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Russian text English text
1. HANMMEHOBAHWE MEOWLUWMHCKOIO N3AEANA (MWN) N 1 MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
EMO0 KNIACCNDOPUNKALINA 1.1. MD name, models or variations of MD

1. HanmeHoBaHne MW, mogenu nnn BapnmaHTbl UCNoNHeHna MU
«BI-MENTUM Hip Replacement Implant Installation Instruments with

«HCTPYMEHTbI NS YCTaHOBKM WMMIAHTATOB ANd 3HAOMNPOTe3MpoBaHUs Accessories», execution options:
TaszobegpeHHoro cycrasa BI-MENTUM ¢ npuHagneXHoOCTAMM», BapuaHThbl

NCNOSIHEHNSA: 1. Minimally invasive gripper shaft

1. [epxatenb yalleK MUHUMHBA3NBHbIA 2. Liner remover

2. 3JKCTpaKTop BKnafbiwa 3. Impactor shaft

3. PykoAaTKa mmnakTopa yaliku 4. Liner inserter

4. Hacaaka Ans MMnakuuy BKNagblLla 5. Cup impactor

5. IMnakTop Yawiku 6. Liner head impactor

6. VIMnakTop ronoBku 7. Peg forceps

7. Wwunubl gns wtngTos 8. Trial liner adapter for 22,2 mm and 28 mm heads

8. AganTep 4Nna BKAafbllia MPo6HOro Ana rofoBoK ANamMeTpom 22,2 MM W 9. Cup holder adaptor diameters from 41 mm to 69 mm with a step of 2 mm
28 Mm
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10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

AjanTep Ana gepXxaTtensa vawek gnametpom ot 41 Mm 4o 69 MM ¢ warom
2 MM

Kntou yrnoBoii WwecTurpaHHblil AnameTpomM 6 mm

Bknagpblwin npobHble guameTpom oT 41 MM 40 45 MM C Warom 2 Mm ans
rON0BKN 22,2 MM

Bknagpblwin npo6Hble guameTpom oT 47 MM A0 69 MM C Warom 2 Mm ans
rON0BKUN 28 MM

Yawky npobHble gnameTpoM oT 41 MM 40 69 MM C Warom 2 Mm
ApanTep ans gepxatens pes

LepxaTtenb ¢pes

dpesbl guameTpomM OT 41 MM 0 69 MM C Warom 2 mm
[Jepxatenb NnacTUH NPO6HbIX

CBep/fio BUHTOBOE gnameTpoM 3,2 MM, gnnHa 150 mm
HanpaButens csepna

MnacTuHbl NPO6HbIE C BHELWHUM AnaMeTpoM oT 50 MM o 60 MM C warom
2 MM AN Yawek Npo6HbIX AnaMeTpoM OT 43 MM A0 53 MM C warom 2 Mm

OTBepTKa MeXaHn4vyeckasa C WecTurpaHHbIM HaKOHEYHNKOM
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10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

Hexagonal angled wrench with a diameter 0f6 mm

Trial liners with a diameter of41 mm to 45 mm with a step of 2 mm for a
22.2 mm head

Trial liners with a diameter of47 mm to 69 mm with a step of 2 mm for a
28 mm head

Cups trial with a diameter from 41 mm to 69 mm with a step of 2 mm
Reamer adapter

Reamer handle

Reamers with diameters from 41 mm to 69 mm with a step of 2 mm
Plate Positioner

Drill screw, diameter 3.2 mm, length 150 mm

Drill guide

Trial plates with an outer diameter of 50 mm to 60 mm with a step of 2
mm for Cups trial with a diameter 0f43 mm to 53 mm with a step of 2
mm

Motor screwdriver

Manual screwdriver
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22.

23.

24,

25.

26.

27.

OTBepTKa C LWeCTUrpaHHbIM HAKOHEYHUKOM
N3mepuTtenb rnybuHbl

JKCTpakTop Ana WTtudTos

MmnakTop Ans wtngToB NpsMon

NmnakTop ANns WTnUdTOB N30MHYThIN

Csepno gna WindToB rubkoe gnameTpom 5 mMm
MpuHaANEeXHOCTH:

KoHTelHep ana crepunnsaumnm mHcTpymeHtToB BI-MENTUM c noTkom
Nol

KoHTeilHep ana ctepunmsaumnm nHcTtpymeHToB BI-MENTUM ¢ noTkom
No?2

KoHTellHep Ana ctepununsaunmn nHcTpymeHtos BI-MENTUM ans
CBepneHus

KoHTeilHep ana ctepunusaunm nHctTpymeHtos BI-MENTUM gns
naacTuH

KoHTeliHep ana ctepunusaunmn MHCTpymeHTos BI-MENTUM
NONOMHUTENbHbIN

Huxe npefAcTaBneHbl BapuaHTbl pasmMeleHns MHCTPYMEHTOB BO Bpems
cTepunmsayunu
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23. Depth gauge

24. Peg extractor

25. Straight peg impactor

26. Curved peg impactor

27. Flexible drill studs with a diameter of 5 mm
Accessories:

1 BI-MENTUM Tray Ne 1

2. BI-MENTUM Tray Ne 2

3. BI-MENTUM Tray for Drills

4. BI-MENTUM Tray for Plates

5. BI-MENTUM Expansion Tray

The option of placing instruments during sterilization is presented
below.
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Pucynok 1. Konreiinep ana crepunusanun kictpyMenToB BIEIMENTUM c notkom Mel / Figure 1. BEMENTUM Tray Ne 1

Tabnuna 1. Cnucok uncrpyMenTos / Table 1. List of instruments

Hepxaresb yallek MHHHHHBA3KHBHBIA Minimally invasive gripper shaft
JKCTPaKkTOp BKIAANIDE Liner remover ECM 8

PykoATKa HMIAKTOPa YAILKH Impactor shaft MI 603

Hacanxa i uMRAKIMK BKIABIIA Liner inserterEI015

WUmnakrop gamxn Cup impactor

Wmnakrop ronobkr Liner head impactor
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Lunoe: ans arrudiron

Peg forceps

Brnaasmn npoOGHble guameTpoM 45 MM
VA TONIOBKH 22,2 MM

Trial liners with a diameter 45 mm with a
for a 22.2 mm head

Bragnimm npobGueie auametpoM ot 47
MM 10 61 MM ¢ IIaroM 2 MM VIS TOJIOBKE
28 MM

Trial liners with a diameter of 47 mm to

61 mm with a step of 2 mm for a 28 mm
head

Ananrep A
JuaMeTpoM oT 41 MM 10 69 MM ¢ 1iaroM

Aepxareld  uallex

2 MM

Cup holder adaptor diameters from 41
mm to 69 mm with a step of 2 mm

Kirou YITIOBOH IIECTHIPaHEBK

AuaMeTpoM 6 MM

Hexagonai angled wrench with a

diameter of 6 mm

Yamku npobHuie AUAMETPOM OT 55 MM

Ho 61 MM ¢ mmarom 2 MM

Cups trial with a diameter from 55 mm to

61 mm with a step of 2 mm
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Pucynok 2. Konreiinep mns crepwinsaumu uacrpyMenTos BIIMENTUM c siotkom Ne2 / Figure 2. BLMENTUM Tray Ne 2

Tabnuua 2. Cnincok uHCTpYMERTOB / Table 2. List of instruments
Ananrep s pepxarens ¢pes Reamer adapter

®pesn auameTpoM oT 43 MM 10 61 MM ¢ warom 2 MM | Reamers with diameters from 43 mm to 61 mm with a step of 2 mm

Hepxarens ¢pes Reamer handle
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Tabauna 3. Cniucok uncrpymerrosn / Table 3. List of instruments
@pe3nl maMeTpoM 41 MM Reamers with diameters 41 mm

®pe3nt miameTpoM o1 63 MM fo 69 MM c marom 2 MM | Reamers with diameters from 63 mm to 69 mm with
a step of 2 mm

Yamkx npobune miaMerpom ot 41 MM a0 43 MM c | Cups trial with a diameter from 41 mm to 43 mm

waroM 2 MM with a step of 2 mm
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Yamku mpobHuE anaMerpoM oT 43 MM 40 63 MM ¢

IaroM 2 MM

Cups trial with a diameter from 43 mm to 63 mm
with a step of 2 mm

Bxnageinm npobuete auamerpom oT 41 MM 110 43 MM ¢
1aroM 2 MM VIS TOJIOBKH 22,2 MM

Trial liners with a diameter of 41 mm to 43 mm with
a step of 2 mm for a 22.2 mm head

Bxnageinm npobHbie muaMeTpoM oT 63 MM 210 69 MM ¢

IaroM 2 MM AJIS TOJIOBKH 28 MM

Trial liners with a diameter of 43 mm to 69 mm with
a step of 2 mm for a 28 mm head

Ananrep ANA JCPXKATENA 9alICK QUaMcTpoM oT 41 MM
B0 63 MM Cc maroM 2 MM

Cup holder adaptor diameters from 41 mm to 63 mm
with a step of 2 mm

AjanTep Ana JepxaTtelid Hallek AHAMETPOM OT 63 MM

no 69 MM ¢ maromM 2 MM

Cup holder adaptor diameters from 63 mm to 69 mm
with a step of 2 mm
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Sohsrewfohmon

Tabnnua 4. Criucok uHcTpyMenToB / Table 4. List of instruments
Ananrrep s aepxarens gpes Reamer adapter

MnacTrusn mpoGrbie ¢ BHemmuM muametpoM oT S0 |Trial plates with an outer diameter of 50 mm to

MM 20 60 MM ¢ marom 2 MM WIa uamex TpoGHLIX 60 mm with a step of 2 mm for Cups trial with a

MaMeTPOM OT 43 MM 10 53 MM C marom 2 MM iameter of 43 mm to 53 mm with a step of 2

10
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mm
CBepno BMHTOBOE gnameTpom 3,2 MM, anmHa 150 mm  Drill screw, diameter 3.2 mm, length 150 mm
Yawky npobHble guameTpom 43 MM Cups trial with a diameter 43 mm
HanpaBuTenb cBepna Drill guide

Bknagbiwy npobHble gnametpom oT 43 mm go 45 mm Trial liners with a diameter of 43 mm to 45 mm

C WwaroMm 2 Mm Ansi TONI0BKK 22,2 MM with a step of 2 mm for a 22.2 mm head
[epxatenb NNacTUH NPO6HbIX Plate Positioner

M3mepuTenb rnyouHsl Depth gauge

Apfantep 4ns gepxxaTens yawek gnametpom 43 MM Cup holder adaptor diameters 43 mm
OTBepTKa C LWeCTUrpaHHbIM HAKOHEYHUKOM Manual screwdriver

OTBepTKa MexaHu4yeckas C lwecTurpaHHbim  Motor screwdriver

HaKOHEYHNKOM

11
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PucyHok 5. KoHTeilHep ans ctepunmsaumm nHCTpyMmeHToB BI-MENTUM pononHutensHblid/ Figure 5. BI-MENTUM Expansion Tray
Tab6nuua 5. Cnucok nHcTpymeHToB / Table 5. List of instruments

JKCTpakTop 414 WTUPTOB Peg extractor

CBepno BUHTOBOE AMamMeTpoM 3,2 MM, AnnHa 150 MM Drill screw, diameter 3.2 mm, length 150 mm
HanpasuTtenb cBepna Drill guide

Vimnaktop ang wTnudToB Npamon Straight peg impactor

MmnakTop Ana WTnudTOB U30THYTHIN NmnakTop AN WTU(TOB U30THYThIN

CBepno Ana WwWTtngToB rmokoe guaMmeTpom 5 MM Flexible drill studs with a diameter of 5 mm

12
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N3meputenb rny6uHbl
OTBepTKa C LWIECTUIPaHHbIM HAKOHEUHNKOM
OTBepTKa MeXaHU4ecKas C LecTUrpaHHbIM HaKOHEYHUKOM

1.2.  Knaccndumkauma MW / MD classification

Depth gauge
Manual screwdriver

Motor screwdriver

Knacc B 3aBMCUMOCTU OT CTeMeHy NOTEHLMaNbHOr0 pUCKa NPUMEHEHNS B MEAULIMHCKIX LieNsX B COOTBETCTBMM C HOMEHKNATYPHbIM KacCU(PUKaToOpoM

MeAULNHCKUX W3LeNnin, YTBEPXAEHHbIM MpuKa3om MuHUCTepCTBa 34paBooXpaHeHus Poccuiickoin ®epepaumm ot 06 uoHa 2012 r. Ne 4H / The class

depending on a potential risk of medical device in accordance with the nomenclature classification of medical devices approved by the Order of the Ministry

of Health ofthe Russian Federation as from June 06, 2012 Ne4n: 1

2. HABHAYHEHVE MEANUMHCKOIO U3AENNA U
NPUHLUWMNbI AEMCTBUA
WHCTPYMEHTbI ANA YCTaHOBKW MMNAaHTaTOB AN 3HAOMPOTE3NPOBAHMNA
Ta306epeHHOro cycTaBa BI-MENTUM c NpUHAANEXHOCTAMU
npegHasHavyeHbl ANA UMNAaHTaLuMn, N3MepPeHns, n3snevyeHna N onpegeneHns
TOYHOrO pasMepa W MOJIOXKEHUA OKOHYaTeNbHOro npoTtesa aueTabynapHoro
KOMMOHeHTa Ta306ejpeHHOro cycTasa.

3. NMOKA3AHNA NTIPOTUBOMOKA3AHNA K MPUMEHEHWIO
MW N BOSMOXXHbIE MOBOYHbIE S PEKTbI
3.1. TokasaHunA
MmnnaHTayusa, uamepeHue, U3BfevYeHne 1 onpeseneHne TOHHOro pasmepa
1 MONOXEHNA OKOHYATE/IbHOro NpoTe3a aueTabynapHOro KOMMoHeHTa
Ta3obefpeHHOro cycTasa.

3.2. MpoTuBONOKAa3aHuA
HeT cneumnunyecknx NpoTMBOMOKA3aHNI K MPUMEHEHUIO NHCTPYMEHTOB B

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

2. INTENDED USE AND PRINCIPLE OF OPERATION

BI-MENTUM Hip Replacement Implant Installation Instruments with
Accessories are for the implantation, measurement, extraction and determine
the exact size and position of the final acetabular hip prosthesis.

3. INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
POSSIBLE ADVERSE EFFECTS

3.1. Indications

Implantation, measurement, extraction and determination ofthe exact size
and position of the final hip acetabular component prosthesis.

3.2. Contraindications
There are no specific contraindications for using instruments in Orthopaedic

13
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opToneAuYecKol xupypruu. MpoTrBONoKasaHna K XMpypruyeckomy
BMeLLIaTe/IbCTBY ONPefeNnsoTCa XMPYProM B KaX0M KOHKPETHOM C/ly4yae Ha
OCHOBaHWY 3aboneBaHVA NaumeHTa U onpefesieHHOro Tuna MMNIaHTaTa,
BbIOPAHHOIO 4719 YCTaHOBKM, U YUYNTLIBAKOTCA B COOTBETCTBUU C
NH(OpMaLMeidl B XMPYPrMyecKUX TeEXHUKAX Ha BblOPaHHbIV TUM MMNIaHTaTOB
npoussoactea SERP.

3.3. Tob6ouHble 3th(heKThbl

B03MOXHbIe HexenaTe/bHble SBEHNUSA, NOO60YHbIE 3NPEKTHI U PUCKMN:

- MHeKyma

- NOBPEXAEHNE MATKUX TKaHei

- afinepruyeckme peakumy n3-3a HECOBMECTUMOCTU MaTepnanos

- 0TCPOYKA 3XKMUB/EHNA MN3-3a COCYAUCTLIX HapyLUEHWA

4. NHPOPMALUWA O MOTEHUWMANBbHBIX MOTPEBUTENAX MU
N YKA3AHNA MO MCMNOMNBb3OBAHNIO
4.1. YKasaHug no ncnonb3oBaHUIO
411 Tpepenbl NOBTOPHOW 06pabOTKN MHCTPYMEHTOB:
MocnefoBartenibHble LMK/AbI OYUCTKM W CTepunmsauum (B COOTBETCTBUM C
yKa3aHUAMW B [JAHHOMW WHCTPYKLUUM N0 MNPUMEHEHWI0) OKa3sblBalT
HeXenarenbHOe BO3[eNCTBME Ha CPOK CAYX6bl U (YHKLMOHMPOBaHME
MHCTPYMeHTOB. OKOHYaHWe CcpoKa WX CNy>XObl OMnpefensieTcs W3HOCOM U
MOBPeXAeHUAMU, BbI3BAHHBLIMU UX UCMNO/Ib30BaHNEM 1 0OpaLLEeHNEM C HUMMW.
N3HOC 1 noBpexaeHnsa MOryT ObITb Bbl3BaHbl KOPPO3Mei, 06ecLBeYBaHNEM,
LuapanMHamMy UM - MOBPEeXAEeHUAMU  (CMUCOK  He  UCYEepnbIBalOLLUiA).
3anpelyaeTca MCNoMb30BaTb NPMOOPLI C fetheKTaMun (YHKLUOHNPOBAHUA UK
naeHtTudukaummn. And 3Toro B AaHHOW WMHCTPYKLMWM uUMeeTcs (HOTOTEKa,
UnNCTpUpylowas npegenst UCNonb3oBaHus npubopos (cM. paspen «14.
Mpegenbl NCMONL30BAHNUA UHCTPYMEHTOB» U PUCYHKN).

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

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 selected for implantation, and are taken into account in accordance
with the information in the surgical techniques for the selected type of
implant manufactured by SERF.

