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Russian text English text
HavmeHoBaHve MW, mogenu nnn sapuaHTbl ucnonHeHmns MU Medical device (MD) name
HanmeHoBaHue: Name:
WHCTpyMeHTbI pexkylyne Ans 00paboTKM OTBEPCTUIA B KOCTHOW TKaHW C  Cutting instruments for bone tissue holes handling
MPUHaLNEeXHOCTAMU
Variations:
BapuaHTbl nCNonHeHNs: 1. Reamer for VA-Locking Intercarpal Fusion Plate 0 15mm

1 Pumep, 0 15 MM, Ans VA-610KMpYEMOI NNACTUHbI ANst 2. Reamer for VA-Locking Intercarpal Fus
MEeX3ansCcTHOro apTpojesa 3. Cannulated Distal Reamer 0 16 mm

2. Pumep, 0 17 mm, ana VA-6N0KNPYyeMOi naacTUHbI ANs 4. Cannulated Distal Reamer 0 18 mm
MEX3ansCTHOro apTpoaesa 5. Cannulated Distal Reamer 0 20 mm

3. PuMep KaHMpOoBaHHbIM aucTanbHblil, 0 16 MM 6. Cannulated Distal Reamer 0 22 mm

4. PrmMep KaHKO/IMPOBaHHLIN gnucTanbHbli, 0 18 MM 7. Cannulated Distal Reamer 0 24 mm

5. Pumep KaHOMPOBaHHbIM AncTanbHblil, 0 20 MM 8. Cannulated Proximal Reamer 0 16 mm

6. Pumep KaHONNPOBaHHbINA ANCTaNbHbIA, 0 22 MM 9. Cannulated Proximal Reamer0 18 mm

7. PuMep KaHIONMPOBaHHbBIA AUCTaNbHbINA, 0 24 MM 10. Cannulated Proximal Reamer 0 20 mm

8. PuMep KaHNMPOBaHHbIN NPOKCUManbHbIiA, 0 16 MM 11. Cannulated Proximal Reamer 0 22 mm

9. PuMmep KaHKNMPOBaHHbIN NPOKCUManbHbIin, 0 18 MM 12. Cannulated Proximal Reamer 0 24 mm

10. Pumep KaHKIMPOBaHHbIA NPOKCUManbHeblid, 0 20 MM 13. Hollow Reamer, anticlockwise cutting, for Screws 0 3.5+4.0 mm,

11. PrMep KaHIO/IMPOBaHHbINA MPOKCUManbHbli, 0 22 MM complete
12. Pumep KaHIONMPOBAHHbIA NPOKCUMaSbHBIA, 0 24 MM . Spare Reamer Tube, for No. 309.035

13. Pumep nofblid, 4Nt pa3BepTKMU NPOTUB YACOBOM CTPENKK, AN . Hollow Reamer, anticlockwise cutting, for Screws

[
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BuHToB 0 3,5 1 4,0 MM, B cbope
Pumep 3anacHoi, ana 309.035

Pumep Monblid, 4N pasBepTKW NPOTHUB YaCOBOW CTPeNKu, Ans

BuHTOB 0 5,0; 6,0; 6,5 1 7,0 MM
Pumep 3anacHoii, agns 309.065
Pumep 3anacHoli, ans 309.150

PvMmep nonbliA, ANs pa3BepTKW NPOTMUB YaCOBOM CTPEKU, AN

BuHTOB 0 1,5 MM, B cbope
Pumep 3anacHoi, gns 309.200

Pumep Nonblii, Ans pa3BepTKM NPOTUB YaCOBOI CTPENKK, Ans

BuHTOB 0 2,0 MM, B cbope

PyvMep NonbliA, ANs Pa3BepPTKM NPOTKUB YacOBOI CTPENKK, ANs

BMHTOB 0 2,7 MM, B cbope
Pumep 3anacHoli, ans 309.250

Pumep nonblid, 4N pa3BepTKX MPOTHUB YaCOBOV CTPENKM, ANs

BuHTOB 0 4,5 MM, B cbope

Pumep 3anacHoli, ans 309.450
Pumep meaynnspHeli SynReam, 0
Pumep megynnapHblii SynReam, 0
Pumep meaynnspHblii SynReam, 0
Pumep meaynnspHbii SynReam, 0
Pumep meaynnsapHblii SynReam, 0
Pumep meaynnspHblin SynReam, 0
Pumep meaynnsipHblii SynReam, 0
Pumep megynnapHblin SynReam, 0
Pumep meaynnsapHblii SynReam, 0
Pumep meaynnsipHblii SynReam, 0
Pumep meaynnsapHblii SynReam, 0
PumMep meaynnspHelini SynReam, 0
Pumep MegynnspHbiin SynReam, 0
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8,5 MM

9,0 Mm

9,5 Mm

10,0 Mm
10,5 mm
11,0 Mm
11,5 mm
12,0 Mm
12,5 mm
13,0 Mm
13,5 mm
14,0 mm
14,5 mm

16.
17.
18.

19.
20.

21.

22.
23.

24,
25.
26.
27.
28.
29.
30.
31.
32.
33.
34.
35.
36.
37.
38.
39.
40.

mm
Spare Reamer Tube, for No. 309.065
Spare Reamer Tube, for No. 309.150

Hollow Reamer, anticlockwise cutting, for Screws 0 1.5mm,

complete
Spare Reamer Tube, for No. 309.200
Hollow Reamer, anticlockwise cut
complete

Hollow Reamer, anticlockwise cutting.

complete
Spare Reamer Tube, for No. 309.250

Hollow Reamer, anticlockwise cutting, for Screws 0 4.5mm,

complete

Spare Reamer Tube, for No. 309.450
SynReam Medullary Reamer Head 0
SynReam Medullary Reamer Head 0
SynReam Medullary Reamer Head 0
SynReam Medullary Reamer Head 0
SynReam Medullary Reamer Head 0
SynReam Medullary Reamer Head 0
SynReam Medullary Reamer Head 0
SynReam Medullary Reamer Head 0
SynReam Medullary Reamer He
SynReam Medullary Reamer Head 0
SynReam Medullary Reamer Head 0
SynReam Medullary Reamer Head 0
SynReam Medullary Reamer Head 0
SynReam Medullary Reamer Head 0
SynReam Medullary Reamer Head 0
SynReam Medullary Reamer Head 0

8.5 mm
9.0 mm
9.5 mm
10.0 mm
10.5 mm
11.0 mm

12.0 mm

13.0 mm
13.5 mm
14.0 mm
14.5 mm
15.0m

15.5 mm
16.0 mm



(f) DePuySynthes

COMPAHIIS or ~A(crumc«l-4[o{munoH

38. Pumep Meﬂy”””pH""Z' SynReam, 0 15,0 MM 41. SynReam Medullary Reamer Head 0 16.5 mm

39. Pumep megynnspbit SynReam, 0 15,5 mm 42. SynReam Medullary Reamer Head 0 17.0 mm

40. Pumep MegynnapHbiid SynReam, 0 16,0 MM 43. SynReam Medullary Reamer Head 0 17.5 mm

41. Pumep megynnapHblii SynReam, 0 16,5 mm 44. SynReam Medullary Reamer Head 0

42. Pumep mefynnapHblii SynReam, 0 17,0 Mm 45, SynReam Medullary Reamer Head 0 18.5 mm

43. Pumep mMeaynnapHelii SynReam, 0 17,5 Mm 46. SynReam Medullary Reamer Head 0 19.0 mm

44. Pumep mMeaynnspHblii SynReam, 0 18,0 mm 47. Reamer 0 11.0mm, for PFNA Blade

45. Pumep mefynnspHblii SynReam, 0 18,5 Mm 48. Trapezium Burr, cannulated, for HCS 0 2.4/3.0 mm

46. Pumep meaynnapHblin SynReam, 0 19,0 mm
47. Pumep 0 11,0 mm, ansa PENA nessus
48. Pumep TpanewueBUAHbIA, KaHONMPOBaHHbINA, ans BUHTOB HCS

0 2,4/3,0 mm
MprHaANexXHocTH: Accessories:
I. Ban RIA, gnnHa 360 mm 1. RIA Drive Shaft, L 360mm
2. Ban RIA, gnnHa 520 mm 2. RIA Drive Shaft, L 520mm
3. Ban rmbknin SynReam 3. SynReam Flexible Shaft
4. Ban ruokunin, 0 7,0 MM, ANNHHBI 4. Flexible Shaft0 7.0mm, long

[anee no TeKCTy MOryT WCMO/Mb30BaTbCA cregylowme HaumeHoBaHUA Further in the text the following names of the medical device can be used:
MeLVLMHCKOTO U3JeNnsa: pexylime WMHCTPYMeHTbl, u3genue, yCTpPoKCTBO, cutting instruments, device, product, MD, instruments

MW, UHCTPYMEHTHI
The names of medical devices can be mentioned in the te

HanmeHOBaHMA MeANUMHCKNX M3aennii MoryT 6biTb yNoMaHyThl B TekcTe B form for the convenience of perceiving in

COKpalleHHol hopme ans yao6cTBa BOCNPUATUSA MHDOpMaL MK,
MD = Medical Device

MW - MeguuunHckoe nsgenve
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CuHTe3 'm6X (Synthes GmbH)
AlimaTTwTpacce, 3, 4436 O6epgop®d, Lseinuapus (Eimattstrasse 3, 4436
Oberdorf, Switzerland)

YNONHOMOYEHHbIN npeacTtaBuTens NpounsBoanTena B Poccun

00O «[1XO0HCOH & [I>KOHCOH»,

121614, r. Mocksa, yn. Kpbelnatckas, g. 17, kopn. 2.
Ten. +7 (495) 580-7777, dakc: +7 (495) 580-7878
DL-JNJRUMedicalOAf0).ITS.JNJ.com

HasHauyeHune MegULUHCKOTO U3aenus

PeXyLune UHCTPYMEHTbI NpefHasHauYeHbl /15 pacCBep/vBaHUsS OTBEPCTUIA
B KOCTHOI TKaHW NpU MMNNaHTaUUW WTUGTOB NPU nepenomax BepXHUi u
HWXHUX  KOHEYHOCTE, a Takke [ANd BBefEHWA WAN  YAaneHus
BUHTOB/MNACTUH B KauyeCcTBe (MUKCUPYIOLLIUX 3MEMEHTOB MpU NEUYEHNN
MepesomMoB.

MoTeHUManbHbIK NOTPeGUTEND

MeANLMHCKNIA pabOTHUK: XUPYpPr-opTones, X1pypr-TpaBMaTosor.
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Legal manufacturer

Synthes GmbH
Eimattstrasse 3, 4436 Oberdorf, Switzerland

Authorized representative of the manufac

Johnson & Johnson LLC,

121614, Moscow, Krylatskaya str., 17/2.
Tel. +7 (495) 580-7777, Fax: +7 (495) 580
DL-JNJRUMedicalOAf0).ITS.JNJ.com
Intended use of medical device

Cutting instruments are intended for bone reaming for nail implantation in
fractures of the upper and lower extremities as well as for inserting or
removing screws/plates as fixation elements during fracture treatment
procedures.

Potential users

Medical worker: orthopedic surgeon, trauma surgeon.
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®yYyHKUMNOHANbHbIE N TEXHWYECKMe XapaKTepucTukum wmeguumHckoro Functional and technical characteristics of the medical device
n3genua

Note: The following images are for informational purposes only and
Mpumeuanne: TMpusedeHHbie Huxe n3obpaxenusa HocaT wuHdpopmaunonHbiii intended to demonstrate the General appearance and design of the MD, and
XapakTep W npusBaHbl NPOAEMOHCTPUPOBATH O6WMNIA BUA M KOHCTpYyKUuuMio MW v gre not to scale.

nokasaHel He B MacwTate. Note: The parameters specified in the MD name are part of the name and
MpumeuaHne: YKasaHHble B HaumeHoBaHUM MW napameTpbl SBAAKTCA presented for the convenience of the user’s choic

4acTbi0 HaMMEHOBAaHMA U Mpe/cTaBfeHbl ANA BbIOOPa MONb3OBATENEM The table of technical characteristics contains the accurate parameters of
KOHKPETHOTO M3genns. B TaGnuLe TeXHUYECKUX XapaKTepUCTUK YKasaHbl pp.

