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Russian text

English text

HAHUMEHOBAHHE MEJMIIHHCKON O H3JIEJIHA
WHCTPYMERT XHPYPrHUcCKWH [  YCTAHOBKH, HM3MEPEHHS M W3BJICYEHHA
AHTPAMERY/IAPHBIX  WMMAAHTATOB, C  MPHHALTICKHOCTAMH,  BapHAHTHI
VCTIONTHEHHA:
1. YcrpoiicTBo peno3uumoHHOE NS WTHHTOB HHTPAMETY/UIAPHEIX, apTHKYN
03.010.369, B cocTase:
1.1. YcrpoiicTBo peno3suuMoHHOe s WTHGTOR HHTPAMEAYIUIAPHBIX, apTHKYR
03.010.369 -1 w.
1.2. Unctpyxuna no npuMeHeHuio -1 mr.
2. JIuneiika peHTreHorpaduMeckas AN HM3MEPEHMA JUIMHBL  GepeHHbIX
mrrrdiToB, apruxyn 03.010.020, B cocTase:
2.1. JIunciika peHTreHorpaduyeckas A M3MEPEHHA JUIMHM OeJpeHHBIX
mrradToB, apTukyn 03.010.020- 1 .
2.2. HucTpyKIM4 No NMpUMEHeHHIOo -1 T,
3. Jlnme#ika peHTreHorpajuueckags AMA HIMCPCHHA IXuamerpa OeaperHBIX
wtugTos, aprrkyn 03.010.023, B cocTase:
3.1. Jluneiika pewTreHorpadutdeckas ANA H3MeEpeHus guamerpa OelpeRHBIX
wrH)TOB, apruxya 03.010.023 -1 T,
3.2. MHCTpYKUMA no NpHMEHEHHIO -1 T,
4.  Pyxoatka ¢ 6nicTpeIM coernenmeM, aptuky 03,010,500, B cocrase:
4.1. Pyxoarka ¢ ORICTPEIM coemucHueM, apTukyn 03.010.500 -1 wrr.
4.2. HHcTpyxums mo mpEMeHeHH:o -1 wT,
5.  Pyxosatka pentrenonpospautas, FRN, apruxyn 03.033.001, B cocrase:
5.1. Pyxostka pentrenonpospautasi, FRN, apruxyn 03.033.001 -1 T,
5.2. HucTpykumus no npaMexenHio -1 wr.
6. PykosaTka Hanpasmuoliad, A4 GoNLUIOTO BEPTENA, PEHTTEHOIPO3payHas,
FRN apmakyn 03.033.003, B cocrase:

PykosTka Hanpasnsioulas, A G0MBIIOTO BEPTENa, PERITCHONPO3payHasi,
FRN, aptuxyn 03.033.003 -1 .
6.2. HWHCTpykums o NpUMeHeRHIO -1 wT,
7.  PykofTka HaNMpaBNsiOMas, NS rPYLIEBHAHON AMKH, PEHTTCHONIPO3paTHas,
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MEDICAL DEVICE (MD) NAME
Surgical instrument for the installation, mecasurement and extraction of
intramedullary implants, with accessories, options: 1. Reduction
Instrument for Medullary Nails, 03.010.369, contain:
1.1. Reduction Instrument for Medullary Nails, 03.010.369 — 1 piece
1.2. Instruction for use — 1 piece
2.Ruler radiographic for measure nail length for Femoral Nails,
03.010.020, contain:
2.1. Ruler radiographic for measure nail length for Femoral Nails,
03.010.020 — 1 piece
2.2. Instruction for use — 1 piece
3. Ruler radiographic for measure nail diameter for Femoral Nails,
03.010.023, contain:
3.1. Ruler radiographic for measure nail diameter for Femoral Nails,
03.010.023— 1 piece
3.2. Instruction for use — 1 piece
4. Handle with Quick Coupling, 03.010.500, contain:
4.1. Handle with Quick Coupling, 03.010.500- 1 picce
4.2. Instruction for use — 1 piece
5. Handlc radiolucent, FRN, 03.033.001, contain:
5.1. Handle radiolucent, FRN, 03.033.001- 1 piece
5.2. Instruction for usc — 1 piece
6. Aiming arm, for Greater Trochanter, radiolucent, FRN, 03.033.003,
contain:
6.1. Aiming arm, for Greater Trochanter, radiolucent, FRN, 03.033.003-
1 piece
6.2. Instruction for use - 1 piece
7. Aiming arm, for Piriformis Fossa, radiolucent, FRN, 03.033.002,
contain:
7.1. Aiming arm, for Piriformis Fossa, radiolucent, FRN, 03.033.002- 1
piece
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FRN, apruxyn 03.033.002, B cocrase:

7.1, PykosTKa HampamNfiolas, /1 IPYIMEBHAHON IMKH, PCHITEHONPO3payHas,
FRN, apruxyn 03.033.002 -1 wr.

7.2. HHCTpYKUMs NO npUMEHENHNIO -1 wT.

8.  HanpasnTtens 3anmrHbii, apTukyn 03.033.007, B cocTase:

8.1. Hanpaswtens 3amurheii, apTukyn 03.033.007 — | wr.

8.2. HucTpykumus no npuMcHeHHio -1 mr.

9.  Hanpasurensb 3amuTHbIA, apTHKYn 03.025.040, B cocrase:

9.1. Hanpasutens 3amutHbid, aprukyn 03.025.040 - | mt.

9.2. HHcTpyxuua no npuMeHeHH:o -1 mt.

10. HanpaeuTens samuTHeH, apTHKYT 03.010.075, B cocrase:

10.1. Hanpaputenb 3ampuTHLIH, aprukyn 03.010.075 - | w.

10.2, HucTpyKuns no npuMeHenHio -1 .

11. Hanpasurenb 3aMWTHBIH, JN8 (Qpe3 HHTpaMeayUIAPHLIX,
03.033.009, B cocrase:

11.1. HanpaBurens zalMTHBIN, 18 Gpe3 HHTPaMEAYANAPHBIX, AapTHKYJ]
03.033.009 - 1 .

11.2. HrCTpyX1pia no npHMEHeHHIo -| mT.

12. Hanpasutens csepna, apTukyn 03.010.076, B cocrase:

12.1. Hampasutens ceepna, aptukyn 03.010.076 - | wr.

12.2. HHCTpYKIHS MO NpHMEHEH’Io -1 mIT.

13. Hanpasurens ceepna, My sTHKaHaNLHEI, apTukyn 03.033.008, B cocrage:
13.1. HanpasuTenb cBepra, MynbTHKAHANLHBIHA, apTriyn 03.033.008 - 1 wr.
13.2. UHCTpPYKIMA IO NPHMEHCHRIO -1 T,

14. Ceepno kaHonWpoBanHoe, rOkoe, Owictpoe coeamnenue DHS/ DCS,
apruxyn 03.033.004, B cocrase:

14.1. Ceepno xantonupopanroe, rmbkoe, Onictpoe coeauncrne DHS/ DCS,
apraxyn 03.033.004 - 1 m.

14.2. HucTpykuua no npuMeHeH#:o -1 wr.

15. Tpoakap K HaNpaBHTEMO 3aIMHTHOMY, apTHKY 03.033.010, B cocTase:
15.1. Tpoakap K HanpaBUTEO 3AUTHTHOMY, apTKya 03.033.010 — 1 m.

15.2, MucTpyKunua no MpUMeHEHHIO -1 wT.

16. Tpoakap K HanpaBuTENO CBepna, apTukyn 03.010.077, 8 cocTase:

16.1. Tpoaxap K HanpaBuTCIO cBepna, apTukyn 03.010.077 - 1 wr.

16.2. UHCTPYKIUMA 110 NpUMEHEeHHIO -1 WT.

apTHKyn
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7.2. Instruction ... Jse— 1 piece

8. Protection slceve, 03.033.007, contain:

8.1. Protection sleeve, 03.033.007- 1 piece

8.2. Instruction for use — 1 piece

9. Protection slecve, 03.025.040, contain:

9.1. Protection sleeve, 03.025.040- 1 piece

9.2. Instruction for use — 1 piece

10. Protection sleeve, 03.010.075, contain:

10.1. Protection sleeve, 03.010.075- 1 piece

10.2. Instruction for use — 1 piece

11. Protection sleeve for Medullary Reamers, 03.033.009, contain:
11.1. Protection sleeve for Medullary Reamers, 03.033.009- 1 picce
11.2. Instruction for use — 1 picce

12. Sleeve of drill, 03.010.076, contain:

12.1. Sleeve of drill, 03.010.076— 1 picce

12.2. Instruction for use — 1 piece

13. Sleeve of drill, multihole, 03.033.008, contain:

13.1. Sleeve of drill, multihote, 03.033.008— 1 picce

13.2. Instruction for use — 1 picce

14. Drill Bit cannulated, flexible, for Quick Coupling DHS/DCS,
03.033.004, contain:

14.1. Drill Bit cannulated, flexible, for Quick Coupling DHS/DCS,
03.033.004- 1 piece

14.2. Instruction for use — 1 piece

15. Trocar for protection tube, 03.033.010, contain:

15.1. Trocar for protection tube, 03.033.010- 1 piece

15.2. Instruction for use — 1 piece

16. Trocar for protection sleeve, 03.010.077, contain:

16.1. Trocar for protection sleeve, 03.010.077- 1 picce

16.2. Instruction for use — 1 piece

17. Awl cannulated, 03.010.041, contain:

17.1. Awl cannulated, 03.010.041- 1 piece

17.2. Instruction for use — 1 piece

18. Screw connecting, cannulated, 03.033.006, contain:

18.1. Screw connecting, cannulated, 03.033.006— 1 piece
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17. Lluno xamonnposannoe, aptukyn 03.010.041,  crase:

17.1. llano xantomposannoe, aptukyn 03.010.041 — | wr.

17.2. UHCTpYKuMA NO MPUMEHREHHIO -] LT,

18. Buart coeannurensHuil, kKanionuposarHbLil, apruxyn 03.033.006, B cocrase:
18.1. BHHT coeanHuTEN b, KaHIONMpOBaHHbLIH, apTHKyT 03.033.006 - 1 wr.
18.2. MucTpyxuns mo npHMereHuio -1 mr.

19. Bunr s ynanenus GonsiueGepuoBbix H GeApeRHBIX WITHPTOB, ApTHKYN
03.010.000, B cocrase:

19.1. Bunt ans yaanenus GonbmebepuosbiX H GeApeRHBIX WITHGTOB, APTUKYN
03.010.000 - 1 wr.

19.2. UHCTpYKUMA NO NPHMEHEHHIO -] 1mT.

20. Hsmeputens no cituue, aprikys 03.010.493, B cocrase:

20.1. Usmepntens no cnuue, aptukyn 03.010.493 - 1 .

20.2. UHcTpyKIMA TIO NPEMEHEHHIO -1 WT.

21. Hamepurens no cnuue, aprikyn 03.010.085, B cocrase:

21.1. Uamepurens no couue, apraxyn 03.010.085 - 1 wr.

21.2. UncTpyKUMA o NpHMEREHMIO -1 mIT.

22. ®pesa Ana BUHTOB GesiperHbix, apTukya 03.010.078, B cocTase:

22.1. ®pe3a ans BuATOB OeapeHHbIX, apTHKyn 03.010.078 — 1 wiT.

22.2, Unctpykums no npUMeRerMo -1 wrr.

23. Ouxcatop ana ¢pesnl A1a BUHTOB OempenHnix, aptuxyn 03.010.079, B
cocrage;

23.1. dukcarop ans $ppe3nl A BuHTOB Oeapenusix, aprukyn 03.010.079 - | w.
23.2. UncTpyKums no NPHMEHEHHUIO -] LIT.

24, Orseprka Stardrive T25, camoypepxusaromas, aptuxyn 03.010.519,
cocTaBe:

24.1, Oteeprka Stardrive T25, camoynepxusatomas, aprukyn 03.010.519 — 1 wr.
24.2. Unctpykums no npuMEHEHHIO -1 1.

25. Kmogy xoMOMHHApOBaHWE, apTHKYN 321.160, B cocTase:

25.1. Kmou komOnHHpoBaHKbIH, apTHKYN 321.160 — 1 w.

25.2. UHCTpYKUKMS 1O NPUMEHEHHIO -] 1T,

[TprHaanexHOCTH:
1. [Moxnoc A KHCTPYMEHTOB JNA OTKPEITHA Kanana FRN, aptakyn 60.033.006
(npu HeobxomumocTH) — [T,
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18.2. Instructior. ... use — 1 piece

19. Screw for extraction Tibial and Femoral Nails, 03.010.00, contain:
19.1. Screw for extraction Tibial and Femoral Nails, 03.010.00- 1 piece
19.2. Instruction for use — 1 piece

20. Direct Measuring Device for Guide Wires, 03.010.493, contain:
20.1. Direct Measuring Device for Guide Wires, 03.010.493— 1 piece
20.2. Instruction for usc — 1 piece

21. Direct Measuring Device for Guide Wires, 03.010.085, contain:
21.1. Direct Measuring Device for Guide Wircs, 03.010.085— 1 piece
21.2. Instruction for use — 1 piece

22. Reamer for Hip Screws, 03.010.078, contain:

22.1. Reamer for Hip Screws, 03.010.078- 1 piece

22.2. Instruction for use — 1 piece

23. Fixation Sleeve for reamer for Hip Screws, 03.010.079, contain:
23.1. Fixation Sleeve for reamer for Hip Screws, 03.010.079— 1 piece
23.2. Instruction for use — 1 piece

24, Screwdriver Stardrive T25, self-holding, 03.010.519, contain:
24.1. Screwdriver Stardrive T25, sclf-holding, 03.010.519— 1 piece
24.2. Instruction for use — 1 piece

25. Combination wrench, 321.160, contain:

25.1. Combination wrench, 321.160- 1 piece

25.2. Instruction for use — 1 picce

Accessories:

1. Tray for Opening Instruments FRN, 60.033.006 (if needed) - 1 piece.
2. Tray for Insertion Instruments FRN, 60.033.007 (if needed) — 1 piece.
3. Tray for Locking Instruments FRN, 60.033.010 (if needed) — 1 piece.
4. Lid for Graphic Case, 60.037.010 (if needed) — 1 piece.

5. Label Sheet for Opening Instruments and Inscrtion Instruments FRN,
60.033.011 (if needed) — 1 piece.

6. Label! Sheet for Locking Instruments FRN, 60.033.014 (if needed) - 1
piece.

7. Spacer for Graphic Case Tray, 60.033.015 (if needed) — 1 piece.
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2. Tognoc mns ycraHoBowHEIX HHCTpyMenToB FRM  THxYyn 60.033.007 (npn
HEOOXOZXHMOCTH) — 11T,

3. Toanoc s Onoxupyiowux HHcTpyMeHToB FRN, aptukyn 60.033.010 (npn
HeoOX0AMMOCTH) — 1T,

4. Kpouuka ansn xouteitHepa Graphic Case, aptuxyn 60.037.010 (npu
HeobxoauMocTi) — [T,

5. Bruagsnn MapkWpOBOYHBIH MId HHCTPYMCHTOB YCTAHOBOYHBIX M Jyid
otxpuiTHa karana FRN, aprukyn 60.033.011 (npu neobxoaumocru) — 1.

6. Bxmagemu MapKHpOBOTHBEA 11A Onoxkupylowux uHcTpyMeHToB FRN, apTukyn
60.033.014 (mpn neoOxoaumocTn) — 1wr.

7. Bruageim ans koHreiHepa Graphic Case, aprukyn 60.033.015 (npu
HeoOxomuMocTH) — 1.

8. Kowreiinep Graphic
neobxomumocTy) — LT,

9. Koureiinep Graphic
HeoOXoauMOCTH) — luT.

Case, Boicota 2, apruxkyn 60.037.002 (npu

Case, Beicota 3, aprukyn 60.037.003 (opu

8. Graphic Case, ....ght 2, 60.037.002 (if needed) — 1 piece.
9. Graphic Case, height 3, 60.037.003 (if needed) — 1 piece.

Jlanee no TEKCTy MOTYT HCHONb30BaTBCH CACAYIOWIME HAUMEHOBaHHA
METULHHCKOrO H3AENHA: HHCTPYMEHT-(b1), H3aenue, MeAHuHHcKoe usaenwe (MH).
HauMeHOBaHHMA MEAMUMHCKUX W3HEMHH MOTYT OBITh YMOMAHYTH B TEKCTE B
cokpauenHoit dopme s yRobersa BocnpuaTis HHopManuH.

Further in the text the following names of the medical device can be used:
instruments, medical devieec (MD).

The medical devices names can be mentioned in the text in abbreviated
form for information perception convenience.

HA3HAYEHHUE MEJAULIMHCKOTO U3AEIHAA U TTPUHITUIEI IEVCTBUA
HHCTpYMEHT XHPYPTHYECKHH NpeHa3sHaueH A% MMILTAHTAUMH, HW3MEPEHUA H
H3BJICHEHHUS MHTPAMERY/TAPIBIX AMILTAHTATOB.

INTENDED USE AND PRINCIPLE OF OPERATION
Surgical instruments are for the implantation, measurement and extraction
of intramedullary implants.

YcTpoiicTBO peno3HIHOHHOE At ITH(TOB UHTPAMEAYILIAPHBIX KCIOJB3YETCA B
XHPYPriH BJift IIOJHATHA HITH NMEPEMEUICHAR KOCTHBIX OT/JOMKOR M MATKMX TKaHEH
BO BPEMA OTIEpaLWH.

Reduction instrument for Medullary Nails is used in surgery to lift up or
reposition bone fragments and soft tissues during surgery.

JIune#iku HCMONB3YIOTCA BO BPeMsA OPTONEAMUECKOH onepaliuu, ecan Tpebyercs
onpefeneHHe rAyOHHL! BBEACHMA HMHCTPYMEHTA/MMIUIAHTATA WIH ONpeJeneHue
pasMepa HHCTPYMEHTA/MMILIAHTATA.

Length Assessing Devices are used at the surgical steps during orthopedic
surgery where determining of instrument/implant insertion depth or
determining of instrument/ implant size is required.

PykosTka ¢ ORICTPHM COSAHHEHHEM HCHOMb3YETCA BO BpeMs OPTONEAMYECKOit
XHPYPIHH JUIS YACpKAaHHA XMPYPrHYECKOro HHCTPYMEHTa, MO3BOJAS XMPYpry
BBITIONIHATE Pa3JiIMIHbIE MAHHITYJIAIHH.

Instrument Handles are used during orthopedic surgery to hold a surgical
instrument, allowing the surgeon to perform manipulation.

PykosTka pentrenonpospautas, FRN; pykoarka Hanpasmsiomas, ais Gonbiuoro
BepTeNa, peHTreHonpospadnas, FRN; pykosarka Hampasamiowas, Aid
TPYIICBHAHOH SMKH, peHTreHonpozpaudas, FRN npeanasHaueHw and

Handle radiolucent, FRN; arms aiming for implants of Greater Trochanter,
radiolucent, FRN; arm aiming for implants of Piriformis Fossa,
radiolucent, FRN are intended for guiding of instruments for alignment
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HAMpaBJICHUA HWHCTPYMCHTOB C LEJIbIO COBMELICH
HMIUIAHTATAMH B X0€ OpTOIICJlH‘IeCKOﬁ OlCpaLHuH.

C COOTBETCTBYIOILLUHMH

with correspond..., implants during orthopedic surgery.

Hanpasurenu u ¢ukcaTopsl npeAHa3Ha4CHBI IS YACPXAaHHA M HanpaBlICHHA
MHCTPYMCHTOB B XOJIC OPTOIEANYECKOiH ONEpPaLIHH.

Protection Guide/Sleeves are intended for holding and guiding
instruments during orthopacdic surgery.

Csepio npejiHa3Ha4eHo Ui CBCPACHUS LMIUIAPHYCCKUX OTBCPCTHH B KOCTH B
X0J1e OPTONEJANYECKHUX ONCPALHHL.

Drill bits are intended for drilling of cylindrical holes into bone during
orthopedic surgery.

Tpoakapsl HCMONE3YIOTCA BO BpeMsi OPTOMEAMYECKOH ONepauuu JUIS PyuHOIo
MpoKoa KOXH B TOYKE JOCTYNA B TEJIO M MpPEJHA3HAYEHbl U1 MOMOIM 1IpH
JIOKATH3alMH U NO3HLMOHKPOBAHHU NEPETIOMOB H/MIIH OT/EJICHHH OKPYXAIOUMX
MATKHMX TKaHed NpH J0CTyIe.

Trocars are used during orthopedic surgery to manually puncture a bodily
entry point through the skin to assist in the location and positioning of
skcletal fractures and/or upon cntry gently part the surrounding soft tissuc.

Uluno HCTIOJIB3YCTCA IS PYYHOrO OTKPBITHA MCAY/UBIPHOrO KaHdla lepei
)’CTaIlOBKOﬁ COOTBCTCTBYHOLUCIO HMIUVIAHTATA.

Awls are manually used for opening of the medullary canal before the
inscrtion of the dedicated implant.

BHHT coeTMHUTENBLHBIH, KaHIOMHPOBAHHELIN.
MucTpyMCHT npeaHasHaueH /Ul MO3HUMOHMPOBAHHMS MMIUIAHTATA B Tele
NaLueHTa.

Screw connecting, cannulated.
Instruments are intended for positioning an implant into the body.

BuHT 114 ynanenus 6onbedepuoBbix H O€APEHHBIX ITH(TOB - XUPYPrUUCCKHH
MHCTPYMEHT, [peJlHa3Ha4CHHLIA A8 MCNONBL30BaHHA TNpH  3aXBaTC H
MaHHUMYTHPOBAlIHH  MMIUIAHTHPYEMBIMH  OPTONEANWYECKUMH H3JEIMAMH  MpH
W3BNEYEHUH BO BPEMS XHPYPrHUECKOro BMELIATE)IbCTBA.

Surgical instrument that is intended to be uscd to grasp and manipulatc an
implantable orthopedic device during extraction during a surgical
intervention.

H3amepHTenb no cnuue u3Mepser riyOuHy OTBEpPCTHA Ha OCHOBE HanpasJisioLIeH
CITHIIBI ¥ MCTIONB3YCTCA U1 BbIOOpa HMIIAHTATA.

Direct measuring devices measure the depth of a hole based on a guide
wire and are uscd for implant sclection.

<Dpe3a npeaHasHaycHa Uis pUMHPOBAHUA KOCTH NMPU UMITJTAHTAIIMH IUTH(I)TOB.

Reamer is intended for bone reaming for nail implantation.

Ortseprka Stardrive T25, camoyaepxuBaiowas npeaHa3HayeHa Ui 3aTArMBaHHA,
ocnabneHns WM yaaJleHHs BUHTOB B XOJ€ OPTOIIEAHUYECKOH OllepaLiHH.

Screwdriver is intended for tightening, loosening or removing of screw
implants during orthopedic surgery.

Koy koMOHHHPOBaHHBIH HCMONB3YCTCA BO BPCMS OPTONC/IHYCCKHX ONCpalnii Ha
XHPYPrHUCCKOM JTarmne, TAc TpeOycTcs 3aXBaTHTh, MOBCPHYTh WIH 3aKPYTHTh
Jpyroe H3ACIHC.

Wrench is used during orthopedic surgery at the surgical steps where
gripping, turning or twisting of other devices is required.

Konreiinepsl # MX KOMMOICHTB NpCcAHA3HAYCHBI NS 6C30MACHOTO XpaHEeHHs,
06paboTKH ¥ TPAHCMOPTHPOBKH MHOTOPA30BBIX XHPYPrHUYCCKHX HHCTPYMCHTOR H
/ KK MMIIAHTATOB MEXKAY ONEPALMOHHOM, CKIAJCKHMH H CTEPHIM3aLHOHHBIMH
TIOMEILEHHAMH.

The Cases and Components are portable containers designed for safe
storage, handling, and transportation of reusable surgical instruments and/
or implants between the operating, storage and central sterilization rooms.

[IOKA3AHUA U ITIPOTUBOIIOKA3AHUA K TNMPUMEHEHUIO MU U
BO3MOXHBLIE [TOGOYHBIE DPOEKTHI
IToka3zauus

INDICATIONS AND CONTRAINDICATIONS FOR MD USE
AND POSSIBLE ADVERSE EFFECTS
Indications

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
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HHCTPYMERT XMpDYPrHYeCKMid TNOKa’zaH M MMl
U3BJICHEHAS WHTPAMEAYIAPHEIX HMILIAHTATOB.

TalHH, H3IMCPCHHUA H

Surgical instrum...... are indicated for the implantation, measurement and
extraction of intramedullary implants.

