mm in half millimeter increments) in
a single device. The TWISTR Retroreamer sleeve is circumferentially laser
marked in 5 mm increments to assist in measuring tunnel depth.

MATERIALS

« Retroreamer: Stainless steel, polycarbonate, ABS,
and EPDM

« Retroreamer Sleeve: Stainless steel, polycarbonate,
and EPDM

INDICATIONS
The TWISTR Retrograde Reamer is intended for general surgical use during



HA3HAYEHVE MEAVWUWHCKOIO N34ENUNA INTENDED USE
The TWISTR Retrograde Reamer is intended to assist in the creation of bone

MpefHa3HayeH Ans cO34aHNA KOCTHOTO /I0XKE W KaHal0B B KOCTU A/19 KONIEHHOT0 sockets and tunnels in the knee joint. The Retrograde Reamer can be
cyctaBa. Pumep peTporpagHblil MOXET ObITb MCNONb30BAH C UHCTPYMEHTaMU used with the CRUCIATE+ instruments.

CRUCIATE+.

MpoTuBOoNoOKasaHuA CONTRAINDICATIONS

He n3BeCTHbI. None Known

MpepynpexneHus WARNINGS

* Mpy¥ NPUMEHEHUN Y NALUEHTOB C HECHOPMUPOBABLLINMCS CKENETOM, * In skeletally immature patients, care must be taken

HEO6X0AMMO MPOSIBNSATL OCTOPOXKHOCTb, YTOBbI He MOBPEeANTHL anudusapHeie (O @void disrupting the growth plate.

* This product is for single-use only. It has not been
designed to be re-used/re-sterilized. Reprocessing
may lead to changes in material characteristics such
as deformation and material degradation which may
compromise device performance. Reprocessing

30Hbl.

* TO M3feNnne npefHa3HauYeHO TONbKO 4151 OAHOKPATHOTO UCNONb30BaHUS.
OHO He npeaHa3Ha4yeHo A1 NOBTOPHOTO MCMO/b30BAHUS UM NMOBTOPHONA
cTepunusaynu. NMosTopHas 06paboTKa MOXET NPUBECTU K U3MEHEHUSAM

XapaKTepucTuK MaTepnanos, Hanpumep aeopmaluun unu pacnagy, 4To of single use instruments can also cause cross-contamination
MOXET YXYALWMNTb 3KCNAyaTaLNOHHbIe XapaKTEPUCTUKU U3[ENuns. leading to patient infection. These

MoBTopHas 06paboTKa 04HOPA30BbIX NHCTPYMEHTOB MOXET TakxXe npuBecT  risks may potentially afTect patient safety.

K NepeKpecTHOMY 3arpsA3HEHUI0 M UHPULUPOBAHUIO NaLueHTa. TN PUCKNU * Instruments may have sharp cutting edges that will puncture skin.

MOTYT NPeAcTaBNATb MOTEHLMANbHYO ONACHOCTb A4/15 NaLWEeHTOB.
* MHCTPYMEHTbI MOTYT MMeTb OCTpPbIE pexyliue
KPOMKM, KOTOpPble MOTYT NMpope3aTh KOXY.

Mepbl NPefOCTOPOXKHOCTH: PRECAUTIONS

* 3anpeljaeTca NPUCTYNaTh K KAMHNYECKOMY UCMONb30BaHUIO Ge3 * Do not begin clinical use without reviewing the
npeaBapuTeNbHOTO 03HAKOM/IEHMS C UHCTPYKLMEN NO NPUMEHEHNUIO. Instructions for Use (this document).

« XMPYPru 1 ONepaLnoHHbI MePCOHan AOMKHbI 6bITb NOMHOCTbIO BAAAETH * Surgeons and operating room stafT must be

OnepaTMBHON TEXHWUKOW, COOTBETCTBYHLENA CTyYasiM NPUMEHEHUSA JaHHbIX complet_ely fam'“a“’\.”th the sgrglcal technique
appropriate for use with these instruments.

MHCTPYMEHTOB. .
Py . « Inspect for damage prior to use. Replace a
° I'Iepe,u, Ncnonb3oBaHMEM NPOBEPLTE Ha Hainydmne NnoBpeXxXaeHnn. damaged, worn, or bent instrument. Do not attempt
MoBpeXAeHHbIN, NU3HOLWEHHbIA UAN N3OTHYTbIA MHCTPYMEHT HEOBXOAUMO to sharpen, straighten, or repair.
3aMeHUTb. He nbiTanMTech ero pacnpAMnTb, 3aTOYNTb UIN OTPEMOHTNUPOBATL. * Do not use an instrument for any other purpose
* He ncnonb3yiiTe MHCTPYMEHT B LeNsx, 414 KOTOPbIX OH He nMpejHa3HaueH, other than its intended use; this may damage the
TaK KaK 3TO MOXET NPUBECTU K NOBPEXAEHNIO MHCTPYMEHTA. instrument.
Y KazaHud no UCNoib30BaHN0 INSTRUCTIONS FOR USE

HuXe npuBefeHbl peKoOMeHfauuum npomssoauTena no npumeHeHuto Below are the manufacturer’s recommended directions for use of the

vununruuuacvnii nnaunanvne - Takum  o6pasom, B npusedeHHbIX Huke overall surgical procedure. As such, the below directions mentioiLgibsr-
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WHCTPYKLUUAX YMNOMUHAKTCA Apyrue u3fenns, KOTOpPble COBMECTUMbI C
peTporpagHoin pumepom TWISTR, HO He nognajgaldT noj AelcTeue
TeKyLlero focbe.