(hakTnyeckune napameTpol MW.

Ref Name
Howmep no HanmeHoBaHwe M3o6paxeHne 03.111.032 Reamer for VA-
Karanory Locking Intercarpal
03.111.032  Pumep, 0 15 mm, gns Eusion Plate 0 15
V A-610Knpyemoi uston rlate mm
MNaCTUHbI AN 03.111.033 Reamer for VA-
MeXX3amnscTHOro Locking Intercarpal
apTpojesa Fusion Plate 0 17 mm
03.111.033  Pumep, 0 17 mm, AnA 03.211.016 Cannulated Distal
VA-6nokmnpyemoi Reamer 0 16 mm
NACTURB! AA 03.211.018  Cannulated Distal
MeX3ansCcTHOro
apTpozesa Reamer Q0 18 mm
03.211.016  Pumep 03.211.020 Cannulated Distal
KaHNMPOBaHHbI Reamer 0 20 mm
AUCTaNbHbIA, 0 16 MM 03.211.022 Cannulated Distal
03.211.018 PI/IMep Reamer 0 22 mm
KaHIOMPOBaHHEIV 03.211.024  Cannulated Distal
avctanbHeln, 0 18 mm R 0 24
03.211.020  Pumep eamer mm
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03.211.022

03.211.024

03.211.116

03.211.118

03.211.120

03.211.122

03.211.124

309.035

KaHHIMPOBaHHbIN
ancTanbHbid, 0 20 MM
Pumep
KaHHIMPOBaHHbIN
AncTanbHbi, 0 22 MM
Pumep
KaHIMPOBaHHbIV
AncTanbHbIA, 0 24 MM
Pumep
KaHIMPOBaHHbI
npoKcumasnbHbli, 0

16 mm

Pumep
KaHIMPOBaHHbIV
NpoKCUMManbHbIi, 0

18 mm

Pumep
KaHH/IMPOBAHHbIN
NpoKcUmanbHbIn, 0 20
MM

Pumep
KaHHIMPOBAHHbl i
NPOKCUManbHbIA, 0 22
MM

Pumep
KaHIIMPOBaHHbI
NPOKCUManbHbIA, 0 24
MM

Pumep nonblin, gns
pa3BepTKM NPOTUB
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03.211.116

03.211.118

03.211.120

03.211.122

03.211.124

309.035

309.038

309.065

309.068

309.080

309.150

Cannulated Proximal
Reamer 0 16 mm
Cannulated Proximal
Reamer 0 18 mm
Cannulated Proximal
Reamer 0 20 mm
Cannulated Proximal
Reamer 0 22 mm
Cannulated Proximal
Reamer 0 24 mm
Hollow Reamer,
anticlockwise cutting,
for Screws 0 3.5+4.0
mm, complete

Spare Reamer Tube,
for No. 309.035
Hollow Reamer,
anticlockwise cutting,
for Screws 0 5.0, 6.0,
6.5+7.0mm

Spare Reamer Tube,
for No. 309.065
Spare Reamer Tube,
for No. 309.150
Hollow Reamer,
anticlockwise cutting.

MeBET
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309.038

309.065

309.068

309.080

309.150

309.180

309.200

309.250

4acoBOI CTpenku, ansa
BUHTOB 0 3,51 4,0
MM, B cbope

Pvmep 3anacHoit, ans

309.035

Pumep nonbiin, gns
pasBepTKN NPOTUB
4acoBOIl CTpenku, ans
BuHTOB 0 5,0; 6,0; 6,5
n7,0Mm

Pumep 3anacHol, gns
309.065

Pvmep 3anacHoit, ans
309.150

Pumep nonbiin, ans
pa3BepTKM NPoOTUB
4acoBOI CTPenku, ana
BUHTOB O 1,5 MM, B
cbope
Pumep 3anacHoli, gns
309.200

Pumep nonblit, ons
pa3BepTKN NpoTUB
4acoBOI CTPenKu, ans
BUHTOB 0 2,0 MM, B
cbope
PuMep nonblia, ans
pa3BepTKu NpOTUB
4acoBOWA CTPeNKu, Ans
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ni

309.180

309.200

309.250

309.280

309.450

309.480

352.085

352.090

352.095

for Screws 0 1.5 mm,
complete

Spare Reamer Tube,
for No. 309.200
Hollow Reamer,
anticlockwise cutting,
for Screws 0 2.0 mm,
complete

Hollow Reamer,
anticlockwise cutting,
for Screws 0 2.7 mm
Spare Reamer Tube,
for No. 309.250
Hollow Reamer,
anticlockwise cutting,
for Screws 0 4.5 mm,
complete

Spare Reamer Tube,
for No. 309.450
SynReam Medullary
Reamer Head 0 8.5
mm

SynReam Medullary
Reamer Head 0 9.0
mm

SynReam Medullary
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309.280

309.450

309.480

352.085

352.090

352.095

352.100

352.105

352.110

352.115

352.120

352.125

OMMHics or <clu*CH.<"eb»lem

uutos 0 2,7 MM, 8
cbope

Pumep 3anacHoi, ans
309.250

Pumep nonbliin, gns
pa3BepTKM MPOTMB
4acoBOI CTPenku, ansa
BMHTOB 0 4,5 MM, B
cbope

Pumep 3anacHoi, ans
309.450

Pumep mefynnspHbli
SynReam, 0 8,5 mm

PuMep MeaynnspHbIii
SynReain, 0 9,0 mm

Pumep MeaynnspHbiii
SynReam, 0 9,5 Mmm

Pumep MeaynnapHblii
SynReam, 0 10,0 mm
Pumep MefynnspHblii
SynReam, 0 10,5 mm
Pumep MeaynnapHblii
SynReam, 0 11,0 mm
Pumep meaynnspHsbiii
SynReam, 0 11,5 mm
Pumep meaynnspHblii
SynReam, 0 12,0 Mmm
Pumep meaynnsipHblii
SynReam, 0 12,5 mm
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352.100

352.105

352.110

352.115

352.120

352.125

352.130

352.135

Reamer Head 0 9.5
mm

SynReam Medullary
Reamer Head 0 10.0
mm

SynReam Medullary
Reamer Head 0 10.5
mm

SynReam Medullary
Reamer Head 0 11.0
mm

SynReam Medullary
Reamer Head 0 11.5
mm

SynReam Medullary
Reamer Head 0 12.0
mm

SynReam Medullary
Reamer Head 0 125
mm

SynReam Medullary
Reamer Head 0 13.0
mm

SynReam Medullary
Reamer Head 0 13.5
mm
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352.130

352.135

352.140

352.145

352.150

352.155

352.160

352.165

352.170

352.175

352.180

352.185

352.190

356.821

Pumep mefynnspHbIi
SynReam, 0 13,0 Mm
Pumep MeLynnapHbIi
SynReam, 0 13,5 mm
Pumep MeaynnapHblii
SynReam, 0 14,0 mm
Pumep MefynnsapHblii
SynReam, 0 145 mm

Pumep MeaynnsapHbIi
SynReam, 0 15,0 mm
PuMep MeaynnspHbIi
SynReam, 0 15,5 mm
PvmMep MefynnspHbIi
SynReam, 0 16,0 mm
Pumep MeaynnspHbIi
SynReam, 0 16,5 mm
Pumep MeaynnsapHblii
SynReam, 0 17,0 Mmm

PumMep MeaynnspHblii
SynReam, 0 17,5 mm
Pumep meaynnspHbIi
SynReam, 0 18,0 mm
Pumep MeaynnspHblii
SynReam, 0 18,5 mm
Pumep MefynnspHbIi
SynReam, 0 19,0 mm

Pumep 0 11,0 mm, gna

PFNA ne3sus
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352.140

352.145

352.150

352.155

352.160

352.165

352.170

352.175

352.180

SynReam Medullary
Reamer Head 0 14.0
mm
SynReam Medullary
Reamer Head 0 14.5
mm
SynReam Medullary
Reamer Head 0 15.0
mm
SynReam Medullary
Reamer Head 0 15.5
mm
SynReam Medullary
Reamer Head 0 16.0
mm
SynReam Medullary
Reamer Head 0 16.5
mm
SynReam Medullary
Reamer Head 0 17.0
mm
SynReam Medullary
Reamer Head 0 17.5
mm
SynReam Medullary
Reamer Head 0 18.0

10
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03.226.003

314.742

314.743

352.040
352.044

Pumep
TpaneweBUHbIN,
KaHIMpoBaHHas, Ans
BUHTOB HCS

0 2,4/3,0 mm

Ban RIA,

AnnHa 360 mm

Ban RIA,

AnnHa 520 mm

Ban rubknii SynReam
Ban rnbkuin, 0 7,0
MM, OIMHHbIRA
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352.185

352.190

356.821

03.226.003

314.742

314.743

352.040

352.044

mm
SynReam Medullary
Reamer Head 0 18.5
mm

SynReam Medullary
Reamer Head 0 19.0
mm

Reamer 0 11.0 mm,
for PEFNA Blade
Trapezium Burr,
cannulated, for HCS
0 2.4/3.0 mm

RIA Drive Shaft, L
360 mm

RIA Drive Shaft, L
520 mm

SynReam Flexible
Shaft

Flexible Shaft0 7.0
mm, long

11
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HanmeHoBaHue // Name OnvHa, mm // Avamvetp, mm //
Length, mm Diameter, mm
Pumep, 0 15 MM, gna VA-610KMpYyeMOI NAaCTUHbLI ANs 79,5 £0,15 15,2 +0,05/0

Mex3anacTHoro apTpogesa // Reamer for VA-Locking

Intercarpal Fusion Plate 0 15 mm

Pumep, 0 17 MM, ana VA-610KMpyeMoi nNnacTUHbI ans 79,5 +0,15 17,2 £0,05/0
mMex3anscTHoro aptpogesa // Reamer for VA-Locking

Intercarpal Fusion Plate 0 17 mm

PuMep KaHONNPOBaHHbIN AncTanbHblid, 0 16 mm // 9%5+04 14,4 +0,2
Cannulated Distal Reamer 0 16 mm

Pumep KaHNMPOBaHHbIN AncTanbHbli, 0 18 Mm // 95+ 0,4 16,1 £0,2
Cannulated Distal Reamer 0 18 mm

PuMep KaHONMPOBAHHbIN AnCTanbHbIn, 0 20 mm // 95+ 04 17,9+0,2
Cannulated Distal Reamer 0 20 mm

PuUmep KaHKONMPOBaHHbIA AnCTanbHbli, 0 22 mm // 95+ 04 19,6 £0,2
Cannulated Distal Reamer 0 22 mm

PuMep KaHONIMPOBAHHbIN AUCTanbHbIR, 0 24 mm // 95+ 04 21,3 +0,2
Cannulated Distal Reamer 0 24 mm

PnUMep KaHKONMPOBaHHbIA NPOKCUManbHbIA, 0 16 mm // 9%5+04 158 +0,4
Cannulated Proximal Reamer 0 16 mm

Pumep KaHMPOBaHHbIN NPOKCUMabHbIA, 0 18 mm // 95+ 04 17,6 £0,4
Cannulated Proximal Reamer 0 18 mm

PuMep KaHIOIMPOBaHHbI NpoOKCcMManbHbIiA, 0 20 Mm // 95+ 04 19,3+0,4
Cannulated Proximal Reamer 0 20 mm

PuMep KaHIOIMPOBaHHbI NPOKCUManbHbI, 0 22 Mm // 95+0,4 21,1 +0,4
Cannulated Proximal Reamer 0 22 mm