MpoTHBoONOKA3IANNA, BO3MOXKHDIE HEXKeTATENLHbIE ABICHHS

Her crnemsduueckux NPOTHBOMOKA3AHHK K NPHMEHEHHIO HHCTPYMEHTOB B
opronegwdeckoif  XHpYprWn.  IlpoTHBONOKAa3aHMS K XHPYprudeckoMmy
BMCIIAaTENLCTBY ONPECACNAIOTCA XHPYPTOM B KaXIOM KOHKPETHOM Clyyac Ha
OCHOBaHHM 3aboNeBaHMs NALMCHTA W ONPCACNCHHONO THNA HMIUIAHTATA,
BHOpPaHHOIO U1 YCTAHOBKH, B YUMTHIBAIOTCA B COOTBCTCTBHH ¢ NHOpMaLneit B
XUPYPrHYecKHX TEXHHWKAX Ha BbIOpaHHBIH THI HMIIAHTATOB TPOM3BOACTBA
Synthes GmbH. Bo3MoxHble HexenaTensHbie ABACHHS, MoGoTHBIE MPHEKTLI H
pUCKHu:

- HHEKHA

- MOBPEKACHHE MATKUX TKaHEH

- ANEPIUYECKHE PEAKLIHY U3-32 HECOBMECTHMOCTH MATEPHAIOB

- OTCPOYKa 3aKHBIICHAA W3-32 COCYAHCTHIX TIapyIICHHI

Contraindications, potential Adverse Events

There are no specific contraindications for using instruments in
Orthopaedic surgery. Contraindications to surgical intervention are
determined by the surgeon in each case on the basis of the patient’s disease
and the specific type of implant sclected for implantation, and are taken
into account in accordance with the information in the surgical techniques
for the selected type of implant manufactured by Synthcs GmbH. Possible
adverse events, side effects and risks:

- Infection

- Soft tissue damage

- Allergic reactions from material incompatibility

- Delayed healing from vascular disturbances.

HHOOPMAILIHA O NIOTEHOUHAJBHbLIX MOTPEBUTEJISAAX MH H
YKA3IAHHAA IO HCIIOJIB3OBAHHIO

MoTennnansnnie noTpeburenn MH

M3nenus npeaHasHaueHnl A MCMIONb3OBAHMR  KBAMM(pMUMPOBAHHBIMH
METULUMHCKHMH  paCOTHMKaMM, HanpuMcp,  XAPYPraMH,  TIEPCOHAIOM
ONEPALUMOHHON H CNENHATUCTAMM, YYACTBYIOUHMHE B ITOATOTOBKE H3RCIHA.
PaGoTHHKH cepBl 3ApaBOOXpAHENHS AOMKHBL HMETh IOJIHOE MPEACTABICHHE O
NpeAnoaracMoM UCMONb30BAHUH MPOAYKUMM H NPUMECHAEMBIX XHPYPTHYECKHX
TEXHHKaX, 8 TakKe JODKHLI ObITh KBAMHQWIWPOBAHB! MYTEM NPOXOXKUCHHA
COOTBETCTRYIOIEO 00YYeHHA.

INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE

Potential users of MD

Devices are intended to be used by qualified health care professionals e.g.
surgeons, operating room staff, and professionals involved in preparation
of the device.

Health Care Profcssionals should be fully aware of the intended use of
the products and the applicable surgical techniques, and they should be
gualified by appropriate training.

Yenorna npumenenan/sxenayaTanun MH

H3nenus npenHasHATICHE! AJIA HCNIONB30BAHHA B YUPEXKACHHAX 3APABOOXPAHEHNS.
H3aenus pekoMeHAyeTCS HCNONL30BATH NPH YCIOBHAX IKCILUTYATALAH, YKA3aHHEIX
B Tabmuue.

YCnoBHS IRCILIYATAIKH

Brnaxx#ocTs Or30% ro 85 %
Temnepatypa Ot -29 °C a0 +60 °C
At™octepHoe nasnerre | Her cnenuansieix Tpeboranmii

Use/operation conditions of MD
Devices are intended for use in healthcarc facilities. Devices are
recommended for use under operation conditions indicated in Table.

Operation conditions

Humidity 30%to 85 %
Temperature -29 °C to +60 °C
Barometric pressure No special conditions
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OMUCAHUWE OCHOBHbIX ®YHKLWVNOIIANbA
Obuee onnucaHme PYHKLMOHANbHbLIX 31EMEHTOB MU
MpumeyaHve: NPUBELEHHbIE HUXKE UN300paKEHUS HOCAT  MH(OPMALMOHHbIN
XapakTep W npu3BaHbl NPOAEMOHCTPMPOBaTL O6WMIA BUA W KOHCTPYKLMIO
MEeAULMHCKMX N30eNnin 663 MacLLTabrpoBaHus.

YCTPONCTBO PeNnoO3NLMOHHOE ANA WTUNTOB UHTPaAMEAYNNAPHbIX, apTUKYN
03.010.369

YCTPOICTBO Peno3nLMOHHOE AN LWTUMPTOB MHTPaMeayNNAPHbIX UCMONb3YeTCs B
XVPYPrumv, 4Tobbl NOLHATL UM NEPEMECTUTL KOCTHbIE OT/IOMKW N MArKME TKaHW
BO Bpems oriepaumu.

[NEMEHTOB MU

NnHelika peHTreHorpadguyeckas
wTtndToB, apTukyn 03.010.020

NuHelika peHTreHorpadpuueckas pana

ONSa  M3MepeHWA ANMHbI  6efpeHHbIX
n3mepeHns pauamerpa b6efpeHHBbIX
wTtnudToB, apTukyn 03.010,023

JInHenkn NCNosib3yrTca Ana WU3MEpPEeHUa aHaToMun, ANUHbIE KU gnamMeTpa
nMnnaHTartos, And Bbl60pa pa3mepa LUTMCbTOB N  OLUEeHKN «I‘IO,CI,XO,U,I/IT/HC
noaxoanT». JINHeKN  BbINOMHEHbI B BMAe TnMosoCc C rnagkuMmm  Kpasamu,

MapKMpPoBaHHbLIX B €AMHULAX O/INHbI.

JNnHeilka peHTreHorpauyeckas Ans U3MepeHus A4JIMHblI 6efpPeHHbIX LUTUTOB,
aptnkyn 03.010.020

M NHBHBAAdERNMWMBaAaBW T-

JnHeiKa peHTreHorpauyeckas 419 U3MepeHus guameTpa 6efpeHHbIX LWTUQTOB,
aptukyn 03.010.023
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DESCRIPTIOL FMAIN FUNCTIONAL ELEMENTS OF MD
General description of functional elements of MD

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

Reduction Instrument for Medullary Nails, 03.010.369

Reduction instrument are used in surgery to lift up or reposition bone
fragments and soft tissues during surgery.

Ruler radiographic for measure nail length for Femoral Nails,
03.010.020

Ruler radiographic for measure nail diameter for Femoral Nails,
03.010.023

Rulers are used to measure anatomy, the length and diameter of implants,
to select the size of the nails and evaluate "fit/ not fit". Rulers are designed
as smooth-edged strips marked in units of length.

Ruler radiographic for measure nail length for Femoral Nails, 03.010.020

Ruler radiographic for measure nail length for Femoral Nails, 03.010.023



PykoATka ¢ 6bICTpbIM cOefuHeHNeM, apTukyn 03.010.500
PykoaTka ¢ 6bICprIM COeANHEHNEM - 3TO pquon XVIpyprVIl-IGCKI/IVI MHCTPYMEHT,
I'Ipe,D,HaBHaHEHHbIVI aonAa (*)VIKcaLI,VIVI K MPOKCMMa/lbHOMY KOHLY XWpYypruvyeckoro
MHCTPYMEHTa, 4yTOOblI MO3BOMUTH XUPYypry BbINOAHATbL  MaHUnyndauum  C
WHCTPYMEHTOM. M3fenne nveet nNpamyro d)OpMy PYKOATKMN.

PykoATka peHTreHonpospadHasa, FRN, aptukyn 03.033.001

PyKosaTKa peHTreHonpospayvas C peHTreHorpauyeckuMyi MHOMKaTopamm
CMOCOOCTBYET  PEHTreHOBCKOM  BM3yanm3aumuv M PasMeLLEHU0  Crunubl
HanpaensoLLeil. Mapkepbl Ha PYKOATKE MOMOralT BM3yasM3MpOBaTh BbICOTY
LWTK(TA M ONpesenMTb pasmep Kosnayka.

PykoATKka Hanpasnfdtuwas, gnsa 60NbwWoro BepTena, peHTreHonpospavyHasa,
FRN, aptnkyn 03.033.003;
PykoAaTKa HanpaBnswwas, gnsg rpyweBuiHoON MKW, peHTreHonpo3pa4vyHasa,
FRN, aptukyn 03.033.002
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Handle with Quick Coupling, 03.010.500

Handles with Quick Coupling are hand-held manual surgical instruments
designed to attach to the proximal end of a surgical instrument to allow
the surgeon to perfonn manipulations with the instrument. The device has
a straight handle grip.

Handle radiolucent, FRN , 03.033.001

Radiolucent handle with radiographic indicators supports

x-ray visualization and assists with guide wire placement.

Markers on the handle help visualize the nail height and determination of
end cap size.

Aiming arm for Greater Trochanter, radiolucent, FRN, 03.033.003;
Aiming arm for Piriformis Fossa, radiolucent, FRN, 03.033.002
Aiming instruments are intended for guiding of instruments for alignment
with corresponding implants during orthopaedic surgery.



]

PykoaTkn HanpapasionMc npeAcTaBafioT coboit . mue AnA HanpaBneHHA
HHCTPYMCHTOB C LIEIbI0 COBMCUICHHA C COOTBCTCTBYIOIHMH HMITIAHTaTaMH B
XO0J€ OPTONEANYECKOi ONEPALKH,

PykosaTka Hanpansiomasi, Juis Oonsmoro Beprena, peHtreHonpospaynas, FRN,
aptukyn 03.033.003

PO

PykosTRa HanpaBnAIouias, ANA rPyWIEBHIHON AMKH, peHTreHonpospadnas, FRN,
aptukyn 03.033.002

N

Aiming arm for Greater Trochanter, radiolucent, FRN, 03.033.003

Sw

b
N

Aiming arm for Piriformis Fossa, radiolucent, FRN, 03.033.002

AR Y

b
N

Hanpapurenh 3aHTHbLIA, apTHKYA 03,033.007;

HanpasuTens 3amuTRbIH, apTHKYA 03.025.040;

Hanpasuteab 3amuTusii, apTuxyia 03.010.075;

Hanpasuteah 3amuTHLIH, AN  $pe3 HUHTPaAMERYNRAPHLIX,
03.033.009;

Hanpasurenn ceepaa, aptuxyn 03.010.076;

Hanpapuresan ceepaia, MyJbTHKaRaNbHbIH, apTAKYN 03.033.008;
®urkcarop Aas Pppeinl s BHHTOB GeapeHnslx, apTakya 03,010.079
HanpasuTesM W QHKCATOPLL « PYTHEIE XHPYPTHUYECKHE WHCTPYMEHTHE, KOTOpPLIC
CIOCOOHB! 3ALTHTHTL WHCTPYMEHT M / WM NOJL3OBATENN, U / MW MAHCHTA OT
TpaBM, HANpPaBHTh ABMXCHME XHDPYPIHHCCKOTO CBEpNa, MO3BOINTH XHPYPry
BLIIOMHATE MAHUNYIALIHM ¢ HHCTPYMEHTOM.

APTHKYA
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Protection sleeve, 03.033.007;

Protection sleeve, 03.025.040;

Protcction sleeve, 03.010.075;

Protection sleeve, for Medullary Reamers, 03.033.009;

Sleeve of drill, 03.010.076;

Sleeve of drill, multihole, 03.033.008;

Fixation Sleeve for reamer for Hip Screws, 03.010.079

Sleeve and fixation sleeve - collection of hand-held surgical instruments
that are able to protect the instrument and/or its operator and/or the patient
from injury, guide a rotating surgical drill, allow the surgeon to perform
manipulations with the instrument.
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ManpaBuTeNb 3alMTHBIA, apTnkyn 03.033.007

HanpasuTcnb 3awmTHbINA, apTukyn 03.010.075

HanpasuTens 3aWUTHbIN, 4Ns Gpe3 MHTpameaynnispHbIX, apTukyn 03.033.009

JAaii"  w.wrn

HanpasuTcnb 3awmTHbIA, apTukyn 03.025.040

HanpasuTens cBepna, My/nbTUKaHabHbIA, apTukyn 03.033.008

Hanpasutcnb ceepna, aptukyn 03.010.076

dukcaTop Ans pesbl 4N BUHTOB 6eapeHHbIX, apTukyn 03.010.079
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Protection sleev 1.033.007

Protection sleeve, 03.010.075

Protection sleeve, for Medullaiy Reamers, 03.033.009
miam 3

Protection sleeve, 03.025.040

Sleeve of drill, multihole , 03.033.008

Sleeve of drill, 03.010.076

Fixation Sleeve for reamer for Hip Screws , 03.010.079



CBepno KaHl/MpoBaHHOe, TruGKoe, 6bICTpoe

aptukyn 03.033.004

coegnHeHne DHS/ DCS,

Csepnio npeacTasnisieT COO0M  UMANHAPUYECKYHO KOHCTPYKLUMIO C  PEXYLLUM

KOMYMUKOM U CripasibHbIMU KaHaBKamu Mo ero AnviHe. [aBneHune, npunoXeHHoe K

CBep/y BO BPeMsi €ro BpalLieHusl, MO3BO/ISIET eMy NPope3aTh KOCTb U NPOABUraThCs,
co37aBas LUMAMHApUYECKoe oTepcTMe. CrnnpanbHble KaHaBKWU HO [/IMHE CBepna
yGMparoT OCTaTKM KOCTU MO MEePC MPO/BVKEHNS CBEp/a.

Tpoakap K HanpaBuTent 3awWnTHomMy, apTukyn 03.033.010;

Tpoakap K HanpaBuTent ceBepna, aptukyn 03.010.077
Tpoakapbl - 3TO >XEeCTKMe pPYy4UHble XUPYPruyeckne WHCTPYMEHTbI C OCTPbIM
KOHWYECKMM KOHLIOM, WUCMONb3yemMble ANA PYYHOro MNpPOKo/ia KOXW B TOYKe
Ana  nomoLun
NO3ULMOHNPOBAHUM  NEPENoMOB U/UNK  GEPEXHOro OTAENEHUS OKPYXKaroLLMX

AOCTyMa B Teno W npegHasHa4yeHbl

MAFKWX TKaHew npu gocTyre.

Tpoakap K HarnpasuTento 3awmTHomMy, aptmukyn 03.033.010

Tpoakap K HanpasuTesnto ceepna, apTukyn 03.010.077
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npn  nokaimsaumm w

Drill Bit cannulated, flexible for Quick Coupling DIIS/DCS,
03.033.004

Drill bits arc cylindrical constructs with a cutting tip and spiral flutes along
their length. Pressure applied to the drill as it is rotating allows it to cut
through the bone and advance, creating a cylindrical hole. The spiral flutes
along the length of the drill carry bone debris away as the drill advances.

Trocar for protection tube, 03.033.010;

Trocar for protection sleeve, 03.010.077

Trocars are rigid hand-held surgical instruments with a sharp conical point
used to manually puncture a bodily entry point to assist in the location and
positioning of skeletal fractures and/or, upon entry, gently part the
surrounding soft tissue.

Trocar for protection tube, 03.033.010

Trocar for protection sleeve, 03.010.077

12



W nno kaHw nupoBawte, apTnukyn 03.010.041 Awl cannulatec .010.041

LLInno sBnseTcs MeTaIMYecKMm XUPYPrmyecknM MHCTPYMeHTOM 1 ncnonbdyetca  Awl is a metal surgical instrument and manually used for opening of the
ANS PYYHOrO  OTKpbITMS  MedynnspHOro KaHana nepea  yctaHoBkoii  medullary canal before the insertion of the dedicated implant.
COOTBETCTBYHOLLEr0 UMMNIaHTAaTa.

BWHT COEAMHUTENbHbIN, KA NMPOBaHHbIW, apTukyn 03.033.006 Screw connecting, cannulatcd, 03.033.006

BUHT coeMHMUTENbHbIA CKOHCTPYMPOBaH Ans obneryeHns gukcaummn wtudta K - Connecting screw is designed for facilitated attachment of nail to insertion
PYKOSITKE PEHTIenonpo3payHom. handle.

WHCTpyMeHT npefHasHayeH A5 NO3WLMOHUPOBaHWSA wMnnaHTaTa B Tene  Instrument is intended for positioning an implant into the body.
nauueHTa.

BUHT gna yjaneHuna 6onbwebepuoBblX M b6egpeHHbIXx wTudToB, apTukyn Screw for Extraction Tibial and Femoral Nails, 03.010.000
03.010.000 Surgical instrument that is intended to be used to grasp and manipulate an
XUPYPruyecknin - MHCTPYMEHT, NpeAHa3HaYeHHbI Ans ucnonb3oBaHWs npu  implantable orthopedic device during extraction during a surgical
3axBare 1 MaHUnyMpoBaHUN UMMIAHTUPYEMbIMIA OPTONEAMYECKMMN NU3Lenmamn  intervention.

Mpy U3B/IEYEHUN BO BPEMS XMPYPruyeekoro BMeLLaTeNbCTBa.

13
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W3meputens no cnnutN apTukyn 03.010.493 Direct Mcasuri device for Guide Wires, 03.010.493;

V3meputens no cnvue, apTukyn 03.010.085 Direct Measuring Device for Guide Wires, 03.010.085

3mepseT rny6uHy 0TBepCTUSA Ha OCHOBE HanpaBnstoLLEei cnuubl 1 ucnonb3yetca  Direct measuring devices measure the depth of a hole based on a guide
ANns BblbOpa MMNaHTaTa. wire and are used for implant selection.

M3mepuTens no cnuue, aptukyn 03.010.085 Direct Measuring Device for Guide Wires, 03.010.085

M3mepuTens no cnuue, apTukyn 03.010.493 Direct Measuring Device, 03.010.493

T W W w www

dpesa ans BUHTOB GefpeHHbIX, apTukyn 03.010.078 Reamer for Hip Screws, 03.010.078

®pe3a NpefHa3HavyeHa A1 PUMUPOBAHUSA KOCTM NPU UMMNNaHTaUMM LWTUQTOB. Reamer is intended for bone reaming for nail implantation.

OTBepTKa Stardrive T25, camoyfep>xusatotad, aptukyn 03.010.519 Screwdriver Stardrive T25, self-holding, 03.010.519

OTBepTKa NpefHa3HaveHa Ansa 3aTarmBaHus, ocnabneHns unv n3snedeHns BUHTOB  Screwdriver is intended for tightening, loosening or removing of screw
BO BPEMSs OPTONEANYECKON X1PYpriu. implants during orthopaedic surgery.

Kntou KOMOUHMPOBaHHbIN, apTuUKyn 321.160 Combination Wrench, 321.160

Koy - 370 py4yHO XMpYpPruyecknii MHCTPYMEHT, UCMonb3yemMblid Ansa 3axsata, Wrench is manually operated surgical instruments, that are used for
MoBOPOTa WM 3aKpyumBaHuA APYrUX uw3fenvin (Hanpumep, raiku, 6onta) BO gripping, turning or twisting other devices (eg. a nut, bolt) during a
BpeMS XMPYPruyeckoro BMeLLaTebCTaa. surgical intervention.

14
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IIpuRagnexnocTn

H3genus BEMOMHEHH B BHAe HeOombmIOro KOHTCHHepa, 00BIYHO ¢ OTKMANOH
KpHUIKOH, XOTOpas MoxeT OLITh 3aKphITa IS 3alMTH! COACPKUMOTO (HanpHMep,
XHUPYPTHYECKHX MHCTPYMEHTOB W/MIH MMIIAHTATOB, TAKHX KAK IUIACTMHHI WIH
BHHTbI), ¢ ONOPaMH C MNAa3aMH WIH BbICMKAMH Ha BCPXHEM Kpae, 4TOObI
COACPAKHMOE MOTNIO OBITh HANEKHO Pa3sMELICHO, 3AILHIICHO M YNOPKHOYEHO.
Kpemuka i onopa MOTYT ObTh YCTANOBACHBI MOR YraoM mns ofrervenus
AOCTYNA K HHCTPYMEHTY/MMIUIAHTATY BO BPEMS XMPYPIHUECKHX ONepalMi Wi
CTEPUIH3ALNH.

Accessories )

The devices are designed as a small case, typically with a hinged lid that
can be closed to protect the contents (i.e., surgical instruments and/or
implantable devices such as plates or screws), and an integral rest(s) with
grooves or notches in the upper edge so that the contents can be securely
placed, protected, and organized. The lid or rest may be set at an angle to
facilitate instrument/implant access during surgical procedures or
sterilization.

BO3MOXHOCTP M METOALI
MEAULIHUHCKUMH H3JAEJHAMNU
[pon3BOAMTENL TAPAHTHPYET COBMCCTHMOCTH CBOMX Pa3IHIHBIX OPHIHHAMLHBIX
HMIUIAHTATOB W/HAM  HHCTPyMeHTOB  mpoussoacrea  Synthes GmbH,
COOTBETCTBEHHO HX HasHaseHnio. Heobxoaumo cobmopats MHCTPYKUHM 1O
HCIIONB30BAHHIO KOHKPETHOM MPOAYKLIMH, ONIUCAHHEIC IPON3BOJUTEICM.

Ecin He yKa3aHO HHOE, He PEKOMEHIYeTC COBMeWaTsh mpoaykuuto Synthes ¢
MPOAYKIMEHR Pa3HEIX MPOH3BOANTENCH, MTOCKOIEKY XH3AiH, MATEPHANH,
MEXaHHKa H KOHCTPYKIMA He FapMOHW3HPOBAaHK RPYT ¢ ApyroM. Synthes He
HECET OTBETCTBEHHOCTR 33 KAKHE-NHOO0 OCNOKHEHUS, BO3HHKAIOWIME B
Pe3YABTATE COBMCHICHUA KOMROHCHTOR WIH HCMIONLI0BAHNA U3RCIHUHA APYrux
NpoH3BOAMTENE.

HMHTErPAIIMH C JIPYTHMH

THE POSSIBILITY AND WAYS OF INTEGRATING WITH
OTHER MEDICAL DEVICES

The Manufacturer ensures the compatibility of its different original
implants and/or instruments manufactured by Synthes GmbH according to
their intended use. The product-specific instructions for usc as described
by Manufacturer must be followed.

If not otherwise mentioned, it is not advisable to mix Synthes products
with those of different manufacturers, since designs, materials, mechanics,
and constructions are not harmonized. Synthes assumes no liability for any
complications arising from mixing components or from using devices
from other manufacturers.

The instruments can be used for the implantation, measurement and
extraction of intramedullary nails FRN, manufactured by Synthes GmbH
(Registration certificate No. RZN 2020/13035).