1. Bpawas pasmepHOe KONECO Ceporo LuBeTa, MPOW3BeAMUTe HACTPOMKY
petporpagHoro pumepa TWISTR /14 BbICBep/IMBAHUSA OTBEPCTUSA / TYHHENA B
KOCTW TpebyemMoro gmametpa.

2. YcTaHOBUTE 6NOK-AepXKaTe/lb HanpaBMTens Ha hemMopanbHbIil
HanpasuTe/b.

3. BcTaBbTe HanpasAAOLWMIA CTePXXeHb peTporpagHoro pumepa B 6/10K-
fepxatenb HanpaBuTens.

4. MoBepHWUTE HanpaBnALWNIA cTepXeHb Ha 90° gnd ero ukcauum B 6oke-
fepxartene HanpaBuTena. B 3a(yMKCUPOBAHHOM MoJsioXeHUW T-o6pa3Has
PYKOATKA LO/KHA HAXOLUTLCA Ha O4HOW INHWUK C HanpasuTenem, a
BbIrpaBMpPOBaHHas LWKana 3HaYeHuid rny6uHbl AomMkHa 6biTh 06palleHa
NNLEBOW CTOPOHOW K NOb30BaTeNIo.

5. BBegMTe HAaKOHEUYHUK HanpaBuTens B KOMIEHHbIA CycTaB M YyCTAHOBUTE ero
B Lies1IeBOe MECTOMOJIOXKEHMNE B BeIPEHHOM TYHHENE.

6. Caenaiite He60NbLWONM pa3pe3 KOXW NoJ HAKOHEYHWKOM HanpasiAoLLero
CTEPXXHA M UCMONb3yliTe 06TYpaTOp HANPaBAAOLWEro CTEPXHA 4N5
06neryeHna NPOABUXEHNA HANPaBNAOLWEro CTEPXHA CKBO3b OKpYXatoLiue
MATKWE TKaHW A0 AOCTUXEHUA KOHTaKTa HAKOHEYHUKA C KOCTbI0.

7. CunTbIiBas 3HAYEHUS C BbITPABMPOBAHHOM LUKa/ibl HANPABAAOLLENO
CTEPXXHA OTHOCUTENbHO 6/10Ka-AepXaTena HanpasuTens, onpefennTe 06wyt
ONVHY 6eApeHHOr0o TyHHens.

8. icnonb3ya KapTy 4N U3MeEPeHUA AINHbI HUTU, OTMETbTE 3alaHHYI0 ONNHY
6e4peHHOro TYHHENA Ha HUTAX PerynnpyemMori CUCTeMbl KOPTUKaNbHOW
tukcaumm RIGIDLOOP.

9. MoaroToBbTe 060pYyA0BaHME K CBEP/IEHUID OTBEPCTUIA B HampaBaeHUN
CHapy>XW BHYTPb, 3adMKCMpOBaB peTporpagHbliii pumep TWISTR B gpenun un
BCTaBMB HaKOHEUYHWK B HaMpaBAAOLW NI CTEPXKEHD.

10. OcyuiecTBNANTe CBEP/EHME, CONPOBOXAAEMOE BBEEHNEM YCTPOKCTBA B
KOCTb, OCTAHOBUB AaHHbI/ MPOLECC B MOMEHT BbIX0/a HAKOHEYHMNKA pUMepa
N3 6efpEHHO KOCTW.

11. MoBepHWUTe HanpaBAAOLW KNI cTep)XeHb Ha 90° Ans ero N3BMeYeHUs U3
6noka-gepxarens Hanpasutend. CHUMUTe 610K-fepXaTenb HanpasuTens u
(hemopanbHbI HanpaBUTENb.

12. MpoaBuraiiTe pumep Aanblie B CycTaB 40 TeX MOp, NOKa YepHas NUHUA.
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devices which are compatible with the TWISTR Retrograde Reamer but
are not subject of this dossier.

1 Setthe TWISTR Retrograde Reamer to drill the desired socket /
tunnel diameter by twisting the grey sizing wheel.

2. Attach the Guide Carriage to the Femoral Aimer.

3. Insert the Retrograde Reamer Bullet into the Guide Carnage.

4. Twist the Bullet 90° to secure in the Guide Carriage. The t-shaped
handle will be inline with the Aimer and the depth engravings will face
the user when in the locked position.

5. Insert the Aimer tip into the knee and place in the desired femoral
tunnel location.

6. Make a small skin incision underneath the Bullet tip and use the
Bullet Obturator to help insert the Bullet through the surrounding soft
tissue until the tip is contacting bone.

7. Determine the total femoral tunnel length by reading the Bullet
engravings with respect to the Guide Carriage.

8. Mark the femoral tunnel length on the RIGIDLOOP Adjustable
Cortical Fixation System Sutures using the suture card.

9. Prepare for outside-in drilling by securing the TWISTR Reamer in a
drill and inserting the tip into the Bullet.

10. Drill the device into bone, stopping just as the tip ofthe reamer exits
the femur.

11. Twist the Bullet 90° to release it from the Guide Carriage. Remove
the Guide Carriage and Femoral Aimer.

12. Advance the reamer further into the joint until the distal black laser
line is flush with the inner cortex (beyond the aperture of the bone
surface).

13. Slide the black 0-ring down to the Bullet to mark the starting
position for retrograde reaming.

14. Twist the red wheel clockwise to deploy the retrograde reamer blade.
Continue turning until one or more audible clicks are heard, this
indicates the blade is properly deployed. Note, it may take several turns
of the wheel until the blade begins to swing out/ deploy, this is normal.
15. Hold the Bullet firmly against bone and activate the drill, pulling
backwards to retrograde ream the bone socket/ tunnel. The Bullet must
be held in place against the bone surface to correctly measure socket
depth.