3.3.  Adverse effects

Possible adverse events, side effects and risks:

- Infection

- Soft tissue damage

- Allergic reactions from material incompatibility
- Delayed healing from vascular disturbances

4, INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE

4.1. Directions for use
4.1.1 Reprocessing limits of instruments

The successive cleaning and sterilization cycles (in compliance with the
instructions in this instruction booklet) have undesirable effects on the
lifetime and function of the instruments. The end of their service life is
determined by the wear and damage resulting from their use and handling.
The wear and damage can be materialised by corrosion, discoloration,
scratches or impacts (non-exhaustive list). Instruments with defects of
function or identification must not be used. A photo library is available for
this purpose in this

instruction booklet; it illustrates the limits of use of instruments (see section
«14. Limits of use of instruments» and figures).

14
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4.1.2 WMHaKTMBauuna MHGHEKUNOHHbIX areHToB

lMocne o4ynCTKU ANnA onpefefieHHbIX WHCTPYMEHTOB MPOBOAMTCA Mpoleaypa
MHaKTUBaLUN WH(EKLMOHHbIX areHToB. lpoueaypa MHaKTMBaUUW LOMXKHA
ObITb  BblOpaHa  3aKa34yMKOM B COOTBETCTBUM C  [AWPEKTMBOM
DGS/R13/2011/449 ot 1 pekabps 2011 roga ©  OBGHOBAEHHbIMYU
PEKOMEHAUNAMM NO CHUXXEHUKO PUCKOB Mepefayun MHMEKLUOHHbLIX areHToB

BO BPEMS WHBA3WUBHbIX [JeACTBWIA, NPEACTABNEHHbBIMA B AWPEKTMBE,
ony6/MKOBaHHOIA MUHNCTEPCTBOM 34paBOOXPaHEHUs dpaHuun.
PekoMeHfyeTcsl  morpyaTb  WHCTPYMEHTbI B HATPUEBbIi  pacTBop

(onTuManebHaa KoHueHTpauua 1 monb/n rugpokcnga Hatpua/NaOH) Ha vac,
3aTeM CTepunmsoBatb Napom npu temneparype 134 °C B TeyeHue He MeHee,
yeM 18 MWHYT B MeLWUMHCKOM CTepuUIM3aTope A1 MOPUCTbIX MaTtepuanos
(cTepunnsauma  HacblWeHHbIM MapoM nof [faBfieHuem). 3anpewiaetcs
norpyXatb WHCTPYMEHTbI B pPacTBOp runoxnaoputa Hatpus. bonee Toro,
CTPOro 3anpeLyaeTca Norpyxarb nt06ble 60KCbI B 3TOT pacTeop.

4.1.3 TlpombiBaHME U CYyLLKa NOC/e MHAKTUBALNN
MMocne 3aBeplieHns NpoLUeAypbl MHAKTUBALUN UHEKLMOHHbLIX areHToB
0653aTeNIbHO NPOMONTE UHCTPYMEHTbI BOLOW. BbiCcylwinTe n3genuns nepes
YMaKOBKOIA.
4.2.  TpuHunn onepaynu
WMHCTpyMeHTbI NpefHa3HayveHbl 418 UMNNAHTaLUM BepTAY>KHbIX YallieK C
[IBOHOM noaBMmKHOCTbI0 BI-MENTUM B cOOTBETCTBUM CO CAEAYHOLUMMU
aTanamu:
3Tan 1- MoarotoBka BEPTNYXHOW BNafguHbI:
- BepTnyxHasa BnafvHa o6HaxaeTcs C NOMOLLbIO Pa3NIMYHbIX METO0B
paccBep/MBaHnA C UCNOMb30BaHWEM CMeLnanbHbIX MHCTPYMEHTOB, a
KOHEYHbI 9KBATOPMA/bHbIA pasMep MeHblUe, YeM Y OyAyLiero umnnaHTara
ANA MeTo4a UMNNaHTauMmn ¢ NpeccoBoi NOCaAKoM.

Mpo6Has yallKa UCronb3yeTca ANA OLEHKN HYXXHOro pasmepa

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

4.1.2
needed
After the cleaning phase, any equipment that requires it must undergo an
NCTA inactivation process. The client must choose the inactivation process
in accordance with instruction DGS/R13/2011/449 dated December 1st 2011,
published by the French Ministry of Health; instruction relative to updating
recommendations aimed at reducing the risks of NCTA transmission during
invasive procedures. We recommend immersing our instruments in soda
(optimum concentration is 1 mol/1 of sodium hydroxide/NaOH) for 1 hour,
then

steam sterilisation at 134°C for 18 minutes minimum in a porous load
autoclave (pressurised steam steriliser). We do not allow the immersion of
our

ancillary equipment in sodium hypochlorite.
forbidden to submerge all our boxes.
4.1.3 Rinsing and drying after inactivation

NCTA inactivation must always be followed by thorough rinsing with water.
Dry the equipment before packing it

Inactivation of non-conventional transmissible agents (NCTA) if

It is, moreover, formally

4.2.  Principle of surgery
The instruments are intended for the implantation of BI-MENTUM dual

mobility acetabular cups according to the following steps:
Step 1- Acetabulum preparation:

- The acetabulum is exposed by different reaming techniques using
specific instruments, and a final equatorial size lower than the future implant
for the press fit implantation method.

- A trials cup is used to assess of the right size

- The flange ofthe cup can be bend for anatomical fitting in specific
range (BI-MENTUM Plus cup, BI-MENTUM revision cup)

15
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®naHew, Yalw KN MOXeT U3rnbdatbcsa 418 aHATOMUYECKOW NOATOHKA B
onpegeneHHom AmnanasoHe (Yawka Bi-MENTUM nntoc, peBM3MOHHas Yallka

Bi-MENTUM)

3Tan 2 - imnnaHTaums Yailkm; Step 2 - Implantation ofthe cup;

- B valky BCTaBNeHO y4apHOe KOMbLO; Y NMOMOXEHNE YallKN JO/KHO An impaction ring is fitted in the cup; and the positioning of the cup
COOTBETCTBOBATb KOHKPETHOW aHaTOMMUYECKO Lenu. must be in line with specific anatomical target.

- 3aTemM vallKka ygapseTcs, KofbLo CHUMaeTCH, CHAB ero c Bana. - Then, the cup is impacting, the ring is removed by pulling it off the
OKOHYaTeNbHbIN yaap MOXET 6bITb BbIMNOMIHEH C MOMOLLbI NPAMOro shaft. A final impaction may be performed using a straight impactor.

YApPHOTO 3/1eMEHTA.

PucyHok 6/ Figure 6

3tan 3 (yawka Bi-MENTUM nntoc, peBu3noHHaa vawka Bi-MENTUM) Step 3 (Bi-MENTUM Plus cup, Bi-MENTUM revision cup)
— duKcauma Yalku; - Fixation of the cup;
- CBep/ieHNe 1 yCTaHOBKa BMHTA (415 6eCLeMeHTHOro BapuaHTa) Drilling and placing the screw (for uncemented option)
LINuAbKM UMNNAHTUPYIOTCA OJHOBPEMEHHO C MPOCBEpPAeHHbIM oTBepcTuemM  The studs are implanted following a drilled hole at the same time by
nyTeMm anbTepPHATUBHOTO yaapa. alternative impaction.

16
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PucyHok 7/ Figure 7

OT1an 4 - IMnnaHTauns BEpXHero KOpTUKanbHOro BUHTA,
MMnnaHT 3aBUHUYMBAETCA MO NMPOCBEPNEHHOMY OTBEPCTUIO.

Step 4 (Bi-MENTUM Plus cup, Bi-MENTUM revision cup) - Implanting the
superior cortical screw;
The implant is screwed following a drilled hole.

PucyHok 8/ Figure 8

3Tan 3 14 TONbKO ANSA UEMEHTUPOBaHHOM Yawkn BI-MENTUM
Kopnyc yawku Bi-Mentum Cemented ocHalleH 04HOPa30BO yAapHO
NNacTUHOM, YTOObI N36eXaTb MUKPOLBKEHNA YallKK BO BpeEMS
3aTBepfeBaHnd LeMeHTa. LileMeHT roToBMTCSA M HAHOCUTCA Ha BEPTNYXKHYIO
BNajguHy ¢ cO6NI04EHNEM MHCTPYKLUIA MO NPUMEHEHWUIO U YCNOBUI
ncnosib3oBaHua. MNnacTHa NOMELLAETCA Ha YalKy, YTOObl MOXHO 6bIN0

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

Step 3 and 4 for BI-MENTUM cemented cup alone

The Bi-Mentum Cemented cup shell is packaged with a disposable impaction

plate to avoid micromovement of the cup during cement hardening. The

cement is prepared and apply into the acetabulum respecting its IFU and the

conditions of use. The plate is placed on the cup to allow manipulation and

press the cup into the cement; and maintaining pressure until the cement has
17
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Uorine:

MaHUNynnpoBaTb €10, N BAaBINBAET YallKy B LLEMEHT; N NoAAep>XXaHne cured.
AaBneHNA 00 NONHOIo 3aTBepaeBaHNA LEMEHTaA.

/ Figure 9
dT1an 3 n 4 ans ueMeHTUPOBaHHON Yyawkn BI-MENTUM n Step 3 and 4 for BI-MENTUM cemented Cup and the use o fthe kerboull
Mcnonb3oBaHMe KpecToBUHBLI Kepbyna Cross
BcTaBka Kopnyca Ha apMupytolyto nnactuHy Bi-Mentum, koTtopas go/mkHa  Insertion of the shell on Bi-Mentum reinforcement plate which must fit to the
COOTBETCTBOBaTb aHAaTOMUYW BEPT/YXXHOW BNaAWHbI. anatomy of the acetabulum.
Mo3nunoHNpyoLWnid Ban NAOTHO NPUKPYYMBaeTCs K kKpectoBuHe Kepbynna.  The positioning shaft is screwed tight onto the definitive Kerboull cross.
HWKHUIA KPHOYOK AOMKEH pacnonaraTtbCs BHYTPM 3annpaTenbHOro The inferior hook must be positioned within the obturator foramen. The
0TBepCTUS. BepxHuin hnaHew HaknafablBaeTcs Ha Kpali BepTNy»Hoi BnaaunHbl  superior flange is applied over the rim of the acetabulum in firm contact with
B M/IOTHOM KOHTaKTe C KOCTbIO BO BPEMS (PUKcaLuu. bone during fastening.

PucyHok 10/ Figure 10
LiemeHTupoBaHme yawkm Stick BHyTpu konbua K E. KocTHbili TpaHcnnaHTat | Cementing the Stick cup within the K E ring. Bone graft can be positioned

18
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-rtiMNirsi i %e«(n«cu

MOXHO pacnonoxuTb BHYTpY N06LIX Ae(eKToB. 3aLleMeHTUPYiTe 0607104Ky  within any defects. Cement the appropriate size shell within the K E ring.
noaxoAdLlero pasmepa BHyTpu Konsua K E.

PucyHok 11/ Figure 11

dTan 5 - MpobHoe coKpalleHne Step 5 - Trial reduction

UT0o6bI NPOBEPUTL NMPaBUNbHOCTbL CTAOUNLHOCTM U O/INHbI LUEAKN, In order to test for correct stability and neck length, the trial is undertaken
ncnbiTaHWe NPOBOAUTCA B OKOHYATE/IbHOW 060/104Ke C He yaepXXuBatoL el within the definitive shell with a non-retentive trial insert. The definitive head
npo6Hoi BcTaBKO. OKOHYaTe/IbHasA r0/I0BKa BbIGUPAETCA C YYETOM 3TOr0 is chosen considering this test.

TecTa.

Lar 6 - Ygap OKOHYaTe/IbHOWM BCTaBKW Haj OKOHYaTe/IbHOM ro/10BKOM Step 6 - Impaction of the definitive insert over the definitive head
MomecTuTe BCTABKY Ha rofoBKy, y6eAnBLINCh, YTO OHA NPaBUIbHO Place the insert over the head making sure it is properly centered, and pump

OTLEeHTPUpPOBaHa, 1 KayaiTe 40 Tex Nop, NoKa BCTaBKa He 3awenkHeTca Hag  until the insert snaps over the head (expelling air).
roNoBKOV (BbITECHAS BO3AYX).

19
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Nefoverjelvet

PucyHok 12/ Figure 12

LWWar 7 - C6opka napbl ronoBka / BKAaablll Ha LIENAKe CTEPXKHS.

FonoBa / BKNagblll HafjeBaeTCs Ha LWek, N XUPYpPr OCTOPOXKHO BO3AENCTBYET
Ha napy ¢ NOMOLLbIO0 YAAPHOI0 CTEPXHSA U CNeunanbHOro HakOHeYHMKa
MOANATUIEHOBOTO MMNAKropa.

War 8 - NpueefeHne BCEX KOMMOHEHTOB APYT K Apyry
MyTem BHELWHWUX MaHUNYNALUIA HA HOTe XMPYPr NoMeLLaeT c60pKy HOru
(wTOK + ronoBka + BCTaBKa), a TO4YHee BCTaBKa, B YallKY.

4.3. MoTeHuManbHble NoTpebutenn MU
VIHCTpYMeHTbl npefHa3HayeHbl 419 UCMOb30BaHUA Xupypramu-
optonegamu. Xvpypr Ao/DKeH UMeTb rny60oKune 3HaHMA B 06/1aCTV aHaTOMUK
Ta300eJpeHHOr0 cycTaBa, XapakTepUCTUK UCNONb3YEMOr0 N3enns u
COOTBETCTBYIOLLE XUPYPTrUYECKON TEXHUKN. TaKXe 3Ha4YeHe UMEKT ONbIT
Xupypra B 061acTu 3HA0NPOTE3MPOBaHNA Ta306eJpeHHOro cycTaBa 1 3HaHue
(haKTOpPOB, CNOCOOHbLIX MOBAUATL HAa UCXOA OnepaLun

4.4,  Ycnosua npumeHeHus / akcnnyataunm MU

N3penna pekoMeHAyeTCst CMOMb30BaTb MPU YCNOBUAX, YKa3aHHbIX B HUXE.
Tabnuua 6.
Y cnoBus oKpyxKawleli cpefbl

BnaxHocTb 40 - 60 %
TemnepaTypa OT1+18°C po +25°C
JasneHne 86 - 106 klla
Ycnosuga akcnayartauunu

BnaxHocTb 100%
TemnepaTypa OT1 +32°C po +42°C
[asneHne 86- 106 kla
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Step 7 - Assembly of the couple head/liner on the neck of the stem
Head/liner is placing on the neck and the surgeon will gently impacted the
couple using an impaction shaft and a dedicated polyethylene impactor tip.

Step 8 - Reduction of all components to each other
By external manipulations of the leg, the surgeon is positioning the assembly

of the leg (stem+ head + insert),
and more specifically the insert into the cup.

43. Potential users of MD

The instruments are intended for use by orthopedic surgeons. The surgeon
should have in-depth knowledge of the anatomy ofthe hip joint, the
characteristics of the device used, and the associated surgical technique. The
experience of the surgeon in the field of hip arthroplasty and knowledge of
the factors that can affect the outcome of the operation are also important.

4.4, Use/operation conditions of MD

The products are recommended to be used under the conditions specified in

the following

Table 6.
Environmental conditions
Humidity 40-60 %
Temperature From+18°C to +25°C
Pressure 86- 106 kPa
Operation conditions
Humidity 100 %
Temperature +32°C to +42°C
20
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Pressure 86- 106 kPa
5. OMNCAHME OCHOBHbIX ®YHKLUWMNOHAJIbHbIX 5. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
QIEMEHTOB MW 5J1. General description of functional elements of MD

5J1. Obuiee onncaHne QyHKUMOHaNbHbIX 3/1leMeHTOB MW
Drill guide

HanpaBuTtenb ceepna
A drill guide may be used with the definitive cup to ensure optimal

HanpaBnsitowuyto Ans cBepna MOXHO MCM0Nb30BaTb C OKOHYaTENbHO orientation of the drill and protection of soft tissues.
yallkon ans obecnedyeHns ONTUMaNbHON OpUEHTALMN CBEPA W 3aLLUUTbI
MSTKNUX TKaHel.

Mpo6bHble MHCTPYMEHTBbI Trials

3T0 MHCTPYMEHTbI, OCHOBHAs (BYHKLMS KOTOPbIX COCTOUT B TOM, YTOBbI These are instruments where the primary function is to allow the surgeon to

N03BOMNTL XMUPYPry NPEABAPUTENLHO OLEHUTh KENaeMyto NoCaaKy u preliminarily evaluate the desired fit and positioning of the final implant with

NONOXKEHNE OKOHUATENLHOM0 MMMNAHTATA C YUeTOM MECTHbIX respect to local anatomical landmarks and / or to evaluate range of motion

aHaTOMUYECKMX OPUEHTUPOB 1 / UM OLEHUTL AMana3soH ABUKeHMi 1 and soft tissue performance. They may have secondary functions as
XapaKTepUCTUKN MATKNX TKaHeil. OHU MOTYT MMEeTb BTOPOCTENEHHbIE alignment guides or cutting tools.
(MYHKLMN KaK HanpaBnalolime AN BbIPAaBHUBAHNA UM PeXylie

To trial protection instruments:
WHCTPYMEHTBI.