PumMep KaHIOIMPOBaHHLIA NpOKCUManbHbIi, 0 24 mm // 95+ 0,4 228+ 04
Cannulated Proximal Reamer 0 24 mm

Pumep nonbliA, 4N pa3BepTKU NPOTMUB YaCOBOWM CTPENKK, Ans 105 +0,3 6,15+£0/-0,1

BuHTOB 0 3,5 1 4,0 mM, B cbope // Hollow Reamer,
12
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anticlockwise cutting, for Screws 0 3.5+4.0 mm, complete
Pumep 3anacHoli, ana 309.035 // Spare Reamer Tube, for No.
309.035

PuMmep nonblil, 4Na pa3BepTKN NPOTUB 4aCOBOW CTPENKU, ANS
BuHTOB 0 5,0; 6,0; 6,5 1 7,0 Mm // Hollow Reamer,
anticlockwise cutting, for Screws 0 5.0, 6.0, 6.5+7.0 mm
Pumep 3anacHoi, ans 309.065 // Spare Reamer Tube, for No.
309.065

Pumep 3anacHoii, ana 309.150 // Spare Reamer Tube, for No.
309.150

Pumep nonblit, 4Na pa3BepTKU NPOTUB YacOBOW CTPENKN, ANS
BuHTOB 0 1,5 mMm, B c6ope // Hollow Reamer, anticlockwise
cutting, for Screws 0 1.5 mm, complete

Pumep 3anacHoii, ans 309.200 // Spare Reamer Tube, for No.
309.200

Pumep nonblil, ANg pa3BepTKU NPOTUB YaCOBON CTPENKN, ANS
BuHTOB 0 2,0 MM, B c6ope // Hollow Reamer, anticlockwise
cutting, for Screws 0 2.0 mm, complete

Pumep Nonblii, ANA pa3BepTKN NPOTUB YaCOBOMN CTPENKU, ANS
BuHTOB 0 2,7 MM, B c6ope // Hollow Reamer, anticlockwise
cutting, for Screws 0 2.7 mm, complete

Pumep 3anacHoi, ana 309.250 // Spare Reamer Tube, for No.
309.250

Pumep nonblil, Ana pa3BepTKM NPOTUB YaCOBOI CTPENKU, ANs
BuHTOB 0 4,5 MM, B c6ope // Hollow Reamer, anticlockwise
cutting, for Screws 0 4.5 mm, complete

Pumep 3anacHoii, ana 309.450 // Spare Reamer Tube, for No.
309.450

Pumep megynnapHelit SynReam, 0 8,5 mm // SynReam
Medullary Reamer Head 0 8.5 mm

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

40+ 0,8

137 £2,5

21 0,5

78,5 +0,3

88,5+ 0,3

30 +0,5

137 +2,5

70+ 0,8

25+ 0,3

6,15+0/-0,1

45+ 03

4,5 +0/-0,1

55+0,3

55+0,3

7 +0/-0,1

8,5+ 0,05
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Pumep meaynnsapHbiii SynReam, 0 9,0 mm // SynReam 25+ 0,3 9,0 £ 0,05
Medullary Reamer Head 0 9.0 mm

Pumep megynnapHblin SynReam, 0 9,5 mm // SynReam 25+ 0,3 9,5+ 0,05
Medullary Reamer Head 0 9.5 mm

Pumep megynnapHblii SynReam, 0 10,0 mm // SynReam 25+ 0,3 10,0 £0,05
Medullary Reamer Head 0 10.0 mm

Pumep megynnapHbiii SynReam, 0 10,5 mm // SynReam 25+0,3 10,5 £0,05
Medullary Reamer Head 0 10.5 mm

Pumep megynnapHbiii SynReam, 0 11,0 mm // SynReam 25+ 0,3 11,0 £0,05
Medullary Reamer Head 0 11.0 mm

Pumep megynnsapHblii SynReam, 0 11,5 mm // SynReam 25+ 0,3 11,5 +0,05
Medullary Reamer Head 0 11.5 mm

Pumep megynnapHblin SynReam, 0 12,0 mm // SynReam 25%0,3 12,0 £0,05
Medullary Reamer Head 0 12.0 mm

Pumep meaynnsapHelin SynReam, 0 12,5 mm // SynReam 25+ 0,3 12,5 0,05
Medullary Reamer Head 0 12.5 mm

Pumep meaynnsapHblii SynReam, 0 13,0 mm // SynReam 25+0,3 13,0 £0,05
Medullary Reamer Head 0 13.0 mm

Pumep meaynnspHbln SynReam, 0 13,5 mm // SynReam 25+0,3 13,5+0,05
Medullary Reamer Head 0 13.5 mm

Pumep megynnsapHblii SynReam, 0 14,0 mm // SynReam 25+ 0,3 14,0 £0,05
Medullary Reamer Head 0 14.0 mm

Pumep meaynnsapHblii SynReam, 0 14,5 mm // SynReam 25+ 0,3 14,5 + 0,05
Medullary Reamer Head 0 14.5 mm

Pumep meaynnspHelin SynReam, 0 15,0 mm // SynReam 25+ 0,3 15,0 £0,05
Medullary Reamer Head 0 15.0 mm

Pumep megynnsapHbiii SynReam, 0 15,5 mm // SynReam 25 0,3 15,5+0,05

Medullary Reamer Head 0 15.5 mm

14
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Pumep megynnapHblii SynReam, 0 16,0 mm // SynReam 25+ 0,3 16,0 £0,05
Medullary Reamer Head 0 16.0 mm
Pumep MeaynnspHbiin SynReam, 0 16,5 mm // SynReam 25 +0,3 16,5 +0,05
Medullary Reamer Head 0 16.5 mm
Pumep meaynnspHblii SynReam, 0 17,0 mm // SynReam 25+ 0,3 17,0 £0,05
Medullary Reamer Head 0 17.0 mm
Pumep meaynnapHbiii SynReam, 0 17,5 mm // SynReam 25+ 0,3 17,5 £0,05
Medullary Reamer Head 0 17.5 mm
Pumep megynnapHblii SynReam, 0 18,0 mm // SynReam 25+ 0,3 18,0 £0,05
Medullary Reamer Head 0 18.0 mm
Pumep meaynnsipHblii SynReam, 0 18,5 mm // SynReam 25+ 0,3 18,5 +0,05
Medullary Reamer Head 0 18.5 mm
Pumep megynnspHbelin SynReam, 0 19,0 mm // SynReam 25+0,3 19,0 £0,05
Medullary Reamer Head 0 19.0 mm
Pumep 0 11,0 mm, ans PENA nessusa // Reamer 0 11.0mm, 440+ 0,8 11,4+0/-0,03
for PFNA Blade
Pumep TpaneueBuAHbI, KAHIONNPOBAaHHbLIN, ANS BUHTOB 155 +0,5 4,8 + 0,05
HCS 0 2,4/ 3,0 mm // Trapezium Burr, cannulated, f/HCS 0
2.4/3.0mm
Ban RIA, annHa 360 mm // RIA Drive Shaft, L 360 mm 453,5+ 0,7 4,4 £0,1
Ban RIA, annHa 520 mm // RIA Drive Shaft, L 520 mm 613,5 £0,7 4,4 +0,1
Ban rmbkuin SynReam // SynReam Flexible Shaft 496 +3 12-0,05/-0,20
Ban rn6kuii, 0 7,0 mm, aanHHblii // Flexible Shaft 0 7.0 646,0+3,0 12 -0,05/-0,20
mm, long

MokKazaHMa K MPUMEHEHUIO MEAULUHCKOIO n3aenns In g ications to the use ofmedical devices

HCTpYMEHTbI NMoKa3aHbl AN XUPYPruyeckux onepauuin B TpaBmatonornu, The instruments are indicated for surgeries in traumatology, including in
B TOM 4ucne COBMECTHO C ApYyrMMW WHCTPYMeHTamMun MpOU3BOACTBA conjunction with other instruments manufactured by Synthes GmbH, in the
Synthes GmbH, npu nogrotoBke, YyCTaHOBKe W  WU3BNeYeHWM preparation, implantation and removal o

15
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opToneaMyeckKnX MMMIaHTaToB npouseogcTea Synthes GmbH. by Synthes GmbH.
MpoTuBoNoOKazaHMA K NPUMEHEHNIO MeaULUHCKOT0 U3genmns Contraindications to the use of medical devices

HeT cneuungunyecknx npoTMBONOKasaHWi K NPUMEHEHUI0 MHCTPYMeHTOB B There are no specific contraindications for using i

opToneguueckoir xupypruu. [1poTUBOMNOKasaHMA K XWpypruveckomy surgery. Contraindications to surgical intervention are determined by the
BMeLLaTeNbCTBY OMPEAEeNnATCa XUPYPromMm B KaXXAOM KOHKpeTHOM crydae surgeon in each case on the basis of the patient’s disease an

Ha OCHOBaHMW 3abofieBaHUs  nauueHTa W onpegeneHHoro Tuna type of implant selected for implantation, and

MMnnaHTara, BblOGpPaHHOrNo Ana  YCTaHOBKM, W yuuTbiBalOTCA B accordance with the information in the surgical techniques for the selected
COOTBETCTBMM C UH(OPMaLMeil B XMPYPTUUYECKNX TEXHUKAX Ha BblbpaHHbI  type of implant manufactured by Synthes GmbH.

TN MmnnaHTaToB npomnseoacTea Synthes GmbH.

Mo6ouyHble 3¢h(heKTbl 1 BOSMOXHbIE PUCKN Adverse eHects and potential risks

B03MOXHble HexenaTesnbHble ABNEHUA, NOO60YHbIE 3 (EKTbI U PUCKMN: Possible adverse events, side effects and risks:

- VIHbeKuus - Infection

- 11loBpexaeHne MArKNX TKaHei - Soft tissue damage

- Annepruyeckue peakumm ns-3a HECOBMECTUMOCTI MaTepuUanos - Allergic reactions from material incompatibility

- OTCpoYKa 3aXKUB/EHNA U3-3a COCYAUCTbIX HapyLUEHWA. - Delayed healing from vascular disturbances.

WNHpopmayns O  NneKapCTBEHHbIX npenaparax n (vnmn) Information about medicines and (or) pharmaceutical substances
(hapmaLeBTUUYEeCKUX cybcTaHUuMsAX B coctaBe M included in MD

JTOT pasfen He NPUMEHUM K U3AENNIO. This section is not applicable to the product.

NHpopmaumna O Hanmumuum B MeJMLMUHCKOM u3genun wmatepuanos List of materials of animal and (or) human origin
XWBOTHOIO M(MN) YENOBEYECKOTO MPOUCXOXKAEHNS

HenpumeHumo. N3aenne He COAEPXUT TKaHW XUBOTHOrO npoucxoxaeHus. Not applicable. The product does not contain tissue of animal origin.
HenpumeHumo.  M3genve  He  COAEPXWUT  MPOAYKTOB  KpoBM  uan  Not applicable. The product does not incorporate blood products or human

NMPOM3BOAHbLIX KPOBWM 4YesioBeKa M He W3roToB/IEHO C ucnonb3oBaHMeM blood derivatives and is not manufactured utilizing tis
TKaHen 4enoBevyeckoro NPONCXOXAEHMS.

16
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YcTaHoBKa MU
HenpumeHnmo.
Ycnosus HpuMeHeHua/skennyatauum MU

Pexyline  MHCTPYMeHTbl  npejHasHauyeHbl  AnA  NPUMEHEHUA B
MEeAMLNHCKUX YUpPeXAeHUAX MeAULMHCKUMU paboTHUKaMM 1 NepcoHasoM
onepawluoHHOIA.

Pexylune WHCTPYMEHTbI PeKOMeHAYeTCAa WCMnofib3oBaTb MPU  YCIOBUAX
aKcnnyaTaumu, yKasaHHbIx B Tabnuue 1

Tabnuua 1. Ycnosus npuMeHeHusa/akenayaTayuu.