HaHeCeHHas C MOMOLLbI Na3epHOro MapKepa, He OKaXKeTcs Ha O4HOM YpOBHe
C BHYTPEHHUM KOPTEKCHbLIM C/I0EM.

13. CABWHbLTE YNIOTHUTENIbHOE KOJ/IbLO YEPHOTO LBeTa BHWU3 B HaNpaBneHUn
HanpaBfAlOLLEro CTEPXHSA C TEM, UTOObI OTMETUTbL UCXO4HOE MOOXEeHUe ANS
peTporpagHoro pacwupeHns (pUMuHra).

14. MoBopaunBas yCTaHOBOUYHOE KOMECMKO KPACHOTO LBeTa (Hapy>XHyto
PYKOSiTb) NO 4acOBOIi CTpesKe, NpUBEAUTE Ie3BME PETPOrpajHOro puMepa B
paboyee (pa3BepHYTOE) NonoXxeHue. MpogonxkanTe noBopaymBaThb
YCTaHOBOYHOE KOMIECUKO [0 TEX MOP, NOKa He YC/bIWNTE O4UH UK
HECKO/MbKO LW eNYyKoB, YKa3blBaK LW NX Ha NPaBUbHOE pa3BepTbiBaHWE /IE3BUA.
Ob6patuTe BHUMaHMWe, YTO ANA NPUBEAEHUSA Ne3BUM puMepa B pabouee
MoNIoXeHNe MOXeT NoTpeboBaTLCA MOBEPHYTb YCTAHOBOYHOE KOJIECMKO Ha
HEeCKO/IbKO 060pOTOB, YTO CNejyeT cunuTaTb HOPMabHbIM.

15. TMNOTHO NPMXMUTE HaNPaBAAIOLWUIA CTEPXKEHb K KOCTU 1 BKIKOYUTE
Lpenb, OTTATMBAA ee Hasaf ANs BbINONHEHUS PeTPOrpagHoOro paclwnpeHus
KOCTHOTO TYHHens / BbICBEPAMBAHWA OTBEPCTUA B KOCTHOW TKaHMW.

[ns obecneyeHns [OCTOBEPHOCTW Pe3ynbTaToOB U3MepeHUs ry6uHbl
OTBEPCTUSA B KOCTHOI TKaHW HaMpaBfsloWmniA CTEPXEHb JO/KEH ObliTb MAOTHO
NPUXaT K NOBEPXHOCTU KOCTHU.

16. Mo gocTmxXeHUn Tpebyemoin rny6uHbI OTBEPCTUS NMPEKpaTUTe CBEP/IEHME.
17. C nomoLbo KapTbl A8 MOATOTOBKMW TpaHCcnaaHTaTa perynupyeMoi
cuctembl RIGIDLOOP oTMeTbTe rly6uMHY OTBEPCTUS HA TpaHCMaHTaTe.

18. MoBopaumBas ycTaHOBOUYHOE KOMECMKO KpacHOro LBeTa MPOTUB 4acoBOii
CTpenKku, NponsBeamnTe BTATUBAaHWE Ne3BUS /15 ero B03BparTa B MCXO4HOE
NoJIOXEHMNE.

19. Y gepxuBas WTUOT MyPTbl UK B3ABLUINCH 38 KPaCHbI NNaCTUKOBbLIA Xab
My®dTbl 1 NoBOpayYmBas 6enyto pyKoAaTKy (AUCTanbHbIA perynaTop) Ha 90°,
OJHOBPEMEHHO COBepLUas BbITATUBAlOLLEe ABUXEHWNE Ha3ak, U3BNEKUTE
CTEpPXEHb pUMepa N3 MyQThl.

BHuMaHue; gna o6neryeHns NPOXoXKAEeHUA HUTU MY(TY crefyeT OCTaBUTb B
TYHHene

MOBTOPHO BCTaBbTE CTEPXKEHb PETPOPUMEPA B LUANHAP, €CK YCTPOWCTBO
OyLeT MCcnonib30BaTbCA A5 CO34aHMA LOMONHUTENbHbIX OTBEPCTUI B
YCNOBUAX TON e camMoi npouefypbl. Y CTPONCTBO MOXET ObIThb
MCNoMb30BAHO HECKO/bKO pa3 B OAHOM 1 TOW e Npouefype, HO OHO He
npefHasHayeHo A/15 NOBTOPHOTO UCMNONb30BaAHUA MW NOBTOPHOM
cTepuamnsaumnu.
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16. Stop drilling when the desired socket length is reached.

17. Mark the socket depth on the graft using the RIGroLOOP
Adjustable System graft preparation card.

18. Twist the red wheel counter-clockwise to retract the blade. Note that
there will not be any audible clicking during blade retraction, continue to
turn the wheel until a hard stop is felt.

19. Release the reamer from the outer sleeve by holding the sleeve shaft
or red plastic hub and twisting the white knob 90°, then pulling back.
Note, leave the sleeve in place in the tunnel to assist with suture passing.
Reassemble the sleeve onto the Retroreamer shaft if the device will be
used to create additional holes in the same procedure. The device may
be used multiple times in the same case but is not intended to be re-
used/re-sterilized.