1. Trial liner adapter for 22 and 28 mm heads
K Nnpo6GHbIM UHCTPYMEHTaM OTHOCATCA:

2. Trial liners with a diameter of 41 mm to 45 mm with a step of 2 mm for a

1. ApanTep ANns BKNagpllla Nnpo6HOro ANs roioBokK 22 2 mm head

2. Bknagbiwn npobHble gnameTpom oT 41 MM 0 45 MM C Wwarom 2 Mmm Ans

3. Cups trial with a diameter from 41 mm to 69 mm with a step of 2 mm
r0/IOBKU 22,2 MM

4. Trial liners with a diameter 0of47 mm to 69 mm with a step of 2 mm fora

21
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3. Bknagbllwu npo6Hble AnaMeTpoM OT 47 MM 40 69 MM C Warom 2 MM Ans
roJIOBKN 28 MM

4. Yawkm npobHble gnameTpom OT 41 MM 0 69 MM C LWarom 2 mm

5. TnactuHbl Npo6HbIe C BHEWHUM AnameTpom oT 50 mm g0 60 MM C Wwarom
2 MM ANsi YalleK NPoOHbIX AnaMeTpom OT 43 MM 10 53 MM C Warom 2 Mm

Yawkn npobHble gnaMmeTpom oT 41 MM A0 69 MM C Wwarom 2 mm 1 gpesbl
AnameTpom OT 41 MM f0 69 MM C LLarom 2 mMmm

Ana umnnaHTaunm nmnnadHtatos BI-MENTUM B nonoctb
COOTBETCTBYIOLLEr0 ANamMeTpa cHavana nucnonb3yite pesy, No KpanHei
Mepe, Ha 2 MM MeHblLLe fuaMeTpa rofioBKu 6efpeHHO KOCTW. Pa3BepHuTe
MeananbHO, YTOObI HaliTh AHO BEPTNY>XHOW BNaanHbl (PUCYHOK 13) ¢
MOMOLLbIO NEPBOW (hpe3bl, 3aTeM NocneAytoLLee pa3BepTbiBaHNe LOIKHO
MPOUCXOAMUTL C LWarom 2 MM C pUEePOM, OPUEHTUPOBAHHLIM NoJ yrnom 45°
(pucyHoK 14). MecTo pa3BepTbiBaHUS BEPT/YXXHOM BNafWHbl 4acTo
onpefensetr MecTo YCTaHOBKM YallKu, MO3TOMY BaXXHO OPUEHTMPOBATb
BEPTNY>XXHble (hpe3bl TaKMM Xe 06pa3oM, Kak U uMmnnaHTar. Mpu aTom YacTb
rON0BKW BEPTAYXXHOW pe3bl MOXKET ObiTb BUAHA Ha HaAO0KOBOM 0604€.
Wcnonb3yliTe KIOpeTKY AN yAaneHus KACTbl v pUOPO3HOIA TKaHW ¢ Kpas
BEPTNYXXHOI BNaguHbl. MNOTHO 3afenaiite fedeKTbl ry64aToii KOCTbHO.
BaxHO MoHUMaTb, YTO BEPT/YXHbIE (pesbl, NpeasaraeMble B MUHCTPYMEHTAX
BI-MENTUM, umeloT Ty Xe opmMy, 4TO 1 Yawka (pucyHok 15). OHu
NUMeT LUINHAPUYECKOe YANNHEHME Ha 3 MM [0 MOycdepbl, KOTopoe
Heo6Xo04UMO NOrpy3nTb B KOCTb BO Bpems pa3BepTbiBaHuA. He
PEKOMEeHYeTCs UCM0Nb30BaTh BEPT/YXKHbIE (DPE3bl, OTIMYHbIE OT (hpe3 Bl-
MENTUM, uTo6bl n3bexarb 11060ro pucka HeCOBEPLLEHHON MOATr0TOBKM
BEPTNYXHOW BNajuHbl M HEMOMHON UMNNaHTaLMM NOCNefHEN YallKu.
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28 mm head

5. Trial plates with an outer diameter of 50 mm to 60 mm with a step of 2
mm for Cups trial with a diameter of 43 mm to 53 mm with a step of 2
mm

Cups trial with a diameter from 41 mm to 69 mm with a step of 2 mm
and Reamers with diameters from 41 mm to 69 mm with a step of 2 mm

For implanted ofthe BI-MENTUM implants into a cavity of the matching
diameter initially employ a reamer at least 2 mm smaller than the diameter of
the femoral head. Ream medially to find the acetabular floor (Figure 13) with
the first reamer then subsequent reaming should proceed in 2 mm increments
with the reader oriented at an inclination of45° (Figure 14). Where the
acetabulum is reamed often determines where the cup will seat, it is
important to orient the acetabular reamers in the same way as the implant is
intended to be positioned. When doing this, a part of the acetabular reamer
head may be visible on the superolateral rim.

Use a curette to remove cysts or fibrous tissue from the acetabular margin.
Pack any defects densely with cancellous bone.

It is important to understand that the acetabular reamers offered in BI-
MENTUM instrumentation have the same shape as the cup (Figure 15). They
have a 3 mm cylindrical extension to the hemisphere which must be buried in
the bone during reaming. Using acetabular reamers other than BI-MENTUM
reamers instrument sets is not recommended to avoid any risk of imperfect
preparation of the acetabulum and incomplete implantation of the final cup.
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PucyHok 13 - Pa3BepHuUTe MeAnanbHoO, YTO6bl HakT 4HO BEPTNYXHON BnaguHbl / Figure 13. Ream medially to find the acetabular floor

PucyHok 14 - Mocnegytoulee pasBepTbiBaHWE AO/MKHO MPOUCXOANTL C LWIAroM 2 MM C pa3BepTKON, OpUEeHTMpPOBaHHOM nof yrnom 45° / Figure 14. Subsequent
reaming should proceed in 2 mm increments with the reamer oriented at an inclination of 45°

23

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



(1) DePuySynthes

| - ®pesa c gnameTpom 49 MM paclunpseT valwky ¢ guameTpom 49 mm / A 49 mm reamer reams for a 49 mm cup; 2
- Mpo6Hasa yawka c gnameTpom 49 mm / A 49 mm trial cup is 49 mm in diameter; 3 - OKOHYaTeNbHbIA UMNAAHTaT
HEMHOro 60nbLUe N0 3KBATOPY, UTOOLI 06ecneynTb MNAOTHYI nocadky. Yawky BI-MENTUM c¢ gnametpom 49 MM
cnefyeT ucnosb3oBaTh € (pesoi guameTpa 49 mm / The definitive implant is slightly larger around the equator to
ensure press fit. A 49 mm BI-MENTUM cup should be used with a 49 mm reamer
PucyHok 15 - CBa3b Mexay (hpe3oit, Npo6HOIN YallKoin 1 OKoHYaTenbHoi vawkon / Figure 15. Relationship between
cutter, test cup and final cup

MmnakKTop YallKu Cwup impactor

NmnakTop vawkn BI-MENTUM (pucyHok 16) nmeeT usrné, nossonsiowmnin - The BI-MENTUM Cup Impactor (Figure 16) has a curvature to
npucnoco6uTbES K fOCTYNaM K nepefHeit yactn 6edpa u goctynam MIS. OH  accommodate anterior hip approaches and MIS approaches. It is used to hold
MCMONb3YeTCA ANA YAEPKAHNA NPOBHOTO NMNNAHTATA, a TaKxKe ANA the trial implant and to orientate and impact the definitive implant. An

opueHTauuu 1 BO3JeiCTBUA HA OKOHYaTe/IbHbI UMMNAaHT. JononHuTeNbHas . Lo e . . R
: optional indination guide indicates the vertical axis or 45° angle compared to
HanpaBNALWasa yKa3blBaeT BEPTUKaNbHYIO OCb UK yron 45° no cpaBHEHUIO

C NNLLEBOV CTOPOHOW YallKW. the cup face.

24
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. AN

| - Paz6nokmpoBaHa nosmuma ana pasmeweHmna BI-MENTUM onpegenenHoro pasmepa / Unlocked position for
placing the size specific BI-MENTUM; 2 - HeliTpanbHasa nosuuus / Neutral position; 3 - MonoxeHue gpukcauuu
HafeXHO yaep>XnBaeT NPOOHYH0 YallKy M OKOHYaTeNbHbI MMNNaHTaT aganTtepa NoACTaKaHHWKA ANS BBeAEHUS B
BEpPTNYXHYI0 BnagnHy / Locked position securely grips the trial cup and cup holder adaptor final implant for
insertion to the acetabulum

PucyHok 16 - MmnakTop vyawkyn BI-MENTUM ¢ gononHuTensHOM Hanpasastowein HaknoHa / Figure 16. Bl-
MENTUM cup impactor with optional inclination guide

AfanTep ANs AepXXaTens yawek gnameTpom oT 41 Mm o 69 mm ¢ warom Cwup holder adaptor diameters from 41 mm to 69 mm with a step of 2

2 MM mm

PasmelwleHune afanTtepa gepXatens yall ek Placement of the Cup Holder Adapter

Mocne c60pKM Ha pyuke nmnakTopa vyawkn BI-MENTUM aganTtepbl Once assembled to the BI-MENTUM cup impactor handle, the size specific
JepxxaTtens yawkun onpefesieHHOro pasmepa no3sBosiA0T HaLeXHO cup holder adaptors allow the cup trial or final implant to be held securely. Its
yAep>XnBaTb NPOGHbLIA UM NOCNeAHMI A MMNNAHTAT YawKu. Ero characteristics are as follows (Figure 17):

XapakTtepucTtuku cnegytouime (PucyHok 17):

26
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O Notch designed to be positioned next to the mark on the edge ofthe BI-

N
yawkn BI-MENTUM.
® 2 OKHa, 4TOObl NPOBEPUTL, Kakoe yrny6aeHne B BepPTIYXHOW BnaguHe

and / or the definitive implant.

I'IpO6HOF0 uMnnaHTaTa u/ WNnM OKOH4YaTe/NlbHOro UMMAaHTaTa.

Haceuka npegHasHayeHa Ans pasmeLleHuns pafoM ¢ MeTKOR Ha Kparo
MENTUM Cup.
® 2 windows to check what depression in the acetabulum of the trial implant

PucyHok 17 - OCHOBHble XapaKTepUCTUKK aganTepa gepxartens yawku / Figure 17. Cup holder adaptor key characteristics
The cup holder adaptor is assembled to the impactor handle following the

AfanTep Aep>aTena yal Ky MOHTUPYETCHA Ha PYUYKY UMMNakTopa B
nocnefoBaTe/lbHOCTU, NOKa3aHHOW Ha pucyHKe 18, sequence shown in Figure 18.

27
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MeTka
no3vnumoHnpoBsaHuna/
Positioning mark

1- CobepuTe aganTtep AepxxaTens Yalwku, KOTOPbIA paBeH AnameTpy nocnefHein pesbl, UCNONL30BAHHOMN ANs
PYKOATKN MMMNAKTOPA Yalluku, NOTAHYB pblyar B HanpasneHun pykoaTku / Assemble the cup holder adaptor that
equates to the diameter of the last reamer used to the cup impactor handle by pulling the lever towards the grip;

2 - Ecniv 0TNYCTUTL pblyar, OH BEPHETCA B UCXOLHOe MOMOXEHWe, yAepXKuBas afjanTep Aepxarens yawku Ha mecte /
Releasing the lever will allow it to return to position, holding the cup holder adaptor in place; 3 - MeTKa Ha yaapHoOM
aneMeHTe yKasblBaeT NpaBubHY opueHTaunto agantepa/ The mark on the impactor indicates the correct
orientation for the adaptor
PucyHok 18 - Cbopka afantepa yalwKky Ha pyyky yaapHoro anemeHta gna yawku / Figure 18. Assembling the cup
holder adaptor to the cup impactor handle

Yawkn npobHble guameTpom OT 41 MM A0 69 MM C Wwarom 2 mm Cups trial with a diameter from 41 mm to 69 mm with a step of2 mm

Mpoba Toro e pasMmepa, 4To U (pesa, NO3BONAET OLEHUTb MOATOHKY K A trial of the same size as the reamer allows assessment of the fit and

NMonoXeHue Yawkn. OCHOBHble XapaKTePMUCTMKM NPO6HOIA Yalw Ky nokasaHnbl  position of the cup. Key characteristics of the cup trial are shown in Figure
28
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:~MWNgsc'

Ha pucyHke 19. CneayiiTe nocneAoBaTe/IbHOCTU, NOKa3aHHOW Ha pucyHke 20,
4TOG6bI YCTAHOBMTb NPOGHYIO YalliKy Ha afanTep AepXKaTens Yallku.

©Ma3 nokasblBaeT NonoXxeHne hnaHua vawkm BI-MENTUM Plus. Mpu
YCTaHOBKE Ha PYKOATKY MMMNaKTOopa Yallku OH LOMXKEH pacnonaratbcs nepeg
BbleMKOI Ha afianTepe gepxxaTens yalKu.

O BHelwHss neputepuiiHas kaHasKa nNpeAcTaBseT co60i Hayano
LMAVHAPUYECKOTO YANMMHEHMS NONYCHhepPbl Ha 3 MM.

© /1Ba 0TBEPCTUA YKa3biBAOT NoMoXKeHMe WTudToB g BI-MENTUM Plus
n Revision Cups.

©HwxHee 0TBepCTME 06ecneYnBaeT BU3yann3aLnto NonoXeHNs
BEPTNYXXHOV BbIPE3KN.

© [1Be BEpXHWE MHUN TPAaBUPOBKN YKa3blBalOT PacnonoXeHne (piaHueB
PeBu3noHHOI yawky BI-MENTUM.

O©HWMXKHAA NMHNA TPaBMPOBKM YKa3blBaeT MONOXEHMNEe KPHOUYKa PEBU3UOHHOM
yawkn BI-MENTUM.

Y CTaHOBMB pblyar B HY>XHOE MOM0XeHWe ® , NoMecTUTe afanTep Aepxarens

cTakaHa U 3aMKcupyiiTe ero Ha MecTe, CIBUHYB B HY>KHOE MofoXxeHne © .
Mmnakyns yawky npoGHoi

Y papbTe Npo6HON YallKoi Mo BepT/NYXXHOW BNaguHe, obpallas BHUMaHWe Ha
npeABapuUTeNbHO 3aniaHUPOBaHHbIN HaKNOH 1 aHTeBepcuto (puc. 21). Takxe

BaXXHO 06paTUTb BHUMAHME HA PacnosioXXeHne OpueHTUpoB (OT @) 4o O),
KaK onucaHo Ha ctpaHuue 30.

B oTniMume oT PUHANBHOM YaliKK, NpobHas vallka He UMeeT
3KBaTOPMNANbHOW 3aNpPeccoBKM, NMO3ITOMY, ECNIU UCMbITAHNE CTabUNbHO B
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19. Follow the sequence shown in Figure 20 to assemble the cup trial to the
cup holder adaptor.

O The notch shows the position of the flange for the BI-MENTUM Plus
Cup. When assembling to the Cup Impactor Handle, it must be positioned in
front of the Notch on the cup holder adaptor.

O External peripheral groove represents the start of the 3 mm cylindrical
extension to the hemisphere.

® Two holes indicate the position of the Pegs for the BI-MENTUM Plus and
Revision Cups.

® The lower opening provides visualization of the acetabular notch
position.

© Two upper engraving lines indicate the location ofthe flanges of the BI-
MENTUM Revision Cup.

© Lower engraving line indicates the location of the hook of the BI-
MENTUM Revision Cup.

With the lever in position O , place the cup holder adaptor and lock it in

place by pushing it towards position®.

Trial Cup Impaction

Impact the trial cup into the acetabulum, taking note of the pre-operatively
planned inclination and anteversion (Figure 21). It is also important to take

note of the location ofthe orientation marks (0 to © ) as described on page
30.

Unlike the final cup, the cup trial does not have an equatorial press-fit so if
the trial is stable within the acetabulum then the size ofthe final implant can

29
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npeaenax BepTNY>XXHOW BNaAnHbl, MOXHO NOATBEPAUTL pasMep MHANLHOTO e confirmed.

nmnnaHTara. At this stage, it is possible to carry out a trial reduction. Simply remove the
Ha aTom 3Tane MoXHo NPoBECTU NPOGHYI0 peayKumio. MpocTo cHummTe impactor handle from the cup trial by releasing the lever to position © .
PYKOATKY MMNaKToOpa ¢ MPOOHOM YalliKu, OTNYCTUB pblvar B nonoxexHune O .

PucyHok 19 - OCHOBHble XxapaKTepucTuKM NpobHbIX yawek / Figure 19. Cup trial key characteristics
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PucyHok 21 - Y gapbTe npo6y Mo BePT/NYXXHOW BNaAnHe U CHUMUTE PYKOATKY, YTO6bI BbIMONHUTL NPO6HY0 peno3uuumio / Figure 21. Impact the trial into the
acetabulum and remove the handle to perform a trial reduction

ApanTtep Ang BKAagbliwa npobHOro 418 rosioBoK gnameTpom 22,2 u 28

Trial liner adapter for 22,2 and 28 mm heads
MM

Trial liners with a diameter of 41 mm to 45 mm with a step of 2 mm for a
22.2 mm head

Trial liners with a diameter of 47 mm to 69 mm with a step of 2 mm for a

Bknagbiwy npobHble guameTpom oT 41 MM 0 45 MM ¢ warom 2 MM 4ns
roNI0BKU 22,2 MM
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Sehomer Lohueon

Braanuin npobusie AHaMeTpoM oT 47 MM 10 69 MM ¢ arom 2 MM Jns
ToJIOBKH 28 MM
#nuw 298 mrudros

Brnaasimy npodubie xkeqThe HCNONB3YIOTCA ¢ rONOBKAMH IHAMETpOM 28
MM. [lng nposeaeHna HCNKWTAHKI C FOOBKAMH AHAMETPOM 22,2 MM
Heo6X0aHMO 00beAMHUTE BRIAABI MPOOHHI JKENTHIl H OpaHKeBbIi
ajanTep A BKAAALILNA MPOGHOr0 WA rojIoBOK THAMETpoM 22,2 H 28 MM
(Pucynok 22).