Y cnosud akcnayaraumm
TemnepaTypa oT -29“C go + 60°C
OTHOCUTENbHAsA BNAXXHOCTb 30- 85%

Pa6OTHUKM  chepbl  3[paBOOXPaHEHUS  AO/MKHbI  WMETb  MOJHOE
npeacTaBneHve 0  MNpefnonaraeMoM  MCMOMb30BaHUM  MPOAYKUMM 1
MPUMEHSIEMbIX XUPYPTUYECKMX TeXHWKax, a Takxke [OMKHbl OblTb
KBaM(ULMPOBaHbI NyTeM NPOXOXAEHNS COOTBETCTBYHOLLETO 06YUEHNS.

Y CcnoBus TPaHCMOPTUPOBKU U XpPaHEHUS

|/|3,CI,EI'II/IFI cnegyeTt XpaHuUTb B CyXOM 4YMUCTOM MeCTe, 3allUWeHHOM OT

MPAAMOro CO/IHEYHOrO CBETa, HACeKOMbIX W 3KCTpemaNbHbIX KonebaHwuit
TemnepaTypbl ¥ BNOKHOCTH.
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MD installation

Not applicable.

Use/operation conditions of MD

The Cutting instruments are intended for use in H

medical professionals and operating room staff.

The Cutting instruments are recommended for use under operation
conditions indicated in Table 1.

Table 1. Use/operation conditions.

Use/operation conditions
Temperature from
Relative humidity 30

Health Care Professionals should be fully aware of the intended use of the
products and the applicable surgical techniques, and they should b

by appropriate training.

Conditions of transportation and storage

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

17
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Tabnuua 2. Ycnosus TpaHCNOPTUPOBKMN:
HaumeHoBaHue Aowanason
Temnepatypa oT -29°C po +60°C

OTHOCUTENbHAS BNAXXHOCTb 30-85%

ATMmochepHoe faBneHune Het cneumanbHbIX
TpeboBaHwMin

Tabnuua 3. Ycnosus xpaHeHus
HaumeHoBaHue JvanasoH

TemnepaTypa o1 -29°C po +60°C
OTHOCUTeNbHAs BNAXXHOCTb 30-85%

ATmochepHoe faBneHme Het cneuuanbHbIX
TpeboBaHMi
0O C H OB H B E N PW M EH 49 EM b E 0 PO W 3B O 4 W TEINE M

C T A H 4 A P T bl

CMUCOK NPUMEHUMbIX CTAHLAPTOB LOCTYMNEH MO 3anpocy.
Ha3BaHue

ENISO 13485 M3genna megnumnHCKMe. CUCTEMbl MeHeaXKMeHTa
KayecTBa -Tpe6oBaHUA Ans Lenel peryanpoBaHuns
ENISO 14971 N3penuns MeLULWHCKMe - MpumMeHeHwne

MeHeIXXMeHTa pUCKa K MeAULMNHCKUM U3L4eNnsam

ENISO 10993-1 OueHkKa 6MONOrMYECKOro AeniCTBUS MeAULMHCKUX
nsgennin - Yacte 1. OueHka M TecTMpoBaHuWe B
pamkax npouecca ynpasneHus puckamm
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Table 2. Transportation conditions:

Desolation Range
Temperature -

Relative humidity 30
Barometric pressure No special

Table 3. Storage conditions:
Designation

Temperature

Relative humidity

Barometric pressure

MAIN STANDARDS USED BY MANUFACTURER
The medical devices meet the requirements of the following
M3penus COOTBETCTBYIOT CneayloLiIMM OCHOBHbIM cTaHgapTam. [MonHbii  Complete list of applica >le standards is available upon request.

Standard
ENISO 13485

ENISO 14971

EN ISO 10993-1

18
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Medical device

- Requirements for

Medical devices

management to medical devices
Biological evaluation of medical devices
Part 1. Evaluation and testing within a risk
management system
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OnuncaHune meTona crepuansaunm

N3pgenua  Synthes, nocTaBnsemble B HECTEPUIbHOM  COCTOSIHWM,
HEe06X0AMMO OUYNCTUTL M NMPOCTEPUIN30BATb MapoOM Nepes XUpYpruyeckum

ncrnonb3oBaHneM. [lepef OYUCTKOM ypaansawoT W YTUAU3MPYKOT BCHO
OpPUTMHANbHYI0 ~ OAHOPa3oBYK  YNakKoBKY  (Hampumep,  3aliUTHble
HaKOHeUYHMKKM). OunwalT U3genns nepes  NepBbIM U KaXAbIM
nocnefytoWmnM WCNOMb30BaHWEM, a TakXe Mepej BO3BpaTOM A4S

TeXHWYECKOro 06Cny>XMBaHUA M peMoHTa. lMepes cTepunmsaymeint napom
N30enns MOMELLAT B Pa3pelleHHYH CTEPUNN3aLMOHHY YMaKOBKY WAW
KOHTeliHep.

MepBbIM U Hanbonee BaXKHbIM LIAroM NpW MOBTOPHO 06paboTKe BCex
MHOFOpPa3oBbIX MWHCTPYMEHTOB SBASETCS TulaTeNbHas (pydHas wu/mnu
MexXaHMYeckas) OuMcTKa ¥ NPOMbIBKA. TllaTe/lbHasi OYMUCTKA - CNOXHbI

npouecc, ycnex KOTOPOro 3aBWCUT OT Pas/IMYHbIX B3aMMOCBA3aHHbIX
(hakTOpOB: KayecTBa BOAbl, KO/MMYECTBA W TUMNA YUCTALLEro CPeacTBa,
MeToZa OYUCTKM  (BPYYHYI, YyNbTpa3ByKoBas  UYUCTKa, MOeyHas
MallnHa/ge3snHgeKTop),  TwWwaTesbHOro NnpoMmbIBaHNA N CYLUKM,
Hagnexauiel  NOArOTOBKWM  WU3AeNnNs,  BPeMeHW, Temnepatypbl W
aKKypaTHOCTM NINL,, OTBETCTBEHHbIX 38 OYUCTKY.

OcTaTo4YHble  OpraHMyeckuMe  BewecTBa W/manm  60OMbWIOE  YKUCNO
MUKPOOPraHU3MoB  MOTYT  CHU3UTb  3(PPEKTUBHOCTb npouecca
cTepunnsauuu.

Mepbl NPesoCTOPOXKHOCTU:

Bce un3gennsa [oO/MKHbI ObiTb TLWLATENBHO OYWLLEHbl WU MPOBEPEHbI Mepes,
cTepunusayunein. Fnyxme OTBEPCTUSA, ABVXKYLLMECS W CNOXKHbIE AeTanu
TpebyloT 0c060ro BHMMaHWA NPU OYMUCTKE W MHCMekuun. Bo Bpems
OYMCTKM  UCNONMb3yiNTe TONbKO TC YMUCTAWME CpeAcTBa, KOTopble
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Description of sterilization method

Synthes products supplied in a non-sterile condition must be cleaned and
steam sterilized prior to surgical use. Prior to cleaning, remove and dispose
all original disposable packaging (e.g. protection

before first and every use, and before returning 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

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

(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
reduce the effectiveness ofthe sterilization process.

Cautions

All devices must be thoroughly cleaned and inspected prior to
sterilization.Blind holes, moving and intricate parts require particular
attention during cleaning and inspection. During ¢

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
recommended. Highly alkaline conditions (pH >11) can damage
components/devices. Do not wuse saline, environmental disinfection
(including chlorine solutions) or surgical antiseptics (such as iodine

19
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npefHasHayeHbl A8 MCNONb30BaHUA C MELULUHCKUMU U3LEeNUsamu,
COOTBETCTBMM C MHCTPYKUMAMU Npon3BoAMTens (Hampumep, Temneparypa,
BpPeMS KOHTaKTa W Bpems OMnonackuBaHusa). PeKOMEeHAYKTCA 4ucTawme
CpefcTBa C MCNOMb3yeMON KoHueHTpauuein pH B npegenax 7-9,5.
CunbHoLWenoYHble ycnosus (pH> 11) mMoryT noBpeAuTb KOMMOHEHTbI /
n3genus. He ucnonb3yiTte (U3MONOTMYECKUA pacTBop, Ae3NHM(EKTaHTbI
AN OKpY>KatoLein cpefbl (BKNHOYas pacTBOPbI X710pa) UM XUPYPruyeckue
aHTucenTuUkM  (Takume Kak MPOAYKTbl, cofepxalwue nof  wam
XNOprekcuaunH). He wucnonb3yiiTe uYuCTALLME CPefCcTBa, KOTOpble MOryT
NoBpeAUTb MOBEPXHOCTb WHCTPYMEHTOB, TakuWe KakK MeTannmyeckue
MoYasnku, abpasuBHble YNCTALLME CPELCTBA UM NPOBOMOYHbIE LLETKU.

- B ynbTpassykoBom ouucTuTene wusgenus Synthes pasmelaiite
TONbKO COBMECTHO C MW3[eNMAMMU, UMEKLWMMN  aHan0rNYHbI
MeTan/IM4yecKnin cocTas.

- [lna 0uYMCTKM B MexaHWYeCKOW MOEYHON MalluHe He cnefyeT
3arpyatb 3arpssHeHHble UM UCMO/b30BaHHbIE N3fenus Synthes B
KOHTelHepe.  3arpssHeHHble  u3genus  Synthes  [O/DKHbI
o6pabatbiBaTbCA OTAENbHO OT NOTKOB U KOHTEHEPOB.

- MapameTpbl cTepunusauuv AeiCTBUTE/bHbI TONbKO ANA WU3LENNA,
KOTOpbIe BbIAN Hagnexatlum 06pa3om OUULLIEHbI.

MepeuncrieHHble  MapameTpbl  [AeACTBMTENbHbl  TOMbKO  ANS
CTEPUNM3aLMOHHOTO  060pYyAoOBaHWs,  Hagfexalum 06pa3om
YCTaHOBNIEHHOr0,  06GCNY)XXWBAaeMoro,  OTKanW6pOBaHHOIO K

COOTBETCTBYHLLEro TpeboBaHUSAM MO MOBTOPHOW 06paboTke B
COOTBETCTBMU cO cTaHdapTamu cepun ISO 15883 n ISO 17665.

- XMpypruyeckum naumeHTam, HaxoAAWMMCA B Trpynne pucka no
6onesHn  Kpentupensga-Akoba (CIJD) wn  conyTCcTBYHOLWMUM
MH(EKUNAM, Heob6XOAMMO MPOBOAWUTL /eyeHUe OLHOPa30BbIMU
MHCTPYMeHTaMn. WHCTPYMEHTbl, WUCMNONb30BaBLUMECA WAN C
noAo3peHneM Ha ucnonb3oBaHwe Yy nauymeHta ¢ CJID, nocne
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B chlorhexidine-containing products). Do not use a

damage the surface of instruments such as steel wool, abrasive cleaners or
wire brushes.

Limits

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

Soiled or used Synthes devices should n

cleaning in a mechanical washer. Soiled Synthes devices must be
processed separate from trays and cases.

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

The parameters listed are only valid

maintained, calibrated and compliant reprocessing equipment in
accordance with standards such as the 1SO 15883 and ISO 17665
series.

Surgical patients identified as at

(CJD) and related infections

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 r

hospital policies and procedures and recommendations of
manufacturers of detergents, disinfectants, and any clinical

processing equipment.

on reprocessing

Repeated processing cycles that include ultraso

washing and sterilization have minimal effects on Synthes surgical
instrumentation.

End of life of a device is normally determined by wear and damage
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onepauuu  yTUAM3UPYOT WM crefytoT  [eiiCTBYOLUM
HaLMOHaNbHbIM PEKOMEHAALNAM.