OCHOBHBIE TEXHHYECKHE XAPAKTEPHCTHKH MH

MAIN TECHNICAL CHARACTERISTICS OF MD

YcrpoiicTBo peno3unuonnoe 419 MTHTOB HHTPAMEXYINAPHEIX, apTHKYA 03.010.369/Reduction Instrument for Medullary Nails, 03.010.369
Tabauna 1/Table 2 - OcaoBHbie TexHuueckHe xapaxTepucTHkn/ The main technical characteristics

JUmaHa ¢ A0TyCKOM, MM + MM IlluprHa ¢ DOMYCKOM, MM £ MM

MM

JlnaMeTp pyKOATKH ¢ JOIMYCKOM, MM %

Brewnwit nuamerp ¢ aomyckom,
MM £ MM

Length with tolerance, mm =+

i i +
mm Width with tolerance, mm £ mm

Height with tolerance, mm + mm

Outer diameter with tolerance, mm
+mm

451,53 80+0,8

12+0,5

80,5
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PyxkosTka Hampasasionian, Aas 0oanuioro Bepr: pentreHonpospauynas, FRN, aptuxyn  133.003 / Aiming arm, for Greater Trochanter,
radiolucent, FRN, 03.033.003

Ocunoenble Texunveckre xapakrepacTakn/ The main technical characteristics

Jnuna c gormyckom, MM = | Llupuna ¢ gomyckom, MM + BHICOTA ¢ JIOMYCKOM, MM & MM Huamerp oTBepcTHit (MAKCHMAIBHBIH/MAHHMANTBHEL)
MM MM C AOTIYCKOM, MM + MM
Length with tolerance, | Width with tolcrance, mm + | Height with tolerances, mm £ | Hole diameter (max/min) with tolerance, mm £ mm
mm £+ mm mm mm
10,96+ 0,2
254+ 12 74,7 £ 0,8 36,6+ 0,8 11.46 £ 0.2
PykoaTKa NANpPaBIAIONIaf, AJMA IPYIMeBHAHO# AMKR, pentrenonpospaunas, FRN, apruxyn 03.033.002/ Aiming arm, for Piriformis Fossa,
radiolucent, FRN, 03.033.002
Ocnosuble Texnuvyeckue xapakrepuctaki/ The main technical characteristics
Jnuna ¢ gonyckom, MM £ | Lllupuna ¢ nomyckom, MM * BICOTA C ZIOMTYCKOM, MM £ MM JlraMeTp OTBePCTHIT (MAKCHMANBHBI/MUHHMANTBHBIH)
MM MM C JOMYCKOM, MM £ MM
Length with tolerance, | Width with tolerance, mm + | Height with tolerance, mm * | Hole diameter (max/min} with tolerance, mm + mm
mm = mm mm mm
10,96 £ 0,2
263,812 69,5+ 0,8 36,6 = 0,8 11,46+ 0.2

Hanpasurean 3amurabiil, apTHkya 03.033.007/ Protection sleeve, 03.033.007
OcHopBbie TexunYeckne xapakTepucTaki/ The main technical characteristics

Brenrnmii JuaMerp ¢ | Auametp OTBEPCTUS c
+
JUmaHA ¢ AONMYCKOM, MM £ MM LlupuHa c AOMYCKOM, MM + MM JOTYCKOM, MM % MM HOMYCKOM, MM % M
Length with tolerance, mm & mm Width with tolerance, mm + mm Outer diamecter with tolerance, | Holc diameter with tolerance,
mm = mm mm + mm
145+ 0,5 62,1 +0,5/-0,3 22,502 5,5+0,1

HanpasiTenb 3anuThbli, apTHKya 03.025.040 / Protection sleeve, 03.025.040
OcHoBHble TeXHRYecKHe XapaxTepucTHKH/ The main technical characteristics

JnHa ¢ AOMYCKOM, MM + MM fmmp OTBEPCTHA (MBKCHMATEHLIH/MHHHMATLHLI) C 2011YCKOM, MM Bremuuit suamMertp ¢ IONYCKOM, MM + MM
Length with tolerance, mm # mm__ | Hole diameter (max/min) with tolerance, mm + mm Outer diameter with tolerance, mm + mm
188+ 0,2 9,7+0,2 21402
8,1 +0,05/0 10,98 0/-0,02
9,102
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HanpasnTreanb 3amHTHLIH, apTHKYA 03.010.075/ Py tion sleeve, 03.010.075
OcHoBHbie TexuRYecKHe xapakTepacTHKi/ The main technical characteristics

JUinHa ¢ nomycKkoM, MM = MM

Brenmuii iuametp
{MaKCHMANbHEIH/MHHUMAIBLHBIHA) ¢ IOITYCKOM,
MM + MM

Juametp oreepeTus
(MaxcHMalbHBIH/MUHHUMANBHEIR) C JOMYCKOM,
MM + MM

Length with tolerance, mm + mm

Outer diameter (max/min) with tolerance, mm +
mm

Hole diameter {max/min) with tolerance, mm =+
mm

232£0,2

12,1:0,2
11,46 +0,02/0

9502
8,6 + 0,05/0

HanpasuTean 3aMIHTHLIH, 18 (pe3 AHTPaMeRyISpHbIX, apTHKYA 03.033.009/ Protection sleeve, for Medullary Reamers, 03.033.009
OcnoBAnie TexHHYeckHe XapakTepHcTHKH/ The main technical characteristics

JUrvHa ¢ J00YCKOM, MM + MM

Buetiauii fuaMeTp ¢ JONMYCKOM, MM + MM

JluaMeTp OTBEpCTHSA ¢ IOMYCKOM, MM £+ MM

Length with tolerance, mm + mm

Diameter with tolerance, mm * mm

Hole diameter with tolerance, mm £ mm

189+ 0,6

24 0/-0,5

8,1+0,2

Hanpasutenb cBepia, MyJIbTHKARATLILIH, apTHKYA 03.033.008/ Slecve of drill, multihole, 03.033.008
OcHoBubie TeXHHYeckue XapakTepucTHKH/ The main technical characteristics

JUIHHA ¢ AOTIYCKOM, MM £ MM

BHeuHuii auaMeTp ¢ A0NyckoM, MM = MM | JIuaMeTp OTBEpCTHA € AOTYCKOM, MM + MM

Length with tolerance, mm + mm

Diameter with tolerance, mm + mm

Hole diameter with tolerance, mm + mm

168,7 + 0,6

24 0/-0,5 5,3 =0,1

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

18




Hanpasnarenb csepaa, apTHkya 03.010.076 /Sleeve  rill, 03.010.076
Ocrosnble Texnnyeckue xapaxkrepucTrkn/ The main technical characteristics

JnamMeTp oTBEpCTHA (MAKCHMAIbHBI/MHHAMANTBHBIH) C AONYyCROM, MM + | BHewrHu# guaMeTp ¢ JOnyckoM, MM
JnnHa ¢ IOMYCKOM, MM £ MM M + MM
. Hole diameter (max/min) with tolerances, mm = mm Outer diameter with tolerance, mm £
Length with tolerance, mm = mm mm
6,4 +0,2/0 11,8+ 0,2
244,502 3,4 +0,05/0 8,4 0/-0,03

Cpepao kanwoaupoBanNoe, rufioe, Ghictpoe coenuuenue DHS/ DCS, aprukya 03.033.004 / Drill Bit cannulated, flexible for Quick Coupling
DHS/DCS, 03.033.004

Ocuorunie Texuuueckue xapakrepucTuka/ The main technical characteristics

HHa C AONYCKOM, MM * MM JIHaMeTp ¢ IOMYCKOM, MM £ MM Iuamerp paboueii yacTH ¢ AONMYCKOM, MM + MM
Diameter of working part with tolerance, mm £ mm

Length with tolerance, mm + mm Diameter with tolerance, mm + mm

303,5+0,5 19,5+0,2 14 + 0,05
Tpoaxap X HARPABHTENIO 3ANUMATHOMY, apTHKYA 03.033.010 /Trocar for protection tube, 03.033.010
Ocuosuble TexnHueckne xapaxTepncTRKH/ The main technical characteristics

JHHA C JOMYCKOM, MM + MM ﬂ:ame‘rp oTBEPCTHi (MAKCUMATEHEIA/MHHHMANIBHEIH) C IOTTYCKOM, MM Bremuii ZMAMETP C ZIOMYCKOM, MM £ M
Length with tolerance, mm + Hole diameter (max/min) with tolerancc, mm = mm Outer diameter with tolerance, mm + mm
mm
24+0,5
210+ 0,9 3:2’31 11,9£0,1
) X 10£0,2

Tpoaxap k HanpaBuTeNi0 cBepaa, apTHKYA 03.010.077/Trocar for protection sieeve, 03.010.077
OcHoBHBIe TexuuueckHe xapaktepucrnku/ The main technical characteristics

JUTHHA C IONTYCKOM, MM £ MM Baewnuii AuaMeTp (MaKCHMANbHbIH/ MHUHAMATLHEIH ) C AOTIYCKOM, MM £ MM
Length with tolerance, mm + mm Quter diameter (max/min) with tolerance, mm + mm
248+ 0,5 11,8+0,2

3,1+0,1
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llInno xaHwanpoBanHoe, aptuky. 03.010.041/Awi

nulated, 03.010.041
Ocnosnble Texnnyeckue xapakrepuctukn/ The main technical characteristics

JnuHa ¢ nonyckom, MM £ MM

lInupuna c ZONYyCKOM, MM * MM

JuamcTp ¢ IOMycKOM, MM £ MM

JnameTp OTBCPCTHSA C JOMYCKOM,

MM = MM

Length with tolerance, mm + mm

Width with tolerance, mm + mm

Diameter with tolcrance, mm + mm

Hole diameter with tolcrance, mm +

mm

243,3+0,5

155 £ 0,5

12+0,2

4,6+ 0,1

BHHT coeAHHHTeNbLHBIH, KaHIOTHPOBaHHbIH, apTHKY.J 03.033.006/ Screw connecting, cannulated, 03.033.006
OcnoBnble TexHH4yeckne xapakrepuctuku/ The main technical characteristics

JnuHa ¢ gonyckom, MM £ MM

MM

JlnamMeTp OTBEPCTHS C IOMYCKOM, MM £

MM

Bucunuit inameTp (MaKCHMaNIbHbII/MHHUMATBHBIN) C JOIYCKOM, MM £

Length with tolerance, mm + mm

mm

Hole diameter with tolcrance, mm %

Outer diameter (max/min) with tolerance, mm + mm

57,6 +0,2/-0,3

4,6 £ 0,1

13,0 0/-0,1
8,0 0/-0,05

BHHT 111 yaajieHus 6obmedepuoBbix H 6eapennbix mTngTo, apTukya 03.010.000/ Screw for extraction Tibial and Femoral Nails, 03.010.000
OcunoBnble TexHu4eckne xapaktepucTuku/ The main technical characteristics

JnuHa ¢ 1onyckom, MM £ MM

JuaMeTp pyKOSTKH C JONMYCKOM, MM £ MM

Length with tolerance, mm + mm

Handle diameter with tolerance, mm £ mm

230+ 0,5

30+ 0,2

Uzmeputenn no cnuue, aprukya 03.010.085/ Direct Measuring Device for Guide Wires, 03.010.085
OcnoBHble TexHu4yeckne xapaktepuctuku/ The main technical characteristics

6+0,2

HaM Buewnuit 1nam HanasoH Crenenn

Hiinna ¢ |llnpuna c | Beicora c Huametp AMAMETP . A .

OTBEPCTHA € | (MAKCHMAJIbHBIH/MHHHMAJIbHBINH) C H3MEpEHHUI, TOYHOCTH,MM
JOIYCKOM, JOIIyCKOM, AOIlyCKOM,

IONyCKOM, MM | JOMYCKOM, MM + MM MM
MM £ MM MM £ MM MM £ MM + MM
Length with | Width with | Height with | Hole diamcter | Outer diameter (max/min) with tolerance, | Measuring Degree of
tolerance, tolerance, tolerance, w/tolerance, mm £ mm range, mm Accuracy, mm
mm + mm mm + mm mm + mm mm + mm

+ - +0,15/- - *

370+ 1 13405 525402 3,3+0,15/-0,05 | 7,8 +0,15/-0,05 40-130 1,85
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HamepuTeas no cnune, apTuxya 03.010.493/ Direc  :asuring Device for Guide Wires, 03.010.
OcnoBuble TexHRYecKkHe XapakTepucTuku/ The main technical characteristics

Jlnrnaa ¢ | Winpura ¢ | Buicota c

am crus ¢ | Bhewnnit aM c Hana3oH Crenens
JONYCKOM, MM | JIONTYCKOM, MM | OTyCKOM, MM * HAvameTp  oTBep AHAMCTD A "
N + JOITYCKOM, MM + MM AONYCKOM, MM + MM A3MEpEeHHii, MM TOYHOCTH,MM

Length with | Width  with | Height with | Hole diamcter with

tolerance, mm | tolerance, mm | tolerance, mm + | tolerance, mm + mm ter diameter with | Measuring Degree of

+ + tolerance, mm + mm range, mm Accuracy, mm
mm mm mm

368,5 + 0,5 15402 80,2 3,540,] 639005 40-130 0,85

®pe3a Ana BUHTOB OeApennnix, apTukyn 03.010.078/Reamer for Hip Screws, 03.010.078
OcHoBnbie TexHHYecKHe xapakTepucTHKA/ The main technical characteristics

JITvHAa C AONYCKOM, MM + MM BHenHui apaMerp ¢ ZONYCKOM, MM £ MM
Length with tolerance, mm + mm Outer diameter with tolerance, mm + mm
484 + 1 8,4 0/-0,03

6 0/-0,05

Qukcarop Ajaa Ppen! AnA BHRTOR (eapennnix, apTuKya 03.010.079/ Fixation Sleeve for reamer for Hip Screws, 03.010.079
OcHopHble TexuHyeckHe xapaxkrepucTHkni/ The main technical characteristics

JITHHa ¢ ONYCKOM, MM MM Bremnni anaMeTp (MAaKCHMaNLHbIH/MEHHMAIBHEIHA) C AOTTYCKOM, MM £ MM
2

Length with tolerance, mm + mm Outer diameter (max/min) with tolecrance, mm + mm

24+0,2

70£03 1275+ 02

Orpeprxa Stardrive T25, camoynepxuraoman, aprukya 03.010.519 /Screwdriver Stardrive T25, self-holding, 03.010.519
OcHoBnble TexHHYecKHe XapakTepHcTukH/ The main technical characteristics

Hm‘ WMHA C AOMYCKOM, MM % [lupusua c nonyckom, MM + MM | BoicoTa ¢ momyckoM, MM & MM JInuHa pyKOATKHM ¢ JONYCKOM, MM £ MM

¢ - . - » i i
i‘e;im with tolerance, mm Width with tolerance, mm 2 mm | Height with tolerance, mm + mm Length of handle with tolcrance, mm + mm
439+ 1 40 0,3 20+ 0,2 107,5 + 0,3
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Kniou xoMnunposannniif, apTikya 321.160 /Con:
OcnoBubie Texandeckue xapaxtepicrukn/ The main technical characteristics

ation wrench, 321.160

JUIHHA ¢ IONYCKOM, MM £ MM

Tonumua ¢ AONYCKOM, MM + MM M

Buewnni auaMeTp (MaKCHManbHBIH/MHHHMAIBHELR) ¢ JONMYCKOM, MM +

Length with tolerance, mm + mm

Thickness with tolerance, mm + mm

Outer diameter (max/min) with tolerance, mm £ mm

137,952

5 +0,1/-0,1 25+ 1

17 +0,5/-0,5

Moanoc ANA HACTPYMEHTOB A OTKPHITHA KaHasa FRN, apTuxya 60.033.006/Tray for Opening Instruments FRN, 60.033.006
OcHoBubie Texnnyeckue xapakTepucruky/ The main technical characteristics

JAnuna ¢ BonycKoM, MM £ MM

IllupuHa ¢ ZOMYCKOM, MM £ MM

BricoTa ¢ XOMYCKOM, MM + MM

Length with tolerance, mm + mm

Width with tolerance, mm = mm

Height with tolcrance, mm + mm

488 + 0,5

244 + 0,5

38,7+ 0,5

Iloanoc aan yeranosouHbix BEHCTpyMenToB FRN, apruxya 60.033.007/ Tray for Insertion Instruments FRN, 60.033.007
OcHoubie TexHRYecKHe xapakTepucTHKH/ The main technical characteristics

JInuHa ¢ AOMYCKOM, MM £ MM

LinprHa ¢ AOMYCKOM, MM = MM

BEICOTa ¢ JOMYCKOM, MM + MM

Lcngth with tolerance, mm + mm

Width with tolerance, mm + mm

Height with tolerance, mm £ mm

488 + 0,5

244 0,5

51,0+ 0,5

Moanoc pas Groxapyionux kacTpyMedToB FRN, apTuxyn 60.033.010/ Tray for Locking Instruments FRN, 60.033.010
Ocnosabie TexRHMeckne xapakTepueTRka/ The main technical characteristics

JnuHa ¢ AOIMYCKOM, MM + MM

HlupiHa ¢ ZONYCKOM, MM = MM

BricoTa ¢ AONYCKOM, MM * MM

Length with tolerance, mm + mm

Width with tolerance, mm £ mm

Height with tolcrance, mm + mm

488 + 0,5

244 £ 0.5

39,3+0,5

Kpbimka 179 xoureiinepa Graphic Case, apTukya 60.037.010/ Lid for Graphic Case, 60.037.010
Ocunornnte TexaHyeckne xapakTepucTUKB/ The main technical characteristics

JlnmHa ¢ AONYCKOM, MM £ MM

HInpsna ¢ A00YCKOM, MM £ MM

BaicoTa ¢ AOMYCKOM, MM £ MM

Length with tolerance, mm + mm

Width with tolerance, mm + mm

Height with tolerance, mm = mm

521,88 +2,0

254,55+ 1,2

38,44+ 0,8
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Bi/1aablll MapKHPOBOHDIH VIS HHCTPYMEHTOB
Instruments and Insertion Instruments FRN, 60.033.011

OcHoBHble Texuuueckne xapakrepucTukn/ The main technical characteristics

(HOBOYHBIX M /IU/IA OTKPBITHA KaHaJIa 1

[nnHa ¢ fonyckom, MM £ MM

LupuHa c AOMYCKOM, MM £ MM

TonumnHa ¢ JOMyCcKOM, MM = MM

Length with tolerancc, mm + mm

Width with tolerance, mm + mm

Thickness with tolerance, mm + mm

2152

70 £ 2

1+0,1

Bxaaasiu MapkupoBounblii s 610kupylomux uncrpymento FRN, apTuxya 60.033.014/ Label Sheet for Locking Instruments FRN, 60.033.014
OcnoBuble Texnuyeckne xapakrepuctuku/ The main technical characteristics

JUIHHa ¢ AONYCKOM, MM £ MM

LLnpuna c 1onyckom, MM £ MM

TomuuHa ¢ JOMYCKOM, MM £ MM

Length with tolerance, mm £ mm

Width with tolerance, mm + mm

Thickness with tolerance, mm + mm

2152

70 + 2

1+£0,1

Bxaaawim 145 kouteiinepa Graphic Case, apruxy. 60.033.015/ Spacer for Graphic Case Tray, 60.033.015
Ocnosubie Texnuyeckne xapakrepuctukn/ The main technical characteristics

JUInHa ¢ JONyCKOM, MM £ MM

Llupuua ¢ 101nyckoM, MM = MM

Length with tolerance, mm + mm

Width with tolerance, mm + mm

21,31+ 0,5

12+ 0,5

KonTreiinep Graphic Case, BbicoTa 2, apTuky.a 60.037.002/ Graphic Case, height 2, 60.037.002
OcnoBuble TexHH4eckHe xapaktepucTuku/ The main technical characteristics

Jnuna ¢ gonyckom, MM £ MM

LIupHHa c JOMYCKOM, MM + MM

BeicoTa ¢ jI011yCKOM, MM + MM

Length with tolerance, mm £ mm

Width with tolerance, mm £+ mm

Height with tolerance, mm + mm

521,88 +2,0

254,55+ 1,2

86+0,8

Konreiinep Graphic Case, BuicoTa 3, apTikya 60.037.003/ Graphic Case, height 3, 60.037.003
Ocnosnbie Texnn4eckue xapaktepuctuku/ The main technical characteristics

JnnHa ¢ JonyckoM, MM £ MM

meHHa C AONYCKOM, MM + MM

BbicoTa ¢ JONYyCKOM, MM * MM

Length with tolerance, mm + mm

Width with tolerance, mm + mm

Hcight with tolerance, mm + mm

, apTHKya 60.033.011/ Label Sheet for Opening

521,88 +2,0 254,55+ 1,2 120+ 1,2
IIEPEYEHDb U OITUCAHUE MATEPHAJIOB MU LIST AND DESCRIPTION OF MD MATERIALS
HaumeHnoBanue Marepnan MH Name Material of MD
. Reduction Instrument for Medullary Nails
y £
":Tp::'lg;;zﬁ:;:;iu:;:::enng; (l)ulzug) g;) 8 Hepxagetowas craib 03.010.369 Stainless Steel
P ’ YAU2LE0. 557, Ruler radiographic for measure nail length

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

23




Haumenosanmne M: wsaaMH Name Material of MD

Jluneiixa pentrenorpaduyeckan s for Femoral Nails, 03.010.020

H3MEPEHUA JNHHA OSAPEHHBIX IITH(TOB, Ruler radiographic for measure nail

aptukyn 03.010.020; diameter for Femoral Nails, 03.010.023

JIunelika peHTreHorpadugeckas s Protection sleeve, 03.033.007

H3MEpEeHUA RuameTpa GeapeHHbIX urmdToB, Protection sleeve, 03.025.040

aprukyn 03.010.023; Protection sleeve, 03.010.075

Hanpasurens 3aumiMTHLIHA, apTHKya 03.033.007; Sleeve of drill, 03.010.076

Hanpagwrenn 3anmaTHEnA, apTHkya 03.025.040; Sleeve of drill, Muitihole, 03.033.008

Hanpaeurens 2amurHeiid, apTukyn 03.010.075; Protection slecve, for Medullary Reamers,

Hanpasurens 3amuTHei, 218 ¢pes 03.033.009

AHTpaMey/UIpHbIX, apTHKyH 03.033.009; Drill Bit cannulated, flexible for Quick

Hanpasurens ceepna, apruxyn 03.010.076; Coupling DHS/DCS, 03.033.004

HanpaBeTens cBepia, My IbTHKAHANBHBII, Trocar for protection slceve, 03.010.077

apTrkyn 03.033.008; Awl cannulated, 03.010.041

Ceepno xaHionupoBanHoe, T'HOkoe, OsicTpoe Screw connecting, cannulated, 03.033.006

coeannenue DHS/ DCS, apruxyn 03.033.004; Screw for Extraction Tibial and Femoral

Tpoakap K HampaBHTENIO CBCPNa, ApTAKYI Nails, 03.010.000

03.010.077; Direct Measuring Device for Guide Wires,

Lluno kantonupoBantoe, aprukyn 03.010.041; 03.010.493

BHHT COSOMHHMTENbHHIA, KaHIONUPOBAHHBIH, Recamer for Hip Screws, 03.010.078

apruxyn 03.033.006; Fixation Sleeve for Reamer for Hip Screws,

Buur mna  yaaneHua OonomeOepuoBbIx H 03.010.079

GenpeHHbix urrndTos, aprukyn 03.010.000. Combination Wrench, 321.160

Hamepurens no cninae, aprukyn 03.010.493;

@Dpeza and BHHTOB OeApeHHBIX, apTHKY]

03.010.078;

dukcarop a1 Pppe3 414 BUHHTOB OeApeHHEIX,

apruxyn 03.010.079;

Kmo1 xoMOuHupoBaHHbiit, apTHKyn 321.160

PyxosTka ¢ OBICTpBIM cocinHeHHeM, apTukyn | Hepixaselomas cranb Handle with Quick Coupling, 03.010.500 Stainless Steel

03.010.500 AMOMHHHERBIH CTUIaB Aluminum alloy
CHIBKOH Silicone

PyxosTka pentreHonpospavsas, FRN, aptukyn | Hommagupadupkeron (PEEK) | Handle radiolucent, FRN, 03.033.00] PEEK

03.033.001 Hep:xagelolaa cranb Stainless Steel
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Hanmenonanue M: wanxMH Name Material of MD
PykonaTKa Hanpasnfiomas, Ans Gonbmoro Hepxaseromas crann Aiming arm, for Greater Trochanter, Stainless Steel
BepTena, penrrenonpospaunas, FRN, apruxyn | [Tormdenuncynsdon (PPSU) | radiolucent, FRN, 03.033.003 PPSU
03.033.003; Momuadupadupxeron (PEEK) | Aiming atm, for Piriformis Fossa, PEEK
PykosTka Hanpas/IomWas, AR IpyRICBUAHOH radiolucent, FRN, 03.033.002

SMKH, peHTreHonpospadnas, FRN, aptikyn

03.033.002

Tpoaxap x HanpaBHTeNMO 3aWHTHOMY, apTukyn | [lomdenuncynsdon (PPSU) | Trocar for Protection Tube, 03.033.010 PPSU
03.033.010

Orseprka Stardrive T25, camoyznepxkuparomas, | Hepxaserowas crans Screwdriver Stardrive T25, self-holding, Stainless Steel
apruxyn 03.010.519 CwinkoH 03.010.519 Silicone

H3mepuTens nio ciuue, apruryn 03.010.085

AMOMAHHEBBIH CIJIaB

Direct Measuring Device for Guide Wires,
03.010.085

Aluminum alloy

Bxnaasun ans xonreiinepa Graphic Case, | Hepxageromas cranb Spacer for Graphic Case Tray, 60.033.015

apruxyn 60.033.015

Kpbuuka a1 konteitnepa Graphic Case, AmOMURHUEBbIA CILIaB Lid for Graphic Case, 60.037.010

aprukyn 60.037.010 Label Sheet for Opening Instruments and

Bxrazpiiu MapKHPOBOYHBIH /i WHCTPYMCHTOB Insertion Instruments FRN, 60.033.011

YCTaROBOYHRIX H U1 OTKphITHA KaHana FRN, Label Sheet for Locking Instruments FRN,

aprrkyn 60.033.011 60.033.014

Bxnassin MapKUpOBOYHBIIA UTA GIOKUpPYIONHX Graphic Case, height 2, 60.037.002

nucTpymertoB FRN, aprukyn 60.033.014 Graphic Case, height 3, 60.037.003

Konretinep Graphic Case, BeicoTa 2, apTHKYn

60.037.002

Konrefinep Graphic Case, Bbicora 3, apTukyn

60.037.003

[Moamoc IiA RHCTPYMEHTOB VI OTKPLITHA ANIOMHHHEBLIH CILIaB Tray for Opening Instruments FRN, Aluminum alloy
kanana FRN, apruxyn 60.033.006 Hepxaselomas cranb 60.033.006 Stainless Steel
FloaxoC 21 YCTAHOBOYHAIX HHCTPYMEHTOB Cuimaxon Tray for Insertion Instruments FRN, Silicone

FRN, aprukyn 60.033.007
Tloaroc f1s GIOKHPYIOMIMX HHCTPYMEHTOB
FRN, aprrkyn 60.033.010

60.033.007
Tray for Locking Instruments FRN,
60.033.010
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SHAYEHNA CMMBONOB, NCMNOJNIb3YEMbI X MAPKMNPOBKE INTERPRETA N OF SYMBOLS USED ON THE LABEL

Howmep no karanory Catalogue number
[ref] [ref]
Ob6patnTecb K MHCTPYKUMM MO MPUMEHEHUIO WK K Consult instructions for use or to the
a WNHCTPYKLMWN MO NPUMEHEHWNIO B 3/1EKTPOHHOM BUe I instructions for use in electronic fonn

Q OCTOpPOXHO Q Caution

WarotoBuTtc/b/aata Nnpov3BoACTBa Manufacturer/manufacturing date
m | YYYY-MM-DD m I YYYY-MM-DD
[ata n3rotoeneHms Date of Manufacture
lw T
Kog naptum Batch code
LOT LOT
He cTepusibHO Non sterile
/ NONN\ / NOH \
/ BMHUWE \ / STERILE\
N3nenne cooTBETCTBYET EBpONenckoin [MpekTumBe Device fully complies with

C :€ 93/42/EEC C :€ European Concil Directive 93/42/EEC

0123 0123
H 3penve NOMHOCTHIO WM YaCTUYHO W3rOTOB/IEHO M3 H The device is fully or partially made of
HepXKaBetoLLEel CTam stainless steel
MeanunHCKoe nsgenve Medical Device
fTTtl MD
26
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KonuyectBo Number of Units
MATERIAL Martepuan MATERIAL Matcrial
tainless Steel ainless Steel
Colep>kHT OMacHEIE BELICCTBA Contains hazardous substance
1 1
ICofiep>XHT XMMHICCKOE BeleCTBO, perynupyemoe B EC Contains EU regulated chemical substance
CPOK CJ1YXKBbl U3JIEJINA DEVICE SERVICE LIFE

JlaHHBIC M3JENUA NOCTABJAIOTCS B HCCTEPHABHON YMaKoBKE, He CO3AaoLueii
CTEpUIIbHBII 6apbep, KOTOPLI C TEYEHHEM BPEMEHH MOXET YXYAUINTHCA.