Tlocne onpeneneHHA AMAMETPa FONOBKN H WIHHH IEHKH yAaIHTE
NPOKNASKY € MOMOIIBIO IHNLIOB (McIonk3yiiTe neprdepuiiHyio kaHABKY B
KadecTBe OONacTH 3aXBaTa, pHCYHOK 23).
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28 mm head
Peg forceps

The yellow liner trials are used with heads of 28 mm. To carry out trialling
with ©22.2 mm heads, it is necessary to combine the yellow liner trial and the
orange liner trial adaptor ©@22.2 / @28 (Figure 22).

Once the head diameter and neck length have been determined, remove the
liner trial with forceps (use the peripheral groove as the grip area, Figure 23).
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PucyHok 23 - Y naneHue npoba ¢ nomoubio wunuos / Figure 23. Remove the trial using forceps

MmnakTop vawKu 1 agantep 404 gepxxartens yawek guametpom ot 41
MM [0 69 MM C LWarom 2 MM UCMO/b3YITCA 419 UMNAAaHTaLMN YalKu
BI-MENTUM npecc-¢ouT cnegyroinm obpadbom:

1 YcTtaHoBuTe Yawky BI-MENTUM npecc-hUT Ha MMMNaKTOP YallKu
(pa3mep LoO/MKEH 6bITb TAKUM Xe, KaK Uy nocfiefHei pa3BepTku).

Ma3 Ha aganTepe And fepxarend yawkn O MN0O3BONAET BU3yann3nposarthb
OTMETKY Ha LeBO/ CTOPOHe UMNaHTaTa, KoTopas fo/mKHa 6biTb
pacrnonoXeHa B Hanpas/eHUN Ha BEPTNYXXHOW BNajuHbl.

MHAanKauns valkm gomkHa 6biTb YCTaHOBNEHA NPUMEPHO Ha 45°, a
aHTeBepcus (Mexay 15° n 20°) go/mkHa 6bITb NPOBEPeHa Nepes yaapom
(PucyHok 24).

BbinonHUTE yaap v OTKPOWTe pyyKy, 4TOObI 0CBOGOAMTL UMNAHT.

2. UT0ObI 3aBEPLINTL UMMIAHTALMIO UMMNIaHTaTa, MOXHO UCMO/b30BaTb
YAapHbI Bal U HAKOHEYHUK UMMNAKTOPa YaLluKu.

PekomeHayeTCA NOMECTUTb TaMMOH MeX/y HaKOHEeYHUKOM MMMNaKTopa
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Cwup impactor and Cup holder adaptor diameters from 41 mm to 69 mm
with a step of 2 mm are used for implantation of the BI-MENTUM
PressFit Cup as follows:

Assemble the BI-MENTUM Press-Fit Cup to the cup impactor (the size
should be the same as that of the final reamer).

The notch on the cup holder adaptor O makes it possible to visualize the
mark on the face of the implant which must be positioned towards the roof of
the acetabulum.

The indination of the cup should be set to approximately 45° and anteversion
(between 15° and 20°) should be checked before impaction (Figure 24).
Proceed with impaction and open the handle to release the implant.

To complete the impaction ofthe implant, it is possible to use the impaction
shaft and cup impactor tip.

It is recommended to place a swab between the cup impactor tip and the
polished surface ofthe cup.
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YaUIKH ¥ NOAHPOBAHHON NOBEPXHOCTHIO JAMIKH.

Ecnu HeofxoaHMO NepeopHeHTHPOBATD YalLKY, YOeAHTeCh, 9TO OHA
MOBTOPHO YHapPHIAch NOCAE YCTAHOBICHHA XENacMOH OPHEHTALHH.

Ha koHuHKe HMNAKTOpa ¢ BLIMYKNO# 9alIKOK €CTh BHEMKA, KOTOPYIO MOXHO
YCTBHOBHTb Ha Nepr(pepHH JaKH, eCiTH noTpedyeTcs NepeopHERTaLIA
(Pucynok 25).
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Should it be necessary to re-orientate the cup, make sure it is re-impacted
after establishing desired orientation.

The convex cup impactor tip has a notch that can be seated on the periphery
of the cup should re-orientation be required (Figure 25).
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C3H»4' .-l o>

ApjanTtep gna gep>kartena yawek guameTtpom oT 41 Mm 40 69 MM C warom
2 MM UCMONb3yeTca ANng umnnaHtaumm dawek BI-MENTUM nntoc n
PEBU3NOHHON ANA CO0PKN BEPTNYXKHOM YalleyKn K yJapHOR pyuyke

MpaBUNbHO Nof06PaHHbIN afanTep ANA AepXKaTens yalleK yXKe A0/MKEH ObiTb
YCTaHOBJIEH Ha pyuKe.

Y6eautech, 4TO CMOTPOBOE OKHO NPaBWU/IbHO BbIPOBHEHO C MMMIAHTATOM,
3aTeM caenaiiTe pblyar, YTo6bl 3arpy3uThb YallKy Ha pyuky (PUCYHOK 26).
PeKOMeH/lyeTcst UCMO0/b30BaTh MHCTPYMEHT NS TOr0, YTOGbI 3a6paTh YallKy
HEernocpeACTBEHHO M3 BHYTPEHHE YNaKoBKy.
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Cup holder adaptor diameters from 41 mm to 69 mm with a step of 2
mm is used for implantation of the BI-MENTUM Pius and Revision
Cups for the assembling the acetabular cup to the impaction handle

The correctly sized cup holder adaptor should already be assembled to the
handle.

Check that the viewing window is correctly aligned with the implant then
does the lever to load the cup onto the handle (Figure 26).

It is recommended that the instrument is used to pick up the cup directly from
the inner packaging.
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PUCYHOK 26 - Y6eauTecb, YUTO CMOTPOBOE OKOLWKO (A) NpaBuibHO BbIPOBHEHO C uMnnaHTaTtoMm / Figure 26 - Check that the viewing window (A) is correctly
aligned with the implant

HanpaBuTenb cBepna, Wunubl AN WTUPTOB AN UMNAKLUM aHKEPHbIX
WTUGTOB, UMNAKTOPbI 4715 LWUTU(HTOB NPSAMON U U30THYTbI

MomecTnTe rnMbKoe CBEPSIO HA HaNpPaB/AOLWYO.

HaignTe HanpasBnawoLLY Ha OTBEPCTUAX A1 WTU(TOB.

O6a oTBEPCTUA LO/MKHbI ObITb NOATOTOBNEHBI OAHOBPEMEHHO. [pocBepauTe
Hanpas/AOLLYIO L0 ynopa, UCNOJb3yA HanpaBuTesb cBepna Ans
obecneyeHuns LeHTpann3aLmm ceepna B OTBEPCTUM U NOJ NPaBU/IbHbIM YTr10M
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Drill guide and Peg forceps for the impacting the Anchoring Pegs,
Straight and Curved pegs impactor

Place the flexible drill on the guide.
Locate the guide on the peg holes.

Both holes should be prepared at the same time. Drill through the guide up to
the stop, using the drill guide to ensure that drill is centralized in the hole and
at the correct angle relative to the bearing surface (Figure 27).
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OTHOCWUTENbHO OMOPHOI NOBEPXHOCTU (PUCYHOK 27). Forceps are provided to allow the anchoring pegs to be held securely during
LWunnubl npegycMoTpeHbl 415 TOro, YTo6bl aHKEPHbIE WTUMTLI HAZEXHO insertion.

YAEPXXNBaANNCb BO BPEMSA BCTaBKMU. Introduce and partially insert each peg to ensure correct alignment. Both
BBegnTe M 4aCTUYHO BCTaBbTe KaXAbIW WTUPT, 4TOOLI 06ecneynTb anchoring pegs should then be fully seated using either the straight or curved
npaBubHOE BbipaBHUBaHUE. 3aTeM 06a aHKEePHbIX WTUHTA AO/MKHbI ObITh impactor (Figure 28).

MOSIHOCTbLI0 YCTaHOB/IEHbI C NOMOLLLIO MPAMOro UAN U30rHYTOro UMnakropa It is important to check that the anchoring pegs do not stand proud of the
(pucyHok 28). inner surface of the shell (Figure 29).

BaXHO NpoBepuTb, YTOOLI aHKEPHbIE WTUMTLI HE BbICTYNanu 3a
BHYTPEHHIOI MOBEPXHOCTb Kopnyca (PUCYHOK 29).

PUCYHOK 27 - Y CcTaHOBUTE TMOKOe CBEP/I0 Ha HanpaB/doLWLYH0 1 NpocBepauTe 06a oTBepcTus ogHoBpemMeHHo / Figure 27. Place the flexible drill on the guide
and drill both holes at the same time
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PuUcyHoK 28 - YcTaHOBKa WTU(MTOB Ha Yawwky / Figure 28. Assembling the pegs to the cup

PucyHok 29 - YbeguTtecb, YTO aHKepHble WTU(TLI He BbICTYMAlOT 3a BHYTPEHHIOI0 noBepxHOCTh / Figure 29. Check that the anchoring pegs do not stand
proud of the inner surface

HanpaBuTenb ceepna v namepuTenb rnyo6uHbl 41 UMONaHTaumu Drill guide and Depth gauge for the implanting the Superior Cortical
BEPXHUX KOPTUKA/IbHbIX KOCTHbIX BUHTOB Bone Screws

39
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Mepes ncnonb3oBaHem Heo6XOAMMO NPOBEPUTL COCTOSAHUE CBEPNa,;
Heo06X0ANMMO NCNONb30BaTb BbICOKYH CKOPOCTb BpalleHusa (npumepHo 1000
06 / MUH). CBepnieHne J0NXKHO BbINOMHATLCA OCTOPOXHO, 0CO6EHHO MO
OTHOLUEHUIO K BHYTPEHHEN Kope KOCTU. MepeHanpaBneHne ceepna
BO3MOXXHO MOC/Ne NMPOHWKHOBEHMA BO BHELLHIOK KOpY.

Wcnonb3yiiTe HanpasuTe/b CBepfa A48 LeHTPUPOBaHUA CBepaa B OTBEPCTUM
(PucyHok 30). HanpasuTenb fo/mKeH 6bITb OPUEHTMPOBAH CBepXY (NOA
yrnom 45 ° no OTHOLWEHWIO K TOPU30HTa/IbHOM NA0CKOCTH) U C3af4u Nog,
YIr/I0M HacTO/IbKO HAaK/IOHHO, HACKOJ/IbKO 3TO MO3BOJIAET rpebeHb
noAB340LHON KOCTH, 06ecneynBas, YToObl BUHTbI OblIM HaNpas/eHbl B
6e3onacHyt0 30HY (pucyHok 31).

MpoceepnnTe 0TBEPCTUE 40 MPOTUBONONOXKHON KOPbI, CHAMUTE CBEP/IO U
n3MepbTe rNYyOGUHY C NOMOLLbIO U3MEPUTENS TNYOUHbI.

BbibepuTe ANMHY KOPTUKANbHOIO KOCTHOMO BMHTA 5,0 MM, KOTOpas nyutie
BCEro COOTBETCTBYET U3MEPEHHON rNy6buHe OTBEPCTUSA, HE NMPOHMKaA B
MeAnanbHY KOpy, U BCTaBbTe ero BPYYHYH WK C YCUINEM, CTapasach He
3aTAHYTb BUHT C/IMLLKOM CU/bHO.

Mocne TOro, Kak KOPTUKanbHble BUHTbLI 6bININ BCTaBNEHbI, HEO6XOANMO
MOBTOPHO BO34eMCTBOBATb Ha KOJbILLKW.
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The condition of the drill must be checked before it is used; a high rotation
speed must be used (approximately 1,000 rpm). Drilling must be done
carefully, particularly in relation to the inner bone cortex. Redirection of the
drill is possible after penetrating the outer cortex.

Use the drill guide to centralize the drill in the hole (Figure 30), The guide
must be oriented superiorly (at a 45° angle in relation to the horizontal plane)
and posteriorly at an angle as obliquely as the iliac crest enables, ensuring
that the screws are directed towards the safe zone (Figure 31).

Drill to the opposite cortex, remove the drill and measure the depth with the
depth gauge.

Select the length of 5.0 mm cortical bone screw that best matches the
measured depth ofthe hole without penetrating the medial cortex and insert it
either manually or under power, taking care not to over-tighten the screw.
The pegs must be re-impacted after the cortical screws have been inserted.
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Sehmuen-fohwon

Pucyrok 30 - Hcnonsayiite HanpaBHTens CBEpIia JUIS USHTPHpOBaHHs cBepia B orsepcTiH / Figure 30. Use the drill guide to centralize the drill in the hole

Pucysok 31 - Ceepno gomxHo SuiTh HanpasieHo BBepx d Hasaj / Figure 31. The drill should be aimed superiorly and posteriorly

41

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



cl) DePuySynthes

SSCVWIMIEINH

|/|MI'IaKTOp rosIioBK1, Hacagka gna mnMmnakKumnn BKnagblila

B0O3MOXHbI fBa BapnaHTa:

e MoHTax Ha CcTone;

e Co6opKa Ha mecTe.

MpumeyaHue: He06X04MMO UCMOb30BATb MOAY/IbLHYHO r0/10BKY DePuy
Synthes 12/14 ARTICUL / EZE ™.

BaxHo: B 060MX cny4vasx yganute N0y XUAKOCTb C NOBEPXHOCTY
rONI0BKW W BHYTpY NaiHepa nepes c60pKoi, Tak Kak 3TO MOXET cAenatb
HEeBO3MOXXHOW (hnKcaLnio Ha ronoBke.

Cobopka cTona

CKpyTUTE ONOPHbIA KOHYC 1 AemngupytoLlee KonbLo, y6eanBLLINCh, YTO OHU
HaxodsaTcsa Mo UeHTpy BUIKK (PUcyHOK 32).

[epxute npecc gns xegnanHeposB BEPTUKANbHO Ha CTONe.

MomMecTuTe roN0BKY Ha OMOPHbLIA KOHYC, ¥ MOMECTUTE NlaliHep Ha FONOBKY.
COXMUTE PyUKW, YTOObI YMEHbLINTL BKAaAbIW Ha rON0BKY, COXpaHas npu
3TOM BKNagblll B OCM OMOPHOr0 KOHYCa fnpecca BO BPeMsa Crycka NopLUHA
(pncyHok 33).

Bo Bpems yCcTaHOBKWM BKfafbllla Ha roN0BKY MOMAb30BaTe b MOYYBCTBYET
[BYKpaTHOE YBe/MYeHNe CONMPOTUBNEHNA N YCNbIWNUT ABa
nocnefoBaTte/ibHbIX 3BYKa, KOrja rojfioBka NpoxoAnT yepes ukcupytoLee
0TBepcTUe, a 3aTeM BO3AYX BbIXOAWUT M3 NofwmnnHuka. MNMpasmnbHas coopka
NOATBEPXaeTcA, ecnv BKNaAbllw cBOOOAHO BpalwaeTcs BOKPYr rofIoBKU.

MopaxeHne ronoBKu 6eJpeHHON KOCTU

TwartenbHO 0YMCTUTE M NPOCYLINTE KOHYC LUTOKA, YTOObI yAanuTb TBepAble
4acTULbl.

MomMecTuUTe rofIoBKY 6e4peHHOl KOCTU Ha KOHYC U Cnerka noctyyuTe no
610Ky MOAroN0BHMKA C NOMOLLbI HAacaAKu ANA UMNaKLMW BKNagblLwla
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Liner head impactor

Two options are possible:

e Assembly on table;

e Assembly in situ.

Note: A DePuy Synthes 12/14 ARTICUL/EZE" modular head must be used.

Important: In both cases remove any liquid from the surface ofthe head and

inside the liner prior to assembly as this may render the snap fit over the head
impossible.

Table Assembly

Screw the support cone and the damping ring together, ensuring that they are
centered on the fork (Figure 32).

Hold the head-liner press vertically on the table.

Place the head on the support cone and position the liner on the head.
Squeeze the handles to reduce the liner onto the head while maintaining the
liner in the axis of the support cone of the press during the descent of the
piston (Figure 33).

During assembly of the liner onto the head, the user will feel resistance
increase twice and hear two successive noises as the head passes the retentive
bore and then air escapes from the bearing. Correct assembly is confirmed
when the liner rotates freely around the head.

Femoral Head Impaction

Clean and dry the stem taper carefully to remove any particulate debris.
Place the femoral head onto the taper and lightly tap the head-liner assembly
using the liner inserter (Figure 34).

Ensure bearing surfaces are dean and avoid any to the bearing surface during
reduction.
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(pucyHok 34).
Y6ennTech, YTO OMOPHbIE MOBEPXHOCTM SABNAOTCA AeKaHOM U n3beraTb
Nn060ro K ONOPHOM NOBEPXHOCTM BO BPEMS BOCCTAHOB/IEHMS.

Cbopka Ha mecTe

PasmecTnTe HOXUMHYIO BUNKY BOKPYT LIEAKN CTEPXHA U NOJ roN0BKOM
nMmnnaHTtara (pUCyHokK 35).

BbipoBHAWTE naitHep No ocy LeiKkn BO Bpems CO0PKU, cness 3a TeM, 4ToObI
BblpaBHMBaHNE COXPaHANOCH 40 3aBepLUEHNs COOPKM.

MomecTunTe NaiHep Ha ronoBKy.

COXMUTE PyUKM, YTOObI YMEHbLUWTL BKNAAbIL HA FO/10BKY, COXpaHssa npu
3TOM BK/afblll B OCY OMOPHOr0 KOHYca npecca Bo BPeEMS CMycKa MopLUHSA
(pncyHoK 34).

Bo Bpems yCTaHOBKM BKNafbllla Ha rofI0BKY Mosib3oBaTeslb MOYYBCTBYET
ABYKpaTHOe yBenMYeHne CONPOTUBAEHUSA W YCNbIWWT ABa
nocnefoBaTe/ibHbIX 3BYKa, KOrfa rofioBka NpoxoAuT yepes (hUKCUpyroLLee
0TBEpCTHUe, a 3aTeM BO3AYX BbIXOAUT U3 MOALIMMHMKA. [TpaBunbHas coopka
MOATBEPXAAeTCA, eCnu NnaiHep cBOGOAHO BpaLlaeTCs BOKPYT rOMOBKMU.