- [na nonyyvyeHus AOMNONHWUTENbHOW WHGpoOpMauMm obpaTuTtech K
HaluMOHa/IbHbIM  HOPMATUBHbIM JOKYMeHTaM W PYKOBOACTBaM.
Kpome Toro tpebyeTcsi COOTBETCTBME BHYTPEHHUM 60/IbHUYHbLIM
nonuTMkam M npoueaypam, a  TaKKe  pPEKOMEHAauuam
NMPOu3BOAUTENEA  YUCTAWMX, [LAE3UHPULMUPYIOLWNX CPeAcTB U
no6oro 060pyAoBaHUS AN KIMHUYECKON 06paboTKu.

OrpaHM4yeHns Mo NOBTOPHON 06paboTKe
MoeTOpstOLWMecs UMUK bI 06paboTKu, BK/lOYatoLue
YyNbTPa3ByKOBYHD, MEXaHUYeCKyl MOWKY W  CTepuausaumio,
0Kas3blBalOT MWHUMaNbHOE BO3AEWCTBME Ha  XUPYpruyveckume
NHCTPYMeHTbI Synthes.

- OKoHYaHue cpoka cnyx6bl un3genud 06bIYHO ONpeaensaT no
M3HOCY W MOBPEXAEHMAM, CBSA3aHHbIM C €ro WCNo/ib30BaHUEM.
[lokaszaTtenbCTBa NOBPEXAEHUSA M U3HOCA U3AENNA MOTYT BKKOYaTb,
HO He OrpaHuyMBalTCA Kopposuel (T.e. PXXaBYMHON, TOYEUHOIA
Koppo3ueli), obecuBeYMBaHMEM, U3BObITOYHbIMK  LapanuHamu,
oTC/lanBaHUeM, N3HOCOM 7 TpewmnHamu. N3penuns,
(YHKUMOHMPYIOW e  HeHagnexawum  obpasom, u3genus C
Hepacrno3HaBaemol  MapKUPOBKOW,  OTCYTCTBYHOL UMM nnu
yAaneHHbIMU (CTEPTbIMM) HOMepaMu feTaneil, NMOBPEXAEHHble W
Ype3MepHO M3HOLLEHHbIE He JO/MKHbI MCMNO/b30BaTbCA.

- bonee nogpobHy MHGOpMaLuto 06 onpeaeneHnn cpoka cnyxobl
MOXXHO MONY4YnTb Y YNOJTHOMOYEHHOIO NpeacTaBnTens B Poccuu.

KonnyecTBo LMKNOB MOBTOPHOI 06paboTKm

XVpypruyeckme WHCTPYMEHTbI KOMNaHuWu Synthes nocTaBnslTCcs B
HECTEPUNbHOM BUAE U He WUMEKT OMpefesieHHOro KO/MMYecTBa LMK/IOB
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due to use. Evidence of damage and wear on a device may include
but is not limited to corrosion (e.g. rust, pittin
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 are available from
Authorized representative in Russia.

Number of reprocessing cycles

Synthes surgical instruments are delivered non

clinical reprocessing cycles and a limited shelf

on functional control requirements. The

instruments is multifactorial, which is dependent upon but not limited to
following factors: the design of the instrument, the cleaning and handling of
the instrument and the intensity of use of the instrument.

Point of Use Care
Wipe blood and/or debris from device throughout surgical procedure to
prevent it from drying onto the surface.
Soiled devices should be separated from non
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 fro
devices to avoid contamination.
Preparation for Cleaning (for all cleaning methods):
- It is recommended that devices should be reprocessed as soon as
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TOVVUIS o P*FH X LM
NMOBTOPHOW 06paboTKM M OrpaHMYEHHOro Cpoka CAyXb6bl. OKOHYaHue
CpokKa Ccnyx6bl 3aBUCUT OT YCNOBUI  ucnonb3oBaHusa. [lepuog,
NCNOMb30BaHUSA  XMPYPIrMYECKUX  WHCTPYMEHTOB  3aBMCUT (HO  He
OrpaHMyeH) OT MHOXecTBa (DaKTOpPOB, TaKUX KaK KOHCTPYKLMA
WHCTPYMEHTA, YCNOBMA OYUCTKM W NPUMEHEHUS, a TakKXe 4yacToTa

Mcnonb3oBaHNA NHCTPYMEHTa.

0O 6paborTka

YpanaiTe KpoBb M/MN OCTATKN TKaHEN C U3LeNns B XOLe XUPYPruyeckoro
BMeLlaTeNbCcTBa, YTO6bl NPeAOTBPATUTb UX NPUCHIXaHWEe K MOBEPXHOCTH.
- 3arpssHeHHble U3genns HeobXoANMMO OTAeNIUTb OT He3arpsA3HeHHbIX
BO U36eXxaHne KOHTaMWHaLWUK NepcoHana v OKpyXxaroLeli cpegbl.
N3penus  Heo6XOAMMO  HakpblTb  MOJOTEHUEM, CMOYEHHbIM
CTEPUNbHOA WAM  OYMLLEHHOW BOAOW, 4TOObI NpeAoTBPaTUTb
BbICbIXaHWe KPOBU W/UIN OCTATKOB TKaHeMN.

Ha M ecTe M cnonoss3oeBsadtHwusa

K apawHrTtumn

3arpsisHeHHble M3[4enns Heo6XOAMMO TPaHCMNOPTMPOBATb OTAENbHO OT
He3arpsisHeHHbIX BO 136eXaHne KOHTaMUHaLuu.

MW TpaHwcCcnoOpTMKDPpPOEBKaA

N oarorToscka kK o0u4ywucTke (FNA BCeEX M eTOof[oEB 04U CTKM)

- PekomeHpgyeTcsa, 4To6bl M3genns 6bliM 06paboTaHbl Kak MOXHO
ObICTpee Mnocse UCNoJib30BaHMUA.

- Ecnn u3genve moxeT OblTb pa3obpaHo, pasbepute ero nepeg
NOBTOPHOIM 06paboTKoil. lMoApo6HbIE WMHCTPYKUMKM NO pasbopke
WHCTPYMEHTOB  MOXHO  MOAYYMTb Y  YNOJIHOMOYEHHOrO
npeacrasutensa B Poccun

- Packpoiite nsgenusa c wapHupamu.

- CnepyeT cobnogaTb OCTOPOXHOCTb MpW obpaleHMn C OCTPbIMU
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reasonably practical following use.

- Disassemble device, if device is able to be disassem
reprocessing. Further detailed instrument dismantling instr
available from Authorized representative in Russia.

- Open devices with hinges.

- Care should be taken in the handling and cleaning of sharp devices.
These are recommended to be cleaned s
injury.

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

Synthes devices must be cleaned separately from instrument trays and cases.
Lids should be removed from cases for the cleani

Cleaning —Manual Method

1. Rinse soiled device under running cold t

minutes. Use a soft-bristled brush to assist in the removal of gross soil and
debris.

2. Soak device in a neutral or mild alkali

of ten minutes. Follow the detergent manufacturer’s instructio

correct exposure time, temperature, water quality and concentration.

3. Rinse device with cold water for a minimum of two minutes. Use a
syringe, pipette, or waterjet to flush hard

4. Manually clean device for a minimum of f

prepared neutral or mild alkaline detergent solution. Use a soft

to remove soil and debris. Actuate joints, handles an

22



({) DePuySynthes

; QWMaifV or

ir}'l'fM)K

npegMeTaMmn 1 UX 04YUCTKe. MIX peKOMeHAYeTCs oumLLaTh OTAE/bHO,
YTOObl CHU3UTb PUCK MONYYEHNs TPaBM.

- 3amMoumTe W / UM NPOMOITE CUNLHO 3arpsi3HeHHbIE N3AeNus nepeq
OYMCTKOWN ANA pasmMAryeHns No6biX NPUCOXLINX 3arps3HEHWIE UK
OCTaTKOB TKaHeil. Mcnonb3yinTe HeWlTpanbHblA  WMAK  cnabblii
LLe/IOYHONM pacTBOp YMCTAWEro cpeactBa. CneayinTe UHCTPYKLMAM
MPOM3BOAUTENS UYUCTALLErO CPeACcTBa ANA COOMOAEHMSA BPEMEHU
BbLUEPXKKW, TeMMepaTypbl, KayecTBa BOAbl M KOHUeHTpauyuu. Ans
MPOMbIBAHMS U3AENUIA UCMONb3YiiTE XOMOAHYH BOAOMPOBOAHYIO
BOAY.

- Wspenus Synthes HeO6XOAMMO YMCTUTb OTAENbHO OT JIOTKOB U
KOHTeliHepoB 415 MHCTPYMEeHTOB. Ecnv npuMeHMMO, ANs npolecca
OYMCTKM HEOOXOAMMO yAanNTb KPbIWKK C KOHTEAHEPOB.

O wumcTka — pyuunod mertoas

1. TpomoiiTe 3arpsa3HeHHOe  u3fgenue  NoA  CTPyel  XONOAHOM
BOLOMPOBOLHOW BOAbl B TeYeHWe He MeHee ABYX MUHYT. Mcnonb3yiTe
WeTKy C MAFKOW WeTUHON Ana yaaneHus KPYMHbIX 3arpssHeHuidi u
OCTaTKOB TKaHei.

2. 3amounTe un3henue B HeNTpanbHOM uAM cnabowenovyHoMm pacTBope
YMCTALLEr0 CPeACTBa MUHUMYM Ha AecATb MUHYT. CnefyinTe UHCTPYKLUAM
Nno MPUMEHEeHWNI0, NpeLOCTaB/eHHbIM MPOU3BOAMTENEM (DEPMEHTHOIO
OYMCTUTENS WM  YUCTALWLEro CpeAcTBa, [ANA COONOAEHMSA  BpPEMEHMU
BblAEPXXKM, TeMnepaTypbl, KauecTBa BOAbl U KOHLEHTpaLuu.

3. MpomoiiTe n3genve Xon04HON BOAOW B TeYEHME HE MeHee [BYX MUHYT.
Wcnonb3yitTe  wnpuubl, MNUNETKW WM BOAAHble  (DOPCYHKWU  AnA
NPOMbLUAHMNS TPYAHOAOCTYMHbIX Y4aCTKOB.

4. OuncTuTe u3fenne BPYYHYKD B TeYeHWe He MeHee MATM MUHYT B
CBEXENpPUroTOB/IEHHOM HelTpasbHOM UKW cnabowenoyHoM pacTeope
yncTAWero cpeactea. Ana yaaneHuWs 3arpA3HeHUMin M OCTATKOB TKaHel
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features to expose all areas to the detergent solution, if applicable. Cle
device under water to prevent aerosolization of contaminants. Note: fresh
solution is a newly-made, clean solution.

5. Rinse device thoroughly using cold o

two minutes.. Actuate joints, handles and other moveable device

order to rinse thoroughly under running water, if applicable.

6. Visually inspect device. Repeat steps 2

device.

Ultrasonic process: Pre-cleaning steps 1

7. Prepare a fresh detergent solution for the ultrasonic bath using a neutral or
mild alkaline detergent solution. Follow the detergent manufacturer’s
instructions for use for correct exposure time, te

concentration. Note: fresh solution is a newl

8. Clean Synthes device ultrasonically for a minimum of 15 minutes, using a
minimum frequency of 38 kHz.

9. Rinse device thoroughly with deionized (DI) or pur

for a minimum of two minutes. Actuate joints, handles a

device features in order to rinse thoroughly under running water, if
applicable.

10. Visually inspect device. Repeat steps 2

on device.

11. Perform a final rinse on device using DI or PURW water for a mini

of 15 seconds.

12. Dry devices using a clean, soft, lint

grade compressed air. Ensure that all lumens and articulated are

using compressed air.

o isinrection Automated Method

cCleaning
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NCMONb3yNTe WETKY C MATFKOM LWeTUHOW. Ecnv npuMeHUMO, npuBesuTe B
ABWXEHME BCe MecTa COeANHEHNS, PYKOSATKM 1 Apyrve NOABMKHbIE AeTanm
n3genus, 4To6bl NOABEPrHyTb BCe 0671acTU  BO3LEWCTBUIO MOKOLLETO
pactBopa. OuuwainTe wu3genne nog BOAOW ANA  NpeaoTBpaLLeHUs
asposonunsaummn 3arpasHuTeneil. MpumeyaHue: CBEXMWI pacTBOp - 3TO
3aHOBO MPUTOTOB/IEHHbIN YUCTbIA PacTBoOp.