Ycnosusa ipaiiciiOpTHpOBKH 1 xpaHeHus. STORAGE AND TRANSPORTATION

Y CcnoBus TpaHCNOPTUPOBKMN: Transportation conditions:
HanmeHoBaHuNe JvanasoH Designation Range
Temnepatypa f2nC/+25°C Temperature f2°C/+25X
OTHocuTeNbHas BNaxHocTb  20% - 85% Relative 20%-85%
tumidity
ATMOC(epHOe gaBneHune 48klMa-108klla Barometric 48 kPa- 108 kPa
pressure
Y CNoBNA XPAHEHNS: Storage:
HanmeHoBaHue JvanasoH Designation Range
Temnepatypa f2°C / +25°C Temperature f2°C / +25°C
i idi 20% - 60%
OTHocuTenbHasa BnaxHocTb 20%-60% Relative humidity 0 0
ATmMOC(epHOe faBneHne 97 kMa - 105 kMMa Barometric pressure 97kPa-105kPa
CTepunbHble U3LeNna Nocne BCKPbITUS cnegyet n1n6o Sterile product, once opened, should be used in
Mcrnonb3oBaTh 418 onepauum, N1Mbo yTUNmM3npoBaTh. surgery or discarded.
LanbHellwee xpaHeHne 3anpeLLeHo. Never return to storage.

OBLUIEE OMMNCAHUNE ®YHKUMNOHAJIbHbIX 3JIEMEHTOB MW / GENERAL DESCRIPTION OF FUNCTIONAL ELEMENTS OF MD
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] - PaamepHoe koneco / Sizing Wheel

2 - AucTtanbHblin perynatop / Distal Knob

3 - UnnunHap c pesbboitr / Threaded Cylinder
4 - BHYTpeHHAs pykoaTb / Inner Handle

5 - CtonopHoe konbLo / C-CUp

6 - MpyxwuHa/ Spring

7 - CeapHoe usgenue / Welded Assy

8 - Wai6a / Washer

9 - Hapy>Has pykosiTb / Outer Handle

10 - Pa3mepHbIi nHgmKaTop / Sizing Indicator
11 - KannbposouHas raika / Calibration Nut
12 - YNNOTHMUTENIbHOE KOMbLO, AMaMeTp ceveHus Konbua 1,78 MM, BHYTpeHHWA gnameTp Konbua 3,68 mm / O-Ring, .07 WDTH X .145 ID

BO3MOXHOCTb n METOA4bl UHTEIPALNW C THE POSSIBILITY AND WAYS OF INTEGRATING WITH OTHER MEDICAL
APYT MW MEANUNHCKNMW N3AENTNAMU DEVICES

Pumep peTporpafHbiii  MOXeT ObITb ucnonb3oBaH ¢ The Retrograde Reamer can be used with the CRUCIATE+ Instruments (not supplied

MHCTpyMeHTaMu CRUCIATE+ (He nocTtasnsiotcs ¢ togetherwith retroreamer).
,,,,,,,,,,,,,,,,,,,,,,,,, \ Legal manufacturer Medos International SARL, Chemin-Blanc 38, Le Lode, CH-2400,
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nponssogutens: «Megoc UHTepHewHn CAP/l», WemeH-bnaH Switzerland.
38, e Noknb, CH-2400, L Beituapus.

OMUCAHUE NPUHALNEXHOCTEW DESCRIPTION OF ACCESSORIES

He npumeHumo. Not applicable.

MH®POPMALNMA O NEKAPCTBEHHbBIX INFORMATION ABOUT MEDICINES AND (OR) PHARMACEUTICAL
MPEMNAPATAX U (MNN) PAPMALEBTUYECKIUNX SUBSTANCES INCLUDED IN MD

CYBCTAHUWMNAX B COCTABE MW Not applicable. Medicines and (or) pharmaceutical substances are not included in
He npumeHnMoO. JlekapCcTBeHHble npenaparbl u (Unun) TWISTR Retrograde Reamer for arthroscopic surgery.

(hapmaueBTUYECKMe cyb6CTaHUMK B cocTaB Pumepa
petporpagHoro TWISTR gnd apTpoCKONMYECKUX onepawuii

He BXOAAT.
MEPEYEHb MATEPUANTOB XMNBOTHOIO U (WNW) LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
UETOBEYECKOIO NMPOUCXOXAEHNA Not applicable. Materials of animal and (or) human origin are not included in TWISTR
He npumeHumo. MaTepuanbl XXMBOTHOTO U (Un) Retrograde Reamer for arthroscopic surgery.

Ye/slI0BEYECKOT0 NPOUCXOXAeHUa B cocTaB Pumepa
peTporpagHoro TWISTR gns apTpoCKONMYECKMX onepawnii

He BXOAAT.
MOBOYHbLIE QP PEKTHI ADVERSE EFFECTS

B0o3M0OXXHOE MOBPEXAEHNE OKPYXAK WX TKaHEW, MbILL, Potential damage to surrounding tissues, muscle, tendons, ligaments, or cartilage.
CYXOXWNUIA, CBA30K UAN XPALLEN.

KAK MOCTABNAETCHA HOW SUPPLIED

(1) PeTporpagHblit pumep (1) Retrograde Reamer

(O WMHCTpyKUumMa no npumMeHeHnto PeTporpagHoro pumepa (1) Retrograde Reamer IFU

FAPAHTUMHBLIE OBA3BATENBLCTBA WARRANTY

Mpon3BoanTeNnb He GepeT Ha ce6s HMKAKMX gononHUTenbHbix  The manufacturer does not assume any additional warranty obligations, except those that
rapaHTUHbIX 0653aTeNbCTB, 3a UCK/IKOUYEHNEM Tex, KoTopble  are legally approved.
IOPUANYECKN YTBEPXKAEHBI.