CHATMe npecca c60pku naiHepa
Mocne TOro, Kak nanHep 6ynet cobpaH ¢ ronoBKoi, pa3bnokupyiiTe npecc,
HaxxaB Ha (mkcaTop (pucyHokK 35).
Mepep BOCCTaHOBNEHWEM y6e[UTeCh, YTO MeXAY r0N0BKOM U BKNablLLeM

eCTb CBOGOAHOE ABMXeHMEe. OCTaTOUYHbI/ BO34YyX MOXET NpeaoTBpaTUThb 3To,

“ B 3TOM C/ly4ae MOBTOPHO COXMUTE, YTOObI BbINYCTUTL BECb 3aXBAYEHHbI
BO3AyX. [MoBTOpKTE 3Tanbl CHOPKM.
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Assembly in situ

Position the press fork around the stem neck and under the implant head
(Figure 35).

Align the liner to the neck axis during assembly, ensuring that the alignment
is maintained until complete assembly is achieved.

Position the liner on the head.

Squeeze the handles to reduce the liner onto the head while maintaining the
liner in the axis of the support cone of the press during the descent of the
piston (Figure 34).

During assembly of the liner onto the head, the user will feel resistance
increase twice and hear two successive noises as the head passes the retentive
bore and then air escapes from the bearing. Correct assembly is confirmed
when the liner rotates freely around the head.

Removing the Liner Assembly Press

Once the liner is assembled to the head, unlock the press by pressing the
release tab (Figure 35).

Before reduction ensure that there is free movement between head and liner.
Residual air may prevent this from happening, in which case re-compress to
release any trapped air. Repeat assembly steps.
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PucyHok 32 - C6opka 0NopHOro KOoHyca 1 3akuMHoe KonbLo / Figure 32. Assembling the support cone and clamping ring

PucyHok 33 - MNogaep>aHue BblpaBHMBaHMA BKNadblla K ocv onopHoro KoHyca / Figure 33. Maintain alignment ofthe liner to the axis ofthe support cone
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5.2. BO3MOXHOCTb M METOAbI MHTerpauun ¢ ApyruMun MeanumuHCKUMu
n3gennammn

Mpoun3soguTens rapaHTUpPyeT COBMECTUMOCTb CBOMX Pa3/IMUHbIX
OpUTMHaNbHbIX UMNNAHTATOB U/UNN NHCTPYMEHTOB nponssogctea SERF.
Heobxoanmo co6ntofaTb MHCTPYKLMM MPOM3BOANTENSA MO UCNOb30BaHUIO
KOHKPeTHbIX n3gennii. Mpon3BoguTens He NPoBepsn COBMECTUMOCTb
n3genunin nponssoactea SERF ¢ nsgenmamm gpyrux npousBoguTtenei, B
CBAA3M C 3TUM HE PEKOMEHAYeTCA UCMO/b30BaTh U3LeNNA NMPOU3BOANTENSA C
N3LENNAMMN SPYTUX NPOU3BOAUTENEN, TaK KaK UX AM3aitH, MaTepuansl,
MeXaHWYecKue CBOMCTBA U KOHCTPYKLMA HE FTapMOHMU3MPOBaHbI.
Mpoun3BoguTeb He HECET OTBETCTBEHHOCTU 3a /10ObIe OCNOXHEHUS,
BO3HMKLUME B pe3ynbTaTe UCMOAb30BaHUSA n3aenuii npomssoactea SERF
COBMECTHO C MU3eIaMUN APYTruX NPon3BoLUTENEN.

6. ONMMNCAHVWE MEONLUWVWHCKOIO U3L4ENNA N
MPUHALNEXHOCTEW

MpumMeYvaHue: NpUMBELEHHbIE HMXe N306paXeHNS HOCAT MHDOPMaLNOHHbIV
XapakTep 1 npu3BaHbl NPOLEMOHCTPUPOBATb 0O WA BN U KOHCTPYKLNIO
MeAMLMHCKMUX n3aennin 6e3 macluTabnpoBaHus

[epxaTenb YalweK MUHUVHBA3UBHbIN

Uv

5.2. The possibility and ways of integrating with other medical devices
The manufacturer guarantees the compatibility of its yarious original
implants and / or instruments from SERF. The manufacturer's instructions for
the use of specific products must be followed. The manufacturer has not
checked the compatibility of SERF products with products from other
manufacturers, therefore it is not recommended to use the manufacturer's
products with products from other manufacturers, since their design,
materials, mechanical properties and construction are not harmonized. The
manufacturer is not responsible for any complications resulting from the use
of SERF products in conjunction with products from other manufacturers.

6. DESCRIPTION OF THE MEDICAL DEVICE AND ACCESSORIES
Note: The following images are for informational purposes only and intended
to demonstrate the General appearance and design of the MD, and are not to
scale.

Minimally invasive gripper shaf

.
I 1i

PucyHok 36 - [epxaTtenb yawek MUHUMHBa3MBHbIN / Figure 36 Minimally invasiye gripper shaf

Oh no3BoNAET NO3NLMOHNPOBATL U NMPaBUIbHO OPUEHTUPOBATH YallKy
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He allows the positioning and the correct orientation of the cup
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rriuMnirs or

SKCTpaKTop BKNafbllla Liner remover

PucyHok 37 - 9kcTapKTop Bknagblwa / Figure 37. Liner remover

Oh no3BONSET N3BMEYL F0/10BKY O6eipeHHOIN KOCTU U3 NnaitHepa v / nnu He allows the extraction of the femoral head out of the liner and/or the
06HaXWUTb CyCcTaB B COOTBETCTBUN C BbIOPaHHbIM XMPYpPruyeckum nogxogom. exposure ofthe joint according to the surgical approach chosen.
PykosaTKa nmnakTtopa 4allku Impaction shaft

PucyHok 38. PykosiTKka umnakrtopa yYawku / Figure 38. Impaction shaft
Mo3BonseT NO3ULMOHNPOBATL M NPaBU/IbHO OPUEHTUPOBATL YalLKy Allow the positioning and the correct orientation of the cup
Hacagka g1a vMnakumm Bknagblia Liner inserter tip

PucyHok 39. Hacagka ona umnakuum sknagbiwa / Figure 39. Liner inserter tip
KOHLEeBOM yAapHbIli 3/1eMeHT N03BONAET 3aBepLUNTb UMNAKYLMIO YallKK,
Npu He06X0AMMOCTH Cnerka NepeopueHTUpys vawky. HakoHeUHNK End piece impactor allow to finalize the impact of the cup with, if needed, a
N3roTOB/EH M3 NONMMeEPa, YTOBbI HE MOBPEAUTb UMNAHT. slight reorientation of the cup. End piece are made of polymer to avoid
damaging the implant.
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MmnakTop yallku Cwup impactor

(n

PucyHok 40. MmnakTop yaliku / Figure 40. Cup impactor

KOHLEBOW yaapHbIil 3neMeHT N03BO/AET 3aBEPLUMNTb MMMAKYL MO YallKu, End piece impactor allow to finalize the impact of the cup with, if needed, a
npn HEOO6XOAUMOCTM CNerka NepeopueHTUpPys vawky. HakoHe4YHMK slight reorientation of the cup. End piece are made of polymer to ayoid
M3roTOB/IEH M3 NOIMMepa, YTOObl He NOBPEAUTL UMMAHT. damaging the implant.
MMnakTop rosioBku Liner head impactor

K L

PucyHok 41 - mnakTop ronosku / Figure 41. Liner head impactor

MIMMNaKTop ronoBKKU M 3aMacHble YacT MO3BOMAIOT 3aleMUTb KOHEUYHYHO The Liner Head Presses and spare parts allow impaction of the final femoral
rof0BKy 6efpeHHO KOCTU B (PUKCUPYIOLLEM BKNaAblWe C ABONHON head in the dual mobility liner which is retentive. The effort allowed by the
NOABWKHOCTbIO. Y cunume, fonyckaemoe Npeccom, afanTupoBaHo K press is adapted to the retention force of the liners. The press is studied to not

yAepXuBatoLLeil cune Bknagbllleid. IMnakTop ronoBku npogymaH, 4tobel He  damage the implants
NOBPeANTb MMMNAHTAThI.
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Wunubl gns wWTndToB Pes forceps

PucyHok 42 - W unHbl nng wtudTtos / Fipiire 42 Pea forceps
OHM ncnonb3yoTCH AN YAaPOB U yAiepxaHus WTU(pTos They are used for peg impaction and pea holding.
ApanTtep Ana Bknagbliwa npo6bHOro 4Nn4 ronoBOK guameTpom 22,2 n 28

MM Trial liner adaptor 0 22,2/28 mm

PucyHok 43. AganTep AN14 BKNafblwa Npo6bHOro ana ronoBok guameTtpom 22,2 n 28 mm / Figure 43. Trial liner adaptor 0 22,2/28 mm
AfanTtep BKnagblwa npo6bHOro no3sosseT NPoBOANTb MNPOGHbLIE UCMbITAHUA Trial liner adaptor allow trial tests for 22,2 femoral heads. It can be combined
roN0BKN 6epeHHON KOCTK 22,2. EFr0 MOXHO KOMOBMHMPOBaTL C NPOOHbLIM with the IEQ06 trial liner.
naliHepom IE006.
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3N

ApfanTtep ANnA fepxXaTena yalwek guameTpom oT 41 MM 40 69 MM C Wwarom

) Cup holder adaptor diameters from 41 mm to 69 mm with a step of 2 mm
MM

PuUCyHOK 44. AfanTtep ans fep)katens yalwlek gnameTpom ot 41 MM o 69 mm ¢ warom 2 mm / Figure 44. Cup holder adaptor diameters from 41 mm to 69
mm with a step of2 mm

CapaHTUpyeT, 4TO TecToBasi BEPTNYXXHaa BNaAuHa n nocnefHss BepTnyxHas  Ensures that the test acetabulum and the final acetabulum will hold together
BnaguHa 6yayT fepXxaTbCcsi BMecTe npu yctaHoBke Ha MP010 unm MP0O2QL.  when mounted on the MPOIO or MPO20L.

Kntou yrnoBon wecTurpaHHbliii guameTpom 6 Mm Hexagonal angled wrench with a diameter of 6 mm

PucyHoK 45. Knto4 yrnoBoil WwecTurpaHHblii gnametpom 6 mm / Figure 45. Hexagonal angled wrench with a diameter of 6 mm

LLlecTUrpaHHbI KNOY UCMOMb3yeTca ANng pa3sbopKu npecca ¢ ruib3oin npu The hexagonal wrench is used to disassemble the liner head press if necessary
HEeo06XoANMOCTM.
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Bknagblwn npobHble guameTpom oT 41 MM 0 45 MM ¢ warom 2 mm gna  Trial liners with a diameter of 41 mm to 45 mm with a step of 2 mm for a
ros1I0BKU 22,2 MM 22.2 mm head

PucyHok 46. Bknagbllwy npo6Hble guameTpomM oT 41 MM Ao 45 MM ¢ warom 2 mm gns ronoskun 22,2 mm / Figure 46. Trial liners with a diameter of41 mm to
45 mm with a step of 2 mm for a 22.2 mm head

Mpo6Hble BKNagbiWmy 1 aganTtep UCMNONb3YTCA AN AUHAMUYECKUX Trial liners, and adapter are used for the dynamic tests before implanting the
MCNbITAHWIN Nepea MMNNaHTaLUMed KOHeUYHbIX YCTpoincTB (npoBepka Bbibopa  final devices (validation of the choice of components, length of head, etc.).
KOMMOHEHTOB, A/INHbLI TONOBKM N T. [1.). AganTtep 22.2 / 28 no3sonset The 22.2 / 28 adapter allow testing with all heads by limiting the number of
NMPOBOAUTb UCMbITAHMUA CO BCEMM TO/IOBKAMU, OrpaHU4mnBas KonM4ecTso liners available in the line.

BKNafblLWel B NNHENKE.
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Yaw Kk npobHble AnaMeTpom oT 41 MM A0 69 MM C LWarom 2 Mm Cups trial with a diameter from 41 mm to 69 mm with a step of 2 mm

PucyHok 47 Yalwwku npobHble guametpom oT 41 Mm o 69 mMm ¢ warom 2 mm / Figure 47. Cups trial with a diameter from 41 mm to 69 mm with a step of 2
mm
Mpo6HbIe YalLIKW UCMONb3YITCA ANA ONpejeneHns akTUBHOCTM nNpecc-
(hMTMHra nepes yCTaHOBKON 6ecLieMeHTHOro nMnnaHTara. McnoitaHue Ha
MPeccoByto NocafKy NPoBOAUTCA C NPOOHON YaLlKON TOro e pa3Mmepa, yYTo
M NOCNeAHAS UCNONb30BaHHasA pa3BepTKa.
ApanTtep ons gepxartens gpes Reamer adapter

The trial cups are used to gauge whether the pressfit is active before
impaction of the cementless implant. The pressfit test is performed with the
trial cup of the same size as the last reamer used.

PucyHok 48. AganTep ans gepxarensa gpes / Figure 48. Reamer adapter
Ob6ecneynBaeT COeMHEHNE MEXAY XUPYPrUYeCcKUM ABUTaTENeM U

ep)xatefieM pasBepTKN PYYKM, KOTOPbIA nmeeT 60nbioi AO. .
AeP P P Py P Allows the connection between the surgery motor and the handle reamer

holder, which has a large AO.
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[epxartens dpes Reamer handle

PucyHok 49. flepxatens pes / Figure 49. Reamer handle

PyuKa pa3BepTKu NO3BO/SIET MCNO/b30BaTh BEPTNYXKHbIE Pa3BEPTKU C .
x1)4/ I'pl/IHECKpVIM BATATENeM. DOCTVITHEIM B or?e ;/ MOHHSX ﬂ,(F))CT HbI Reamer handle allow the use ofthe acetabular reamers with the surgery
He(?l)(/gﬂbKO qu'D'B 3aBVICI/IM(;C|qTVI 0}; Mna Haca ?(MU' 386 T};M " y motor available in the operating rooms. Several handles are available

Py AKM D P depending on the type of reamer’s attachment and the surgical approach.

XUPYpPruyeckoro foctyna.
®pesbl guameTpom o1 41 MM 0 69 MM C LWIarom 2 mm

Reamers with diameters from 41 mm to 69 mm with a step of 2 mm

PucyHok 50. dpesbl guameTpom oT 41 mMm fo 69 mm ¢ warom 2 mm / Figure 50. Reamers with diameters from 41 mm to 69 mm with a step of 2 mm
hpestiiossonsoTMPenapugosars auetdbynsgiifito sridiiisy ik Aeetalsebar Teame¥s dHoW Htetdittun™s preparatidtii 0 enstire thé 6td

ob6ecrneyeHns xopowen cTabuabHOCTU MMMNNaHTaTa. stability of the implant.
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[ep>xaTenb nnacTuH NPo6HbIX Plate Positioner

/

'1- -i
PucyHok 51. lep>xxatenb nnacTuH NpobHbixX / Figure 51. Plate Positioner
Mcnonb3yetca 4na NpaBuaAbHOIO NO3ULNOHUPOBAHUS YCUIMBAtOLLLE
NAacTUHbI Nepej 3aBUMHYMBaHNEM
CBep/sio BUHTOBOE AnamMeTpom 3,2 MM, AsinHa 150 mm Drill screw, diameter 3.2 mm, length 150 mm

Used to correctly positionnate reinforcement plate before screwing

*o

PucyHok 52. CBep/sio BUHTOBOE AnameTpom 3,2 MM, AnnHa 150 mm / Figure 52. Drill screw, diameter 3.2 mm, length 150 mm
MoaroTaBNuBaeT OTBEPCTME Nepes MMMNaHTauMe wWTmudTa Uan BUHTA. Allow the hole preparation before implanting the peg or the screw.
HanpaBuTenb cBepna Drill guide

PucyHok 53. Hanpasutens csepna /Figure53. Drill guide
OHV MCNoMb3YTCA 419 HanpaBNeHUs CBEPNEHNS NOA4 BUHTbI U/ Unn They are used to guide the drilling for screws and/or for pegs.
WTUPTHI.
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MnacTuHbl NPOBGHbIE C BHEWHUM gnameTpom oT 50 MM go 60 MM ¢ Trial plates with an outer diameter 0of 50 mm to 60 mm with a step of2
lwaroMm 2 MM A4ns yawek NpobHbIX gnameTpom oT 43 MM 40 53 MM C mm for Cups trial with a diameter 0f43 mm to 53 mm with a step of 2
warom 2 MM mm

PucyHok 54. MnacTrabl NPo6HbIE C BHELWHUM AnaMeTpom oT 50 MM A0 60 MM C warom 2 Mm A/ YalleK Npo6HbIX AnaMeTpom oT 43 MM A0 53 MM C Larom 2
mm / Figure 54. Trial plates with an outer diameter of 50 mm to 60 mm with a step of 2 mm for Cups trial with a diameter of43 mm to 53 mm with a step of

2 mm
Mpo6Hble NNACTUHBI UCMONbL3YIOTCA AN1F NOATBEPXKAEHUA Bbl6Opa Trial plates are used to validate the choice ofthe definitive reinforcement
OKOHYaTe/IbHOW apMuUpytoLLeil NNacTuHbI. plate
OTBepTKa MexaHn4yeckas Cc lWWeCTUrpaHHbIM HAaKOHEYHUKOM Motor screwdriver

PucyHoK 55. OTBepTKa MexaHn4yeckas ¢ WecTUrpaHHbIM HakoHeuyHnKom / Figure 56. Motor screwdriver

OTBepTKa Snapfit ncnonb3ayercs AN 3aBUHYMBAHMSA LIYPYMNOB C MOTOPOM. Snapfit screwdriver are used to screw screws with a motor
OTBepTKa C WeCTUrpaHHbIM HAKOHEYHUKOM Manual screwdriver
|

PucyHok 57. OTBepTKa C WWeCTUrpaHHbIM HakoHe4YHMKOM / Figure 57. Manual screwdriver
OTtBepTka Snapfit ncnonb3yercs Ans 3aBUHYMBAHMSA LWYPYNOB C MOTOPOM. Snapfit screwdriver are used to screw screws with a motor

55

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



cl) DePuySynthes

N3mepuTenb rnybuHbl Depth gange

PucyHok 58. iameputens rnybutsl / Figure 58. Depth gauge

Mcnonb3yeTtcs gns 0603HaYeHNs ANWHbI BUHTA 40 MMNNaHTaTa. BUHT Used to indicate the length of the screw to implant. The screw must be
Heob6X0ANMO NPUKPENUTb K 060MM KOPTUKa/IbHbIM KOHLaM. attached to both cortical ends.
JKCTpaKTop ANd WTUPTOB Peg extractor
tr
11
y

PucyHok 59. 3kcTpaktop gnd wtugtos / Figure 59. Peg extractor
Vcnonb3yeTtca gns CHATUA WTUGTOB U/ unn Ang MOLenupoBaHua iaHLues.