5. TwaTenbHO NpoMOWTE W3AENUS, WUCMOMb3YS XONOAHYI WAN Tenayto
BOLOMNPOBOAHYK BOAY, B TeYeHMe He MeHee [ABYX MuHyT. Ecawu
MPUMEHUMO, MNPUBEANTE B ABMXKEHME MeCTa COeAWHEHUS, PYKOATKUA W
Apyrue NOABMXHbIE AeTanu M3fenuna ANa TwaTenbHOro NpoMbiBaHUA Nog
CTpyei Boapbl.

6. BusyanbHo ocmoTpuTe wu3genue. [lloBTopsAkTe warnm 2-6, Noka Ha
M34eNNN He OCTAHETCA HUKaKNX BUAUMBIX 3arpA3HEHUA.

Mpouecc 06paboTkM ynbTpasBykoMm: (Meped AaHHbIM 3TanoM AO/KHbI
6bITb BbIMONHEHbI 3Tarnbl NPeABapUTENbHON 0UNCTKM 1-6).

7. TloAroToBbTe  CBEXWW  pacTBOp  YMCTAWEro  cpeactea  Ans
YNbTPa3BYKOBOW BaHHbI, UCNOJb3YS HEWTPanbHbIA UK CNabbli LLeI0YHOM
pacTBOp uMCTAWEro cpeacTsa. CnefyinTe MHCTPYKLMAM MO MPUMEHEHUIO,
NpefoCTaBNEHHbIM  MPOU3BOAUTENIEM  (PEPMEHTHOI0 OYUCTUTENd WU
YNCTAWEro  Ccpefctea, AN  COONOAEHUS  BPEMEHW  BbLUEPXKKM,
TemnepaTypbl, KayecTBa BOAbl WM KOHLEHTpauuwu. lMpumeyaHue: CBEXWUi
pacTBOp - 3T0O 3aHOBO MPUrOTOB/EHHbIA YNCTbIN pacTBop.

8. OumwaiTte nsgenve Synthes ¢ MOMOLWLbIO yNbTpa3Byka He MeHee 15
MUHYT, UCNOJb3YA 4YacToTy He MeHee 38 KI'L,.

9. TwaTenbHO npomMoiTe wu3genne aenoHmsmposaHHoW (DI) wnn
ounweHHoi (PURW) Bopdoli B TeyeHMe He MeHee [ABYX MUHYT. Ecnu
NPUMEHUMO, MPUBEAUTE B [ABMXKEHMEe MeCTa COefUHEHUs, PYKOATKU WU
Apyrue nofBMbKHble feTann U3fenusd Ans TLWaTeNbHOro NpoMbIBaHUSA Moj
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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

2. Manually clean device for a minimum of two minute

prepared neutral or mild alkaline detergent solution. Folio

manufacturer’s instructions for the correct dilution, temperature, water
quality and exposure time. Use a soft

debris. Actuate joints, handles and other moveable 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.

3. Rinse device using cold to lukewarm runni

one minute. Actuate joints, handles and other moveable device features in
order to rinse thoroughly under running water, ifapplicable.

4. Prepare a fresh detergent solution for the ultra

mild alkaline detergent. Follow the detergent manufacturer’s instruc

the correct dilution, temperature, water quality and exposure time. Note:
fresh solution is a newly-made, clean solution.

5. Clean Synthes devices ultrasonically for a mini

a minimum frequency of 38 kHz.

6. Rinse device using DI or PURW water for a minimum oftwo minutes. DI
or PURW water must be used for final rinse.

7. Visually inspect device. Repeat steps 2

device.

8. Automated washing shall be conducted in a validated washer

in compliance to 1SO 15883-1 and -2, or to an equivalent standard. Load the
device components in the washer
manufacturer’s instructions, ensuring tha
Automated washing can be included as part
disinfection, and/or drying cycle in accordance
instructions.

to manufacturer’s
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CTpyeli BOAbl.
10. BusyanbHo ocmoTpuTe wu3genue. lMosTopsiTe warn 2-10, noka Ha An example of a validated cycle used for cleaning va
M34ENNN He OCTAHETCA HUKAKUX BUAUMbIX 3arpsisHEHWA.

11. MpoBeanTe OKOHYaTeNIbHOE MPOMbIBaHME n3genud, ucnone3ysa DI mam  Cycle Minimum Minimum

PURW Bogay, B TeyeHue He MeHee 15 cekyHS. Time Temperature/W ater
12. BbiCywunTe wu3genve, WUCMNONb3ys UYUCTYH Cyxyt 6e3BOpPCOBYHO (minutes)

O[lHOPA30BYIO TKaHb UK CXaTblli BO3AYX 415 MEAULUHCKOIO NPUMEHEHWS.

Y6eauTech, 4YTO BCe MPOCBETbI W [BUXKYLINECH YYaCTKM BbiCylleHbl — Pre-wash 2 Cold tap water

CXXaTbIM BO34YXOM.
Cold tap water

O WM e T e -« Res W NG e KU WAL e Tow AT e ok n i weTos Wash | 2 (<40°C)

1. TpomoiTe 3arps3HeHHOe  u3jenne Nof  CTpyen  XONOLHOM

BOLONPOBOAHOW BOAbl B TEYEHUE He MeHee OAHOW MUHYTbl. KpynHbie Warp tap water
3arpsA3HeHNs yaannTe, UCMOMb3ys LWETKY C MATKOW LWeTuHoi unm markyto  Wash 11 S (>40°C)
6e3BOPCOBYHO TKaHb.

2. OuncTuTe u3genve BPYYHYH B TeYEHME He MeHee [ABYX MUHYT B ) Warm DI  or
CBEXENPUroTOBNEHHOM HeWTpaibHOM UAM  CNaboLenoyHOM pacTBope Rinse 2 PURW (>40°C)
uncTAlero cpeactea. Cnefyiite MHCTPYKUUAM NPOU3BOAUTENA YNCTALLErO Thermal

cpeAcTBa AN COOMOAEHNS KOHLUEHTpauuun, TemMmnepaTypbl, KayecTBa BOfbl Disinfection 5 >93°C

M BPEMEHMN BblAEPXKW. Mcnonb3yliTe WeETKY C MATKOW LWeTUHON, YTOObI

YAaNnTb 3arpA3HeHns U ocTaTKu TKaHel. Ecniv npuMeHuMo, npuBeguTe B Dry 40 >90°C

[BVKEHME MecTa COeAVNHEHNA, PYKOATKM W Apyrue MNOABWKHbIE AeTany

n3genus, 4Tobbl MOABEPrHYyTb BCe 06MacTM Bo3felicTBUIO uncTsAwero * see Additional information

pacTBopa. OunwaiiTe w3genne noj BOAOW AN MpPeAoTBPaLLeHUs

a’po30/7M3aLMM  3arpasHuTeneidl. Mpumeuanue: ceexuii pacteop - ato 1 hermal disinfection

3aHOBO MPUTOTOBMEHHbIN YNCTBIN pacTBOp. For automated cleaning-disinfection, thermally disinfect at a minimum of 93
3. MpomoiiTe M3genne, MCNOMb3ys XONOAHY wau Tennyw npotouHyio ~C for a minimum of 5 minutes (see Cleaning

BOOMPOBOAHYI0 BOAY, B TeYeHWe He MeHee oAHOW MuHyTbl. Ecnm  Method).

NPUMEHMMO, NPUBEAUTE B ABMXKEHME MecTa COEAUHEHUS, PYKOATKA W

[pYyrve NOABWKHbIE AeTann U3Aenus ANa TWaTeNbHOro npombiBaHus nog Drying
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:MiMniis or “clineri<”obw»oH

CTpyeii BOAbl.

4. TogrotoBbTe  CBeXWW  pacTBOp  YMCTAWLEro  cpefctea  And
YNbTPa3BYyKOBOW BaHHbI, NCMOMb3ysA HEATPaNbHbIA UAN CNabblii WeNoYHOM
pacTBOp uucTAWero cpeactsa. CrnefyinTe MHCTPYKUUAM MO NPUMEHEHUIO,
npefoCTaBNEHHbIM  MPOU3BOAUTENEM  (DEPMEHTHOTO OYUCTUTENd WK
YACTALLEro  CpeacTsa, AN COONIOAEHUA  BPEMEHM  BbILEPXKMU,
TemnepaTypbl, KayecTBa BOAbl M KOHLEHTpauuwu. lMpumeyaHue: CBEXWi
pacTBOpP —3TO 3aHOBO MPUTOTOB/IEHHbIN YNCTbIN pacTBop.

5. OumwainTe m3genve Synthes ¢ nomowbio ynbTpasByka He MeHee 15
MUHYT, UCNOMb3YS 4YacTOTy He MeHee 38 lclL.

6. MpomoiiTe unsgenne penoHmsuposaHHol (DI) van o4nLEHHOWR BOAOM
(PURW) B TeyeHMe He MeHee [ABYX MMHYT. [N OKOHYaTe/NlbHOro
NpoOMbIBaHNS U3aenns Heob6xoanmo ncnons3oatb DI nnn PURW Bogy.

7. BusyanbHo ocmoTpuTe u3genue. [lMoBTopsiiTe warnm 2-7, noka Ha
M3AENNN He OCTAHETCA HUKAKNX BUAUMbIX 3arpsisHEHMNIA.

8. ABTOMaTU4yecKas MoOIMKa [O/MKHA MPOBOAUTLCA B YTBEPXKAEHHOM
mMorouLe-Ae3vH@uumpyowem obopygosaHmm B cooTsetcTeum ¢ 1ISO 15883-
11 -2 NN 3KBUBANEHTHBLIM CTaHLAPTOM. 3arpy3nTte KOMMOHEHTbI U34enus
B Ae3VH(pMUMPYIOLWY MawmnHy B COOTBETCTBUM C WHCTPYKUUAMU ee
npou3BoAnTeNns, yoeanBLLUNCh, YTO XUAKOCTb MOXET CBOOOLHO CTeKaTb Mo
n3genuam. ABTOMaTM4yeckas MOMKA MOXeT OblTb BK/KOYEeHa KakK 4acTb
Ba/MANPOBAHHOIO UMKNA MOWNKW, [e3nH(pekuun n / uanm Ccywku B
COOTBETCTBUY c NHCTPYKLMAMU NMpon3BOAUTENS. Mpumep
BaNMMAMPOBAHHOIO LWKMa, UCMOMIb3YEMOro A5 MPOBEPKM METOAA OUUCTKH,
BK/IOYan:

Linkn MuHuman  MwuHUManbHas Tun  mMotowero
bHOE TemnepaTypa cpencrtaa
Bpems BOJbI
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Ifadry 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
surface.
Pay special attention to threads and hinges or areas
accumulate. Open and close devices so that all areas are
hollow parts using the air jet with medical grade compressed air.

Inspection
Synthes instruments should be inspected after processing, prior to
sterilization, for end of life indicators such as:
- Cleanliness, if any residual soil is discovere
repeat the cleaning steps on those devices until all visible soil is
removed from the device.
- Lack of moisture, carefully inspect device
is detected, manual drying should be performed.
- Damage, including but not limited to corrosion (e.g. rust, pitting),
discoloration, excessive scratches, flaking, cracks and wear.
- Proper function, including but not limited to movem
hinges/joints and moveable feat
Damaged or worn devices should not be used.
Further detailed function control instructions and end of life indicators are
available from your Authorized representative in Russia.