OkoH4aHMe cpoka cnyxObl H3Zenus OObIYHO ONpeieNseTcs H3HOCOM U
NMOBPCXKACHUAMM B pe3ynbTaTe Hcnonb3oBaHus. [Ipu3Haku nospexacHus H
M3HOCA M3Je/Ms MOryT BKJIIOYATh KOPPO3MIO (TO CCTh PXKABYHMHY, TOUEHHYIO
KOppo3Hi0), o0ecuBeyHBaHHE, YPE3MEPHLIC LAPAMMUHEBI, PACCIOCHHE, M3HOC H
TPeWMHbl, HO He orpaHuunBaiorcs uMH. Hc cnemyer wucnosb3oBathb
HeHaiexaumM  obpazoM  QYHKUHOHHpYIOLIHE  M3AENUA, HM3AEIus ¢
Hepa360pyYHBOH MapKHPOBKOH, OTCYTCTBYIOIIMMH HITH YAQICHIIBIMH (CTEPTHIMH)
HOMEpaMH JieTasieit, NOBPEKACHHBIE U YPE3MEPHO H3HOILCHHBIE U3/IETHA.

Hwke HarnsaaHo npuBcACHB MPH3HAKKM MOBPEKICHHS H M3HOCA, OrPaHHYMBAIOLLME
CPOK CITYXObI H3JCNHIA:

These products are provided in non-sterile packaging systems do not
create a sterile barrier which could degrade over time.

End of life of a device is normally determined by wear and damage due to
use.

Evidence of damage and wear on a device may include but is not limited
to corrosion (i.e. rust, pitting), discoloration, excessive scratches, flaking,
wear and cracks. Improperly func-tioning devices, devices with
unrecognizable markings, missing or removed (buffed off) part numbers,
damaged and excessively worn devices should not be used.

Examples of evidence of damage and wear on a device:
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MOBPEXAEHHOE 13aenme MCMPaBHOE U3aenme damaged device right device
- Kopposus, pxaBumHa, ToUeyHas KOppousus. Corrosion, Rusting, Pitting.
- ToBepXHOCTU 06eCLBEYEHHbIE, LLeNyLIALMeCs Nan nouapanaHHbIe. Surfaces discolored, flaky or scratched.

- Paccnoenuc/oTcnaveanuc.
Flaking/Peeling.

28
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Devices With Unrecognizable Markings, Etches/Buffed off or Missing
N3genua ¢ nep3bopurBoi  MapKUPOBKOW,  rpaBMPOBKOM/CTEPTbIMW — uAKM  Part Numbers.
OTCYTCTBYIOLLMMMN HOMEPaMW AeTanei.

TPeLLMHbI Ha COeANHEHUAX, TPELLMHBI Ha CO0POYHBIX COEANHEHNSX, TPELWMHbI Na  Cracks at welded joints, cracks at assembly joints (e.g., pins), cracks in
Kauko/IMPOBaHHbIX U3fennsX (Hanpumep, pesboa, KOHUYMKM OTBEPTOK). cannulatcd devices (e.g., threads, screwdriver tips).

U
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X X

MonoMKM 0TBEPTKM / KOHUMKA, CIOMaHbl COejMHeHWs (HanpumMep, nnactmaccoeble  Broken at driver/tip breakage, broken at assembly joints (e.g., plastic
PYKOSATKN). handles).

K

MorHyTbl paboyast YacTb WM KOpMyc, AethopMMPOBaHbl WAN MepPeKpyUeHbl Bent shaft or body, tips/drivers deformed or twisted.
KOHYMKM / OTBEPTKM.
- Tynble, rHYTbIe, CIOMaHHbIE 3aKPYT/IEHbIE UX OCTPble Kpas. * Blunt, bent, broken, rounding of sharp edges.
- CKOJlbl, BbI0NGMEHHbIE, FY6OKMUE LiapanmHbi. * Chipped, gouged, deep scra_tches. _ _ _
- He BpaLLaeTCs KOHLEHTPUYECKMN; KPYTOBbIe LiapanyHbl 13-3a NpeanonaraemMoro . D(?CS not rotate- Concentrlca”y; circular ScratChlng due to intended
BpALLEHNs YCTPOICTBA. rotation of the device.
- CTY4UT 1 MOXET CNIOMATBCS; MOBPEXAEHWE 13-3a Y/apa. » Knocks and can thus break; damage due to impact.

30
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MoBpexaeHue / paccnaviBaHne pesbobl.

PYyKOATKM:
- [eTanu TPecHyTbl UK C/IOMaHbL.

- TMoBEPXHOCTb XpynKas, MArkas uim UMeeT 06ropenbiii BUL,

- VI3mMeHeHVWe LBeTa UK pacc/ioeHne PyKOSTKU.

WHCTpYMeHTbI C BbICTPbIM COEAMHEHNEM:
- He yaepxmBaet (A)
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Threads damaged/peeling.

Parts cracked or broken dY.
Surface is brittle, soft or has a burnt appearance.
Discoloration or delamination of handle.

Will not hold/retain (A)
Will not release (B)
Instmment cannot be fitted
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— He otnyckaer (B)
— MHCTpYMEHT He MOXET ObITh YCTAHOBJIEH.

— INoBpexnen KOHYKMK OTBEPTKH Stardrive. . Stardn’ve: ti.p damaged.. ' .
— H3HoweHb! KOHYHKH CaMOYACPXUBAIONHXCA OTBEPTOK, HE YAEPXKHBAIOTCA. » Self-retaining screwdriver tips worn, do not retain.
®OPMA ITOCTABKH HOW SUPPLIED

UHCTpyMeHTH NTOCTABIAIOTCA B HECTEPHILHOM BHAE H HoAnexar obmiarenbiol
CTCPHIM3ALMN NEpes Mcnone3obanweM. KomuwecTBo H3Aemuii B ymakoBKe
YKa3aHO Ha ITHKETKe.

Instruments are supplied in non-sterile form and must be sterilized prior to
use. The number of products in the package is indicated on the label.

NEPEYEHB MATEPHAJIOB ) KUBOTHOT'O U (UJIN)
YJEJOBEYECKOIO NPOUCXOXKNEHHAA

Henpumennmo. JlaHHOEe METMUMHCKOE M3AENHE HE COJACPRHT MAaTepHANE
JHBOTHOTO H (1IH) YeN0BEYECKOT0 TIPOHCXOKACHHS.

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable. This medical device does not contain materials of animal
and / or human origin.

OCHOBHBIE CTAHJAPTDLI, KOTOPHIM COOTBETCTBYIOT
H3AEJIHA

Wspenua coOTBETCTBYIOT TpeGoRaHHAM ocHOBHEIX cranfaproR: EN ISO 13485
Hanenusa MeanumuHckue. CHCTEMEI MeHEDKMEHTa KadecTBa. 1peGoBauusa Ana
uenei peryauponanua 1 EN ISO 16061 UrcTpymeHTEI, HCTTONB3YEMEIE COBMECTHO
€ HEAKTUBHBIMH XHPYPrHIeCKHMHU HMITaHTaTamMu, O6iwe TpeboBanns.

[TonHkIi cNIMCOK MPAMEHHMBIX CTAHAAPTOB ACOCTYIICH IO 3aIpoCy.

BASIC STANDARDS TO WHICH THE PRODUCTS MEET
Devices meet requirements EN ISO 13485 Medical device - Quality
management system — Requirements for regulatory purposes and EN ISO
16061 Instrumentation for use in association with non-active surgical
implants — General Requirements.

A full list of applicable standards is available upon request.

TPEBOBAHHA BE3ONACHOCTH H DPOEKTHBHOCTH MH

MD SAFETY AND EFFECTIVENESS REQUIREMENTS

Mpenynpeikrenss H MePh! NPeJOCTOPOKHOCTH

Her npenynpexnaenuit, N(pMMEHUMBIX K PAaCCMaTPUBAEMBIM H3AEIHAM.
[penynpexxaenns H Mephl NPEJOCTOPOXHOCTH IO MOBTOPHOH 00pabotke
cmoTpuTe B nyrkte ONTMCAHUE METO/IOB MOTOBPHOHW OBPABOTKH
CTEPUHIH3ZAIIMH.

Warnings and precautions

There are no precautions applicable to the subject devices.

Precautions of Reprocessing, see in section DESCRIPTION OF
REPROCESSING AND STERILIZATION METHODS.

Mepi NPeAOCTOPOKHOCTH K HANIPABHTE/IAM 3AIIMTHLIM, TPOAKApaM, LIHAY
» WHCTpYMEHTEI MOTYT HMETh OCTpBiE Kpad WIH TOABHXHAME COCIUHEHHS,
KOTOpBIE MOTYT 3aIEMHTh HIIH MOPBATH NEPIATKY HITH KOXKY MONb30BATEIA.

Precautions of Protection Slecve, Trocars, Awl

» Instruments may have sharp edges or moving joints that may pinch or
tear user’s glove or skin.

» Handle devices with care and dispose of worn bone cutting instruments
in an approved sharps container,
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* OOpawaiTech ¢ HM3JIETHAMH OCTOPOXKHO H YT  3HPYHTC HW3HOLIEHHbBIE
MHCTPYMEHTBI C PCKYIUMMH KpasMH B pa3pellieHHOM KOHTCHHeEpe ANS OCTPhIX
11peIMETOB.

e He0OnokupoBaHHble HANpaBHTENM CBCpla HC CHEAYeT HCIIO/Ib30BaTh UIA
BBE/ICHHA BHHTOB B OTBEPCTHA 11 6IOKHPYCMBIX BHHTOB H 0JIOKHPYEMbIX BAHTOB
¢ BapHabebHbIM YIJIOM.

* Y6eaurech, 4TO CBEpJIa HE CONPHUKACAIOTCS € KpasMH OTBCPCTHI B MIACTHHE.

* U36eraiite NpHIOXKCHUA YPCIMCPHBIX YCHIIMI K HAalIPaBUTENAM CBEpIIa.

* U36eraiite upe3MepHOro 3aTArMBaHHSA NMPH BBUHYHBAHUH HANPABUTENA CBEPIIA B
OTBEPCTHA U1 6IOKHPYEMBIX BHHTOB H OIO0KMpYEMbIX BUHTOB C BapHaOenbHbIM
YrIoM.

*  UYpesMmepHbic  Harpy3kH  MOIYT  cO34aTh  JIOKHOC  BMCYATJICHHE O
1103MLLHOHHPOBAHHHM  HAMpaBHTENA. Upe3mepHoe 3aTArHBaHHE W HapC3aHHC
nonepe4Hoi pe3bObl MOTryT IIPHBECTH K MOBPCKIACHHIO OTBEPCTHA 1101 BUHT.

* llcnpaBuIbHOrO pa3MCILICHUC HaNpaBUTEJIA CBEPJIa MOXKET NMPUBECTH K TOMY, 4TO
Onokupyembie BHHTHEI Hic OyayT Onokupomathcs B 0.10KMPYEeMOM OTBCPCTHH
IJIaCTUHBI.

*Non-Locking [ Guides should not be used for screw insertion in
locking and variablc angle locking screw holes.

* Ensure the drill bits do not contact the side of the plate holes.

* Avoid applying excessive force on drill guides.

* Avoid ovcrtorquing when threading the drill guide into locking and
variable angle locking screw holes.

*Overtorquing can give a false impression of guide seating.
Overtorquing and cross thrcading may cause screw hole damage.

* Improper placement of threaded drill guide can lead to locking screws
not locking into the locking plate holc.

Mepbi npeaocTOPOKIHOCTH IS HIMEPHTEJIbHbIX HHCTPYMEHTOB
U3aMepuTenbHble M3€MHA MOTYT HCINONB30BATHCA JUIS U3MEPEHUS Pa3IHUYHBIX
aHATOMMYCCKMX MNapaMeTpOB B Telle 4EJNOBEKAa, a TAKXKC TNPH HM3MEPEHHH
Pa3/IHYHBIX HMMIUIAHTHPYCMBIX MCAWIMHCKHX u3jtenuid. KOHKpeTHBIC Mcphl
NPCAOCTOPOXKHOCTH  JUIA  HW3AeNMH M TPCOOCTEPEXEHHS, CBS3aHHBIE C
M3MEPHTE/IbHLIMH H3JCTHAMH, OMMCAHK B COOTBETCTBYIOLIMX HHCTPYKIHAX MO
MPUMEHEHHIO JUI JaHHBIX KOHKPCTHBIX HMIUIAHTHPYEMBIX H3JCTHI.
MeiMunHckne pabGoOTKH JOMKHBI MPOXOAHTb COOTBETCTBYMoLIeE OOy4CHHE
MCTONB30BAaHHIO H3MEPHTENbHbIX H3genuit. Omnbka [IpH HM3MEPEHHMH MOXCT
MPHBCCTH K HCHCNIPAaBHOCTH MMILIAHTAaTa H3-3a BEIOOpa HEIPaBUIILHOTO pa3Mcpa
MMILIAHTaTA.

WsmepeHHble mapaMcTpbi  JICHCTBHUTENbHBl TOMBKO B TOM Clly4ae, €CiH
H3MEpHTENbHblE M3fenus oOpabaTbiBaioT M 00C/IYXKHBAIOT B COOTBECTCTBHHM C
uHbopMaLHeil B HHCTPYKUMH N0 IKCIUTyaTaLHH.

ByabTe ocTopoxHbI, 4TOOLI HE 110BPEIHTh HCPBHBIE H COCYUMCTHIE MY9KH, MATKHC
TKaHH H OPraHbl 4enoBeEKa, NNPH MCIONb3OBAHWH M3MEPHUTE/IbHBIX M3AeNHi ans
H3MEPEHHSA aHATOMHYCCKHX MapaMeTpPOB.

Precautions of Measuring Devices

Mcasuring devices may be used to mcasure various anatomical paramcters
in the human body and in the measurement of various implantable medical
devices.

Device specific precautions and warnings related to measuring devices are
described in the corresponding Instructions for Usc for those specific
implantable devicces.

Health care profcssionals should be qualified by appropriate training in the
usc of measuring devices. Mcasurcment error can potentially result in
implant failure rom sclecting the wrong size of implant. Measured
paramcters are only valid where measuring devices are processed and
maintained per instruction for usc. Take care to avoid damaging the nerve
and vesscl bundles, soft tissue and organs present in the human body where
measuring devices are being used to measurc an anatomical parameter.
These devices can break during use (when subjccted to excessive forces or
outside the recommended surgical techniquc). While the surgeon must
make the final decision on removal of the broken part based on associated
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JlauHEIe H3AETHA MOTYT CIOMATHCK BO BpeMR HCIoiib  Hus (pH MPHMEHEHHMH
gpe3MepHOH CHIILI WIH IPH BLIXOZE 33 PaMKH PECKOMEHAYEMOH XHPYpruueckoil
texuukn). HecMoTps Ha TO, YTO OKOWHaTeNbHOE pemicnne 06 yaaneiHu
C/IOMAHHOK MACTH JAOMKCH NPHHATL XWPYPr, OCHOBEIBAACH HA OLCHKE
CONMYTCTBYIOILETO PHCKA, MBI PEKOMEHIYEM, SCIIH 3TO BO3MOXKHO M ueecoobpasHo
JUIA KOHKPETHOTO NAMCHTA, YAANUTE CIOMAHHYIO YacTb.

risk in doing so,  -ecommend that whenever possible and practical for
the individual patient, the broken part should be removed.

HHO®OPMALMA O JEKAPCTBEHHBIX INPEINTAPATAX H (WIH)
DOAPMALEBTHYECKHX CYBCTAHLUAX B COCTABE MH

H3penus He COASPXKAT IEKAPCTBEHHBIX BEIMICCTB H HE HCIONMB3YKOTCS B COUCTAHHM
¢ JIEKapCTBEHHbIMU BEUICCTBAMH.

INFORMATION ABOUT MEDICINES AND
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
The devices do not contain medicinal substances and are not used in
combination with medicinal substances.

(OR)

OMHACABME METO/J0B NMOTOBPHON OGPABOTKH
CTEPRJIN3ALIHHA

HecTepuiannbie H3ACARA

WU3sznenus, NOCTaBAAEMEIC B HECTEPHIBHOM COCTOSHUH, HEOOX0AUMO OUHCTHTDL H
NPOCTEPHIW30BATE [APOM TNEPel XMPYPrHYecKHM HcnomsiopaHHeM. [lepen
OUHCTKOH YAQIAIOT H YTHIH3HPYIOT BCIO OPHTHHAILHYIO OTHOPA3OBYIO YNMAKOBKY
(HanpuMep, CHIHKOHOBBIE (YTIADHI, 3ALIMTHEIC HAKOHSYHWKW, 3aLIHTHHIC
KONMNauku, GnucTephl, came, MAKETHl, NEHOWIACT, KapToH W T.A.). Owumaror
M3JIe/IHA TIepel NEPBLIM H KAXKABM TIOCNCIYIOWAM HCROMB30OBAHHEM, a TaKKe
nepes BO3BPATOM [/ TeXHH4CCKoro olcnyxwuBaHMA M pemonTa. Ilepen
CTEpHIIM3aLMEH TApOM H3JSANA MOMELIAIOT B Pa3PELIEHHYIO CTCPHIIH3ALHOHHYIO
YTIaKOBKY WIIH KOHTEHHED.

Mlepebiv W HauGonee BaXHLIM IIAaroM MpH nosTopHOM o6paboTke BCex
MHOTOpPA30BHIX  MHCTPYMCHTOB  ABNAETCA  TINATENbHAd  (py4Has W/
MEXaHHYEeCKas) OMKCTKA H IPOMEIBKa, TmaTensHag OMHCTKA — CAOKHBIN Npouece,
ychex KOTOPOro 3aBHCHT OT pa3MHYHLIX B3GMMOCBA3EHHEIX ()aKTOPOB: KauecTBa
BOAK, KOMHYECTBA W THIA MMUCTAIMETO CPEACTBA, METOJA OYMCTKH (BpYUYHYIO,
YARTPA3BYKOBAS WHCTKA, MOEWHAA MaUIMHA/AEINHGEKTOP), TINATCALHONO
OPOMBBAHHA W CYIIKH, HAWLNCKAWEH IOATOTOBKH M3JCHHA, BPEMEHH,
TEMNepaTypPsl ¥ aKKYPaTHOCTH KL, OTBETCTBEHHEIX 33 OUHCTKY.

OcTtaTounnie opraHH4eckne BELICCTBA /MK Ooblroe YMCIO MUKPOOPraHu3MoB
MOTYT CHH3HTH 3)(peKTHBHOCTD NPOIIECCA CTCPHIH3ALIMH.
lMosTopuas  obpaforxa myfenmii  mMHOroKpaTHoOro
HncrpymenToB, KonTeiiepos H JJOTKOB JJI9 HHCTPYMEHTOB

HPpHMCHCHAA—

DESCRIPTION OF REPROCESSING AND STERILIZATION
METHODS

Non-Sterile Products

The products supplied in a non-sterilc condition must be clcaned and steam
sterilized prior to surgical usc. Prior to cleaning, remove and dispose all
original disposable packaging (e.g. silicone rubber guards, tip guards,
protection caps, blisters, pouches, bags, packaging foam, card board etc.).
Clean products before first and every use, and before retuming for
maintenance and repair. Prior to steam sterilization, place the product in
an approved sterilization wrap or container.

The first and most important step in reprocessing all re-usable instruments
is thorough (manual and/or mechanical) cleaning and rinsing. Thorough
cleaning is a complex process whose success depends on various
interrelated factors: Water quality, quantity and type of cleaning agent,
cleaning method (manual, ultrasonic bath, washer/disinfector), thorough
rinsing and drying, proper product preparation, time, temperature, and
thoroughness of the individual responsible for cleaning,

Residual organic matter and/or a large number of microorganisms may
reduce the effectiveness of the sterilization process.

Reprocessing Reusable Devices ~ Instruments, Instrument Trays and
Cases

These recommendations are for processing reusable devices. Reusable
devices include certain surgical instruments, instrument trays and cases.
These recommendations are to be followed unless otherwise noted on
specific product inserts.
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JlaHHhle PpEKOMEHJALMH OTHOCATCA K ofpafoTke  1enuil MHOrokparHoro
npuMeHedua. U3genus MHOrOKpaTHOro NPUMEHENH BKIIOYAIOT OTpe/e/ieHHbie
XHPYPrU4ecKUe HHCTPYMEHTHl, KOHTEHHEpH H JIOTKH [UIA WHCTPYMEHTOB.
Heobxoaumo cnenoBaTh AAaHHBIM PEKOMEHZALMAM, €CNM WMHOEC HE yKa3aHO B
CONPOBOAMTENbHOM AOKYMEHTALUN HA KOHKPETHOE H3AENHE.

Mephi npeaocTOPOKHOCTH

Bce wm3menus JOMKHE ObiThb TINATENEHO OYMIICHB M MPOBEPEIBl Ieped
cTepumuiauyeii. JymHHbIe Y3KAC [TPOCBETEI, [IyXHE OTBEPCTHA, JIBHKYLUMECA U
CloxHEIE aeranu TpeOyloT ocoforo BHUMAHMA NPH OYHCTKE H MHcnexuun. Bo
BpPEMS OYHCTKH HCNIONL3YHTC TOJNBKO T€ UHCTAIIME CPEACTBE, KOTOphIE
NpeAHAa3HAYCHB! I8  MCNONBL30BAHMA C  MCAMUMHCKMMH  W3ACHUSIMH, B
COOTBETCTBHH ¢ HHCTPYKLUHAMH NNPOH3BORATCIA (HANPHMED, TEMIIEPaTypa, BpeMA
KOHTAKTA H BPEMA ONOJACKHBaNHA). PEKOMEHAYIOTCA YHCTHIIME CPEACTBA C
Hcnonb3yeMmoii koHuexTparuesi pH B npeaenax 7-9,5. CuabHOINETOYHbIE YCNOBHS
(pH> 11) Moryr moBpeAUTh KOMAOHCHTHI / H3AENMNHA, TAKHE KaK aliOMHHUEBbIE
Marepuans. He ucnoabsyitre usuonorun4eckuit pactsop, Ae3HHQEKTaHTbI Ans
okpyxkalome cpeab! (BKIOYAA pacTBOPHl  XJIOPA) WIH XHPYPIWYCCKHE
AHTHCENTHKK {TaKME KaK MPOJYKThI, COACPXAIUE HOT WK xnoprekcuauH). He
ACNONB3YHTE YHCTALKE CPEICTBA, KOTOpBIE MOTYT MOBPEAHTH NOBEPXHOCTH
MHCTPYMEHTOB, Takue KaK METALIHYECKUE MOuankd, abpasMBHBIE MHCTALHC
CPEACTBA WIH NMPOBOJIOYHEIE IETKH.

— B yJapTpasByKOBOM OYHCTHTE/C M3ACHHA PA3MCINAWTE TOJBKO COBMECTHO C
H3ACNHAMHA, HMEIOMMMH AHATOI'HYHBIIA METANTHYECKMIA COCTAR.

— Jna OYHCTKH B MEXAHWUCCKOH MOEMHOH MallMHE HE CHEAYCT 3arpyxarh
3arpA3HCHHBIE WM WCTIONBE30BaHHBIE HW3JCNMA B KOHTeitHcpe. 3arpasHeHHLIe
W3ACHHA OOJXHB 00pabaThiBaThCH OTACABHO OT JIOTKOB H KOHTCHHCPOB.
KoHTteiHepn pa3paboraHbl B KA4CCTBC OPraHM3alHONHOIO mMpHcnocodnenus mm
npouecca NapoBoi CTEPHIM3ALMH, XPAHEHHA BCEX METHUKKCKHX M3ACTNN U A
HCIONB30BaHHA B IPOLUECCE OTICPALMH.