. Used to remove pegs and/or for flanges modeling. The modeling is used to fit
MogaenvpoBaHne UCNONb3YeTCA ANA NOATOHKM (hNaHLeB K yriy BepTayXXHOA

the flanges to acetabulum’s angle.

BNafAvHbI.
MmnakTop gna wtngToB NPAMONA Straight peg impactor
PucyHok 60. MimnakTop Agnsa wtudToB npsmoli / Figure 60. Straight peg impactor
OHM “CNoNb3yTCca 419 Y4apOB 1 yAepXaHusa WTUGTOB. They are used for peg impaction and peg holding.
MmnaKTop A1 wTnhTOB U30THYThIA Curved peg impactor
olas’
PucyHok 61 mimnakTop Ana WtudToB n3orHy Tl / Figure 61. Curved peg impactor

OHM 1UCcnonb3yrTCa ANA YAaPOB U yAepXaHUs WTUPTOB. They are used for peg impaction and peg holding.
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c I AL
CBepnio Ang WtnToB rMbKoe fuaMeTpom 5 mm Flexible drill studs with a diameter of 5 mm

.. N

PucyHok 62. Ceepsio gna wtungtos rubkoe guametrpom 5 mm / Figure 62. Flexible drill studs with a diameter of 5 mm
MogroToBAMBaeT 0TBEPCTUE Mepes MMMNNaHTaumMel WTudTa WAn BUHTA. Allow the hole preparation before implanting the peg or the screw.
L(OZH;elzlol-;ep ana ctepununsaunm MHcTpymeHtoB BI-MENTUM c noTkom BI-MENTUM Tray Ne 1and Ne 2

oy v\

Y> —oomee-
PucyHok 63. KoHTeliHep ans ctepununsaunmn nHctpymeHtos BI-MENT JM ¢ notkom Nel u Ne2 / Figure 63. BI-MENTUM Tray Ne 1 and X» 2

O6ecneynBaeT 6e30MacHy0 YNakoBKY 1 TPAaHCNOPTUPOBKY UHCTPYMEHTOB Allows a safe package ans transport of the instruments
KoHTenHep gna ctepunnsaunm mHctpymeHtos BI-MENTUM ansa BI-MENTUM Tray for Drills
cBepfieHuns

% \

\ 4 ‘A

‘/

PucyHok 64. KoHTeliHep Ans cTepunusaunm uHctpymeHto BI-M INTUM pgnsa ceepnenuna / Figure 64. BI-MENTUM Tray for Drills

O6ecneynBaeT 6e30MacHy0 ynakoBKY M TPaHCNOPTUPOBKY MHCTPYMEHTOB Allows a safe package ans transport of the instruments
KoHTeliHep gnda cTepunmnsaynm MHcTtpymeHtos BI-MENTUM ans BI-MENTUM Tray for Plates
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nnacTtuH

PucyHok 65. KoHTeliHep ana ctepunmsaymm nHctpymeHtos BI-MENTUM pana nnactuH / Figure 65. BOMENTUM Tray for Plates
O6ecneynBaeT 6€30MacHy0 ynakoBKY U TPAHCMOPTUPOBKY MHCTPYMEHTOB Allows a safe package ans transport of the instruments
KoHTeliHep ana cTepmansaunm ONONHUTENbHOIO0 KOMMIeKTa

nHcTpymeHTOB BI-IVIENTUM BI-MENTUM Expansion

PucyHok 66. KoHTeitHep ans cTepunmsaunm nHctpymeHToB BI-MENTUM pgononHuTtensHblid/ Figure 66. BI-MENTUM Expansion Tray
7TTEXHUUECKUWE XAPAKTEPNCTUKN MU
MpuMeyaHue: NpUBELEHHbIE HUXKE N306paXKeHUA HOCAT MH(OPMALMOHHBIN
XapakTep 1 Npu3BaHbl MPOAEMOHCTPMPOBATL O6LLNIA BUA U KOHCTPYKLUIO
MeAULMHCKNX n3gennii 6e3 maclwtabnpoBaHus.
B Tabnuuax 7-38 BeC MHCTPYMEHTOB yKa3aH 6e3 ynakoBKM.

7. TECHNICAL CHARACTERISTICS OF MD

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

Weight for instruments is indicated without package in tables 7-38.

Jep>xxaTenb yaweK MUHUUHBA3UBHbIN Minimally invasive gripper shaft
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Tapered «P
LMermwk

Tabnuua 7. TexHnuyeckune xapaktepuctku/Tab e 7. Specifications

O6uaa gnmHa c O6uwas WwupmnHa c O6wasn BbicoTa c Macca c gonyckamn, LllepoxoBatocCTb,
Aonyckamu, Mm / Aonyckamu, Mm / ponyckamu, MM/ T/ Weight with MKM / Roughness, pm
Overall length with  oyerall width with Overall height with  tolerances, g
tolerances, mm tolerances, mm tolerances, mm

334,59 £ 10% 91,2+10% 48 =+ 10% 895,21 £5% Or0,1lp01

SKcTpakrop BKnagbllia
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cAMMM><4|obutom

Liner remover

Tabnuua 8. TexHuueckune xapaktepuctku/Table 8. Specifications

O6LWas WwnpunHa c O6bwas annHa ¢ O6Lwas BbicoTa C Macca c TeeppocTs, HRC / LUepoxoBatocTb,
jonyckamm, Mm / jonyckamu, Mm / ponyckamu, mm / ponyckamu, 1/ Hardness, HRC MKM /
Overall width with OveraU length with Overall height with Weight with Roughness, pm
tolerances, mm tolerances, mm tolerances, mm tolerances, g
30 £10% 245,26 = 10% 23,17£10% 1455 £5% 41,8 MmH/min 0101 p01
PyKoATKa mmMmnakrtopa yaL Ku Impactor shaft
Tabnuua 9. TexHMueckune xapaktepuctku/Table 9. Specifications
O6was gnmHa ¢ O6LwWunin gnameTp ¢ Macca c gonyckamu. Teepgocth, HRC/  LLlepoxoBsaTocCTb,
ponyckamu, mm / fonyckamu, mm / Overall r / Weight with Hardness, HRC MKM /
Overall length with  giameter with tolerances, tolerances, g Roughness, pm

tolerances, mm
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300+10% 30lg.s

Hacagka agns MmMnakumy BKNagbllla

»IT CE
\ EI015

\ RANZB0222D
\ (111)09882200012M 1

nnin

Tab6nuua 10. TexHnyeckve xapaktepuctku/Table 10. Specifications
Ob6uwasa gnmHa c  O6wwmiA gnameTp
fonyckamu, MM/ ¢ gonyckamu, MM

Overall length / Overall
with tolerances, diameter with
mm
tolerances, mm
30!S:i 2540,2
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mm
327,77 5% 19,7 makc/max
Liner inserter
1
Pasmep nop Macca ¢ LLIepoxoBaToCTh,
KoY € fonyckamm, r/ MKM /
"J'(_)I_?]yCK.aMM’me/ Weight with Roughness, pm
e size of the
wrench with tolerances, g
tolerances, mm
oD 13,08 +5% 012405
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MmMnakTop yawKu Cup impactor

Scato 1.000
Tabnuua 11. TexHnyeckne xapakrtepuctku/Table 11. Specifications

Pasmep nog kntoy  O6WMin guameTp ¢ O6Lwasn BbiCcOTa C Macca ¢ LLlepoxoBatocTb, MKM /
C Aonyckamut, Mm I ponyckamu, mm / Jonyckamu, MM ponyckamu, 1/ Roughness, pm

The S'ZE of the Overall diameter / Overall height Weight with

wrench with with tolerances, mm with tolerances, mm tolerances, g

tolerances, mm

;ﬁ%ﬁ% 22+10% 9,87 +5% OT2705

62

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



DePuySynthes ~

oJiffoas@

MimnakTop ronoBku Liner head impactor

L
W /wwmu7l LW O

i *asbl

ST

\s

Tabnuua 12. TexHnyeckune xapaktepuctku/Table 12. Specifications

O6bwasa anvHa c O6was wmnprHa ¢ O6uwas BbicoTa € Macca c gonyckamn, LLiepoxoBaTocCTb,
Aonyckamu, Mm / gonyckamu, Mm / fonyckamu, Mm / r / Weight with MKM/ Roughness, pm
Overall length with Overall width with Overall height with tolerances, g
tolerances, mm tolerances, mm tolerances, mm
279 +10% 35+0,3 142 £10% 784,3 5% Ox01 pgo 1
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Wvnubl gng WTNHTOB Peg forceps

Tabnuua 13. TexHnuyeckne xapakrtepuctku/Table 13. Specifications

Ob6wasa givHa c  Obuwasa wupmnHa  O6WLas BbicoTa C Macca c TeepgocTtb, HRC  LllepoxoBatocCTb,
fOMyCKaMu, MM/ ¢ nonyckamu, MM fonyckamu, Mm/  gonyckamu, r /[ Hardness, HRC MKM /
Overall length / Overall width Overall height Weight with Roughness, pm
with tolerances, with tolerances, with tolerances, tolerances, g
mm mm mm
220j" 86,9 £10% 15,4 +10% 84,79 +10% 51,0-53,5 Or0l1po1l
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r or (cA>Ovkfofemen

ApanTep Anga BKAajblwa npobHOro 4nsa rosoBoK gnameTpom 22,2 1 28 Trial liner adapter for 22,2 and 28 mm heads
MM
CTO3

Tabnuua 14. TexHuyeckue xapaktepuctku/Table 14. Specifications

BxopgHoit gnameTp A PeKTUBHbIN O6uwas BbicoTac Macca ¢ LLIepoxoBaToe
c gonyckamu, Mmm / auameTp Jonyckamu, MM ponyckamu, 1/ Tb, MKM /
Entry diameter BHeLLHe cepbl / Overall height Weight with Roughness,
with tolerances, c gonyckamu, Mmm  with tolerances, mm  tolerances, g pm
mm | Effective

spherical external
diameter with
tolerances, mm

65

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



cl) DePuySynthes

22,7+0,1 28,4+0,05

AjanTep And gep)xaTtensa vallek guameTpom oT 41 MM 40 69 MM C LLarom

2 MM

Ov

Tabnuua 15. TexHuyeckue xapaktepuctku/Table 15. Specifications

OnuncaHune o6wmii Onavetp  Ouametp  [nameTtp O6Lwasn
/_ ~ [Ovametpc Ac Bc Cc BbiCOTa C
Descriptio nonyckam  pgomyckam  onmyckam  fomyckam  A0mycKam

n n, MM n, Mm/ n, MM / n, Mm / n, MM
/ Overall Diameter Diameter Diameter  / Overall

diameter A with B with C with height
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41—

27,2+0,2 4,78 = 5%

a »
Laarmw fe

1

J FMtAIW
tfa
BbicoTa Maccac Paguyc
thnaHuac  pgonyckam npuTyne
JomnycKam nr/ "'V'g .
n, MM/ Weight paboHen
Heiaht of with yacTtun, MM
¢19 / Blunt
the flange  tolerances, radius of
66

Or 1p03

Cup holder adaptor diameters from 41 mm to 69 mm with a step of 2 mm

LLlepoxoBa
rocTb,
MKM /
Roughness
» pm
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CMVHT

with
tolerances,
mm

tolerances,
mm

Apantep 43,2 +10%
ans
Jepxaresns
yawek 0
41 mm/Cup
holder
adaptor 0
41 mm
AfanTep
ans
Jepxarens
yawek 0
43 mm/Cup
holder
adaptor 0

43 mm

40+0,2

43,2 £10% 42+0,2

Apantep
ans
Jepxarens
yalek 0
45 mm/Cuip
holder
adaptor 0
45

44+0,2 44+0,2
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tolerances,
mm

34,740,1

36,7+0,1

38,7+0,1

tolerances,
mm

34+0,1

36+0,1

38+0,1

with
tolerances,
mm

17,5 +5%

17,5 5%

17,5 +5%

with
tolerances,
mm

6,5 +5%

6,5 +5%

6,5 +5%

g working
part, mm

9,71 +5% 0,515% Ot 0,5 go
15

11,1145% 0,5 5% OT10,5 mo
15

12,62 +5% 0,5 +5% OT10,5 o
15

67



{1) DePuySynthes

Anantep 46+0,2 46+0,2
Jii ¢ |
Aepaatens
gamex &
47 mm/Cup
holder
adaptor @
47

40,7+0,1

40+0,1

17,5 5%

6,5 £5%

14,22 +5%

0,5 +5%

Or 0,5 no
1,5

48+0,2 480,2
AepaxaTens
yaumek O
49 mm/Cup
holder
adaptor @
49

42,7+0,1

42+0,1

17,5 +5%

6,5 5%

15,93 +5%

0,5 3%

01 0,5 20
1,5

50+0,2 50+0,2
HepXaTenn
yaiex @
51 mw/Cup
holder
adaptor @
51

44,7+0,1

44:0,1

17,5 £5%

6,5 5%

17,74 +5%

0,5 £5%

O1 0,5 no
1,5

Anaurep 52+0,2 52+0,2

46,7+0,1

4620,1

17,5 +5%

6,5 £5%

19,66 +5%

0,5 £5%

01 0,5 no
1,5
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{ ) DePuySynthes

Aepxarens
yamrek @
53 mm/Cup
holder

adaptor O
53

Apanrep 54:0,2 54+0,2
ans
Bepxarens
gamex &
55 mm/Cup
holder
adaptor @
55

48,7+0,]

48+0,1

17,5 +5%

6,5 5%

21,47 +5%

0,5 £5%

Or 0,5 no
1,5

56+0,2 56+0,2
Aepxarens
yamek &
57 mm/Cup
holder

adaptor @
57

50,7+0,1

50+0,1

17,5 £5%

6,5 5%

23,52 5%

0,5 £5%

Or 0,5 no
1.5

58+0,2 58+0,2

JAEepAATENA
yaulex O

52,7x0,]

5220,1

17,5 £5%

6,5 £5%

25,66 +5%

0,5 +5%

Ot 0,5 00
1,5
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{#) DePuySynthes

Hﬁmﬁﬁ&n

59 mm/Cup
holder

adaptor @
59

Apanrep 60+0,2 60+0,2 54,710,1
st
JEpHKATENA
qamek &
61 mm/Cup
holder
adaptor @

61

5440,1

17,5 £5%

6,5 £5%

27,88 £5%

0,5 +5%

Or 0,5 no
1,5

Anamnmep 6210,2 62+0,2 56,7+0,1
ans
nepixarens
yauiex 9
63 mm/Cup
holder
adaptor @

63 mm

56+0,1

17,5 £5%

6,5 5%

30,2 +5%

0,5 £5%

Or 0,5 5o
L5

Azamep | 64202 64202 | 58,7%0,1

ans

nepxarens
gamex O

65 mm/Cup

58+0,1

17,5 £5%

6,5 5%

32,6 £5%

0,5 5%

Or 0,5 no
1,5

| holder
|
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(%) DePuySynthes ... ..

adaptor @
65 mm

Ananrep 66+0,2 660,2 60,7+0,1 60+0,1 17,5+£5% | 6,5+5% 35,00 +5% | 0,5 +5% Or 0,5 no
Ana 1,5
Aepxatens
qamex 9
67 mm/Cup
holder
adaptor O
67 mm

Aparrep 68::0,2 68+0,2 62,7+0,1 62+0,1 17,5£5% | 6,5+£5% 37,68 £5% | 0,5 5% Ot 0,5 no

JepKaTens
yamex &
69 Mm/Cup
holder
adaptor @

69 mm

71

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



(1) DePuySynthes °

urtwtiorlcAncH

KNty yrnoBoi wWecTUrpaHHbli guameTpom 6 mm Hexagonal angled wrench with a diameter of 6 mm

d

NWQINPTIO I IVWM

-*C6 CN701l«»«x««

Vi
Tabnuua 16. TexHn4yeckne xapaktepuctku/Table 16. Specifications
O6Lwasn anvHa ¢ O6uwas wuprHa  Pa3mep nog kmod  O6Las BbicoTa C Macca c LLlepoxoBaToe  TBepAoCTb,
gonyckamu, MM/ C fonycKamu, MM C forycKamu, MM/ flonyckKamu, Mm/  fonyckamu, r Tb, MKM/ HRC/
Toltk length with / Total width The size ofthe  Total height with  / Weight with ~ Roughness, Hardness,
tolerances, mm with tolerances, wrench with tolerances, mm  tolerances, g pm HRC
mm tolerances, mm
118+10% 7+10% N 39+10% 42,7 +5% OT0lgol  41,8min