Lubricate instruments with moving parts,

threaded parts. It is recommended to lubricate and maintain Synthes
instruments with Synthes Special Oil only.
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(MUHYTBI)
XonogHasa
MpepBapuTensHas
2 BOAOMPOBOAHAA  HenpumeHMMoO Peckesing ) )
oHmcTKa BOAa Care should be taken to protect pointed and sharp instruments
with other objects that may damage the surface.
XonogHas
YucTdwee
Ouucrka | 2 BOZONPOBOAHAA e .
o CpeAcTBo™ A .
BoAa(<40°C) Steam (moist heat) sterilization shall be performed in a locally approved,
Tennas pre-vacuum (forced air removal) cycle. The steam sterilizer should be
Ouunctka ll 5 BO/I0NPOBOIHAS Huctswee validated to the requirements of any local standards and
Boaa(>40°C) cpeAcTso™® 285 or AAMI/ANSI STS. The steam sterilizer should be
T DI maintained in compliance to manufacturer’s instructions and local
ennas vnn requirements.
OnonackuBaHue 2 PURW BoAa HenpumeHnMoO
(>40°C) The following steam sterilization cycles are examples of vali
Tepmunyeckas
>93°C HenpumeHumo
Ae3nHpeKuns Viinimoum
Cywka 40 >90°C HenpumeHnmo et Tybe Expesure
* CM. pasgen [ononHuTenbHas MHpopmayms e T em et
- Iminutes)
Tepmunyeckasn gesmHdexkuns Prevacuum
Ons aBTOMaTUYeCKON OYUCTKU-AEe3NH(EKLUM NPOBOAAT TEPMUYECKYIO Saturated 4 132°C
fe3nHpekunio npu Temnepatype He Hxe 93 °C B TeyeHWe He MeHee 5 steam-

MUHYT (CM. O4YnCTKa-Le3nHPeKL s, aBTOMaTUYECKUA METOL).
Cyuwka
Ecnun umkn cywKkn He BKIKOYEH B MeXaHUYECKY0 MOEYHYHO MallunHy:

- TwaTenbHO MPOCYLLINTE KaX[Aoe WU3Lenve BHYTPU U CHapYXu ANs
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NpeLoTBPALLEHNA NOSBNEHUA PXXABUNHbI U HEUCNPaBHOCTEN.
Wcnonb3yliTe uncTyto MArkyt 6e3BOpPCOBYI0 OAHOPa30BYH TKaHb
BO M36eXaHue NoBpexAeHNs NOBEPXHOCTH.

- Oo6partute ocoboe BHMMaHWe Ha pe3bby W LApPHUPBLI, & TakXe Ha
obnact, TrAe MOXEeT CKanamMBaTbCa XUAKOCTb. OTKpoinTe
3aKpolnTe wm3genue, 4To6bI BCe 06MacTM  6GbINM  JOCTYMHBbI.
MpocywnTe nonble 4acTW, WCMOMb3YyA BO3AYLIHYHO CTPYK CO
CXKaTbIM BO3AYXOM A1 MEAVNLMHCKOTO MPUMEHEHNS.

M oWwocnexkuymua

WNHCcTpyMeHTbl  Synthes nocne 06paboTKM ©  nepeg  cTepunusaumen
Heo6XOAMMO NPOBEPUTL Ha HanMynme WHAMKATOPOB OKOHYaHMA Cpoka
CNYX0Obl, TaKNX Kak:

- 4yuCcTOTa; ecnn BO BPeMs OcMOTpa O6GHapy>KMBaeTCsi OCTaTOYHas
3arpA3HeHuns, NOBTOPANTE aTanbl OYUCTKN ANA 3TUX U3AENNIA, noka
C HUX He ByaeT yaaneHbl BCe BUAMMbIE 3arPA3HEHUS;
ocTaTO4yHas Bfara, TWaTe/lbHO OCMOTPUTE ABMXKYLLMECA 4YacTu
ngenna. Ecnu obHapy)xeHa Bnara, cnegyeT BbIMOMHUTH PYUYHYHO
CYLUKY.

- MOBpeXAeHus, BKAKYasd, HO He OrpaHu4MBascb, Kopposwuei
(Hanpumep, p>KaBUYMHOM, TOYEUYHOI KOPPO3neit), obecLBe4YNBaAHNEM,
M30bITOYHLIMKM  LapanuMHammn, OTCMamBaHWEM, TpPeWMUHaAMn U
N3HOCOM;

- Hagnexauiee QYHKUMOHMPOBaAHWNE, BKIKOUAs, HO HE OrpaHMYNBasCh,
MOABMXXHOCTbIO LUIAPHUPOB/COEAUHEHNI W MNOABMXHbLIX AeTanei
TaKUX KaK PYKOATKM M KpenneHus. [TOBpeXAeHHble  Uaun
M3HOLLEHHbIE N3AENUS HEe JO/KHbI NCMOMb30BaTbLCA.

Bonee nogpoOGHble WHCTPYKUMM MO KOHTPOMO (PYHKLMOHANBHOCTU W
MHOMKATOpPaM  OKOHYaHWS  CpOoKa CAYXObl  MOXHO  NOAyYUTb Y
YNONHOMOYEHHOr0 nNpeacTasmTens B Poccuu.
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forced air

removal
(pre-
vacuum) 3
(minimum
three
pulses)
* 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 grade wrap)
can reduce the necessary dry time. The user shou
methods (e.g. visual inspections) to confirm adequate
generally range from 20 to 60 minutes due to differences in packaging
materials (Sterile Barrier System, e.g. wraps or re
systems), steam quality, device materials, total mass, sterilizer performance,
and varying cool-down time.

134°C

Storage

Packaged products should be stored in a dry, clean environment, protected
from direct sunlight, pests, and extremes oftemperature and

A dditional Inform ation

Further information regarding the use of specific cleaning agen
washers, washer-disinfector, packaging materials or sterilizers during
validation studies are available on request. Synthes used the following
validation of these reprocessing recommendations.
Manual cleaning: Manual Pre-
Detergent 8 mL/L at 16-17 °C and Ultrasonic Cleaning with Enzol
Enzymatic Detergent 8 mL/L at 18
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CMaXbTe MHCTPYMEHTbI C NMOABVXXHLIMW YaCTAMU, TAKUMMN Kak LLApHUPbLI 1
coefMHeHns C pe3bboii. PekomeHAyeTcA CMasblBaTb W MPOBOAUTH
TEXHUYECKOEe 06CNyXKMBaHWe NHCTPYMeHTOB Synthes TO/IbKO creuuanbHbiM
mac/ioM KomnaHum Synthes.

YnakoBKa

Heobxogumo cneantb 3a TeM, U4YTOObl OCTPOKOHEYHble W  OCTpble
WHCTPYMEHTbl He KOHTaKTUpPOBanM C APYruMy 06bekTamu, TaK KakK OHU
MOrYT NOBPeAUTbL NOBEPXHOCTH.

Crtepununsauyuna
Crtepunusaums napom (BNaXHbIM >Kapom) [O/DKHA MPOBOAUTLCA C

NCNO/MIb30BAHMEM JIOKaNbHO pa3pelleHHoro Luukna npeaBapuTesibHOro
BaKyymMunpoBaHus (NpuHyAuTeNbHOe YypaneHue Bo3gyxa). [laposoi
CTEepUNN3aTop LO/KEH OblTb YTBEPXAEH B COOTBETCTBUU C TpebOBaHUAMU
MECTHbIX CTaHAapTOB U PYKOBOACTB, Takmx Kak EN 285 unn AAMI / ANSI
ST8. MapoBoii cTepnnn3aTop LO/MKEH ObITb YCTAHOBMIEH U 06CNYXMBaTbCS
B COOTBETCTBUMM C WHCTPYKUMAMM €ro npou3BOAUTENS W NIOKANbHbIMU
TpeboBaHUSAMMU.

Cnepgylowmne UWKNbl  CTepunusaynum  napom  ABAAKOTCA  MpUMeEpamu
Ba/INANPOBAHHbIX LMK/IOB:
MuHunmans MuHumans MWuHKU
Hoe BpemMsA Had ManbH
Tun unkna BO3JEeWCTBM  TemnepaTty o€
A npu pa BpeM#
cTepunmsal  BO3AEACTB  CYLIKMK
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- Automated Cleaning: Manual Pre
Detergent 8 mL/L at 16-17 °C and Ultrasonic Cleaning with Enzol
En2*ymatic Detergent 8 mL/L at 18
with (Wash 1) Prolystica 2X Concentrate
- Enzymatic Cleaner 1 mL/L at 23-
Neutral Detergent 1 mL/L at 44-46
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 manufacturer as being capable of prepa

medical device. It remains the responsibility o

the processing is performed using equipment, materials and personnel in the
reprocessing facility, and achieves the desired res

and routine monitoring of the process. Likewise, any deviation by th
processor from the recommendations provided should be properly evaluated
for effectiveness and potential adverse consequences.

The chemical quality of the water used during reproce

device safety. Facilities should use the recommended wate
requirements for device reprocessing in accordance with local guidance
(such as AAMI TIR 34, Water for the reprocessing of medical devices) and
these instructions for use.
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HH e npu *
(MunyTRI) CTEPRIANIA
IHH

[peapapurensHoe
saxyysmuposanwe 4 12c 2
TMpunyaaTensHoe MHHYT
yAanexHue BO3aYyXa
HAaCHIICHHBIM NapoM
(dopsaxyym) 3 134°C 20
(He  Menee  Tpex MUHYT
HMITYJI6COB)

* Bpems CyNKH Yallle BCErO 3aBHCHT OT MPHUCYTCTBHA NONHMEPHBIX
(MNacTHKOBLIX) MATCPHANOB, CIICAOBATENLHO TAKHE M3MCHEHHA, Kak
yAQICHHE CHIMKOHOBBLIX KOBPHKOB H/MIM H3MCHEHHE CHCTEMBI 3AUIHTHI
CTePHALHOCTH (T.€. 3aMEHA YNAaKOBOYHOIO MaTepHana TAKE/OH MapKH Ha
NErKy10) MOXKET CHH3HTL HeoOxommmoe Bpemsa cymmku. [losis3omarens
JOMKEH HCNONL30BATH METOABI, MOAJAIOMECH NpoBepke (Hampumep,
BH3yanbHbili KOHTPOb) I NORTBEPKACHAA Hamnexawel cymku. Bpems
CcymxH o0bvHO Bapbupyerca ot 20 a0 60 MMHYT H3-3a pamivumit B
YNAKOBOUHLIX MATEpHanax (CHCTeMa 3alIHTHl CTEPAILHOCTH, HANpHMEP
YUAKOBKA VIS CTEPHAH3AUMH HAH CHCTEMBI IKECTKMX KOHTelHepoB
MHOTOKpPaTHOTO MNpPHMCHCHNA), XAYEeCTBE Napa, MaTepHanax H3ACHuA,
obmeli Macce, MPOM3BOAKTENLHOCTH CTCPHIM3ATOPA M H3-3a Pa3sNHYHOTO
BPEMEHH OXJIKACHHA.

Xpaneune
VNakoBaHHHE H3AENNS HEOOXOZHMO XpaHHTb B CYXOM, THCTOM
NOMEIICHHH, 3AHIIEHHOM OT MPAMBIX CONHEUHHIX Nyyeif, Bpemurenedi H
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Cf) DePuySynthes

COMMIFS or

IKCTpeMa/ibHbIX TEMNeEpPaTyp N BIaXXHOCTN..

A on o n H W Ten b H as M H G opwm aym s

JononHntenbHas WHpopMaLms, Kacawwasacs MCMonb30BaHWA BO BpeMS
BaMAaLUN CneymanbHbiX YUCTAWMX CPeACTB, Y/IbTPa3BYKOBbIX MOEUHbIX
MalWH, MOKWMUX U1  Oe3UHOUUMPYIOLWMNX CPEACTB,  YMakKOBOYHbIX
maTepuanoB WIuM CTepUIM3aTopoB, NpefocTaBfsgeTcs Mo 3anpocy. [pu
BaMAaUMN [aHHbIX WHCTPYKUMIA MO noBTOpPHON o06paboTke Synthes
MCNo/ib30Bana crefytoLee:
PyyHas O4MCTKa: pyyHas npefBapuTesibHas O4YUCTKA C IH3UMHbLIM
yncTawmm cpeactsom Enzol 8 mn / nnpn 16-17 °C n ynbTpa3BykoBas
OYNCTKA C 3H3VMHbIM YUCTALLMUM cpeacTBOM Enzoi 8 mn /n npn 18-25
°C.