YTUAN3ALWNA DISPOSAL

N3genvne oTHocMTCA K Knaccy “B” (knaccugukayms The product belongs to class “B” (classification of medical waste in accordance with
MeLULMNHCKNX OTXOLOB B COOTBETCTBMM C POCCUACKMUMM Russian sanitary and epidemiological rules). After use or the expiration date, the product
CaHWTapHO-3MNAEMMNONOTMYECKUMIM NpaBunamn). Mocne and its packaging must be disposed of in accordance with local and state requirements.
NCMOMb30BaHUA UM OKOHYaHUA CpOKa FOAHOCTM U3AEeNne un Use gloyes. Uncontaminated packaging is disposed ofas household waste.

ero ynakosKa A0MXKHbl 6bITh YTUAN3NPOBAHbLI B COOTBETCTBUU
C NOKaNbHLIMU W TOCYAapCTBEHHbIMN TPE6OBAHUAMMU.
Mcnonb3yiiTe nepyaTku. HesarpssHeHHas ynakoBka
YTUNNU3NPYETCA KaK BbiTOBble 0TXO/bI.
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Y CnoBust NpUMeHeHus: Operation conditions;

OnepalnoHHas / B Xupypruieckux ycnosusx Operating Room / Surgical Setting
HavmeHoBaHuMe AvanasoH Designation Range

Temnepatypa okpyxatoweir o1 2I'C g0 25°C Enviromental temperature from2rCto25°C
cpefpl
flnanasoH TemnepaTtyp npu 0T 32°C fjo 42°C Operation temperature range -  from 32“C to 42“C
MCMNOMb30BaHUN - body temperature
Temnepatypa Tena
OTHoCUTeNbHasA BNaXXHOCTb 40-60 % Humidity 40-60 %
ATMOcC(epHOoe faBneHne 86-106 klMa Pressure 86-106 kPa

SHAYEHNA CMMBONOB, YKASAHHbIX HA YTTAKOBKE / INTERPRETATION OF SYMBOLS USED ON THE PACKAGE

3HayYeHNs CUMBO/OB, YKa3aHHbIX Ha 3TUKETKE NHAUBUAYaNbHON YNakoBKW / Ha 3TUKETKe OTAeNbHOW Kopobku / Interpretation of symbols used on the
inner label / on the outer box label:

Howmep no katanory / Catalogue number

|ref]|
Kopg naptum / Batch code
LOT Anap
Mcnonb3osaTh 40 [Use by
2
Konnuectso / Number of Units
laty|
Wsrotosutens / Manufacturer
d
LlaTa n3rotoBneHus / Date of Manufacture
Nnrj
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STERILE R

C€ o086

O6patutech K MHCTPYKUMK no npumeHeHunto / Consult instructions for use

OcTopoxHo! ObpaTMTeCh K UHCTPYKLMU NO NPUMEHEHUIO /
Caution! Consult instructions for use

3anpeT Ha NOBTOpPHOe nNpumMeHeHue / Do not reuse

He ctepnnusosate nosTopHo / Do not resterilize

He ncnonb3oBaTb NpU NOBPEXAEHUMN YNaKOBKK /
Do not use if package is damaged

B cooTBeTCTBUM C PefepanbHbiM 3akoHoaaTenbctBoMm (CLUA) aTo usgenue
MOXeT 6bITb MPOAAHO TOMLKO Bpavy UM Mo HasHa4yeHWto Bpayal

Federal Law (United States of America) restricts this Device to sale by, or on the
order of a physician.
PaanauunoHHaa ctepunusayna / Sterilized using irradiation

EBponeiickoe cooTBeTcTBME / European Conformity

MoTeHuManbHble NOTPebUTENN Pumepa peTporpagHoro Potential consumers of TWISTR Retrograde Reamer for arthroscopic surgery:

T\Y18TKpnsa apTpOCKONMYECKMX OMepaynii;

Surgeons and operating room staff must be completely familiar with the surgical

XVpypru n onepawumoHHbIli NepcoHan JOMKHbI NONHOCTbIO technique appropriate for use with these instruments.
BNnafeTb ONepaTMBHON TEXHUKON, COOTBETCTBYHO LW EN C/TyUasm

NMPUMEHEHNA AaHHBIX WHCTPYMEHTOB.

Pumep petporpafgHblin TW1STR and apTpOCKONUYECKUX TWISTR Retrograde Reamer for arthroscopic surgery is disposable medical products
onepayunin ABNAETCA MEAULUHCKNM MN3Le/IMeM O4HOKPaTHOIO and is not subiect to maintenance, including cleaning and disinfection.
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NMPUMEHEHUS W HE MOANEXUT TEXHNYECKOMY 06CNYXUBAHUIO,
BK/1tOUAs OUNUCTKY M 1€3NH(EKLMIO.
NMEPEYEHbL CTAHOAPTOB

LIST OF STANDARDS

CTAHOAPTHI
MDD

QSR

CMDR

MEDDEYV 2.7.1:2009

KAYECTBO
EN ISO 13485:2012

ENISO 14971:2012

MAPKMPOBKA
EN 980: 2008

EN 1041: 2008

US FDA 21 CFR 801

OMMUCAHWNE
OvpekTnBa 0 MEAULMNHCKOM
o6opypoBaHun 93/42 | EEC ¢
NonpaBKaMun, BHECEHHbIMMU
Ovpektusoin 2007/47 | EC
FDA - PerynupoBsaHue
cuctembl KadectBa (QSR, 21
CFR Part 820)

MonoxeHune 06 akcnayartauum
YCTPONCTB MeANLUHCKOTO
Ha3HayeHua B KaHage
KnuHunueckas oueHka:
PYKOBOACTBO ANA
NpoOM3BOANTENEN 1
YMNONHOMOYEHHbIX OPraHoB

CTaHpapT ynpaBneHus
KayecTBOM 419 MEANLUHCKUX
npnéopos

YcTpolicTBa MefULUHCKME.
MpumMmeHeHne cucTeMbl
YyNpaB/ieHUsd pucKamu K
MeANLUHCKUM YCTPOICTBaM.