72
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c?) DePuySynthes

Bknagblwn NpobHble AnameTpomM OT 41 MM A0 45 MM C Warom 2 mm ans

Trial liners with a diameter of41 mm to 45 mm with a step of 2 mm for a
roOI0BKN 22,2 MM

22.2 mm head

Tabnuua 17. TexHuyeckue xapaktepuctku/Table 17. Specifications
OnucaHn  [OuameTp BHeLwHWiA Obuwas 3PeKTMBH Maccac Llepoxosatoe

el chepnyeck  AMaMeTp  BbICOTAC  blii AMameTp  gonyckam Tb, MKM/
Descriptio ol BKNaAblll  [ONyCKaM  LeHTpasbHor nrl Roughness, pm
BMaguHbI C ac n, MM OoTBepcTyua Weight
ponyckamu, gonyckam  /Overall ¢ gonyckamu, with
MM / n, Mm / height MM / tolerances
Diameter of  Nominal with Effective
spherical outside tolerances  diameter of
socket with  diameter , ram the central
tolerances, of the hole with
mm liner with tolerances,
tolerances mm

73
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{#) DePuySynthes

[ ] m
Bumagum | 22,740,1 34,7+0,1 24,2+0,2 15+0,2 9,16+5% [Ra<=1
npobHbi BHEIIHAA 1
2 41 mm, BHYTpEHHAA
ronoBKa cepbi/external
22.2 MM and internal
[Trial liner spheres
@ 41 mm,
head 22.2
mm
Bxnaanum | 22,7+0,1 36,7+0,1 25/4+0,2 15+0,2 11,78+5% |Ra<=1
PO HRIA BHEIIHAA ¥
D 43 mm, BHYTpCHHAS
rON0BKa cepu/external
22.2 MM and internal
[Trial liner spheres
2 43 mm,
head 22.2
mm
Bwragsun | 22,710,1 38,710,1 26,6+0,2 15+0,2 14,65x5% | Ra<=1
npoOHLIH BHELUHAA H
O 45 mm, BHYTpEHHAS
rONOBKa cepri/external
222 mm and internal
[Trial liner spheres
@45
mm,head
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(1) DePuySynthes

22.2 mm

Bknagblwun npo6Hble guamMmeTpom oT 47 mm 40 69 mm ¢ warom 2 mm ana  Trial liners with a diameter of 47 mm to 69 mm with a step of 2 mm for a

rofI0OBKM 28 MM 28 mm head
flin

3
AA feral
Tabnuuya 18. exHuyeckue xapaktepuctku/Table 18. Specifications
OnucaHue / OnameTtp BHeLHWi O6wasn BbicoTa A heKTUBHbIN Macca ¢ LLIepoxoBaTocT
Description  ctepuueckoii AnameTp C jonyckamu, [uameTp fonyckamu, b, MKM/
BRNaAnHbI C BKNazblla ¢ MM LeHTPabHOro r/Weight ~ Roughness, pm
ponyckamu,  gonyckamu, Mmm / Overall height OTBEPCTUA C with
mm / Diameter / Nominal with tolerances, aonyckamu, mm / tolerances, g
of spherical outside mm Effective diameter of
socket with diameter ofthe the central hole with
tolerances, liner with tolerances, mm

mm tolerances, mm

75
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{ ) DePuySynthes
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Bxaagpun 28,5+0,05 40,7:0,1 27,1£0,2 17£0,2 13,194+5% |Ra<=1
npobHui O BHEIIHAA H
47 Mm, BHYTPEHHAA
ronoska 28 cthepri/external
mM /Trial and internal
liner & 47 spheres
mm, head 28
mm
Brnansim 28,5+0,05 42,740,1 28,3+0,2 17£0,2 16,58 +5% | Ra<=1
npobHui @ BHCILHAA W
49 MM, BHYTpEeHHAS
rojoska 28 cepri/external
MM /Trial and internal
liner @ 49 spheres
mm, head 28
mm
Bxnanum 28,5+0,05 44,740,1 29,5+0,2 1740,2 2027 +5% |Ra<=1
npoGHLnt O BHEMIHAS
S1 mm, BHYTPCHHSA
ronoskxa 28 cthepsi/external
MM /Trial and internal
liner @ 51 spheres
mm, head 28
mm
Bxnaapiu 28,5+0,05 46,7+0,1 30,6+0,3 17£0,2 2426+5% |Ra<=1
npobusiit O BHENIHAA H
76




GGG
R ,MW

53 mm, BHYTpEHHAA
ronoska 28 cepri/external
mm /Trial and internal
liner @ 53 spheres
mm, head 28
mm
Brnaasm 28,5+0,05 48,7+0,1 31,7+0,3 17£0,2 28,58 +5% |Ra<=1
npobusii @ BHELIHAA H
55 MM, BHYTpCHHAA
ronoska 28 cheprr/external
MM /Trial and internal
liner @ 55 spheres
mm, head 28
mm
Braaasim 28,5+0,05 50,7+0,1 32,8+0,3 1740,2 33,23+5% |Ra<=1
OpobHi O BHEIIHIA H
57 M, BHYTPCHHAS
ronopka 28 ceprr/external
MM /Trial and internal
liner @ 57 spheres
mm, head 28
mm
Bxuazmsmr 28,5+0,05 52,7+0,1 33,9403 17:0,2 3822+5% |Ra<=1
npolubii O BHEIIHAA H
59 mm, BHYTPEHHANA
ronoBKa 28 ceprt/external
77
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{ ) DePuySynthes

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

mm /Trial and internal
liner @ 59 spheres
mm, head 28
mm
Braanms 28,5+0,05 54,7+0,1 35+0,3 17+0,2 43,57+5% |[Ra<=1]
npobHEH O BHEIIHAA U
61 mm, BHYTpEHHAS
ronoeka 28 cthepri/external
MM /Trial and internal
liner @ 61 spheres
mm, head 28
mm
Brragwu 28,5+0,05 56,7+0,1 36,1:0,3 17+0,2 49,28 +5% |Ra<=1
npoGHeI# O BHEINHAR U
63 MM, BHYTpEHHAA
ronoBka 28 chepri/external
MM /Trial and internal
liner © 63 spheres
mm, head 28
mm
Braaasim 28,5+0,05 58,7x0,1 37,2+0,3 1740,2 55,38+5% |Ra<=1
npobHui O BHEIIHAA U
65 MM, BHYTPEHHAA
ronoska 28 cepur/external
MM /Trial and internal
liner @ 65 spheres
78




{#) DePuySynthes

mm, head 28
mm
Brnaasim 28,5+0,05 60,7+0,1 38,3+0,3 1740,2 61,85+5% |Ra<=1
npobunii @ BHCITASA H
67 MM, BHYTpCHHAA
ronoeka 28 chepri/external
mm /Trial and internal
liner @ 67 spheres
mm, head 28
mm
Brnaasmu 28,5+0,05 62,7+0,1 39,4+0,3 17+0,2 68,73 +5% | Ra<=1
npobuuiit & BHCIIHIS U
69 MM, BHYTPEHHSAS
ronoska 28 chepr/external
MM /Trial and internal
liner @ 69 spheres
mm, head 28
mm
79
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cl) DePuySynthes

r=-: ~ tcAwem-ijolIHWH

Yalwky npobHble gnameTpom oT 41 Mm Ao 69 MM C warom 2 mm Cups trial with a diameter from 41 mm to 69 mm with a step of 2 mm

Tabnuua 19. TexHuyeckue xapaktepucTtku/Table 19. Specifications

OnucaHue / APeKTUBHBI OuameTtp BxopgHoli Obuwas Macca ¢ LLIepoxoBaToCT
Description nonameTp 3aX0fHOWA anameTp ¢ BbICOTa C aonyckamu, r b, MKM /
BHELLHEN (hackm c JonyckKamu, JlonyckKamu, / Weight with  Roughness, pm
cpepsl € [lonyckamu, MM | Entry MM tolerances, g
JonyckKamu, Mmm / Diameter  diameter with / Overall
mm / Effective of entry tolerances, height with
spherical chamfer with mm tolerances,
external tolerances, mm
diameter with ram
tolerances,
mm
Yawkn 41+0,2 35,610,1 36,25+0,2 23,5+0,2 40,54 £5% Ra <= 1 MKkMm
I'Ip06Hb|e 0 41 BHELWHAA U
80
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{§) DePuySynthes

Sohamen-gohsncn
mM/Trial cup @ BHYTPCHHAR
41 mm chepst
Yamxn 43+0,2 37,6+0,1 38,18+0,2 24,5£0,2 4421+5% |Ra<=1 Mxm
npobrme O 43 BHCIIHAR H
Mm/Trial cup O BHYTPEHHAS
43 mm chepnt
Yamxu 45+0,2 39,6+0,1 40,12+0,2 25,5+0,2 4799+5% |Ra<=1 Mxm
npobuuie @ 45 BHENIHAS H
MM/Trial cup @ BHYTpEHHAA
45 mm cheput
Yawkn 47+0,2 41,60,1 42,08+0,2 26,5+0,2 51,91 £5% | Ra<=1 MM
npobhnie @ 47 BHELIHAA H
MM/ Trial cup © BHYTPCHHAS
47 mm chepnt
Yamxu 49+0,2 43,610,1 44,04+0,2 27,5%0,2 5594 £5% | Ra<=1 MM
npobuse @ 49 BHCIIHAA H
mm/Trial cup O BHYTpEHHAA
49 mm chepm
Yamku 51+0,2 45,6101 46,01+0,2 28,540,2 60,14 +5% | Ra<=1mMxm
npobHue @ 51 BHEIHAA ¥
mm/Trial cup @ BHYTPEHHAS
51 mm chepm
Yawkn 53+0,2 47,6+0,1 47,98+0,2 29,5+0,2 64,47 +5% |Ra<=1wmMrM
npobHete O 53 BHEIIHAA 1
mM/Trial cup O BHYTpeHHEA
81
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1 ¢ ) DePuySynthes

MW%“IN\
53 mm coepsi
Yamku 55+0,2 49,6+0,1 49,95+0,2 30,5+0,2 68,94 £5% | Ra<=1 Mkm
npoGHbie O 55 BHEIUHAS H
mM/Trial cup @ BHYTpEHHAS
55 mm cdepsl
Yamku 57+0,2 51,6+0,1 51,9340,2 31,5+0,2 73,54 £5% | Ra<=1 Mkm
npobubie O 57 BHELLHAA U
mm/Trial cup @ BHYTPEHHAA
57 mm cepnl
Yawku 59+0,2 53,6+0,1 53,91+0,2 32,5+0,2 78,26 +5% Ra <=1 mMxm
npobubie O 59 BHEIIHAA H
mm/Trial cup O BHYTPEHHAS
59 mm chephl
Yawku 61+0,2 55,6+0,1 55,9+0,2 33,5+0,2 83,12+5% | Ra<=1 MkmM
npo6ubie O 61 BHELLHAA H
mM/Trial cup @ BHYTPEHHAS
61 mm cepsr
Yawku 63+0,2 57,6+0,1 57,88+0,2 34,5+0,2 88,11 5% | Ra<=1 Mkm
npo6Heie O 63 BHELLHSAA H
mm/Trial cup @ BHYTPEHHSS
63 mm cdepsl
Yarmkn 65+0,2 59,6+0,1 59,87+0,2 35,5+0,2 93,22 +5% Ra <=1 Mkm
npoGHsie O 65 BHEILIHAS U
mMm/Trial cup @ BHYTPEHHAS
82

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




DePuySynthes

' OMnov
65 mm
Yawkn 67+0,2 61,6+0,1 61,86+0,2
npo6Hblie 0 67
mm/Trial cup 0
67 mm
Yalku 69+0,2 63,6+0,1 63,84+0,2

npo6Hble 0 69
mMm/Trial cup 0
69 mm

AfanTep Ana gepxatens gpes

Tabnuua 20. TexHu4yeckne xapaktepuctku/Table 20. Specifications

O6uiasa gnvHa c O6wuii gnameTp ¢ Macca c
ponyckamu, mm / Overall fonyckamu, MM / ponyckamu, r/
length with tolerances, mm Overall diameter Weight with

. leran
with tolerances, mm tolerances, g

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

36,5+0,2

37,5+0,2

98,47 £5%

103,84 5%

Reamer adapter

TeepgocTtb, HRC /
Hardness, HRC

83

cthepsl

Ra<= 1 MM
BHELLHAS 1
BHYTPEHHSS

cepbl

Ra <= 1 MM
BHELLHASA 1
BHYTPEHHSS

cthepbl

LLIepox0oBaToCTb, MKM
/ Roughness, pm



(1) DePuySynthes | o<

= odhmH
76 £10% 27+0,2 102,43 £5% 41,8 MyvH/min O101p01
Lepxartenb ¢pes Reamer handle

Tabnuua 21. TexHUuyeckme xapaktepmucTtku/Table 21. Speci ications

O6wwas avHa ¢ O6uwwnin gnameTp ¢ Macca c gonyckamu, TBepgocts, HRC/  LllepoxoBaTocCThb,
gonyckamu, mm / Overall fonyckamu, mm / Overall r/Weight with Hardness, HRC ~ MKM/ Roughness,
length with tolerances, mm diameter with tolerances tolerances, g pm
mm
312 +10% 26 £10% 412,38 £5% 19,7-38,8 O101pm01
®pesbl AMamMeTpom oT 41 MM 0 69 MM C Warom 2 Mm Reamers with diameters from 41 mm to 69 mm with a step of2 mm

Tabnuua 22. exHuyeckune xapaktepucTtku/Tab e 22. Specifications
OnucaHwue / BHeLuHei O6wmit BoicotaH ¢ Beicotahc Maccac  TsepgocTe LllepoxoBatocT
Description
84
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(1> DePuySynthes

F N
Anametp BHELLHWIA Jonyckamu, Jonyckamu,  [OMyCKaMmu, HRC/ b, MKM /
chepsbl € LuameTp ¢ MM MM r/ Weight Hardness, Roughness, pm
nonycKamu, LonycKamu, / Height H / Height h vrith with HRC
mm / Outer mm / Overall with tolerances, tolerances,
spherical outside tolerances, mm g
diameter with  diameter with mm
tolerances, tolerances,
mm mm
®pe3a 0 41 39 +10% 41 +10% 23,5 +10% 20,5 +10% 27,85 +5% 51-53 o101 pm05
Mm/Reamer
0 41 mm
®pe3a 0 43 41 £10% 43 +10% 24,5 +10% 21,5 +10% 30,46 5% 51-53 OT101 105
mm/Reamer
0 43 mm
®pe3a 0 45 43 £10% 45 +10% 25,5 +10% 22,5 +10% 33,18 +5% 51-53 OT101p105
mm/Reamer
0 45 mm
®pe3a 0 47 45 £10% 47 £10% 26,5 +10% 23,5 +10% 35,99 +5% 51-53 Or01pmo5
mm/Reamer
0 47 mm
®pe3a 0 49 47 +10% 49 +10% 27,5 +10% 24,5 £10% 38,89 5% 51-53 Or01 pmo5
mm/Reamer
0 49 mm
®pe3a 0 51 49 £10% 51 £10% 28,5 £10% 25,5 +10% 41,89 5% 51-53 0101 p05
Mm/Reamer
85
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{§ ) DePuySynthes

fohwendohurcn

@51 mm

Ope3a @ 53
MM/Reamer

2 53 mm

51 £10%

53 £10%

29,5 +10%

26,5 +10%

44,99 £5%

51-53

Or0,l 205

Ope3a 3 55

MMm/Reamer
@ 55 mm

53 +10%

55 £10%

30,5 £10%

27,5 £10%

48,19 £5%

51-53

Or0,1 05

®pe3a B 57
mm/Reamer

@ 57 mm

55 =10%

57 +10%

31,5 £10%

28,5 =10%

51,48 £5%

51-53

Or0,1 a05

Ope3a B 59
MM/Reamer

© 59 mm

57+10%

59 +10%

32,510%

29,5 £10%

54,87 +5%

51-53

Or0,1 no 5

Opesa O 61
MM/Reamer

9 61 mm

59 x£10%

61 £10%

33,5 £10%

30,5 x10%

58,36 £20%

51-53

Or0,1 no 3

@pesa O 63
MM/Reamer
063 mm

61 £10%

63 £10%

34,5 £10%

31,5+10%

61,94 £5%

51-53

0Or0,1 o0 5

@pesa O 65
MM/Reamer
9 65 mm

63 £10%

65 £10%

35,6 £10%

32,5 £10%

65,62 £5%

51-53

Or0,1p05
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cl) DePuySynthes
cowtfairso’

®pe3a0 67 65 £10% 67 £10% 36,5 +10% 33,5 £10% 98,26 +5% 51-53 OT101p05

MM/Reamer
0 67 mm

®pe3a 0 69 67 £10% 69 +10% 37,5+£10% 34,5 +10% 103,23 51-53 o101 805

MM/Reamer +25%

0 69 mm

[epxaTtenb nacTUH NPO6HbLIX Plate Positioner

Tabnuua 23. TexHnyeckne xapaktepuctku/Table 23. Specifications

O6uas gnmHa ¢ O6uwmnii guameTp C O6uwas BbicoTa C Macca ¢ TBeppocTsb, LLIepoxoBaToCTb,
ponyckamu, mm / jonyckamu, mm / jonyckamu, Mm / Aonyckamu, I HRC / Hardness, MKM/ Roughness,
Overall length Overall diameter ~ Overall height with  / Weight with HRC pm
with tolerances, . tolerances, g
with tolerances, mm tolerances, mm

mm

87
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(1) DePuySynthes

280+1 30+0,5

93 £10%

CBep/io BUHTOBOE AnameTpom 3,2 MM, gnmHa 150 mm

265,35
+5%
Drill screw, diameter 3,2 mm, length 150 mm

Tabnuua 24. TexHnyeckme xapakTepucTku/Table 24. Specifications

OnnHa Ouametp
paboueii cBepnac
(T e
fory ' mM / Drill

wm / Length o

working part ~ diameter with
with tolerances,
tolerances, mm

mm

146 +10% 32%®
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O6wwasa anmHa
C AonycKamu,
mu / Total
length with
tolerances,
mm

171 +10%

O6Lwas
LW MpUHa C
Jornyckamu,
mm / Total
width with
tolerances,
mm

14+0,1

19,7-24,6 Ox01pgo 1

Hdjgnd
Un— | M
Pasmep nog Macca ¢ TBepaocTs,
KoY ¢ ponyckamu, 1/ HRC/
fonycKamu, Weight with Hardness,
mm / The size tolerances, g HRC
of the wrench
with
tolerances,
mm
11,9+0,05 25,07 5% 51 -53,5

88

LLIlepoxoBartoe
Tb, MKM /
Roughness,
pm

OT101p01



DePuySynthes ..