- ABTOMaTMYeckas OuYUCTKA: pyyHad npeABapuTesibHas  OYMCTKA
3H3WMHbIM ymucTAwmMM cpeactsom Enzol 8 mn/n npu 16-17 °C wu
YyNbTPa3ByKOBasi 0YMCTKA C IH3MMHbLIM 4YUCTAWMM cpeacTteom Enzol 8
mn/n npn 18-25 °C. [e3nHheKkynoHHas ouncTka sogoi (Oumctka 1) ¢
MOMOLLbI 3H3UMHOTr0 ouncTutens Prolystica 2X KoHueHTpauyuu 1 mn/n
npn 23-26 °C n (OuncTka 2) C NOMOLLbI HEATPaIbHOIO YUCTALLEro
cpepctsa Prolystica 2X 1 mn/n npu 44—46 °C.
bessopcosas TkaHb: Berkshire Durx 670.

NHhopmauma no o4MCTKe 1 CTepunm3auny nNpeacTaBneHa B COOTBETCTBUN
c 1SO 17664.

PekomeHgaumu, npeacTaBieHHbIe Bbllle, BaMAMPOBaHbl NPOM3BOAUTENEM
MeAWLUMHCKOTO M34enns Kak Mo3sonswowme obpabotatb HecTepuabHOE
MeauLmMHCKoe nsgenme Synthes. Ha onepatope NeXUT OTBETCTBEHHOCTb MO
BbI6GOpPY MaTepunanos, 060pyoBaHUS M nNepcoHana gns obecnevyeHus ToOro,
4yTo6bl 06paboTKa focTuUrana >Xenaemoro pesynbtata. 9710 Tpebyer
BaNMAaLNM N eXeLHEBHOr0 KOHTPONA npouecca. AHaNOrMuYHbIM 06pasomM,

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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no6oe OTKNOHeHWe B paboTe onepaTopa, OCYLLECTBAAKOLWEr0 06paboTKy,
OT NpeACTaBNeHHbIX peKOMeHAauni AOMHKHO ObITb TLaTe/IbHO OLEHEHO Ha
npeameT 3hPEeKTUBHOCTI N BO3MOXHbIX HEGNAronpuUATHLIX MNOCNeACTBUNA.

XVMUYECKOe KauyecTBO BOJbl, UCNO/b3YEeMOI BO BpeMs 06paboTKM, MOXeT
NOBMNATL Ha 6e30NacHOCTb M34eNnNA. YUpexKAeHUA LO/MKHbI UCMONb30BaTh
PeKOMeH0BaHHble TpeboBaHMA K KayecTBY BOAbl A1 MOBTOPHOM
00paboTKN wu3hennua B COOTBETCTBUM C JIOKANbHbIMW PYKOBOACTBaAMU
(takumm kak AIRI TIR 34, Boga gns nepepaboTKn MeAUUNHCKNX U3AeNNit)
N HACTOAWMMUN UHCTPYKLUUAMU NO NPUMEHEHMIO.

M opsap oK W ycnoBswWaA y T WA W 3aluwmw WA M yHUSYTOKNKEeHUS MeAUuLUHCKOTDO

H a3 H auyeHus

N3pgenne oTtHocuTCa K Knaccy b knaccmukaumm mefuUUHCKUX OTXOAO0B.
Mocne nocnefHero NCNonb30BaHUA N3Jenne 1 ero ynakoBka J0/MKHbI OblTb
YTUIN3UPOBaHHbI B COOTBETCTBUM C AOKYMEHTMPOBAHHbIMUW MnpoLesypaMu
000 «[>XOHCOH & [>KOHCOH» U roCcyaapCTBEHHbIMM TPebOBaHMAMM.
HesarpsasHeHHas ynakoBKa yTUIN3UPYETCA KaK ObITOBbIE OTXOAbI.

3 W auyuewms CMUMBONOEB, KOTOGP PSH € M 0Ty T 6 b Tb yKasa®hese Ha ynaeckoske

REF Homep no kartanory
YYYY-LLLOO Lata nsrotosneHus (INrr-
MM-A1)
/e He cTepunbHO
/STERILEX

O6paTUTECh K UHCTPYKLMK
Mo MPUMEHEHWIO

MponssoaunTens
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M D disposal rules and conditions

The product belongs to class B of the classification of medical waste. Aft
last use the product and its package must be disposed of in accordance with
documented procedures for Johnson & Johnson LLC and state requirements.
Uncontaminated packaging is recycled as household waste.

pfsymbols used on the package

REF

Interpretation

YWY-MWI-DD

/ non\
/STERILEN

T

t]
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ot | Homep nnn Kopa napTum

CE€
(f) DePuySynth”

CPpOK rogHoCTu, CPOK CNyx6bl

EBponeiickoe COOTBETCTBUE

NloroTnn kKomnaHun DePuy
Synthes

[aHHble un3fenus He MMelT cpoka rofHoctu. OHWM MNOCTaBNAKTCA B
HECTEPUNbLHOM YNaKOBKe, He CO3faloLL el cTepunbHbIA 6apbep, KOTOPbIA C
TEYEHNEM BPEMEHN MOXET YXYALIUTLCA.

OKOHYaHMe cpoKa CnyX6bl m3genns 06bIYHO OMpefenseTcs U3HOCOM W
NOBPEXAEHNAMN B pe3ynbTaTe UCMONb30BaHUSA. MPU3HaKN NOBPEXAEHUS U
M3HoCa W34eNus MOryT BK/IOYaTb KOPPO3UK (TO eCTb  PXaBUMHY,
TOYEYHYH  KOppo3ut), obecuBeyrMBaHue, 4pe3MepHble  LapanuHbl,
paccnoeHune, U3HOC U TPewMHbl, HO He orpaHuuymMBaroTca UMu. He cnegyet
MCNONb30BaTb HeHagnexawum o06pa3oM (YHKUWOHMpPYHOWWe un3Lenus,
n3genma  C  HepasboOpuYMBO  MapKMPOBKOMW, OTCYTCTBYHOLWWUMWU  WUAN
yhaneHHbiMu  (CTepTbIMM)  HOMepaMu  feTaneil, MNOBPeXAeHHble U
4ype3MepHO U3HOLLEHHbIE U3Jenuns.

MapaHTUy Npou3BOANTENSA

Mpom3soanTens NoATBepXhaeT cobniogeHve  BCeX  06M3aTeflbHbIX
NOKa/bHbIX TpeboBaHWI K U3LENNI0 U rapaHTUiHbIM 0653aTeNnbCcTBaM. 3T0
BK/IIOYaET, HO He OrpaHMYMBaeTCA YCTAHOB/IEHHOW OTBETCTBEHHOCTHIO W
rapaHTUiiHbIMy 0653aTeNbCTBAMU B COOTBETCTBMM C 3aKOHOAATENbCTBOM
06 OTBETCTBEHHOCTW 3a KauyeCTBO W3AeNWNiA, NMPUMEHUMOM Ha NI0KalbHOM
YPOBHE.

Lienecoobpa3HOCTb MCMO/b30BAHUS [AHHOTO MEAULMHCKOro W3fenvs ans
Kakon-nmbo  KOHKPEeTHOW  XUPYPruyeckoin npoueaypbl  JO/MKHA
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LOT

C€

(J) DePuySynthes
Shelf life, use by date

These products do not have a shelf life. They are provided in non
packaging do not create a sterile barrier w

End of life of a device is normally determi

use. Evidence of damage and wear on a device may include but is not limited
to corrosion ( e.g. rust, pitting), discoloration,

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.

Manufacturer warranty

The Manufacturer confirms the compliance with all mandatory local pro
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.

Suitability for use of this medical device for any particular surgical
procedure should be determined by the user in conformance with the
manufacturer’s instructions for use.
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ONPERCIIATECA NOAL3CBATCIICM B COOTBETCTBHH € HHCTPYKLMAMH
MPOH3IBOANTENA [TO MPAMCHCHHIO.
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flepesod ¢ anznutickozo AILIKA Ha PYCCKIULE ATBIK

<Jlorotun> HCHBIO CuHTE3  <Crorax: People inspired™>
Mpynna xomnanuit «Tkoucon & JHKoHCOHN

CoraacosaHo

*Cunres 'm6X» (Synthes GmbH)
Oprannsaung

AimarTurrpacce 3, 4436 O6epropéd, 1lIseiinapus
Anpec

3amecTHTENS AHPEKTOPA OTACNA HOPMATHBHO-NIPABOBOTO PEryNBpPOBaHUS
JomkHocTs

Ulratinep Onusep
Qamunua, Uma

07 ¢eppans 2022 rona
Hara JIMM.ITIT

<NOAMMCAHO>
Noanuce

HHCTPYKIIHEA 1O NPHMEHEHHIO METUIMHCKOI'O H3IAEJIMSA

HHCTPYMEHTbDI PEXYIIHE /IS OFPABOTKH OTBEPCTHI B KOCTHOH TKAHH C MPHHAVIEXHOCTAMHU
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H :
Hwxenoanucasmuiics HOTApHYC YAOCTOBEPRET, YTO NPEAMECTBYIOLIAs NOANACH

Itaitaepa Onusepa (Steiner Oliver), 23.12.1981 r.p., poauswerocs 8 r. Jpait Xépen, npoxuparouero B r.
Bubepucr,

ABNISCTCA NMOATHHHON H YTO B HACTOANICE BPeMs MOMMHCART 3AHHMACT ROKHOCTE 3aMECTHTENS AHPEKTOPa
OTAENa HOPMAaTHBHO-NpaBoBoro perynuposaHus B EC «Cuures 'm6X» (Synthes GmbH), xoMnanum,
yUpeXAEHHOH ¥ B HACTOAMICC BPeMsA OCYILSCTBIAIOMEH CBOIO ACATENBHOCTH B COOTBETCTBHH C
sakoHozareascTeoM Llsefinapuu no anpecy: AfimarTintpacce 3, 4436 O6epaopd.

Horapuyc YAOCTOBCPACT BRIUNICHINIOKCHHBIC CBCACHHA HA OCHOBAHHH O3HAKOMIICHHA C COOTBETCTBYIOIHMH
AOKYMCHTaAMHA.

Brunano w nopnucano no aapecy: 4500 3onotypn, llseiinapus

~ despana 2022 rona <Kpyraas neuats:
be AIMHHHCTPAUKS OKpYra 3010TypH>

<[I0MHCAHO>
Xaucnerep Kosnn, HoTapuyc
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MepeBo/ AaHHOrO TEeKCTa BbINOAHEH NepeBoaYMKoM KpaninHbiM [leHncom AnekcaHapoBuyeM

Poccwuitickas ® epfepauywnas
ropoag M ockea

UeTsep! orfwuyapta fEE ThH C8sYM ABAajfyUaTbL BTOPOTO roa4aa

A, pokowenkosa EneHa”BreHop”" HoTapuyc ropofa MOCKBbLI, CBUAETENLCTBYH MNOAJUHHOCTb
noanucu nepesoguukaianjp™ A LW AnekcaHapoBurya.

Mognuck caenaHa B Tonucyretsn”®

JlnyHocTb nognuca”oto/gcn<\*nr/yc;™  «JeHa.

3aperucTtpuposanc/ B p b/1/8"H/[77-2022-
YnnayeHo 3a coB A1 o penncteuma: 400 py6. 00 kon
E.E. lNpokoLwweHKoBa
"o

MpoLuHyp(*ano/np1$aliii6BOB o. kA penneHo neyaTblo 36 AncT(-

E.E. lNMpokowe
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