CumBonbl gnsa
MCNoNb30BaHUA B
MapKNpPOBKE MegULNHCKNX
nsgennii

NHpopmayuns,
npegocrasnsemas
NpOM3BOAUTENEM C
MegULWHCKUMUN npubopamu
MpaBuna MapKUpoBKHU

STANDARDS
MDD

OSR

CMDR

MEDDEYV 2.7.1:2009

QUALITY
EN 1SO 13485:2012

EN ISO 14971:2012

LABELING
EN 980: 2008

EN 1041:2008

US FDA 21 CFR 801
ENGINEERING

DESCRIPTION
Medical Device Directive
93/42/EEC as amended by
Directive 2007/47/EC

FDA - The Quality System
Regulation (QSR, 21 CFR
Part 820)

Canadian Medical Devices
Regulation

Clinical Evaluation: A Guide
For Manufacturers And
Notified Bodies

Quality Management
Standard for Medical
Devices

Medical devices -
Application of risk
management to medical
devices

Symbols for use in the
labeling of medical devices

Information supplied by the
manufacturer with medical
devices

Labeling Regulation



EN ISO 16061:2009

EN 62366: 2008

YMNAKOBKA

EN ISO ]1607-1:2009

EN ISO 11607-2:2006

ISTA Test 3A

MHcTpyMeHTapuii gns
MCNONb30BAHUA B COYETAHUM
C HeaKTUBHbIMMK
XUPYPrnYecKnmm
umnnaHtaTtamm - obuiune
TpeboBaHusA

MeauUMHCKNE YCTpPOCTBA.
MpuMeHeHWe MPAKTUUYECKOTO
nogXo4a K MeguLMHCKUM
yCcTpoicTBam

YnakoBka A1 OKOHYATENbHO
CTEPUNN30OBAHHbIX
MegULUHCKUX N3Lennid.
Yactb 1. TpeboBaHua K
mMaTtepuanam, CTepUbHbIM
6apbepHbIM cucTeMam u
YNaKOBOYHbIM CUCTEMAM
YnakoBKa 19 OKOHYATENbHO
CTEPUIN30BAHHbIX
MegULUHCKUX N3Lenunii.
YacTb 2. TpeboBaHUA K
Banuaauumn npoLeccos
(hOPMOBKU, repmeTn3aLum u
cbopku

TpaHCNOPTHbIE UCMbITAHUA
roToBON MpoAyKUuUu

BUOCOBMECTUMOCTbL/CTEPUNTU3ALNA/OUN

CTKA

EN ISO 10993-
1;2009/AC2010

EN ISO 11137-1:2006

Buonorunyeckas oueHka
MegULMNHCKNX N3Jenunii.
Yactb 1. OueHka u
TEeCTMpOBaHUe B paMKax
npouecca ynpasneHus
puckamu.

CTtepunusaymna MeguLnMHCKON
npoaykuun. Pagnayuna. Yactb
|I. Tpe6oBaHua Kk paspaboTke.
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EN I1SO 16061:2009

EN 62366; 2008

PACKAGING
EN 180 11607-1:2009

EN ISO 11607-2:2006

ISTA Test 3A

Instrumentation to be used in
association with non-active
surgical implants- general
requirements
Medical devices -
Application of usability
engineering to medical
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

BIOCOMPATIBILITY/STERILIZATION/CLEA

NING
EN ISO 10993-
1:2009/AC2010

ENISO 11137-1:2006

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

Sterilization of health care
products— Radiation— Part
1; Requirements for
development, validation, and
routine control of a



ENISO 11137-2:2012

ISO 11137-3:2006

EN 556-1:2001

ENISO 14937: 2009

ENISO 11737-1:2006

BanMjaunuun n TeKywemy
KOHTPO/0 npouecca
cTepuAn3aumm MeguLnHCKNX
n3pennii.

Ctepunusauns meguunHCKOM
npoagykumn. Pagunaumna. Yactb
2. YcTaHOBNEHUNE
CTEPUNMN3YIOLLENA A03bI

Ctepunusaunsa mMeguLMHCKON
npoaykuuun. O6nydeHue.
YacTtb 3. PYKOBOACTBO NO
LO3UMETPUYECKUM acnekTam
Crepunusauma meguLMHCKNX
n3genuii. TpeboBaHus K
MEAULMNHCKUM U3LENNAM,
0603HaYaeMblM Kak
«CTEPUNbHbBIE». YacTb 1
TpeboBaHNA K TEPMUHANbLHO
CTEPUNUN30BAHHbLIM
MegULWHCKUM yCTpOoincTBam
CTepunmsaumna MeguunNHCKONR
npoaykuuun. O6buwume
TpeboBaHUA K

XapaKTepucTu ke
CTEPUNUIYIOLLETO areHTa u
pa3paboTKe, Banngaumm un
TEKYLW EeMY KOHTPONIO
npouecca ctepunusaymm
MeLULUWHCKUX n3genni
Ctepunusaumns meguLMHCKUX
N3penuni.
Mwnkpobuonornyeckue
MeTOo[bl.