— IlapameTpsl cTepuaH3aUMH ACHCTBHTENBHE TOMBKO JUIN H3ACIHI, KOTOpHIE
ObLNH HapIeXkamKM 00pa3oM OYHIICHBIL,

— [epeuncnenubie napaMeTpst JEHCTBHTCIBHBI TOMLKO A8 CTEPHIH3AUMOHHOTO
obopyaoBanus, Hammcxaumm oOpa3zoM yCTaHOBJEHHOro, obcmyxkuBaemoro,
OTKaNHOPOBAHHOIO H COOTBETCTRYIONIETO TpeboBaHNAM O MOBTOPHO# 00paloTke
B COOTBETCTBHE O cranaapramu cepuu ISO 15883 u ISO 17665.

Cautions

All devices must be thoroughly cleaned and inspected prior to sterilization.
Long, narrow lumens, blind holes, moving and intricate parts require
particular attention during cleaning and inspection. During cleaning, only
use detergents that are labelled for use on medical devices and in
accordance with the manufacturer’s instructions (e.g. temperature, contact
time, and rinse time). Cleaning agents with a used dilution pH of within
7-9.5 are recommendecd. Highly alkaline conditions (pH >11) can damage
components/ devices, such as aluminum materials. Do not use saline,
environmental disinfection (including chlorine solutions) or surgical anti
septics (such as iodine- or chlorhexidine-containing products). Do not use
a cleaning aid that can damage the surface of instruments such as steel
wool, abrasive cleaners or wire brushes.

~ Only place devices with items of similar metallic composition together
in an ultrasonic cleaner.

— Soiled or used devices should not be loaded into a case for ¢leaningin a
mechanical washer. Soiled devices must be processed separate from trays
and cases, Cases are designed to be an organizational tool for the stcam
sterilization process, a storage tool for all medical devices and an
organizational tool for surgery.

— The sterilization parameters are only valid for devices that are adequately
cleaned.

— The parameters listed are only valid for properly installed, maintained,
calibrated and compliant reprocessing equipment in accordance with
standards such as the ISO 15883 and ISO 17665 serics.

- Surgical patients identificd as at-risk for Creutzfeldt-Jakob discase
(CJD) and related infections should be treated with single-use instruments.
Dispose of instruments used or suspected of use on a patient with CJD
after surgery and/or follow current national recommendations.

— Consult national regulations and guidelines for additional information.
Compliance is additionally required with intcrnal hospital policics and
proccdures and recommendations of manufacturers of detergents,
disinfectants, and any clinical processing equipment.
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— XHpYPrHYeCKHM NAUMENTaM, HAXOOAWMMCA B I, IC pHCKa no Gonesnu
Kpeittudpemna-fkoba (CID) u conyrerByronpM HHQeKuuaM, HcoOXxoamumo
NPOBOAMTE  JIeYeHHe  ORHOPA3OBHIMM  MHCTpyMeHTamu.  HHcrpymenTh,
HCTIONL30BABILKECH HAN C MOAO3PEHUEM Ha WCTMONL30BanHe y mauHenTa ¢ CID,
TIOCTIe ONEPALHA YTHIH3IAPYIOT W/UWIH CIACAYIOT ACHCTBYIOIMUM HAUMOHANBHBIM
PEKOMEHALMAM.

— Jlns nonyyeHHA NOMOMHATENbHOH HHDOPMALIMKE OOPATHTECH K HAUMOHATBHEIM
HOPMAaTHBHBIM JIOKYMEHTaM M pykoBoxctBaM. Kpome Toro Ttpebyerca
COOTBETCTBHE BRYTPEHHHM GONBHHUALIM TIONUTHKAM M NMPOUEAYPAM, 2 TaKxke
PEKOMEH/IAUHAM NPOH3BOANTENCH HHCTALMX, ACIHHOUIMPYIOUIHX CPEACTB M
moboro obopynosanus WA knumHdeckoi o6paborku.

Orpannvenns no noBTopHoi o0paboTke

MosTopaiomHecs UAKIN  00paboTkn, BKIOYAlOWME  YNLTPasBYKOBYIO,
MEXaHHYECKYIO MOHKY M CTEPHITH3ALMIO, OKA3WMBAIOT MHHHMAILHOE BO3JCHCTBHE
HA XHPYPru4ecKHe HHCTPYMEHTEL.

OxonuaHue cpoka CIyxObl M3aenus OOBIMHO ONpEeJeNAlT MO H3HOCY M
NOBPEXACHAIM, CBA3aHHKIX € Cr0 MCMONb30BaHWeM. JlokasaTelnncTBa
NOBPEXKACHAA M M3HOCA W3ACAMA MOTYT BKJIOYATh, HO II€ OTPaHH4HBAIOTCH
KOppo3Heil (T.. pXaBUMHOH, TOYCYHONH KOppo3Meit), obecuBEYUBAHUCM,
H30LITOYHBIMH LapanMHaMH, OTCIAHBAHUCM, M3HOCOM M TpelmHaMu. Usnenns,
OYHKUHOREPYIOINE HEHATCKAIIMM 00pa3oM, H3JeNUA ¢ HEPaclO3HABACMOl
MapKUPOBKOi, OTCYTCTBYIOIMMH WM YHANCHHBIMU (CTEpPTHIMH) HOMEPaMU
JeTaneii, MOBpekeHHbIE U YPC3MEPHO HIHOLIEHHBIE HE IOKHEI UCTIONB30BATLCS.
Bonee noapobuyto uHpopmaumio of onpeneneHHn cpoka cayxObl MOXKHO
NOAYMHTE Yy TOProBOTO NpPEACTABHTENs WAM 3arpysuTe ¢ Bel-caiTta:
http://www.depuysynthes.com/ifu.

O6pa6orka Ha MecTe HCDOAb30BAHAS

YaanaiTe KpoBs W/YUIH OCTATKH TKaHCH C M3ACNHA B XOme XMPYpruuccKoro
BMEIIATENbCTBA, YTOOR NPEACTBPATHTE WX MPHCHIXAHHE K NOBEPXHOCTH.

— IlpomofiTe kaHIONMMpOBaHHbIE W3JICAR CTEPHIBHON WIH OYMIIEHHOH BOJOW,
9TOOH! PEAOTBPATHTS BRICBIXAHHE 3arPAIHCHIH W/HMIHK OCTATKOB TKaHEH BHYTPH.
— 3arpA3HCHHBIE HI/CNMA HEOOXOAMMO OTHEMUTH OT HE3arps3HEHHBIX BO
n30ekaHHE KOHTAMUHALIMM TTEPCOHANA W OKpYXalollieil cpebl.

Limits on repro  ing

- Repeated processing cycles that include ultrasonic, mechanical washing
and sterilization have minimal effects on surgical instrumentation.

— End of life of a device is normally determined by wear and damage due
to use. Evidence of damage and wear on a device may include but is not
limited to corrosion (e.g. rust, pitting), discoloration, excessive scratches,
flaking, wear and cracks. Improperly functioning devices, devices with
unrecognizable markings, missing or removed (buffed off) part numbers,
damaged and excessively worn devices should not be used.

— Further details regarding end of life indicators arc available from your

sales representative or for download from the website:
http://www.depuysynthes.com/ifu.
Point of Use Care

Wipe blood and/or debris from device throughout surgical procedure to
prevent it from drying onto the surface.
— Flush cannulated devices with sterile or purified water to prevent the
drying of soil and/or debris to the inside.

— Soiled devices should be separated from non-contaminated devices to
avoid contamination of personnel or surroundings.

— Devices should be covered with a towel dampened with sterile or
purified water to prevent blood and/or debris from drying,

Containment and Transportation

— Soiled devices should be transported separate from non-contaminated
devices to avoid contamination.

Preparation for Cleaning (for all cleaning methods)

— It is recommended that devices should be reprocessed as soon as
reasonably practical following use.

- Disassemblc device, if device is able to be disassembled, prior to
reprocessing. Further detailed instrument dismantling instructions are
available from your local sales representative or for download from the
website: http://www.depuysynthes.comy/ifu.

— Open devices with ratchets, box locks or hinges.

— Care should be taken in the handling and cleaning of sharp devices.
These are recommended to be cleancd scparately to reduce risks of injury.
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— Hsgenua HeoOXOAMMO HAKPHTH NOJNOTEHUEM, CM(  HBIM CTEPHJIbHOH WM
OYHILCHHON BOAOH, 4TOOB NMPEROTBPATHTH BHICHIXAHWE KPOBH W/MIIM OCT4TKOB
TKaHCH.

KoHTaMHNaNKSA R TPARCHIOPTHPOBKA

3arpA3HeHHble  W3ACNMA  HEOOXOMMMO  TPAHCTIOPTHPOBATE OTAGABHO OT
He3arpA3HEHHBIX BO W30EKAHHE KOHTAMUHALIHM.

INoaroToBKAa K OWHCTKE (A9 BCEX METOA0B OMHCTKH)

- PexoMenayercs, 9ro0n n3aemia Osutk 06paboTaHb! Kak MOXHO ObicTpee nocie
HCIIONB30BAHHA.

— Ecmu m3penme moxer OwuiTh pasoOpado, pasGepure ero nepea nMoBTOpHOlM
obpabotkoii. [loapobHbie MACTPYKUMH nNO PasGopke HHCTPYMCEHTOB MOXKHO
TIONY4NTh Y MECTHOrO TOProBOTNO MPEACTABHTENA WAW 3arpy3uTb ¢ Beb-calita:
http://www.depuysynthes.com/ifu.

— Orxpoitre u3aenus ¢ PUKcaTopaMu, 3aMKaMH HIIH NETIAMHA.

— Cnenyet co6moaaTs 0OCTOPOKHOCTS NPH O0PAIMEHRH € OCTPLIMH IPeAMETaMH 1
X ouHcTKe. X pekOMeHIyerca OuHMINATH OTHEAbHO, YTOOR CHH3WTH PHCK
NONY4YEHHS TPaBM.

— TlpocBeTH/KaHIONALUMA H3AENHil JoImKHE OwTh 00paGoTaHs! BpY4HYIO nepen
ouncTkoit. CHavana NPOCBETHI/KAHIONALHY HEOOXOAMMO OYHCTHTD OT OCTATKOB
TKaHeH.  FIpOCBETH/KAHIOSINMH  HEOOXOOMMO  TINATGNIBHO  OYHCTUTD
BPAILATENEHEIM JBMKEHHEM, HCMONR3YA MOAXOAANME IO pasMepy IMETKH ¢
Marko#t wernHoii. llerku momxHb nnoTHo npunerats. PasMep mwieTky ROMKeH
OBITh NPAKTHYCCKH paBeH AWAMETPY NMPOCBETa/KAHIONAUMH JA O9HCTKH. [pu
HCNONB30BAHHK CHHIUKOM OGOJbIUOH WNWM CAMIUKOM MANCHHKOW WICTKH HO
CPaBHEHHMIO C JAMaMeTpoOM MNpPOCBETA/KAHIONALUMY HEBO3MOXKHO A0OKWTHCH
3¢ pexTHBHOI OYHCTKH MIOBEPXHOCTH TIPOCBETA/KAHIONSIIHH.

— 3aMOYHTE H / AU NMPOMOITE CHUNBHO 3arPA3HCHHBIC WM KAHKJIMPOBAHHLIC
u3nemuit nepes o4HCTKON A pasMATICHHS JH00bIX NPHCOXIMX 3arpA3HCHUNR HIIH
ocTaTkoB TKaHeH. Wcnmonn3yitte HelTpanbHii WM cnabblii mwenowHol pacTeop
YHCTAMEr0 cpeacTsa. CienyHTe HHCTPYKUMAM IMPOU3BOAMTCNA YHCTALIErO
cpeacTa ANs CoOMoacHUs BpEMEHH BACPKKH, TEMITEPATYPH, KAYECTBA BOABI H
KoHueHTpaumd. Jlna npomuiBaHuMA  M3Aenuit  HCHONB3YHTE  XOJNOAHYIO
BOAONPOBOAHYIO BOZY.

— Lumens/canm  f devices should be manually processed prior to
cleaning. Lumens/cannula should first be cleared of debris.
Lumens/cannula should be brushed thoroughly using appropriatcly sized
soft-bristled brushes and twisting action. Brushes should be tight-fitting.
Brush size should bc approximately the same diameter of the
lumen/cannulation to be cleaned. Using a brush that is too big or too small
for the diameter of the lumen/cannulation may not effectively clean the
surface of a lumen/cannulation.

— Soak and/or rinse heavily soiled devices or cannulated devices prior to
cleaning to loosen any dried soil or debris. Use a neutral or mild alkaline
detergent solution. Follow the detergent manufacturer’s instructions for
use for correct exposure time, temperature, water quality and
concentration. Use cold tap water to rinse devicces.

—Devices must be cleaned scparately from instrument trays and cases. Lids
should be removed from cases for the cleaning process, if applicable.
Cleaning-Manual Method

1. Rinse soiled device under running cold tap water for a minimum of two
minutes. Use a soft-bristled brush to assist in the removal of gross soil and
debris.

2. Soak device in a neutral or mild alkaline dctergent solution for a
minimum of ten minutes. Follow the detergent manufacturer’s instructions
for use for correct cxposure time, temperature, water quality and
concentration.

3. Rinse device with cold water for a minimum of two minutes. Use a
syringe, pipette, or water jet to flush lumens, channels and other hard to
reach areas.

4, Manually clean device for a minimum of five minutes in a freshly
prepared neutral or mild alkaline detergent solution. Use a soft-bristled
brush to remove soil and debris. Actuate joints, handles and other
moveable device features to expose all areas to the detergent solution, if
applicable. Clean device under water to prevent acrosolization of
contaminants. Note: fresh solution is a newly-made, clcan solution.

5. Rinse device thoroughly using cold or warm tap watcr for a minimum
of two minutes. Use a syringe, pipette or water jet to flush lumens and
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— H3nenust HeoOXOmQMMO WHCTHTb OTAENBHO OT N0 3 M KOHTEHHEpPOB IS
HHCTpyMeHTOB. Ecniu npuMeHnMoO, 118 npoliecca OYHCTKH HCOGX0OHMO yanuTh
KPBILIKH C KOHTEHHEPOB.

Ouncrka — pyunoit MeToa

1. TlpomoiiTe 3arpa3sHEHHOE HM3JENHE NOJ CTPYEH XOMOAHOH BOAONPOBOAHON
BOJKI B TEYEHHE He MeHee JBYX MHHYT. Hcnomb3yHTe WETKy ¢ MATKOH WIECTHHON
JUISL yAAJIeHHUs KPYIIHBIX 3arPA3HEHHH M OCTATKOB TKaHEH.

2. 3aMouwTE H3JENHE B HEHTPAIBHOM HIH C1aboILEN0MHOM PacTBOPE YHCTHLICTO
CpeACTBa MAHAMYM Ha JECATb MUHYT. CCAyATe UHCTPYKIMAM MO IIPHMEHCITHIO,
NPEeSOCTABACHHRIM TIPOM3BOAHTENCM (EPMEHTHOTO OWHCTHTEAA HITH YHCTALLEIO
CPEACTBA, ANA cOOMONeHHUS BPEMCHH BBIACPIKKH, TEMIEPATYphl, KaueCTBa BOAB H
KOHLCHTpAlHH.

3.Tlpomoiite n3juenne XonogHOH BORXOR B TeyeHHe Ile MEHee ABYX MHHYT.
Wcnonb3ayiiTe WNpUUBl, NMUNETKH HIH BOASHbIE (POPCYHKH 1A TIPOMBIBAHHA
NPOCBETOB, KAHANOB ¥ APYTHX TPYAHOAOCTYNHEIX YYACTKOB.

4. OuncTute H3AENME BPYUHYIO B TEUCHHE HE MEHEE MNATH MWHYT B
CBEXETPHIOTORICHHOM HEHTPATLROM WM C/1aboMENoIHOM pacTBOPE FHCTAILECIO
cpeacrsa. [lns yaaneHHs 3arpa3HCHHH H OCTATKOB TKaHE! HCTIONB3YHTE ETKY C
Markoi meruHoit. EcaM npHMeHHWMO, TIpMBEAHTE B JABHXKEHME BCC MecTa
COCAMHEHHA, PYKOSTKH M Jpyrue NOABHXHEIC JETaTH H3ACHHA, 4TOOH
NOABEPrHYTH Bce 001acTH BO3ACHCTBHIO MOTOILIETO pacTBOpa. QUHILATe H3AETHE
moA BOJOH Ans NpeAoTBpallleHus aspo3onu3aumy sarpasHuTenel. IlpuMcaanue:
CBEXKWMit pacTBOP — ITO 3aHOBO NPUIOTOBICHHBIN WHCTHIH PacTBop.

5. TmaTensHO NpPOMOMTE M3ACAUA, MCNIONAL3YA XONOOHYIO WIH TEIlyio
BOJCNPOBONHYIO BOAY, B TCUCHHE HE MEHee JBYX MHuyT. Mcnonssyifte mnpHu,
IHIOCTKY WAH CIPYK BOABI AAd OPOMBIBKY IPOCBCTOB M KaHanos, Ecim
OPHMEHHMO, NMPUBEAUTE B JBIXCHUC MECTAa COCAMHEHMA, PYKOATKH # JIpyTHE
NOABHKHEIC NCTaNy M3ACTAS JUIA TINATENBLHOTO NMPOMBIBAHUS WO/ CTPYEit BOXBI.
6. BusyansHo ocMoTpute Hinenue. [Tosropaite mark 2-6, noka Ha H3AC/THH HE
OCTAHETCA HMKAKWX BHIHMSBIX 3arpa3Henuii. YinbTpaseykoBo# mpouecc: (ITans
OpPeABApHTEALHOK OTHCTKH 1-6 HeoGX0aHMO NPOBECTH A0 TAHHOT'O ITANA).
7.TloaroToBeTE CBEXKMH PAacTBOP MHUCTALICIO CPEACTBA UM YJIBTPA3BYKOBOH
BAHHBI, HCTIONB3YA HECHTPATBHBIA WM CJ1a0bIH MENOYHOH pacTBOp MHCTALIEIO
cpeacTea. CneaylTe WHCTPYKUMAM 1O TPHAMCHCHHIO, NPEAOCTABIECHHBIM
npoussoauTeNeM (epMCHTHOrO OYMCTHTENN WIM YUCTALICTO CPEACTBA, IUIA

channels. Actuat  nts, handles and other moveable device features in
order to rinse thoroughly under running water, if applicable.

6. Visually inspect device. Repeat steps 2—6 until no visible soil remains
on device. Ultrasonic process: Prc-cleaning steps 1-6 should occur prior
to this step

7. Preparc a fresh detergent solution for the ultrasonic bath using a neutral
or mild alkaline detergent solution. Follow the deter gent manufacturer’s
instructions for use for correct exposure time, temperature, water quality
and concentration. Note: fresh solution is a newly-made, clean solution.
8. Clean device ultrasonically for a minimum of 15 minutes, using a
minimum frequency of 38 kHz.

9. Rinse device thoroughly with deionized (DI) or purified (PURW) water
for a minimum of two minutes, Use a syringe, pipette or water jet to flush
lumens and channels. Actuate joints, handles and other moveable device
features in order to rinse thoroughly under running water, if applicable.
10. Visually inspect dcvice. Repeat steps 2-10 until no visible soil remains
on device.

11. Perform a final rinse on device using DI or PURW water for a
minimum of 15 seconds.

12. Dry devices using a clean, soft, lint-free single-use cloth or medical
grade compressed air. Ensurc that all lumens and articulated areas are dried
using compressed air.

Cleaning-Disinfection Automated Method

1. Rinse soiled device under running cold tap water for a minimum of one
minute. Remove gross soil using a soft-bristled brush or soft, lint-free
cloth.

2. Manually clean device for a minimum of two minutes in a freshly
prepared ncutral or mild alkaline detergent solution. Follow the detergent
manufacturer’s instructions for the correct dilution, temperature, water
quality and exposure time. Usc a soft-bristled brush to remove soil and
debris. Actuate joints, handles and other movcable device features to
expose all areas to detergent solution, if applicable. Clean device under
water to prevent aerosolization of contaminants, Note: fresh solution is a
newly-made, clean solution.
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COOMONCHHUA BPEMEHM  BLIACPXKKH, TEMICPaTYp ., Kad9cCTBA BOABI M
KOHuenTpaunu. [pumedanue: CBeXHH pacTRop — 3T0 3aHOBO MPHIOTOBNCHHbIH
YUCTHIA PacTBOP.

8. Ouniuaiire n3nenne xomnanuu «CUHTES» C MOMOLUIBIY YABTPa3BYKa HE MEHee
15 MHHYT, vCTIONb3YA YacToTy HEe Menee 38 kL.

9. TwarensHo npomoiite u3gemme AenoHu3nposannoit (DI) wnu ounmennoi
(PURW) Bozo0if B TeMeHHe He MEHEE ABYX MUHYT. Hcronb3yiiTe IMpHL, MHRETKY
HIH CTPYI0 BOIKl JIS MPOMBIBKH TIPOCBETOB M KaHaIOB. ECIH NPHMCHHMO,
NpHBEJHTE B ABHXKCHHE MECTa COEAUHEHMS, PYKOATKH W IPYrHe MOABHKHBIC
AeTany H3Aenud A TIIATENLHOro NPOMBIBAIIAR N0/ CTPYCH BOubl.

10. Busyansso ocmotpure uinenue. [losropsitte warn 2-10, noka Ha n3fensn He
OCTaHeTCH THKAKHX BHARMBIX 3arpA3HCHMUIA.

11. IlposeauTe OKONTATENBHOEC TPOMBIBAKHE W3AeInA, ncnombsys DI wmm PURW
BOJY, B TCUCHHE HE McHee |5 cexynat.

12. Beicynmre u3fienue, NCnoas3ya THCTYIO CyxXylo 6€3BOpCOBYIO ORHOPA30BYIO
TKaHb HITH CKaThIM BORAYX /T4 MEAULIMHCKOTO pHMEHEHHS. Y beauTecs, 9To BCe
NPOCBCTH U JBHAKYII{HECK YHACTKH BHICYIICHBI CIKAThIM BO3IMYXOM.

Ounctka - Ne3uRPeKing aBTOMATAYECKH MeTox

1. ITpomoiiTe 3arpa3HCHHOE H3ACITHE NOA CTPYCH XOIOAHON BOXONIPOBOAMON BOABI
B TCHCHHE HE MEHEE OAHOM MHHYTH. KpynHbIe 3arpASHCIHA YAAMHTE, HCONb3YS
IETKY ¢ MATKOM wweTHHON M MATKYI0 6€3BOPCOBYIO TKaHb.

2.OuncTuTe H3ZCAVME BPYUHYI0O B TEYeHHE HE MeHCS IBYX MHHYT B
CBEXKETPHIOTOBIECHHOM HENTPAIBHOM HITH CHA00LIETOUHOM PACTBOPC THCTALIETO
cpeacrsa. Cneftyiite HHCTPYKUMAM TMPOH3BOAUTENA WHCTALMETO CPEACTBA A
coOmoaeHHA KOHUEHTPAlMH, TEMNEPaTyphl, KaYecTBa BOJALI H BPEMEHH
BeLAEpXKH. Hcnonb3yiTe METKy ¢ MATKOH IUETHHOMH, TTO0B YAAMTE 3aTPASHEHHNSA
H OCTATKH TKaHei. Eciia npuMEeHHMO, TpUBEANTE B ABHXKEHHE MCCTA COSHHERH,
PYKOATKH W JAPYTHC MOABHXHBIC ACTANM W3ACAMA, 4YTOOH! JOABEPrHYTH BCE
obnacTu BO3ACHCTBHIO YMCTANIETO pacTBopa. OYHIIaiTe W3ACTHE Noa BooH Ans
NIPEAOTBPAICHHA a3Po30MH3alHK 3arpasHuTencii. IlpuMeuanue: CBExKRii pacTBop
— 3TO 33aHOBO [IPHIOTORJICHHEI YHCTHIH pacTBop.

3.IlpomoitTe u3aenHe, HCMONL3YS XONOAHYIO MIH TENAYK0 NPOTOYHYIO
BOZIONIPOBORHYIO BOAY, B TCHEHKE HE MEREC OAHOIt MHHYTEL Mcnonssyiire mnpuu,
NUNETKY WIH CTPYI® BOABI Ui MPOMBIBKH IPOCBETOB M KaHamoB. Eciu

3. Rinse devicev | cold to lukewarm running tap water for a minimum
of onc minute. Use a syringe, pipette or water jet to flush lumens and
channels. Actuate joints, handles and other movcable device features in
order to rinse thoroughly under ranning water, if applicable.

4. Prepare a fresh detergent solution for the ultrasonic bath using a neutral
or mild alkaline dctergent. Follow the detergent manufacturer’s
instructions for the correct dilution, temperature, water quality and
exposure time. Note: fresh solution is a newly-made, clean solution.

5. Clean devices ultrasonically for a minimum of 15 minutes, using a
minimum frequency of 38 kHz.

6. Rinse device using DI or PURW water for a minimum of two minutcs.
Use a syringe, pipette or water jet to flush lumens and channels. DI or
PURW water must be used for final rinse,

7. Visually inspect device. Repeat steps 2--7 until no visible soil remains
on device.

8. Automated washing shall be conducted in a validated washer-disinfector
in compliance to ISO 15883-1 and -2, or to an equivalent standard. Load
the device components in the washer-disinfector in accordance with
manufacturer’s instructions, ensuring that the dcvices and lumens can
drain freely. Automated washing can be included as part of a validated
washing, disinfection, and/or drying cycle in accordance to manufacturer’s
instructions. An example of a validated cycle uscd for cleaning validation
included:

Cycle Minimum Minimum Type of Detergent
Time Minimum
{minutcs)
Type of 2 Cold tap water N/A
Detergent
WashI .2 Cold tap water Cleaning agent*
(<40°C)
Wash II 5 Warm tap water (>40°C) _Cleaning agent*
Rinse 2 Warm DI or PURW N/A
(>40°0)
Rinse 5 >93°C N/A
Dry 40 >90°C N/A

* see section Additional Information

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

39




NPHUMEHHMO, TIPHBEIUTE B ABHKCHHE MECTa COEIHH 4, PYKOATKH M Apyrue
NOABWXHHIE ACTATH H3JEIHA JUTA THIATEAHOrO NPOMEIBAHUA 110k CTpYe# BOAbI.
4. TloAToTOBLTE CBEXWH pacTBOp HHCTHILIErO CPCACTBA MR YNBTPa3BYKOBOWH
BaHHLI, UCTIONB3YA HCHTPANBHLIA WM Clabbiil MENOUHOH PacTBOp UMCTHILCTO
cpeacra. Cnenyiite HHCTPYKUMAM 1O TNPHMEHEHHIO, NPEAOCTABICHHBIM
NPOH3BOAKTENCM (PEPMEHTHOrO OHNCTHTENS MWIH HHCTAWEIO CPeACTBa, A
cOOMIOACHHS BpeMEHM BBUIEPKKH, TEMNEPATYpPBl, KauecTBa BOAN H
KoHUcHTpaurn. [IpaMevanue: CBEXUH PacTBOp — 3TO 3aHOBO MPHTOTOBJICHHBIH
YUCThIH pacTBOp.

5. Ouunaitte U3aenue ¢ NOMOLIBIO YNBTPa3ByKa HE MeHee |5 MURYT, HCRONB3YA
yacToTy He MeHee 38 kI

6. [Ipomoitre u3nemue nemonusupoBanHoit (DI) win ounniennoii Bogoit (PURW)
B TEYEHHE He MeHee ARyX MUHYT. UcnonnsayitTe wnpHu, MEOETKY WK CTPYIO BOART
JUIA MPOMBIBKY POCBCTOB M Karau0B. [ OKOH9ATEIbHOrO NPOMBIBAHHA H3ICIHAA
Heobxonnmo ncnoas3osats DI uinu PURW Boay.

7. Busyamsno ocMorpute usaeme. IlosropaiTe mwaru 2-7, moka Ha H3ACHUK HE
OCTAHETCH HUKAKHX BHAHMBIX 3aTpS3HEHMI.

8. ABTOMATHYECCKAA MOWKAE ROMKHA TMPOROAUTHCA B YTREPIKACHHOM Moloile-
nesunpummpyloueM obopyaosanuu B cooTseTcTBUd ¢ ISO 15883-1 u -2 wm
9KBHBANICHTHBIM  CTAHAAPTOM.  3arpy3HTe  KOMITOHGHTSI  M3OCAMA B
ACHHOUUMPYIOUIYI0 MAlIMHY B COOTBCTCTBMM C WHCTPYKUHAMM  ce
NPOU3BOAKTEAA, YOSAUBILKCH, YTO XMAKOCTh MOXKeT CBOOOAHO CrexkaTh MO
M3JeNMAM H NpoCBETaM. ABTOMATHYECKAS MOIfKa MOXKET OBITh BKIIOYMEHa Kak
9ACTh BaTHAHPOBAHHOrO UWK/IA MOHKH, Ac3HH(peKUuH K / AIH CYLIKH B
COOTBETCTBHH ¢ MHCTPYKUMAMM TNpoM3BoAuTeNs. [IpuMep BannaAMpOBaHHOIO
OWKIIA, HCTIOAb3YEMOTO [JIf IPOBEPKH METO/Ia OYMCTKH, BKITIOHAN:

Lluxn Muarvanshoe MunEManbHas Tun molomero
BpcMA TCMIIEPATYPa BOAL! cpeacTsa
(MuByTEI)
[peasaputenpHan 2 Xonopnas BogonposoaHas  HenpumeHumo
0YHCTKA BOAA
Ounctka | 2 Xonomwas roionposoguas  Yncrawee
Boza (<40°C) cpeacteo
Ouncrxa Il 5 Tennaa BozonposoaHas UmucTaAuIce
Boxaa (>40°C) cpeacreo*

Thermal disinfection

For automated cleaning-disinfcction, thermally disinfect at a minimum of
93 °C for a minimum of 5 minutes (see Cleaning-Disinfection Automated
Method). For devices with cannulations or lumens, orient the parts such
that the lumen or cannulation are in a vertical position. If this is not
possible due to space limitations within the automated/mechanical washer,
use an irrigating rack/load carricr with connections designed to ensure an
adequate flow of process fluids to the lumen or cannulation of the device
if necessary.

Drying

If a dry cycle is not included in the mechanical washer:

— Dry each device thoroughly inside and out to prevent rusting and
malfunction.

— Use a clean, soft, lint-free single-use cloth to avoid damage to the
surface.

Pay special attention to threads, ratchets and hinges or areas where fluid
can accumulate. Open and close devices so that all areas are reached. Dry
hollow parts (lumens, cannulations) using the air jet with medical grade
compressed air.

Inspection

Instruments should be inspected after processing, prior to sterilization, for
end of life indicators such as:

— Cleanliness, if any residual soil is discovered during inspection, repeat
the cleaning steps on thosc devices until all visible soil is removed from
the device.

— Lack of moisture, carefully inspect device lumens and moving parts. If
moisture is detected, manual drying should be performed.

- Damage, including but not limited to corrosion (c.g. rust, pitting),
discoloration, excessive scratches, flaking, cracks and wear.

— Proper function, including but not limited to sharpness of cutting tools,
bending of flexible devices, movement of hinges/joints/box locks and
moveable features such as handles, ratcheting and couplings. Damaged or
worn devices should not be used.
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Ononackusanue 2 Tennaz DI wmm W Henpumennmo

Bozaa (>40°C)
Tepmnucckan 5 >93°C Henpumennmo
AesuHeKIHS
Cywxa 40 >90°C Henpumennmo
* oM. pasnen JlononHuTensHas RHpopMalHa
Tepmuyeckas ae3unPpexnns
Jdna  aBTOMAaTH4eCKOH  OYHMCTKH-ACIHH(EKLUHH TPOBONAT  TECPMHUECKYIO

Ae3uHPEKUUIO NPH TEMNCPaTYpe He Hixke 93 °C B Teuenne He MEHee 5 MHHYT (CM.
OuucTra-Ae3uH(pexns, aBTOMaTHICCKHI Metoa). M3aenua ¢ npoceeTamu waH
KaHIONAMAMY PAcTioNaraloT TAKUM 06pa3oM, YToOK MPOCBETH MITH KAHIOMALIHH
HAXOAM/INCHE B BEPTHKANLHOM noNoxeHnWH. Ecnu 310 HEBO3MOXHO H3-32
OrpaHHYeHHOTO NPOCTPARCTBA BHYTPHU ABTOMATHYECKOH/MEXAHHYECKOH MOCYHOIH
MaUITMHbL, IPH He0OX0AMMOCTH MCIONb3YIOT OPOCHTEIBHYIO CTOHKY/3arpy309HBIi
HEPXKATENb C COCAMHEHUAMH, PpaspaboTaHHBIMR 412 O0CCNCYCHMA HAUICKAIICTO
HOTOKA XHAKOCTEH 9epe3 MPOCBETH! WM KARIOJIALHY W3TENUA.

Cymxa

ECAH UMK CYIIKK He BKIOYEH B MEXAHWYECKYIO MOCYHYIO MAILIKHY:

Twatenso MpOCYWIHTE KAXKAOE W3IACHAHE BHYTPH H CHapYXH 1A
NPEAOTBPALICHHUS MOSRICHUA PIKABTHHBL H HEHCIPARHOCTEHA.

Henonsayiite 9HCTYIO MAKYIO 6€3B0PCOBYIO O/IHOPA30BYIO TKAHb RO H30EKAHHC
NOBPEXACHHA NOBEPXHOCTH.

OO6patuTe ocofoe BHHMaHHKE Ha pe3w0y, PHKCATOPE! H NETH, a Takxke Ha 00nacTH,
TAE MOXET CKalUTHBAaThCA XKHUAKOCTH. OTKpOHTE M 3aKpoiiTe W3Aeme, YTo0B! BCe
obsacrn 6bIH poctynuel. [Ipocymmrte nonsie yactu (MPOCBCTH, KAHIOMANNH),
HCOONB3YyA BO3AYLIHYIO CIpYK) CO CKATHM BO3AYXOM JJIA MEIMIHHCKOrO

Further detailed :  tion control instructions and end of life indicators are
available from your local sales representative or for download from the
website: http://www.depuysynthes.com/ifu.

Lubricate instruments with moving parts, such as hinges and joints, spring-
loaded ball bearings, and threaded parts. It is recommended to lubricate
and maintain instruments with Special Qil only.

Disassembled devices should be reassembled prior to sterilization unless
otherwisc noted or the case is not configured for the assembled device.
Further detailed instrument dismantling instructions are available from
your local sales representative or for download from the website at
http://www.depuysynthes.com/ifu.

Packaging

Put cleaned, dry devices into the proper location in the case. Additionally,
usc an appropriate sterilization wrap or re-usable

rigid container system for sterilization, such as a sterile barrier system
according to ISO 11607. Care should be taken to protect

implants and pointed and sharp instruments from contact with other
objects that may damage the surface.

Sterilization

Steam (moist heat) sterilization shall be performed in a locally approved,
pre-vacuum (forced air removal) cycle. The steam sterilizer should be
validated to the requirements of any local standards and guidance such as
EN 285 or AAMI/ANSI ST8. The steam sterilizer should be installed and
maintained in compliance to manufacturer’s instructions and local
requirements. Ensure that a steam sterilizer cycle is chosen that is designed
to remove air from porous or lumened device loads in accordance to
manufacturer’s instructions and does not exceed the maximal sterilizer

NPHMEHEHUA,

Hurcnexkuua load T

HucTpyMenTsl nocsie 06paboTku 1 nepen crepuaunsameii eobxoauMo NposepuTs Cycle Type Minimum Mm.upun'l

Ha HalM4IHe HHAVKATOPOB OKXOHYAHHSA CPOKA ClykObl, TAKMX KaK: Sterilization Stgnlmatlon Minimum
- THCTOTA; €CIH BO BPCMS OCMOTPA OOHAPYXHBAIOTCA OCTATOUHbIE 3arpA3HEHHS, Exposure Time (énmutes) Dry Time*
NOBTOPRIATE ITANLI OTUCTKH A1 3THX UINCHIL, 110Ka ¢ HUX HE OYNeT yJancHE Bee (minutes) Txposure

BHAMMBIC 3arPA3IHCHUA; en:perature .

- OCTATOYHAA BJAra; TIATENLHO OCMOTPHTE MPOCBETH! H3XCAMA U ABHKYHIWECH Prevacuum 4 132°C 20 minutes
qacTH. Eciu o6Hapyxena Bnara, ciieycT BHITOIHHTE PYYHYIO CYLIKY. Saturated 3 134°C 20 minutes
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-NIOBPEXAECHUS, BKAYAA, HO HE OTpaHHYMBaACh  JpposHeil (Hanpumep,
PXaBanHOM, TodewHoit  koppo3meit), o0ecuUBeUMBAHHEM, H3OLITOYHRIMH
UApaTHHAMY, OTCTAUBAHHEM, TPCIIHHAMY H H3HOCOM;

- HaJUIeRalee GyHKRHOKHPOBAaHHE, BKIIOYAdA, HO HEe OTPaHHYMBAACH, OCTPOTO#H
PEXYIIKX MHCTPYMEHTOB, H3rMOOM THOKHX M3JelHH, NOABHKHOCTBIO
METENs/COCAHHEHMI/3AMKOB W TOJBMXKHBIX JeTajledl TAKUX KaK PYKOATKH,
¢uxcaropsl ¥ My¢Thl. TIOBpEKIACHHBIE HIIH W3HOILCHHBIC W3CHUA HE JOMKHBI
HCIONb30BATHCA.

Bonee nozpoGHBiE HHCTPYKUHH NO KOHTPOMIO GYHKUMOHANBHOCTH M
MHJAMKATOPaM OKOHYAHKA CPOKA CIYKOB MOXXHO NOTYYHTE Y MECTHOTO TOPTOBOrO
NpeJCTABHTENA.

CMaXETe HKHCTPYMCHTHI C NOABHKHBIMHU 4aCTAMH, TAKHMH KaK MCT/IA H WAPHHPBL,
NpYyXHHEHHBIC LIAPMKONOANIMITHKKKY M JAcTanH ¢ pe3bOoit. PexomcHayercs
CMAa3hiBaThb M OPOBOAHTH TEXHHYECKOC OOCIYXMBAHHC MHCTPYMEHTOB TOJBKO
CrEAATLHBIM MaC/TOM.

PazoGpannsle H3ienna HeoOxomuMo colpaTh mepel CTEPHIM3aLUE, ecliH lie
YKa3aHO HHOC WM €C/IM KOHTCHiHEp He npucnocobnen ang cobpaHHOTO U3ACTHA.
Bonee noapofubie MHCTPYKIMY 110 JEMOHTAXKY MHCTPYMCHTA MOXKHO NMONYYHTD Y
MECTHOTIO TOPrOBOT0 NPEACTaBUTENS-

Ynakoska

[loMecTHTE OUKILEHHBIE CyXMC H3ACARA HA COOTBETICTBYIOUICE MECTO B
KOHTeHHepe, B JoioaHCHHE HCMOABIYHTC MOAXOJAULYIO YIAKOBKY NS
CTEPHIU3AIHH HIIH CHCTEMY KCCTKHX KOHTEHHEPOB MHOTOKPaTHOTO IPUMEHEHHA
V1A CTCpHAM3ALAH, TAKHE KaK CHCTEMA 3alWThl CTEPHIBHOCTH cornaacHo ISO
11607. HeobxoauMo cremTh 3a TeM, 4TOOH MMIUIAHTATH, OCTPOKOHEYHBIE H
OCTPHIC WHCTPYMEHTH! HE KOHTAKTUPOBANH ¢ APYIHMH OOBLEKTaMH, Tak KaK OHH

MOTYT NOBPEIHTH NOBEPXHOCTB.

Crepannsanus

Crepwmisanns mnapoM  (BIOKHBIM  KapoM) JAO/DKHA  NMPOBOUMTECA  C
HCTIONB3OBAHHEM  JIOKAIBHO  Pa3pellCHHOM  UMKAE  TIPEABAPHTENILHOTO

BaKYYMHPOBaHHA (MPHNYAKTENbHOE yaaneHHe Bo3ayxa). [laposoit crepuimsarop
JomieH OLITH YTBEpHACH B COOTBETCTBHMU C TPLGOBaHHAMY MECTHBIX CTAHAAPTOB
 pyKoBOACTB, TakuX XKak EN 285 nmn AAMI/ ANSI ST8. ITaposoii crepuauzaTop
AOKEeH OHTE YCTaHOBEH ¥ 00CTYXKUBATLCA B COOTBETCTBHH C HHCTPYKUHSMH €ro
NPOH3BOJMTENS H NOKAIBHBEIMH TpeboBanusaMH. YOeautech, uTo BoIOpaH HHKN

steamforced air
removal (pre-
vacuum,
minimum three
pulses)
* When applying dry times to cascs and their accessories, dry times
outside the standard healthcare prevacuum parameters may be required.
This is especially important for polymer-based (plastic) cases/trays used
in conjunction with heavy duty nonwoven sterilization wraps. The currcnt
recommended dry times for cases can range from a standard 20 minutes
to an extended time of 60 minutes, The dry time is most often influenced
by the presence of polymer based (plastic) materials; therefore changes
such as elimination of silicone mats and/or change in sterile barrier system
(i.e. heavy grade to light gradc wrap) can reducc the necessary dry time.
The user should employ verifiable methods (e.g. visual inspections) to
confirm adequate drying. Dry times generally range from 20 to 60 minutes
duc to differences in packaging materials (Sterile Barrier System, e.g.
wraps or re-usable rigid container systems), stcam quality, device
materials, total mass, sterilizer performance, and varying cool-down time.
Storage
Packaged products should be stored in a dry, clean environment, protected
from direct sunlight, pests, and extremes of temperature and humidity.
Refer to sterilization wrap or rigid container manufacturers IFU for limits
on sterile product storage time and storage requirements for temperature
and humidity.
Additional Information
Further information regarding the use of specific cleaning agents,
ultrasonic washers, washer-disinfector, packaging materials or sterilizers
during validation studies arc available on requcst. The manufacturer used
the following during validation of these reprocessing recommendations:
—Manual cleaning: Manual Pre-Cleaning with Enzol Enzymatic Detergent
8 mL/L at 16-17 °C and Ultrasonic Cleaning with Enzol Enzymatic
Detergent 8 mL/L at 18-25 °C.
- Automated Cleaning: Manual Pre-Cleaning with Enzol Enzymatic
Detergent 8 mL/L at 16-17 °C and Ultrasonic Cleaning with Enzol
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[apoOBOTO CTEPHIN3ATOPa, KOTOPhIH MpEAHAa3HAUeH ,  yJaNeHus BO3AyXa H3
3arpy30K OPHCTLIX MITH H3ACIHI C IPOCBETAMH B COOTBETCTBHH C HHCTPYKIHAMH
MPOH3BOAMTENS H HE MPEBLINAET MAKCHMAbHYIO 3arPy3Ky CTCPHIN3ATOPA.

Chnegylompe UMKOIE  CTCPHIH3AUMH  TapoM  ABAAIOICA  TNPUMEPaMH
BAIMAHPOBAHHBEIX LIWKIOB:
Tun muxna Munmmanssoe MUHRMATbHAS
BpeMi TEMIICPATypa MunumaneHoe
BOSACHCTSHA PH | g oanciicraua NpH | BpeMs CYIIKK*
CTEPHIAN3ALIAK
P — CTEPUIH3ALNH
IpensapurencHoe | 4 132°C 20 munyT
BaKyyYMHPOBaHHE
Ipurnyoumenvroe
yoarenue 6030yxa | 3 134°C 20 mMuRYT
HaCHUeHHbIM
napom
(opeaxyym)
(ne menee mpex
UMNYNLCOB)

*IIpy npHMeHEHHH BPCMEHM CYIUKH JUI KOHTCHHEPOB H MX BCIOMOTATENBHBIX
KOMIOHEHTOB, MOXeT NoTpeboBaThCc BpEMA CYLUKH, BhIXOAfLIee 3a NpeAens
CTaHJapPTHLIX NapaMETPOB MEAULHHCKOTO TIpefBAPHTCALHOrO BaKyyMHpOBAItUA.
10 0COOCHHO BaXKHO A NOJMAMCPHEX (IUIACTHKOBLIX) KOHTCHHEPOB/JIOTKOB,
MCTIONB3YEMBIX COBMECTHO C BBICOKOMPOYHEIMH HCTKAHBIMM YNAKOBOUHBIMM
MaTeprajaMH A cTepyuiinsaudy. JeiicTeylomee peKOMEHIYEMOS BpeMs CYLIKH
IUIA KOHTEHHEPOB MOXET BAPBHPOBATHCA OT CTaHZapTHHIX 20 MUHYT 1O
yBENMUUEHHOTO BpeMeHH B 60 MUHYT. BpeMs cymiku wame BCCro 3aBHCUT OT
HaIMyus TONMMEpPHbIX (MIACTHKOBEIX) MATEpPHANoB; CJICAOBATENLHO TAKHE
M3MEHEHNA, KaK y/aleHne CUIHKOHOBBIX KOBPHKOB M/H/IH H3MEHEHHE CHCTCMBI
3aIHTH! CTEPHAbLHOCTH (T.c. 3aMeHa YIaKoBOYHOro MaTepHana rpy6oii Mapku Ha
JIerKyl0) MOXeT CHW3WTh HeoOxomumoe BpeMa cywikd. ITonmn3oBaTens AOMKEH
UCTIONE30BaTh METOHb, MONNAIOuIHeCs OpoBepke (HanpHMep, BH3YaNbHBIH
KOHTPONB) IUIA MOATBEPXKUCHHA Hamnexameit cymku., Bpems cymku obsmumo
sapeHpyeTca oT 20 no 60 MUHYT u3-3a pasnuumii B YNaKoBOYHBLIX MaTepHalax
(cucTeMa 3aIATE! CTEPUIIBHOCTH, HANPHMEpP YMAKOBKA JUIS CTEPHIM3AIHH WM

Enzymatic Deter ~ 8 mL/L at 18-25 °C. Water-disinfector cleaning with
(Wash 1) Prolystica 2X Concentrate Enzymatic Cleaner 1 mL/L at 23-26
°C and (Wash 2) Prolystica 2X Neutral Detergent 1 mL/L at 44—46 °C.

- Lint-Free Cloth: Berkshire Durx 670.The cleaning and sterilization
information is provided in accordance with ISO 17664. The
recommendations provided above have been validated by the medical
device manufacturcr as being capable of preparing a non-sterile medical
device. It remains the responsibility of the processor to ensure that the
processing is performed using equipment, materials and personnel in the
reprocessing facility, and achieves the desired result. This requires
validation and routine onitoring of the process. Likewise, any deviation by
the processor from the recommendations provided should be properly
evaluated for effectiveness and potential adverse consequences.

The chemical quality of thc water used during reprocessing can impact
device safety, Facilities should usc the recommended water quality
requircments for device reprocessing in accordance with local guidance
(such as AAMI TIR 34, Water for the reprocessing of medical dcvices)
and these instructions for use.
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CHCTEMBI XKECTKHX KOHTEHHCPOB MHOTOKDATHOTO Mpl  IeHMA), KauecTse mapa,
MaTepHanax usjenus, obmel Macce, NPOA3BOAUTENBHOCTH CTCPHIIM3ATOPA H H3-
32 PasIHIHONO BPEMCHH OXNMHKACHNA.

XpaHenne

VnakoBaHHble M3ACHHA HEOOXOMMMO XPaHHTh B CYXOM, YHUCTOM NOMCILEHHH,
3Al[HINCHHOM OT NpPAMbIX COMHEYHBIX MyHCH, BPEAUTCHCH M IKCTPEMATbHLIX
TeMIIepaTyp ¥ BIakHoCTH. HudopMalmio 06 orpaHHUCHHAX BPEMCHH XPaHCHHS
CTEPHILHOTO TIPOAYKTA W TPeOOBaHUAX K TeMIlepaType H BAAXHOCTH CM. B
HHCTPYKHHAX NPOM3BOAMTENEH CTCPHAH3AUKMOHHON YNAKOBKM MM KCCTKHUX
KOHTCHHEPOB.

JonomaTtensnas HHPOPMALRA

Honommurensnas  MHpOpPMALNA, KacAOWAACA HCNONB3OBAHWA BO  BpeMs
BATHAALMY CNICI{HANBHBIX THCTAILUX CPCACTB, YIbTPa3BYKOBBIX MOCTHBIX MAlLIWH,
MOIOMIHX M AC3MHPUUMPYIOIUAX CPEACTB, YMAKOBOYHBIX MATEPHANOB WM
CTEPHITH3ATOPOB, NPCAOCTABNACTCA 1O 3anpocy. [IpH BanuaaIMu  AaHHbIX
HHCTPYKI{H# no nosropio#f 06paboTke ncrons3opana cnegyromiee:

— Pyunas o4MCTKa: pydHas NpeXBAPUTENIbHAA OTHCTKA C IH3HMHBIM YHCTAMIMM
cpeacrBoM Enzol 8 M/ 1 npu 1617 °C u yneTpa3ByKoBas O9HCTKA C SHIUMHBIM
YHCTAMMM cpencTBoM Enzol 8 Mt/ n npu 18-25 °C.

— ABTOMAaTHYCCKAS OYHCTKA: PYYHAA VIPCABADHTENBHAS OYHCTKA DII3MMHLIM
qUCTAIMM cpeacTBoM Enzol 8 mn / n mpn 16-17 °C u ynbTpassykoBas OUHCTKa C
HIUMHEIM 4ucTAMMM cpeacTeoM Enzol 8 mn / 1 mpu 18-25 °C.
Jesundexuvonnas oynctka Bomod (OwmcTka 1) © NOMOUILIO 3H3MMHOIO
ounctuteis Prolystica 2X xonuerntpaunn 1 mn / o nipu 23-26 °C u (Ouncrka 2) ¢
NOMOIIBIO HeHTpankHOro uucTAmero cpeacrsa Prolystica 2X 1 i / n npu 4446
°C.

~ Bessopcosaa Tkans: Berkshire Durx 670.

WudopMaung mo 0YMCTKE H CTCPUIU3ALMM NPE/ICTaBIeHa B cooTBeTcTBAM ¢ ISO
17664.