YacTtb 1. OnpepeneHue
nonynayuu
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EN ISO 11137-2:2012

ISO 11137-3:2006

EN 556-1:2001

EN ISO 14937:2009

EN ISO 11737-1:2006

sterilization process for
medical devices
Sterilization of health care
products— Radiation— Part
2: Establishing the
sterilization dose

Sterilization of health care
products — Radiation —
Part 3: Guidance on
dosimetric aspects

Sterilization of medical
devices - Requirements for
medical devices to be
designated “STERILE” -
Part 1: Requirements for
Terminally Sterilized
Medical Devices

Sterilization of health care
products. General
requirements for
characterization ofa
sterilizing agent and the
development, validation and
routine control ofa
sterilization process for
medical devices
Sterilization of medical
devices - Microbiological
methods - Part 1:
Determination of a
population of
microorganisms on products



EN ISO 11737-2:2009

npoagykKTam

Ctepunusaumsa MeguLMHCKUX
n3nenunii.
Mwukpoburnonoruyeckue
MeTofAbl. YacTb 2.
McnblTaHua Ha
CTEPUNbHOCTb, MPOBOAMMbIE

Sterilization of medical
devices - Microbiological
methods - Part 2; Tests of
sterility performed in the
definition, validation and
maintenance ofa
sterilization process

npu onpegeneHuu,
Banugauuy v nogaepxaHum
npouecca CTepuamnsayuu

OnwncaHue meToAa CTEPUAMN3aALNN;

MeTog ctepununsaumm ramma-nsnyderdue. flosa
cTepunmusaymnn 25-40 kIp.

He ncnonb3oBaTb Npu NOBPEXeHUN YNaKOBKU.
Cpok rogHoctu 3 roga.

apaHTUIAHbIA CPOK XpPaHEHMWA U3LeNNA pPaBeH CPOKY
rogHocTH.

TexHuuyeckne xapaktepuctukm MW / Technical characteristics of MD

Description of sterilization method:
The sterilization metod is x-ray. Sterilization dose is 25-40 kGy.
Do not use if package is damaged.

Shelf life 3 years.
The warranty (Guaranteed shelf life) of the product is equal to the shelf life.

Xapakrepuctuka / Parameter value
Characteristic

Pasmep nessus/ Blade size

3HayeHune napamertpa

6-12 MM, BK/1t0Uas NONOBUHHbIE pasMepbl 6-12mm, including half-sizes

BbicoTa nogbema nessus / Pasmep 6 = 3,031 mm - 3,631 MM SZ.6=3.031mm - 3,631mm

Blade lift height Pa3mep 6,5 = 3,406 MM - 3,986 MM SZ. 6.5 = 3.406mm - 3.986mm
Pasmep 7 —3,711 MM - 4,291 MM SZ. 7=3.711mm-4.291mm
Pasmep 7,5 = 3,911 MM - 4,491 mm SZ.7.5=3.911mm - 4.491mm
Pasvep 8= 4,106 MM - 4,686 MM SZ.8=4.106mm - 4.686mm
Pasvep 8,5 =4,411 mm - 4,991 mMm SZ.85=4.411mm-4.991 mm
Pasmep 9 = 4,600 mm - 5,154 mm SZ.9 =4.600mm - 5,154mm
Pasmep 9,5 = 5,041 mm - 5,621 MM SZ.9.5 =5.041mm - 5.621mm
Pasmep 10 = 5,206 MM - 5,786 MM SZ. 10 = 5.206mm - 5.786mm
Pasmep 10,5 = 5,406 MM - 5,986 MM SZ. 10.5 = 5.406mm - 5.986mm
Pasmep 11 = 5,691 mm - 6,271 MM SZ. 11 =5.691mm - 6.271mm
Pasmep 11,5 = 6,038 MM - 6,618 mMm SZ. 11.5 =6.038mm - 6.618mm
Pasmep 12=6,115 mm - 6,707 MM SZ. 12=6.115mm - 6.707mm
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OnvHa wtudTta pumepa /
Reamer shaft length

[nvHa gucTanbHOro KoHYMKa
wrmngTa / Distal shaft end
lenght

[LunameTp gnctanbHoro
KOHuYuMKa wrtmdTta/ Distal shaft
end diameter (JuameTp
wtndra pumepa / Reamer
shaft diameter)

JnuHa HakoHeyHuKa wTugTa /
Shaft tip length

OnunHa mydTel / Sleeve length

Hapy>xHblii gnametp MyqpTbl /
Outer sleeve diameter

BHYTpeHHWU gnameTp My(Tbl
/ Inner sleeve diameter
NazepHas MapKupoBKa My(Thbl
NS N3MepPeHNs rnyouHbl
0TBEPCTUA B NpoLecce
csepneHus / Laser markings of

mAanciira ennl/nt Annfh

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

229 mm £ 2,54 MM

25,4 mm 0,127 mm

4,11 mm % 0,025 mm

10,92 mm+ 0,127 mm

213,11 mm+ 0,25 mm

4.8 vm £ 0,127 mm

3,81 mm £ 0,127 mm

5-65 mm = 3 %

229 mm % 2.54 mm

254 mm+£0.127 mm

4,11 mm + 0,025mm

10.92 mm £ 0.127 mm

213,11 mm=0,25 mm

4.8 mm £0,127 mm

3.81 mm+ 0,127 mm

5-65mm+ 3%



during drilling

KpyTawuii momeHT USTL meHee 9 groiiM-thyHTOB (1,017 H *m) less than 9 in-Ibs (1.017 N m)
(BepxHwuiA cTaTUCTUYECKWIA

ponyctumelii npegen) / Torque

USTL (Upper Statistical

Tolerance Limit)
Ycunue nessusi LSTL 6onee 4,02 yHTa-cunbl (17,88 H) greater than 4,02 Ibf(17.88 N)

(HWXHwWiA cTaTUCTUYECKUiA

Jonyctumbliid npegen) / Blade

force LSTL (Lower Statistical

Tolerance Limit)

Macca / Weight 94r+2r 949g+2¢g
TBepfocTb nie3sus (no > HRC 38 > HRC 38
Poksenny) / Rockwell

hardness for blade

LLIepoxoBaTocTb / Roughness <3,2 MKM <3.2 pm
Yron 3atouku nessus / 812 +2° 81.2n+2°
Sharpening angle of blade
HanmeHoBaHWe U OpuanNYeCcKnii agpec Npon3BoaMTENS Name and legal address of manufacturer and authorized representative in Russian
MW 1 ynoNHOMOYEHHOTO NpeacTaBUTeNss npomssogmutens  Federation
B Poccumn
MPON3BOAUTE/b: MANUFACTURER:

«Mepoc NHTepHewHn CAP/I», LWiemeH-bnaH 38, Jle J1oknb, Medos International SARL, Chemin-Blanc 38, Le Lode, CH-2400, Switzerland

CH-2400. LW Belivapus
AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN RUSSIA:

YMNO/IHOMOYEHHbBbIV MPEACTABUTE/b Johnson & Johnson LLC,
NMPONIBOANTENA B POCCUI: 121614, Moscow, Krylatskaya str., 17/2.

00O «[XOHCOH & [>KOHCOHY, Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878
121614, r. Mocksa, yn. Kpbinatckas, A. 17, kopn. 2. DL-IJNJRUMedical OA@ITS.JNJ.com.

Ten. +7(495)580-7777, dakc: +7 (495) 580-7878 DL-JNJRU-Medical-Reguiatorv@ ITS.JNJ.com

DL-JNJRUMedical OA@ ITS.JNJ.com.
DL-JNJRU-Medical-Regulatorv@ITS.JNJ.com
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MepeBOA C aHTMMIACKOTO 13blKa HA PYCCKMIA A3bIK

<fNlorotun; «fleMbto CuHTes» (DePuy Synthes)> <CnoraH: People inspired"*>
Fpynna komnaHuit «AXOHCOH & [IXKOHCOH»

«Mepoc NHTepHewHn CAP/»

W emeHn-bnan 38, CW 2400 Nc/loknb, W Beiigapus

MeHegXXep No NpoeKkTamM MeX/yHapofHOro oTAena HOPMaTUBMO»NPaBOBOr0 pPerynmposaHuns

Nwn, Mon

<Hapgnucb oT pyku: 2 anpena 2020 roga>

<nognuncaHo>

WHCTPYKLMA MO NPUMEHEHNIO MEAULMHCKOTO n3genusa «PHmep petporpagHbin TW1STR gns
apTPOCKOMHYCCKMUX onepaumnin»

<noAnucaHo>

<W Tamn: AXXO3E® M. BUTY/IJIO
. HoTapuyc
| COAOPYXECTBO MACCAUYYCETC
CpoK fielicTBUA MOEI NNLLEH3UN UCTEeKaeT
13 mapta 2026 roga>
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[MepeBof fAaHHOTO TeKCTa BbIMOJHEH NepeBOofgUYUKOM KpannvHblm leHncom ANeKcaHApPOBUYEM

Poccuiickaa degepaumns

Mopos MockBa.

[Bajguatb NepBOro ABe ThbiCsSUM ABaALATOr0O roja.
A. Oeiineko Nogmnna BanepuesBHa, BPEMEHHO WCMoONHAlOWas 0653aHHOCTM HOTapuyca ropoja

Mockebl [lMpokoweHkoBOW EneHbl EBreHbeBHbl, CBUAETENbCTBYH MNOAAMHHOCTb MNOAMUCU

nepesogunka KpannnHa leHnca AnekcaHapoBuya.
Mopnuch caenaHa B MOEM MPUCYTCTBUN.
JTnyHoCTb NoANUCaBLWEro JOKYMEHT yCTaHOB/IEHA.

3aperucTpupoBaHo B peectpe; No 21/86-H/77-2020-

B3biCKaHO rocyaapcTBeHHONM nownuHbl (no Tapudy): 100 py6. 00 kon.
YnnayeHo 3a 0KazaHuWe ycnyr npaBoBOro U TexHuuyeckoro xapaktepa: 300 py6. 00 kon.

I-Io.ull-”/le N.B. fQeitneko

MEPBOBL! -~ ATH!
HOrAPYCM |

[pOWHYpOBAHO, MPOHYMEPOBAHO N CKPEeNaeHO MeyaTbio nnar(.-ua-'0e> n 4"~ \

.S T
NB.AeNphpkorX AN

Poccuiickas ®egepaums
[opog MockBa

T e [BeALaTro roa
.. K ii"Hnna B"epueBHa, BPEMEHHO WCMONHAKLIANA
6Bun/icioTy flNirycgt.ropo » MockBbl MpoKOLWEHKOBOW EneHbl
BrBKb"BHbl iie*n!ITS>Ne apHOCTb KONUW C NPefCTaBAEHHOrO
e
jeraiei
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