PexoMeHaumu, DPEACTABNCHHEIE BHIME, BATHAMPOBAHE IIPOU3BOAHTCIIEM
MEIMUMHCKOTO M3IENHA  Kak no3ponmomme ofpaboTaTh HeCTCpHNBHOE
Mmeanuunckoe m3genne. Ha onepatope neXur OTBETCTBEHHOCTh MO BRIGOpY
MaTepranos, 00OpYNOBARMA H TCpcoHala JUIA obecmeyeHHA TOro, 4TOOB!
ofpaloTka AOCTHrana >eNaeMoOro pe3yabTaTa. JT10 TpelyeT BanuauuM W
CHKCIHEBHOI'O KOHTPOMNA ipolecca. AHAIOrHYHEIM 00pa3oM, 1000¢ OTKIOHEHHUE B
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pabote omepatopa, ocymecTpasiomicro o0paboT , OT npeAcTaBNEHHBIX
peKoMeRjauMii JOMKHO OBITH THIATENILHO OLEHEHO I1a TIpeAMET 3P PEKTHBHOCTH U
BO3MOXHBIX HEONAroMPUATHRIX TTOCACACTBHH.

XuMHYeckoe KavecTBO BOMBI, HCNONb3YeMOH BO BpeMa 00paGoTKH, Moxer
TIORAMATL Ha 6e30macHOCTe H3AENHA. YUpeXACHHSA JOMKHBI HCIONb30BaTh
PCKOMEHIOBaHHEIE TPeOOBaHHA K KAuCCTBY BOAbI IUIA MOBTOPHOH 00paGoTku
H3/Ie/IHA B COOTBETCTBUM C JIOKAIbRBIMH pykoBoAcTBamH (TakumH Kak AIRI TIR
34, Boma gmna nepepaboTKM MCHOMIOHMHCKHMX M3NEAMA) M HaCTOAIIWMH
HRCTPYKUWAME NO NPUMEHEHHIO.

CoBMeCTHMOCTE MaTEPHAJIOB HHCTPYMERTOB 3 HMILIANITATOB NPH
KARRuYecKoii obpaboTie

3HaHHe HCMOIB3yeMbiX MATCPHAIOB H HMX CBOHCTB BaXHO s obecneucHus
Hagiexaueit oOpaGorkn K oOCTy XMBAHHA HHCTPYMEHTOB,

Hepxasewoman cTans

UHCTpyMEHTH MPEeMMYUICCTBEHHO H3rOTaBAMBAIOT H3 KOPPO3HOHHO-CTOHKHX
cTanei, y3HaBaeMbIX TO GASCTAIUEMY MAM TYCKIOMY METaNNTK4YECKOMY IBCTY.
bnarofiaps BHICOKOMY COAEPXAHHIO XPOMAa M HUKend KOPPO3HOHHO-CTOHKHE
cTam 00pa3yloT 3alIMTHLI CII0H OKCHIa XpoMa, W3BECTHLIH KaK HHEPTHBI CIOiH,
HAa NOBEepXHOCTH MeTamia. JlaHHb HHCPTHLIA CIOH 3aIMIIACT WHCTPYMEHTHI OT
KOpPO3HY M pxarunHb. HempaBunnioe unn nebpexuoe obpatlienne (HanprMep,
MIOBPEXJEHNE IIOBEPXHOCTH), & TAKKC XHMHHYECKNE, JNMEKTPOXHMHIECCKHE H
(H3HICCKHE BO3ACHCTBHA MOTYT HEOGIArONpHATHO BIMATh HA KOPPO3HOHHYIO
CTOHKOCTb.

Hcnons3yloT ABa TMNA HEPXKABEIOWCH CTAIH, OTNHYAIOUMXCA TO COCTaBy H
CBOWCTBAM:

— MapTCHCHTHBIC CTaNy — KOPPO3HOHHO-CTOHKHE CTaJIH, Ha BRICOKYIO IPOYHOCTS
KOTOPHIX MOMKHO BAVATD H PETYNHPOBATL € TOMOWIBIO TCpMooOpaGoTky,
o0nanaloT BHICOKOWH H3HOCOCTOWKOCTBIO M BBICOKOM CTOMKOCTBIO pexyuicH
KpOoMKH. JIaHHEIC CTANIH HCTIONTB3YIOT AJIA IPOH3BOCTBA PEXYIINX H 3a0CTPEHHBIX
HHCTPYMEHTOB, HANpPHMEp, CRCPI, FONIOBOK PUMEPOB, LN, OOPOB MIIH PEXYIIHX
KPOMOK LIHTIIIOB,

— AYCTEHHTHBIC CTanH, KOTOpHIC HENb3d 3aKaAHTL NpH TepMoobpaboTke,
0051a1a10T BBICOKOH KOPPO3HOHHON CTOHKOCTRIO, IJACTHYHOCTRIO M MMPOYHOCTEIO,
KaK [OpaBHNO, SBIAIOTCS HEMATHUTHHIMM. OTH CTalH HCNOAB3YIOT ANA

Material Compatibility of Instruments and Implants in Clinical
Processing

Knowledge of the materials used and their properties is essential for
ensuring that instruments are proficiently processed and maintained.
Stainless steels

Instruments are made predominantly from corrosion-resistant steels,
recognizable by their shiny or dull metallic color. As a resuit of their high
chromium and nickel content, corrosion-resistant stecls form a protective
chromium oxidc layer, known as a passive layer, on the metal surface. This
passive layer protects the instrument against corrosion and rust. Incorrect
or careless handling (e.g. damage to the surface) and attacks of a chemical,
clectrochemical or physical nature, can adversely affect the corrosion
resistance. Two types of stainless steels are used, differentiated based on
their composition and properties:

— Martensitic steels, which arc corrosion resistant and whose high hardness
can be influenced and adjusted by heat trcatment, possess high wear
resistance and high cutting edge retention. These steels are used for cutting
and sharp-pointed instruments, e.g. drill bits, reamer heads, awl, burrs or
cutting edges of pliers.

— Austenitic steels, which cannot be hardencd by heat treatment, possess
high corrosion resistance, elasticity and toughness, and arc generally non-
magnetic. These steels are used for non-cutting instruments, e.g. drill
guides, gauges and aiming devices.

- the manufacturer recommends disinfectants, cleaners or detergents with
pH 7-11 for all stainless steels.
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MPOH3BOACTBA HEPEKYIMUX HHCTPYMEHTOB, HANpHM |
M3MEPUTENCH H NPULIENBHEIX MPHCNocobneHui.

- IMpor3somuTeNb PEKOMCHAYET MCMOMBLIOBATL ACSHHPUUHPYIONIHE, YNCTALLIE
WIK MOIOIHE CPEACTBA ¢ YpoBHEM pH 7-11 ana Bcex HepkKaBerowHX CTANCH.
AmoMuHnil, TUTAH ¥ ero ¢NAaBbl

Tax KaK aJHOMHHNI JBIAETCA JIETKHM MaTEPHAIOM, CTO HCIO/Ib3YIOT, HAPHMED,
AN KOHTCHHEPOB, PYKOATOK M HEKOTODBIX APYTHX HeTanedl WHCTpyMeHToB. B
pesyibTaTe ICKTPOXUMHUECKO#H 0OpabOTKH NOBEPXHOCTH (aHOAHPOBARHAC,
«Ematal» Wi TBepmoe aHOAMPOBAHWE) Ha AMOMHHHA 00pasyercd CTOHKHH
OKCHAWEI CNO#, KOTOPEIA MOXHO OKpAIIMBaTh.

THTaH M THTAHOBBIE CIINABbI MMPOKO HCMOML3YIOT B KAYECTBE MaTEPHAIIOB AJA
uMnnauTaroB. [Ipi npoH3BOACTRE MHCTPYMEHTOB THTAH MCMONL3YIOT TONLKO B
HECKONbKMX CITy9asAX, B OCHOBHOM, JUIS BETOBOTC KOAMPOBaHHA HHCTPYMEHTOB.
TloBepxHOCTE THTAHOBLIX CILUIABOB TaKke 0OpaGaThiBAIOT EXTPOXUMUYUECKH
(aHODMPpOBAHNE), TONYYas CTOWKHH OKCHAHBIA cnoH. C MOMOWIBIO JAHHOIO Cnos
MOKHO HAHOCHTH Pa3fIHYHbIE IBCTOBBIE OTTEHKH.

XoTa aHOANPOBAHHBIH AMOMHHMI, THTaH M ero CluiaRbl obnajatoT xopomrei
KOPPO3HOHHOH CTOWKOCTHIO, KOHTAKT ¢ CHILHOLICJOYHBIMH YHCTAUIHMH MM
Ae3UHQUIHPYIOIMMH CPeACTBAMH, 3 TAKKE ¢ PacTBOpPaMH, COICPXAMMMH Hox
WIH CONIA HEKOTOPHIX METAILIIOB, MOXET MPHBECTH K XUMHIECKOMY BO3JEHCTBHIO
M PACTROPEHHIO LIOBEPXHOCTH B 3aBHCHMOCTH OT COCTaBa KORKPETHOTO YHCTALIETO
CPenCTBa.

B ces3H ¢ 5THM NPOH3BOAUTENb PEKOMERAYCT AC3MHOHUNPYIOUIME, YHCTAILNC HIH
MOIOUIHE cpeAcTBa ¢ yposHeM pH 6-9,5. Iponykuus ¢ 6onee BHICOKAM YpOBHEM
pH, ocobenno ¢ yposreMm pH Baintte 11, MOXeT HCIIONB30BATHCA NPY COOMONCHUM
TpeGOBaHMil K COBMECTHMOCTH MATCPHANOB, YKA3aHHBIX B TEXHUYECKOM Nacnopre
¥ apyroii wWndopMauHHu, FNPEAOCTABAEHHOW NPOM3BOJUTENEM HHCTALIErO
CPEACTBA.

IInacrMacen!

Ang  onpeAcneHHBIX  9acTell  MHCTPYMEHTOB, HaNpHMEp, PYKOATOK,
PEHTTEHONPO3payYHbIX JCTANEH, MCIONBIYIOT PpasfM4HEE TIacTMaccel. B
HEKOTOPBIX CITyHasX KPOME THCTHIX IUIACTMACC TAKKE HCIOL3YIOT KOMNO3HTHHE
MaTepHamsl, HanpuMep, NMOXoXad Ha AepeBo (EHONbHAd CMONA, YCHJIEHHaR
BOJTOKHAMH, JUIA PYKOATOK OTBEPTOK, pacraTopoB, AONOT K T.A., WK IUIACTMACCHI,

HanpaBUTeJei# CRepna,

Aluminum, titaa 1 and its alloys
Since aluminum is a lightweight material it is used, for example, for the
graphic cases, instrument handles and certain other instrument parts. An
electrochemical surface treatment (anodizing, “‘Ematal” or hard anodizing)
produces a resistant oxide layer on the aluminum, which can be dyed.
Titanium and titanium alloys are widely used as implant materials. On
instruments titanium is used for only a few applications, mainly color
coding of instruments. The surface of titanium alloys is also treated
electrochemically (anodizing), producing a resistant oxide layer. Various
color shades can be applied using this layer. Although anodized aluminum,
titanium and its alloys have good corrosion resistance, contact with strong
alkaline detcrgents or disinfectants and solutions containing iodinc or
certain metal salts can lead to chemical attack and dissolution of the
surface depending on the specific composition of the detergent.
Consequently, the manufacturer recommends disinfectants, cleaners or
detergents with pH 6-9.5. Products with a higher pH value, especially
higher than pH 11, should only be used subject to thc material
compatibility requircments stated on the datasheet and other information
from the manufacturer of the detergent.
Plastics
Various plastics arc used for certain instrument parts, c.g. handles,
radiolucent parts. In addition to purc plastics composite materials are also
used in some cases, e.g. wood-looking phenolic resin reinforced with
fabric for handles of screwdrivers, raspatories, chisels, etc, or carbon-fiber
reinforced plastics for aiming arms,
All used plastics arc able to withstand correct processing. Some of the
plastics can become soft during steam sterilization, but do not undergo
permanent deformation at normal sterilization temperatures below 140 °C.
The material can, however, bc damaged, for example by repcated
immersion in disinfectants outside the pH range of 4-9.5 and by
overstressing. Also, some rinsing aids can lead to discoloration or
embrittlement of plastics and composites by repeated use.
Recommended Temperatures and pH Levels

Material Temperature * pH

Stainless steel Up to 149°C 7-11
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YCHIEHHBIE  YIJIEPOAHBIM  BOAOKHOM
NpHCNOCOONeHHUIH.

Bce wHcmonb3yeMEIE NNacTMAacchl CHOCOOHBI  BLIACPKHMBATL  HAIJICKALLYIO
oOpabotky. HekoTopble naacTMaccel MOIYT Ppa3sMATYaTeCA MNPH  NAPOBOI
CTEPHNM3ALMM, HO He moABCcpraloTca Heobparumod aedopmaumm  npu
HOPMANLHEIX TemnepaTypax crepwmsauun Hinke 140°C. Tem He Menee, maTepuan
MOXeT OLITb TNOBpeXAEH, [MMAHNPHMEP, IPH [OBTOPHOM TMOTPYXEHHH B
AC3MHPHLUHPYIOMHE CPEACTRA C YpOoBHEM pH, BHXOAAILMM 338 IPEAECIIb AUATNIA30Ha
4-9,5, wnwn npy Upe3MepHoM HanpmxeHuH. Kpome Toro, HCKOTOpLIE CPEICTBA A1
ONONACKWBAHMA MOTYT IHPHBECTH K OOCCLBEYWBAHHIO HIM MOBHIICHHIO
XPYNKOCTH ILUIAaCTMAcC MM KOMMO3HTHBIX MATEpHATOB NPY MHOTOKPATHOM
MCTOJIE30BAKHH.

PexomenzyeMble TeMuepaTypsl i yporun pH

ansa _ OATOK  MPHUENBHEIX

Marepuan Temneparypa* Vposenn pH
Hepxasetomas crais  Ho 149°C 7-11
AmoMunuii Ho 150°C 6-9.5
THTaHOBHE CILIABHK Ho 150°C 6-9,5
IlnacTmMaceh Jo 140°C 49,5
HutiHON Ho 149°C 69,5

*PexoMEHIyeMbIE TEMITEPATYPH 00Pa0OTKH YUHTHIBAIOT CBOACTBA MATEPHANIOB H
napaMeTphl 00paboTkH, NpolieIIe BHYTPEHHIO BATHIALUIO.

IIprYRALI KOPPO3KH H HIMEHEHHA HIIH MOBPEXICHHA NOBEPXHOCTH
IMoBepXHOCTH HHCTPYMCHTOB MOXKET NTOABEPraThCA ArpeCCUBHOMY BO3ACHCTBHIO
MIH TOBPESXACHHUIO TPH HENMPaBHALIIOM OOpPAlICHWH MR IPU KOHTAKTE ¢
pazmMYHBIMH  BemecTeamH. [loHMMaHHe CREAYIOIWX BO3MOXKHLIX MPHYUH
KOPpPO3MH M JIOBPOKACHMA MATEpHana MOXET mnomoys H3bexkaTh Hx
BO3NAKHOBCHUA.

Kposb, rHoit, BIe1eHHS 1 T.A.

Bonbias 9acTh XKHAKOCTEHR M OCTATKOB TKAHCH OpPraHM3Ma HCMTOBEKa CONEPKHT
HOHB! XJI0pa, KOTOpHIC MOTYT WPHBCCTH K KOPPO3HH, €CIM OCTaBHTL HX
TIPWIHIILMAMH WM NPHCOXIIHMH K HHCTPYMEHTY 114 JUIMTENABHOC BpeMi,
CneaoBaTe/IbHO  MHCTPYMEHTBl  HEOOXOAMMO OYMINATh M BBICYIIHBATh
HEMEAICHHO TOCIIC KaXKA0ro HCMOMb30BAHNIA.

Aluminum Up to 150°C 6-9,5
Titanium alloys Up to 150°C 6-9.,5
Plastics Up to 140°C 4-9.5
Nitinol Up to 149°C 6-9,5

* The recommended processing temperatures take into account matcrial
properties and internally validated parameters for processing.

Causes of Corrosion and Surface Change or Damage
The surface of the instruments can be attacked and damaged by incorrect
handling or contact with various substances. Awareness of the following
possible causcs of corrosion and material damage can help to avoid their
occurrence.

Blood, pus, secretions etc.

Most human body fluids and residues contain chlorine ions, which can lead
to corrosion if left to adhere to, or dry on, the instrument for prolonged
periods.

Instruments should therefore be cleaned and dried immediately after every
usc.

Saline solutions, iodine tinctures, water

The chlorine and iodine ions in these solutions cause pitting corrosion.
Kecep any contact with these ions to a minimum. Rinsc instruments
thoroughly with distilled water* to remove all residues.

Normal tap water often also contains chlorides, as well as high
concentrations of other minerals, which can form marks with sharply
defined edges on the instrument surface, These can usually be removed
with distilled water* and non-abrasive stainless steel cleaners. Never leave
instruments wet for long periods; always dry them immediately.
Condensation moisture produced during sterilization can be avoided by
prolonging the drying phase.

* A conductivity of < 0.5 uS is recommended for distilled water.
Detergents, disinfectants, rinsing aids and other additives

Excessive concentrations of these products or strongly acidic or alkaline
detergents can attack the protective oxide layer of stainless steel, titanium
and aluminum and lcad to corrosion, discoloration or other changes of the
matcrials, properties and surface conditions. When using such products,
always follow the manufacturer’s recommendations in respect of
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Conesbie pacTBOpHI, HOAHBIC HACTOHKA, BOAA

Honml xsopa ¥ #oza B JaHHEIX pacTBOpax MPHBOAAT K TOYCYHOH KOPPO3IUH.
Ceeaure moGo#f KOHTAaKT ¢ RAHHBIMM HOHAMM 10 MHHHMyMa. TuaTensHo
npoMoliTe MHCTPYMEHTH AMCTHWUIHPOBAHNWOH BOAOH* AN ydanenus Bcex
OCTATORHKIX MaTEPHAIOB.

OO6rgHas BOAOMPOBOAHAA BONA TAKXKE YaCTO COAEPKHT XJOPHIIbI, a TaKkKe
BLICOKME KOHLUEHTPAUMH APYrMX MMHEpPanoB, KOTOPHIC MOTYT 0O0pa3OBLIBaTh
cnefibl ¢ YeTKO 0603HANEHHBIMH KPasMK Ha IOBEPXHOCTH HHCTpYMEHTOB. OObMHO
WX MOXHO YAATHTH AMCTWUIHPOBANHON BoKoH* K HeaGpaIMBHAIMH YHCTAXIHMU
CpeAcTBaMU JUIA Hepxapetomed cramu. Hukorza ne ocraBnaiiTe MHCTPYMEHTBI
BJI@KHKIMA Ha AMHTEALHOE BPCMS, BCETa cpasy npocymuBaiTe wx. O6pasobanune
KOHICHCAUMOHHON BJATH BO BPEMA CTEPHAM3ALME MOXHO W30exaTh myTeMm
yBeJRYeHUs (assl CYMKH.

Yucrainwe, Je3NAQHUHDYIONINHE CPeACTBA, CPEACTBA A1 ONONACKHBAHMA K
APYTHE BCHOMOTATE/ILHLIE CPEACTBA

U36KTOuHbIE KOHLEHTPALMH JAHHBIX TIPOAYKTOB, 3 TAKXKE CHIBHOKHCIOTHEIX HITH
CHIBHOUICMOUHEIX YHCTAUIMX CPEACTB MOTYT BO3/ICHCTBOBATh Ha 3AIMTHBIH
OKCHIHEI CNOi HepXKaBelOMeH CTaM, THTAHA H AMIOMHHHA H MPHBOIMTL K
KOppO3HH, 00eCUBEYHBAHHIO H APYIHM W3MCHEHWSM MATEpPHAIOB, CBOHCTB H
COCTOSAHMA MoBepXxHocTH. IIpH ucmons3oBaHHH MofobHON mpoaykuuu Bceraa
coOmopalite peKOMEHJAUUH €€ NMPOM3BOAMTENA B OTHOLICHHA KOWLCHTpPALMH,
BPEMEHK KOHTAKTA, TCMIIEPATYPb! H COBMCCTHMOCTH MaTepHaNoB. Pekomexnyercs
HCIOAB30BATH MaTepHaI ¢ ypoBHeM pH B amanasone or 7 no 9,5. Ilpn
MHOTOKDATHOM M JIWTENBHOM HCHONB30BAHMH HEKOTOPHIC CPEACTBA JUIA
OMONACKHBAHHA MOTYT AarpecCHBHO BO3ACHCTBOBATH HA HEKOTOPHIC IIACTMACCH H
NPUBOANT K 00SCUBEYMBAHHIO W MOBKIMICHKIO XpYNKocTH. ECIH HHCTpYMEHTH
OMYMINAOT B aBTOMaTH4eckodt MocynON MauIHHe-fe3vHpEXTOpe, Cclexyiite
yKa3aHMAM TIpOM3BOIMTENEH MOEYHON MallMHbI-AE3HHDEKTOpa, UHUCTAIINX
CpPeACTB, CPEACTB JUIA OMONACKNBAHHA W PYTUX BCIIOMOraTeNhHEIX CPEACTB.
CTaabHbie MOYANKH, CTAJLHLIC WIETKH, NHIKH W JApyrue abGpasaBuble
YMCTANHE CpeaAcTBa

Hukorna He HCmoab3yWTe JNM OYHCTKM XWPYPTHYECKHX HHCTPYMCHTOB
CBEPXTOHKHE MIIH HOPMANTBHEIE CTUILHBIC MOYATKH, CTATbHBIC LICTKHU, ITHITKY HIH
APYTHE YHCTALIME CPEACTBA ¢ abpasHBHEIM ACHCTBHEM Ha METAJUIBI, TaK KaK 3TO

concentrations, « ict times, temperaturcs and material compatibility.
Products with pH levels between 7 and 9.5 are recommended. During
repeated and prolonged use some rinsing aids can attack certain plastics
and lead to discoloration or embrittlement. If the instruments arc cleaned
in an automated washer-disinfector, follow the directions of the
manufacturers of the washer-disinfector, detergents, rinsing aids and other
additives.

Steel wool, steel brushes, files and other abrasive cleaning tools
Never use exira fine or normal steel wool, steel brushes, files or other
cleaning tools with abrasive cffect on metals to clean surgical instruments,
as this will result in mechanical damage to the passive layer, leading to
corrosion and malfunction.

Contact between instruments made from different metals

If stainless steel instruments are left in contact for long periods with
surface-damaged instruments and are simultaneously moistened with an
electrolyte, rust can form at the points of contact. Steam, water, ultrasonic
cleaning solutions or other liquids and solutions can act as electrolytes.
Such phenomena are occasionally observed during automated cleaning.
Corrosion products that have already formed can also be transferred to
other  instruments by  clectrolytes, thereby  producing
surface rust. If possible, instruments made from differing materials should
be cleaned and stcrilized separately. Consequently, instruments with
corrosion or rust spots must always be excluded and exchanged for
unblemished ones. Instruments should be cleancd in their opened and
dismantled state in order to avoid not only insufficient cleaning but also
crevice and fretting corrosion. The passive layer in crevices or joint gaps
can be damaged by chemical or mechanical action, leading to corrosion.
Inadequate lubrication

Moving instrument parts, c¢.g. joints, sliding parts, dismantlable threaded
connections etc. must be regularly lubricated. Constant metallic abrasion
increases the damage to the passive layer and thus greatly increases the
risk of corrosion.
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NPHBEACT K MEXaHHUECKOMY MOBPCKACHUIO HWHEP1....) CJIof4, BEAymEMYy K
KOPPO3HH ¥ HEHCIIPABHOCTH.

KORTaxT Mexay HHCTPYMERTAMH, H3TO0TOBJICHHLIMI H3 PAHLIX METALIOB
Ecmn  MHCTPYMEHTH M3 HEPXKABEIOUIEH CTAMM JAONAr0 KOHTAKTHPYIOT C
HWHCTPYMEHTaMH C OBPEXKAECHHOM! NOBEPXHOCTHIO H ONHOBPEMEHHO CMaYMBAIOTCA
INEKTPOJIUTOM, B MCCTaX KOHTAKTa Moxer oOpasoBaTtbes pxkasynHa. Ilap, Boja,
PacTBOPH! [UIA VIILTPa3BYKOBOH OTHCTKH, a TAKKe APYTHe KHAKOCTU H PacTBOPE!
MOTYT BHICTYNIaTb B Ka9YeCTBE SNEKTPOJHTOB. Takue SABIEHHA HHOrJA
HabmopaaroTcs mpy aBTOMAaTHYECKOH ouMcTKe. Yxke oOpa3oBaBLIHECA IMPOXYKTHL
KOPPO3HH MOTYT NEPEHOCHTLCH 4Yepe3 IMEKTPONMTH Ha APYTHE HHCTPYMEHTBI,
NpABOAA K 00pa3oBalHWio pPxaBYMHBl Ha MoBepXxHocTH. [lo BO3ZMOMNKHOCTH
HHCTPYMEHTHI, M3TOTOBJICHHBIC H3 PA3IHIHBIX MATEPUAIOB, JOKHE NPOXOAMTEH
OYHCTKY ¥ CTCPHJIH3aIHIO OTAeNblo. CaeaoBaTeNbHO, HHCTPYMEHTH! CO CIEIaMA
KOPPO3WM MIH PXKABUHHH AO/DKHH OBITH MCKIIOYCHH H 3aMCHEHBI HAa HHCTHIS
HHCTpYMeHTHl. FIHCTpYMEHTH JO/IKHBY TOJABEPraThCA OYKCTKC B OTKPHITOM H
pa300paHHOM COCTOSIHHM JUIA TPCROTBpALlIEHMA HE TONBKO HEHajexkamch
OMMCTKH, HO K KOHTAKTHOH KOPPO3UH H KOPPO3HH IpH TpeHuH. UHepTHHIH croil B
IMEAX H CTHIKOBOWHBIX WIBAX MOXET OBITH NOBPSKAEH NPH XMMHYECKOM HIIH
MEXaHU1eCKOM BO3AEHCTBUH, ITO NPHBOJUT K KOPPO3HH.

Henaanexamasa cMa3ka

[lomBiKHBIE JETATR WHCTPYMEHTA, HAIPHMCP, MIAPHUPHI, CKOJIBIAMME JCTAIIH,
CbheMHBie Pe3bOOBRIC COEAHHEHHA H T.J., HEOOXOAUMO PEryaspHO CMa3BIBaTh.
TlocToARHOS METAILINYSCKOE TPEHHE YBEAUYHBACT MOBPEKIACHNE HHEPTHONO CI0f
Y, TAKHM OOpa3oM, 3HAYHTEITBHO NOBLILIACT PHCK KOPPO3HH.

Ocraroyuble YHCTANHE CPEACTBA HA YIIAKOBOYIHOM MATEPHANE

Marepuan, ucnoablyemblii J18 YRAKOBKYM H3JeNuMi mepes crepumusauueif, He
NOIDKEH COMEPXATh OCTATOYHEIC KOJMYECTBA YHCTAWMX CpPEACTB H APYrHX
BemecTB. JlaHHble OCTATOYHEIE KOJMYECTBA MOTYT NEPCNCCTHCE HA NMOBEPXHOCTH
H3JIEITHA C HCHapeHHEM H MOTYT B3aHMO/ICHCTBOBATE C TOBEPXHOCTRIO.
H36niToiH0e HANPSKEHHE HHCTPYMEHTOB

HUncrpymenTsl pa3paboTaHbl TOAbKO IS ONPENCNCHHOM LAY W AOMKHBI
HCIONL30BATLCA COOTBETCTBYIOMIMM 00pazoM. HeHaanexamee MCHONb30BaHHC
MOJXKET NPHBECTH K H3OBITOMHOMY MEXaHH4ECKOMY HaNpPSKEHHIO, HEHCITPABHOCTH
H HeoOpaTHMOMY WOBPCKACHHIO KHCTPYMEHTa, HTO, B CBOK Ovepexsb,
YBEIHYHBAET HX NOABEPKEHROCTh KOPPO3MH.

Detergent residi  n packing cloths

Cloths used to pack the devices for sterilization must be free of detergent
or other residues. Such residues can be transferred to the device surface
via steam and can interact with the surface.

Overstressing of instruments

Instruments are designed only for a specific purpose and must be used
accordingly. Inappropriate use can lead to mechanical overstressing,
malfunction and pcrmanent instrument damage, and this in turn increases
their susceptibility to corrosion.

Note on latex

Because instruments do not contain any latex, they can safely be used for
patients with a latex allergy.

Note on Special Oil

Synthes Special Oil is a synthetic oil and non-toxic. It is recommended to
lubricate and maintain instruments only with Synthes Special Oil.
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MpHMevaHHe OTAOCHTEIBLHO JIaTeKCa

Tak KaK HHCTPYMCHTHI HE COACPKAT JaTEKC, X MOXKHO 0¢30MacHO HCONb30BATE
IUIA NALMEHTOB C annepruci Ha narekc.

[IpuMeuasne 0 cCNENRATLHOM Macje

Cnennanstoe Macno Synthes ABIAeTCS CUHTETHYECKUM MacioM H HETOKCHYHO.
JUis cMaskH ¥ TCXHHYECKOro OOCIYXHBAHHA WHCTPYMEHTOB PCKOMEH/IyeTCS
HCMIONB30BATh CreuManbHoe Maclio Synthes.

TPEBOBAHHA K TEXHHYECKOMY OBCITYKUBAHWIO K PEMOHTY
MH

ToepexaenHsie HHCTPYMEHTE! MOXKHO OTMIPABHTL B MECTHRIA CEPBUCHBIH LIEHTP
xomnanun Synthes GmbH (Cunres 'mM6X) ans pemonTa. B cepBucHOM LieHTpe
OLICHAT, BO3MOXEH JH PEMOHT HNCTPyMeHTa. YOemurech, 4TO BMecTeé ¢
NOBPEXKAEHHBIM  HHCTPYMCHTOM  NPHMJIOKCHA  HakfNammas, coiepamas
creayIomyio HHbOPMaIHIO:

— Anpec JIITY, koHTakTHOE MO H HOMEP TeNedoHa

— HowMep apTiKyTa Bo3BpallIaeMOTO NOBPEXACHIIOTO HHCTPYMEUTa

— Onucanune npobieMsl.

Bam MecTHbIit CCPBHCHBI IEHTP MOXKET JAOCTABUTHL 3aMaclBie YacTH AnA
NOBPEXACHHLIX WIH YTEPAHHBIX JETICH MPOCTLIX, COCTOATINX H3 HECKONBKHX
yacTelf KHCTPYMEHTOB (HampuMep, M3MEPHTENH MyOHHBI, HAlPaBHTENH IS
cseprna). OOpaTHTech B MCCTHBI CEPBUCHEIA LEHTPp Ui TNOAYHEHHsS
HHGOPMALIMU O HATHYHH 3aMACHBIX YacTei.

REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR
OF MD

Defective instruments can be sent to your local Synthes GmbH customer
service for repair.

Customer service will assess whether the instrument can be repaired. Make
sure that you enclose a delivery note with thc defective instrument
containing the following information:

- Hospital address, contact person and telephone number

- Article number of the dcfective instrument being returned

— Description of the problem.

Your local customer service can deliver spare parts for defective or
missing components of simple, multi-part instruments (e.g. depth gauges,
drill slecves). Consult your local customer service for information on the
availability of spare parts.

YCJIOBHA TPAHCITOPTHPOBKH 1 XPAHEHHA

CONDITIONS OF TRANSPORTATION AND STORAGE

YCNoOBHS TPaHCIIOPTAPOBKH Transportation conditions

Hanmenobanne JHanazon Designation Range
TemnepaTypa Or -29°C po +60°C Temperature -29°C to +60°C
[BraxkuocTs Ot 30% 10 85% Humidity 30% to 85%
ATMOcthCpHOE AaBneHne Het cneunansubix TpeboBanmii [Barometric pressure No special conditions
YcenoBra XpaHEHHA Storage conditions _

HapmeHnosanne Juanazon Designation Range

Temnepatypa Ot -29°C 1o +60°C Temperature -29°C to +60°C
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[BnaxHocTs 01 30% no 85¢ .

Humidity 30% to 85%

ATMOC(hEpHOE HaBaeHHe Het crnicumansHeIX TpeGoBanmii

Barometric pressure No special conditions

YnaxkoBaHHBIE H3AeNHA HeOOXOMMMO XPaHHTb B CYXOM, YHCTOM MOMEINCHMH,
JAMMMINCHHOM OT MPAMBIX COMHCYHBIX JIyueil, BPCRWTENEH, SKCTPEMANbHBIX
TeMIIEPATYP ¥ BJIAXHOCTH.

Packaged products should be stored in a dry, clean environment, protected
from direct sunlight, pests, and extremes of temperature and humidity.

HNOPAJAOK H YCJNOBUA YTHIHIAIMA LWIH YHUUTOXEHUA MH
H3nenwe ornocures k knaccy b B cooTBeTCTBHH € Knaccudukanueit MEAMIIMACKUX
otxogos. Ilocne mocncaHero MCNONB3OBAHMA M3JENHC H €ro  YNaKoOBKY
HeoGxoAnMo yTunmsuposaTh B cootBercTBUM ¢ CanlluHom 2.1.3684-21 n
JOKYMEHTHpOBaHHBIMK Npoueaypamu 413 000 «JIwoncor & [HKOHCOHY,
Hezarpsasuennas ynakoBKa nepepabaThiBacTcs kak ORITORBIE OTXOJIBI.

MD DISPOSAL RULES AND CONDITIONS

The product belongs to class B of the classification of medical waste. After
last use the product and its package must be disposed of in accordance with
documented procedures Sanitary rules and regulations 2.1.3684-21 and for
Johnson & Johnson LLC.

Uncontaminated packaging is recycled as household waste.

I'APAHTHA

[pousBoauTeNs NOATBEpKAACT cobmomeHue Bcex 0643aTeNbHBIX MOKANBHBIX
TpeGoBaHUi K M3ACAHIO H MAPANTHITHLIM 06A3aTCNLCTBAM. 3TO BKIIOYAET, HO HE
OIPaHHYMBACTCA, YCTAHOBIEHHYI)  OTBCTCTBEHHOCTh H  TapaHTHIHHEIC
00sA3aTensCTBA B COOTBCTCTBHM € 3aKONOJATENLCTBOM 00 OTBETCTBEHHOCTH 3a
Ka9eCTBO H3ACIWH, TPHMEHHMOM Ha JIOKAbHOM YPOBHE.

IapanThifinift cpox 3kcnnyarauum 12 wecdUeB (IPHMEHUMO TONBKO JUTA
Poccuitcknii @eaepatuu 8 cootrercTauy ¢ 'OCT P 50444-2020)

I'apaHTHHHBI CPOK XpaHCHRAA He MeHee 3 MecAuUeB (IPHMEHWMO TOIBKO JUIA
Poccriicknii eacpaunn B coorBercrsun ¢ F'OCT P 50444-2020)

WARRANTY

Manufacturer confirms the compliance with all mandatory local product
liability and warranty obligations. This includes but is not limited to the
mandatory liability and warranty obligations under the product liability act
applicable at local level.

Warranty period is 12 months (applicablc for Russian Federation only
according to the GOST R 50444-2020).

Warranty period of shelf life is not less than 3 months (applicablc for
Russian Federation only according to the GOST R 50444-2020).

KOMIUVIEKT NOCTABKHR
HauMenoBanue

Koauvectno,
T

L. YcTpoiicTBO  pPeNOZHUHOMHOS NS MTHPTOB HHTPaMeRYIAPHBIX,
apTRiya 03.010.369, B cocTase:

L.1. Ycrpoiicteo  penosuuwonnoe  ama wTHGTor | 1 wr.
HHTpameay napHeix, apTukyn 03.010.369
1.2. MHCTPYKLNA MO NPHMEHEHHIO | mrr,

2. JIuneiixa pentrenorpaduueckas AN HIMepPeHHA JATHHBLI OeApeHHbIX
wtHdTos, apTHxya 03.010.020, B cocTane:
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2.1, Jluneiixa penTreHorpaduyecrkas ang u3Mep 4 | 1w
JUTHHB! 6eaperHbIX wtHgToB, aprukyn 03.010.020- 1
2.2. MHCTPYKUIA N0 MPHMCHEHHIO 1 T,

3. JInnefixa pentrenorpadHyeckas 18 H3MePeHHA AuaMeTpa GeapennnIx

mTHgToB, apTHKYA 03.010.023, B cocTaBe:

3.1. JIunelixa peunrreHorpaduyeckas ana H3MepeHus | 1 wr.
Juamerpa OeaperHbix mragToB, apTrkyn 03.010.023
3.2. UucTpyKL#s NO NpHMEHEHHIO 1 mr,

4. PyxosTKa ¢ OLICTPHIM coequHenHeM, apTukya 03.010.500, B cocTase:

4.1. Pykoatka ¢ OnicTpuM cocaMHeHueM, apTukyn | | mr.
03.010.500
4.2, HHCTPYKLMS 0 IPHMEHEHHIO 1 wr.

5. PyxosaTka peAtrenonpospaynan, FRN, aptuxyna 03.033.001

5.1. Pykosrka pentreHonpospaynas, FRN, aprukyn | 1 mm.

03.033.001

5.2. MHCTPYKLIHS 10 MPHMCHEHKIO 1 mir.

6. PyxosTka HAOpAaBJIAIOWAR, AR Goasuoro BepTea,
enrresonpo3paunan, FRN, apruxya 03.033.003, B cocTare:

6.1. PykosaTka Hampasnsiowas, i Gonbiworo seprena, | 1 wr.

perrreHonpospavias, FRN, apruxyn 03.033.003

6.2. KuacTpykima mo npuMeHeHno 1 m.

7. PykosTka HANpAaB/IAIoWIan, aaa rpyleBnAo AIMKH,

pertrenonpospaynas, FRN, apraxya 03.033.002, B cocTrase:

7.1. PykoATka HanpaBjIAioUlas, WIA IPYWICBUAHONH AMKH, | | wrT.
penTrenonpospa4nas, FRN, apruxyn 03.033.002
7.2. UHCTpYKIHMS MO NPpHMEHEHHIO 1 mr.

8. Hanpasureas 3amuTnolii, aprakyn 03.033,007, 8 cocTase:

8.1. Hanpasuresms 3ammrHbii, aptakya 03.033.007

1 mT.

8.2. UHCTpyKIMA N0 NpHMEHEHHUIO

1 mT.

9. HanpasuTens 3ammaTnbii, aprakya 03.025.040, 8 cocTrase;

9.1. HanpasuTens 3ammmMTHeH, aprukyn 03.025.040

1 wr.

9.2. URCTpYKUHA 11O MPAMEHERAIO

1 w.

10. HanpasnaTenh 3amiNTHLIN, apTakya 03.010.075, B cocTase:

10.1. Hanpaeurens sanmtHuii, apruxyn 03.010.075

[ 1 wr.
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10.2. HHCTpYKLUA N0 NPHMEHEHHIO

[ 1 wr.

11. Hanpaputeab 3aMATHLIR, AN $pe3 MATPAMENYIMPHBLIX, APTHKYA

03.033.009, B cocTagre:

11.1. Hanpasurens 3AUIMTHEI, anst tpes | 1 mir.
WHTpaMeny/LIapHEIX, apTrkyn 03.033.009

11.2. MHCTPYKUHKA NO MPHMEHEHMIO I mir,

12, HanpaBnTeas csepaa, apraxya 03.010.076, B cocraBe:

12.1. Hanpasutens caepna, aprukya 03.010.076

1 wr.

12.2, UHCTpYKIHA O TPHMEHEHHIO

I wr.

13. HanpasHTenh cBepia, MYAbTHKaHAJILNBIA, aprrkyn 03.033.008, B

cocTase:

13.1. HanpaeuTens cBcpna, MyNnbTHKAHANBHbIH, apTukyn | 1 wr.
03.033.008

13.2. UncTpykimua o NPEMEREHUIO 1 wir.

14, Ceepao kanwIHpoRannoe, rnbxoe, Spicrpoe coenunenne DHS/ DCS,
apTukya 03.033.004, B cocTage:

14.1. Cpepnio  kaHionupoBaniioe, ruGkoe, OvicTpoe | | wT.

coeauuenne DHS/ DCS, aprukyn 03.033.004

14.2. UHCTpYKUHS NO NPRMEHEHHIO 1 wr,

15. Tpoakap K HAPABATEN0 3amuTHOMY, apTHKYA 03.033.010, B cocTaBe:

15.1. Tpoakap K HampaBHTENIO 3alMTHOMY, apTHkyn | 1 mr.
03.033.010
15.2. UaCTpYKLIMS 110 TPHMEHEHHIO 1 mr.

16. Tpoakap x nanpaBureiio ¢sepaa, apTuxya 03.010.077, B cocrase:

16.1, Tpoakap K HampaBUTeNI0 CBEpNA, apTHKYJ | 1 wT.
03.010.077
16.2. UACTPYKLHA 110 TPHMEHEHHIO 1 wr,

17. lIuao xanwauposannoe, aptuxya 03.010.041, B cocrase:

17.1. Wnano kaxionuposannoe, aptukyn 03.010.041

1 urr.

17.2. UHCTpYKUMA TIO NPHMEHEHHIO

1 mr.

18. BHUT coeAnHMTeNbHbIH, KaHIONHPOBAHHDIH, apTH
cocrase:

xya 03.033.006, B

18.1. Buut COEAUHRTEITBHEILIA,
apTukyn 03.033.006 —

KaHIONMPOBAHHBIH,

I wr.
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18.2. UHCTPYKLUMS N0 TPHMEHCHHIO

[ mm.

19.Buar ans yaanenns GonnmeGepuoBnix m Genpenubix wTHTOB,

aptukya 03.010.000, B cocTase:

19.1. Bunt aa yoanerna 6osbmebepobiX ¥ Oeupernsix | | w.
wrudros, aprukyn 03.010.000
19.2. HucTpykums 1o NpRMEHEHHIO | mr.

20, U3meputeis no cnnue, apraxya 03.010.493, B cocrase:

20.1. Usmepureas no cnuue, aptakyn 03.010.493

1 mm.

20.2. UHCTPYKUHA TIO TPHMEHEHHIO

iy

21. HamMepuTens no cnuue, apTakya 03.010.085, B cocrase:

21.1. Hamepurens no cnuue, apruxyn 03.010.085

1 wt.

21.2. UHCTpYKUMS TI0 IPHMEHEHKIO

1 wr.

22. ®peza ana BUNTOB Geapennbix, apTuKya 03.010.078, B cocTase:

22.1, ®pesa ans sunToB Geapennbix, apTukyn 03.010.078

1 mT.

22.2. MHCTpyKIMA NO MPUMEHEHHIO

1 nrr.

23. ®ukcatop a8 pe3b: K% BEHTOB Geapennsix, apTukya 03.010.079, s

cocrane:
23.1. Guxcatop M1s ¢pe3bl A BHHTOB OeapeHHEIX, | I miT.
aprukyn 03.010.079

23.2. UncTpyKums no NMPUMEHEHUIO 1 wrr.

24. OTeepTKa Stardrive T2S, camoyaepxnsaiomas, aprukya 03.010.519, s

cocTaBe:

24.1. Otseprka Stardrive T25, camoyuepxnsaiousas, | | wr,
aptukyn 03.010.519

24.2. WHcTpyKums 1o NPpUMEHEHMIO [ mr.

25. Knio koMOHHHpOBanubiil, apTHKYN 321.160, B cocTase:

25.1. Kmoa xomOunnpoBanHbii, apTukyn 321.160

1 mT.

25.2. Unctpykums no NpUMEHEHMIO

1 mr.

MpanagiexnocTn:
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1. IToaroc U1 MHCTPYMCHTOB JUIA OTKPBITHA KaHanal

(npu

aptikyn 60.033.006 HeobxoauMocTh)
=1 mrr.

2. IMoxwoc naa ycranoBOYHHIX KHCTpyMeHTOB FRN, | (mipn

apukyn 60.033.007 HeoOXOMMMOCTH)
= 1w,

3.[lomuoc ana Onoxupyrommx HACTpyMeHTOB FRN, | (npn

apmakyn 60.033.010 HEeOOXOMMOCTH)
— 1 wr.

4 Kpwmxa ana xonteiinepa Graphic Case, aptuxkyn | (npu

60.037.010 HeoOXOANMOCTH)
— 1 mrr.

S5.Bruaguun  MApKUPOBOYHBIH A4 MHCTPYMEHTOB | (IpH

YCTaHOBOYHEIX H Iia OTKpEITHA kaHata FRN, apruxyn | neoGxoanMocTH)

60.033.011 -1 wr.

6. Bxragpuu  MapkHpoBOUHBIH 4 ana  Gnokupyrowx | (nipu

unctpymentoB  FRN, aprukyn 60.033.014 (npu | HcoOXoauMOCTH)

HEOOXOAAMOCTH) — 1 wiT.

7.Bxnampun ans xoureiinepa Graphic Case, apTuky:n | (npw

60.033.015 HCoOXOAMMOCTH)
~ 1 nrr.

8. Konreitnep Graphic Case, Bhicora 2, apTHKYN | (pu

60.037.002 HE0OX0ANMOCTH)
— 1 wr.

9.Konreiinep Graphic Case, Bricota 3, apTukyn | (opu

60.037.003 HeoOX0ANMOCTH)
— | mrT.

HAVMEHOBAHHME H IOPHJIHYECKHH AJIPEC IPOU3BOAMUTEJIA

MH H YIIOJTHOMOYEHHOT'O IIPEACTABHTEIA
NPOU3IBOMUTEJIA B POCCHH

NMPOU3BOIUTED: Synthes GmbH (Cuntes I'm6X), Eimattstrasse 3, 4436

Oberdorf, Switzerland, llIseiinapus

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

MANUFACTURER: Synthes GmbH, Eimattstrassc 3, 4436 Oberdorf,
Switzerland
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YIIOJJHOMOMEHHBIH N PEACTABUTEJBLIP 3BOAUTENSAB AUTHORIZED PRESENTATIVE OF THE MANUFACTURER
POCCHMH: IN RUSSIA:

000 «JIxoncon & Jxoncon», 121614, r. Mockea, yn. Kpeuarckas, a. 17, | Johnson & Johnson LLC,

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

Ten. +7(495)580-7777, Maxc: +7 (495) 580-7878 Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878

DL-JNJRUMedical QA@ITS.JNJ.com DL-INJRUMedical QA@ITS.INJ.com
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ITepesoo ¢ ancruiicko20 RInKd HQ PYCCRIT A3NK

<lIlitamn: Cuures M'MOX
Aftmarrutpacce 3

4436 Obepaopd
Lisefiuapus>

<Kpyrnas neuaib:
Kanuenspun okpyra 30510TypRr>

Cornacosano
«Cusires 'MOX»

Opranuamms
Atimartinrpacce 3, 4436 OGepaopd, Ulselisapus

Anpec

Menepxep oraena HOPMATHBIO-NPABOBOTO PEryIHPOBAHHS

JlonknocTa

Pobeprcon, Dunmnn

DA, HMA

17.08.2023

Jara: JJIMMLITTT

<[JOANHCAN0>

Noanscs

HNHCTPYKNHUS N0 NPAMEHEHHIO

HHCTPYMEHT XHPYPrudecKkuii AJis yCTAHOBKH, H3MEPEHHS H H3BJICUeHHA HHTPaAMeAY LIAPHBIX
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OduuymranbHoe yA0CTOBEpPEHUE:
HuyxenognvcaBLLNiAC HOTapUyC YAOCTOBEPSIET, UTO NMPEALLECTBYHOLLAS NOAMNMCh

PobeptcoHa ®unmnna (Robertson Philippe), 09.04.1977 r.p., poamsLuerocs B benbruu, NpoXK1BatoLLEero
B I. HeBLUaTE b,

SBNSETCA MNOL/MHHON, M YTO B HacTOsiLLEe BpeMS MOANMCAHT 3aHMMaeT [AOMKHOCTb CTapLuero
MeHe[pkepa OTZena HOPMaTWBHO-MPaBOBOro perynmMpoBaHns «CuHTes TM6X» (Synthes GmbH),
KOMMaHWW, YUYPEXOEHHOM W B HACTOsLLEe BPeMs OCYLLUECTB/AIOWEA CBOK [eATeNlbHOCTb B
COOTBETCTBMM C 3aKOHOAaTenbCTBOM LLIBeliuapum no agpecy: AnmvatTwTpacce 3, 4436 Obepaopd
(Eimattstrasse 3, 4436 Oberdorf, Switzerland).

HoTapuyc yAOCTOBEPSET  BbILLEWU3NIOXEHHbIE CBEAEeHMS HAa  OCHOBaHUWM  O3HAKOM/IEHMSI  C
COOTBETCTBYHOLLMMN JOKYMEHTaMW.

BblgaHo 1 nognmcaHo no agpecy: 4500 30M10TypH, LUBeiuapus

28 aBrycra 2023 roga <Kpyrnas neyarb:
KaHuensapys okpyra 3010TypH>

<nognmcaHo>
Tomac Bubep, HoTapuyc
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MepeBop JAHHOIO TEKCTA BbIMO/IHEH MEPEBOAUMKOM ALIKOBOW SHM AneKcaHIpOBHOIA.

Poccuinckan ®egepaumns
fopof MockBa
LBapuatb nepBoro ¢eBpans gBe ThiCAUYM ABajLaTb YeTBEPTOro roja

A, KOpakoBa [uaHa LLIeBKETOBHa, BPEMEHHO UCMOMHSAOLLLAA 0653aHHOCTM HOTapuyca ropoga
Mocksbl Kopcrk Mapun AnekcaHApoBHbI, CBUAETENLCTBYHO NOA/MHHOCTL MOANUCY NepeBofunKa
AUKOBOI SHM ANeKCaHIPOBHbI.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JlnyHocTb nognucasnoro™o*MeHT yCTaHOB/IEHA.

3aperucTpuposLysredbTpe! Ne A 139-H/7'AM24-

YnnayeHo 3a caaeplieHme HpTapnanb3”ro geinctans: 400 py6. 00 kon.

[, L. KOpakoBa

Bcero I't YypOBaHO, NPOHYMepOBaHO
1 ckpe] new 3){oB)

HO-&pu>ca A

1
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