HanpaBuTenb ceepna Drill guide

Tabnuua 25. TexHnyeckne xapaktepuctku/Table 25. Specifications

O6was anmHa O6uias Obuian Macca ¢ TBepaocTs, LLIlepoxoBaTocCTb
c fonyckamw, WwrpmrHa c BbiCOTA C fonyckamu, 1 HRC/ , MKM /
mm/ Overall — ponyckamn, ponyckamu,  / Weight with Hardness, Roughness, pm

length with mm / Overall mm / Overall tolerances, ¢ HRC
tolerances, . . . .
mm width with height with
tolerances, tolerances,
mm mm
248 +10% 30 £10% 43,1 £10% 106,92 £5% 54,7 muH/min Ot01p01
89
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MnacTvHbl NPOOHbIE C BHEWWHUM fuameTpom oT 50 mm o 60 MM ¢
waromMm 2 MM 418 Yawek Npo6HbIX AgnaMmeTpom oT 43 MM A0 53 MM ¢

warom 2 Mmm

Tabnuuya 26. TexHuuyeckne xapaktepuctku/Table 26. Specifications

OnucaHne BHew

/_ ) HUM
Descriptio nname

n Tp C

fonyc
Kamu,
MM /
Nomi
nal
outsid
e
diame
ter)
with
tolera
nces,

BHyT
peHun

n
aname
TpC
fonyc
KaMu.
MM /
Inner
diame
ter
with
tolera
nces,
mm

O6uias
BbICOTA
Hc
[loNycK
amu,
MM
/
Overall
height
H with
toleran
e
mm

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

BbicoTa
hc
Jfonycka
MK, MM
/ Height
h with
tolerance
s, mm

O6wwas
ANVHa C
fonycka
MK, MM /
Overall
length
with
toleranc
es, mm

Onamet
P
LeHTpa
NbHOTO
0TBEPCT
na c
[onycK
amu.
MM /
Central
hole
diamete
r with
toleance
$, mm

Trial plates with an outer diameter of 50 mm to 60 mm with a step of 2
mm for Cups trial with a diameter of 43 mm to 53 mm with a step of 2

mm

OnameTp
WwTngpTa
c
fonycka
MK, MM /
Spacer
diameter
with
tolerance
S, mm

BbicoTa
r0/I0BKK
wrmpTa
c
Jfonycka
MU, MM /
Height of
spacer
head
with
tolerance
s, mm

90

Maccac Teepgoe IUepoxo
ponycka Tb, BaTOCTb,
mn, r/ HVIO/ MKM /
Weight Hardnes Roughne
with s, HVIO ss, pm
toleranc
es, g
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couphK-'-, or lcwmoH'

mm
MnacTuHbl 50 46j~  27+5% 26,5 +5% 89,24 8 +10% 1,4+0,1 41,93 150-200 or01
npobHble  +10% +5% +5% fo 1

50/43/Trial

plate 50/43

MnacTuHbl 52 28 £5% 27,5 5% 91,28 8+5% 45NN 14401  43,2+5%  150-200 or01
npo6Hble  +10% +5% o1

52/45AImal

plate 52/45

MnactnHbl  54+10 294+5% 28,5 +5% 93,32 8+5%  4,52%- 1,4+0,1 44,375  150-200 0101
Npo6HbIe % +5% % no 1

54/474Arlal

plate 54/47

MnactuHbl 5610 sip 30+5% 29,5 +5% 95,36 8+5% 1,4+0,1 45,7 +5%  150-200 Oor01
NPo6HbIe % 5% fo 1
56/494nal

plate 56/49

IMnacTuHbI 58 31+5% 305+5% 97,4+5% 8+5% 1,440,1 46,83 150-200 or01
npobHole  +10% +5% fo 1
58/514nal

plate 58/51

MnacTuHebl 60 32+5% 31,5 +5% 99,44 8+10% 45 1,4+0,1 48,19 150-200 Oor01
npobHble  +10% +5% +5% go 1

60/53Anal

plate 60/53

91
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OTBepTKa MexaHuyeckas ¢ LUeCTUTPaHHbIM HAKOHEYHUKOM

Motor screwdriver

[SE—
W BAXKMLW ~|\)I_|I\an-(9M?i,i\ ' (T)LI)JEI;OgOu(')IOgogJ <T
J. *
(4MBON o(KirvTi-M ptrfio 2/B1
Tabnuua 27. TexHndeckune xapaktepuctku/Table 27. Specifications
O6buwas gnmHa Pasmep nog, [dnunHa paboueli BHeLwwHWi Macca ¢ TBepaocTs, LLIepoxoBaToCTb,:
C fonyckamu, KN4 ¢ yacTu C anametp ponyckamu, r/ HRC / Hardness, MKM/-i
mm / Total [IONYCKaMi, MM IOMyCKaMu, MM/  PYKOSITKU C Weight with HRC Roughness, pm :
length with / The size of the Length of fonyckamu, Mm tolerances, g
tolerances, mm . .
wrench with working part / Outer handle
tolerances, mm  with tolerances,  diameter with
mm tolerances, mm
130+0,5 2SHB3 4,5:0,1 14-02 86,19 £5% 41,8 Mur/min -~ OT 0,170 1

OTBepTKa Cc wectnurpaHdHblMm HaKOHEYHNKOM
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Manual screwdriver

g»Sl

92
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Tabnuua 28. TexHnyeckne xapaktepuctku/Table 28. Specifications

O6uwasn Pa3smep nog Kty
AnmHa ¢ c gonyckamu, Mm /
AOMYCKaMW, — The sjze of the
MM /Tot_al wrench with
length with
tolerances, tolerances, mm
mm
215+1 S

N3mepuTenb rny6uHb

OnunHa pabouyeli
4yacTu c fonyckamu,
mm / Length of
working part with
tolerances, mm

4,5+0,2

BHewHwWi gnameTp

PYKOSTKU C
ponyckamu, Mm /
Outer handle
diameter with
tolerances, mm

30+0,2

Tabnuua 29. TexHnuyeckne xapakrepuctku/Table 29. Specifications

O6was gnunHa ¢
ponyckamu, mm /

Ob6wwmin gnameTp ¢
jonyckamu, mm /

Overall length with Overall diameter with
tolerances, mm tolerances, mm
215+1 12+0,2
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Macca c gonyckamu, r
[ Weight with
tolerances, g

77,17 5%

Macca c
Jonyckamu, r
/ Weight with
tolerances, g

HRC/

HRC

229,46 + 10%

Depth gauge

014

LLiepoxoBaTtocCT
b, MKM /
Roughness, pm

TBepaocCTb,
HRC/
Hardness,
HRC

19,7-24,6 O101p01

93

TBepAocCTb,

Hardness,

41,8 MUH/min

LLlepoxoBatoe
Tb, MKM /
Roughness,
pm

Or0l1p01

Paguyc nputynneHuns
paboyeii yactu, mm /
Blunt radius ofworking
part, ram

0,3 0005
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CP\VPdfc; 1 w*wen

JKCcTpaeTop 4Ns WTUDTOB Peg extractor
RifdRififc »
jeas.
=20
1 E *bhmm
- | , *= Ot EPMPS memmme "ol (o)
T®
Tabnuua 30. TexHuU4yeckne xapaktepuctku/Table 30. Specifications
O6was givHa c  O6was wupmHac  O6was BbicoTa C Macca ¢ TeepgocT, HRC /  LllepoxoBatocCTb,
fonyckamu, MM/ ponyckamu, MM/ gonyckamu, Mm / jonyckamu, 1/ Hardness, HRC mkm / Roughness,
O_Vhefa'l' length  oyerall width with ~ Overall height Weight with pm
wit tc;n%ances, tolerances, mm with tolerances, tolerances, g
mm
203,3 + 10% 80+ 10% 14+0,2 123,13 +5% 41,8 MuH/min Ox01p01
94
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rmMm*, 4cAmNeM4ob*mon

MmnakTop ans WTUGTOB NPsIMOit

Straight peg impactor
aA
iQoinmaiftf

-ea 9w

Tabnuuya 31. TexHnueckne xapaktepuctku/Table 31. Specifications

O6wmii gnameTp ¢
ponyckamu, mm / Overall
diameter with tolerances,

mm

O6was anvHa c gonyckamu,
mm / Overall length with
tolerances, mm

300+0,5 12+0,2

MMnakTop A8 WTUHTOB U30THYThIA

Macca ¢ TeepgocTs, HRC/  LLlepoxoBaTocCTb,
ponyckamu, r/ Hardness, HRC ~ wmkwm / Roughness,
Weight with pm
tolerances, g

Tabnuua 32. TexHunyeckune xapaktepuctku/Table 32. Specifications

O6buwas anmHa c
fornyckamu, Mmm /
Overall length with
tolerances, mm

O6wuin gnameTp ¢
ponyckamu, Mm /
Overall diameter with
tolerances, mm

299 +10% 12+0,2
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O6was BbicoTa C
jonyckamu, Mm /
Overall height with
tolerances, mm

16,9 +5%

253,19 +5% 41,8 O101p01
MUH/M ini

Curved peg impactor

Macca c TBepaocTb, LLIepoxoBaToCTb,
AOHY_CKaMV'_, ' HRC / Hardness, MKM /
/' Weight with HRC Roughness, pm
tolerances, g
253,19 £5% 41,8 Or0lpmo 1l

MUH/mini
95
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CBep/nio ANg WTUGHTOB rM6Koe AUamMeTpoM 5 MM

im
A-A
Tabnuua 33. TexHU4veckne xapabcTepucTku/Table 33. Specifications
OnunHa paboyei OnamveTp O6Lwas anvHa O6wasn Pasmep nog
Hactu € ceepnac C jonyckamu, wmpunHa c K/IH0Y C
AOMyCKamMun, MM nonyckamu, MM mm / Total [IONyCKaMu, MM [OMYyCKaMu, MM
/ Length 0

working part

25+0,2 & 14CH0,5 14+0,1 11,9+0,05
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/ Drill diameter length with / Total width ~ / The size of the
with tolerances with tolerances, tolerances, mm with tolerances, wrench with
mm mm mm tolerances, mm

Macca ¢
Jonyckamu,
r | Weight
with
tolerances, g

58,09 +5%

96

HaMpnof law.

TBepLoCTb,
HRC/
Hardness,
HRC

49,6 -54,7

Flexible drill studs with a diameter of 5 mm

UlepoxoB
aToCTb,
MKM [
Roughne
ss, p

Ot01 go
1
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4oAVrcMMo&dteK

7. ONMMMCAHWE npunagnexHocTem 7. DESCRIPTION OF ACCESSORIES

KoHTeiHep ana ctepunmsaynm MHCTpymeHToB BI-MENTUM ¢ noTkom

Nol BI-MENTUM TrayNel

- UTo-lelrariorurw y wrn our

>

N> @ ANNNANA

(529)

Tabnuua 34. TexHnyeckune xapaktepuctku/Table 34. Specifications

O6Lwas AvHa ¢ jonyckamu, Obwas WwupunHac O6wwas BbicoTa C Macca 6e3 KpbILLIKW/C
MM / Overall length with nonyckamu, mm / Overall nonyckamu, Mm / Overall KPbILWKOM, C Aonyckamu, r/
tolerances, mm width with tolerances, mm height with tolerances, mm  Wweight with cup/ without cup

with tolerances, g

529 £10% 255 +10% 76 £10% 2025 +5%)/2800 +5%

97
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C-MMMmrsor '

KoHTelHep Ans cTepunmnsaymm MHCTpymeHToB BI-MENTUM ¢ noTkom BI-MENTUM Tray Ne 2
Ne 2

» <

0000O0O0OOOOOOOOOOOOOODO

{eA
Tabnuua 35. TexHnyeckne xapaktepuctku/Table 35. Specifications
O6wasn AnvHa ¢ gonyckamu, O6was wupmnHac O6uwas BbicoTa C Macca 6e3 KpbILwKu/c
mm / Overall length with nonyckamu, Mm / Overall nonyckamu, MM / Overall KPbILLKOVi C gonyckamu,  /
tolerances, mm width with tolerances, mm height with tolerances, mm  Weight with cup/without cup
with tolerances, g
524 +10% 250 +10% 55 +10% 1510£5%/2300+5%

98
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ONNB

KoHTeliHep ans cTepunmsauumn nHCTpymeHTos BI-MENTUM gns B1-MENTUM Tray for DriUs
CBep/ieHUs
/ 3
Aok goft ~
N NN N NN
12431
Tabnuua 36. TexHu4veckne xapaktepuctku/Table 36. Specifications
O6Lwas AnmHa ¢ gonyckamu, O6wasn wmpmnHac O6buwas BbicoTa € Macca 6e3 KpblLKK/c
mm / Overall length with ponyckamu, mm / Overall ponyckamu, mm / Overall KPbILKOW ¢ gonyckamu, r/
tolerances, mm width with tolerances, mm height with tolerances, mm  Weight with cup/ without cup

with tolerances, g

244 £10% 243 £10% 76 £10% 1095 +5%/1400+5%

99
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KoHTelHep agng ctepmnmsaynm nHCTpymeHToB BI-MENTUM ans BI-MENTUM Tray for Plates
naacTuH
n
N N
»
Sf NN
»
1524j
Tabnuua 37. TexHu4yeckune xapakrepuctku/Table 37. Specifications
O6uwas gnnHa C jonyckamu, O6wasn wuprHa ¢ O6uias BbicoTa € Macca 6e3 KpblLWKu/c
mm / Overall length with ponyckamu, Mmm / Overall fonyckamu, M / Overall KPbILLKOiA C fonyckamu,  /
tolerances, mm width with tolerances, mm height with tolerances, mm  Weight with cup/without cup
with tolerances, g
524 £10% 250+10% 55+10% 1740 £5%/2500 +5%
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4c&tMCM-4efc*IrOH

KoHTeliHep agns cTepunusaynm nHcTpymeHtoB BI-MENTUM BI-MENTUM Expansion Tray
AOMONTHUTENbHbI
w W Vv w WL iJm» ~
NN TANAY
VANV ANVAN A
9"~ if<9 if<fr if
im
Tabnuua 38. TexHuyeckune xapaktepuctku/Table 38. Specifications
O6Lwasn AnvHa ¢ gonyckamu, Obwas wupuHa c O6wwas BbICOTA C Macca 6e3 KpbILKu/c
mm / Overall length with fonyckamu, Mm / Overall fonyckamu, mm / Overall KPbILIKO ¢ fonyckamu, 1 /
tolerances, mm width with tolerances, mm height with tolerances, mm  Weight with cup/ without cup

with tolerances, g

529 +10% 255 +10% 76 £10% 1615+5%/2500+5%
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8. JAHHbIE O MAPKNPOBKE MW N ETO YMAKOBKE /8. DATA ABOUT LABELING OF MD AND ITS PACKAGING

Tabmmua 39 - 3Ha4eHNs CUMBOJI0B, YKa3aHHbIX Ha YMaKoBKe. Table 39. Interpretation of symbols used on the package.
Homep no Katanory

REF Catalogue number
REF
JlaTa n3rotosneHus
rc Date of Manufacture
He ctepunbHO "l
JT= Non-sterile
Ob6parnTecb K MHCTPYKLUMW MO NPUMEHEHUNIO
C 1 Consult instructions for use
W3roToBuTenb
0l Manufacturer
Kog naptum ]
Batch code
_ LOT
C € EBponenckoe COOTBETCTBME
Ct European Compliance
MapkupoBka EC, 3a koTOpol crieflyeT HOMEp,
C € 0459 UOEHTUDMLMPYIOLLMIA aKKPEAVUTOBAHHYHO EC labelling followed by number
opraHusaumo C£ o459 identifying the accredited organization
QTY KonnyecTso 13aennin B ynakoBke ) o
QTY Device(s) quantity in the package
102
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e AdioncH

[HS 130eNnii BO3MOXHO Hann4une iByX BapuaHTOB HyMepalLuu no Katanory.

Ans Poccuiickoii ®efepalny npeaycMoTPEHO UCMOb30BaHNE HOMEPOB MO
KaTanory, opmaT KOTOPbIX NpeAnonaraeT Hann4mne cuMBonoB «DS» B
Hauane Homepa.

8.2 Pasmepbl yrnakoBKHU

WHCTpyMeHTbI A1 YCTaHOBKU UMMIAHTATOB 41 3HAONPOTE3MPOBaHUSA
TaszobegpeHHoro cyctasa BI-MENTUM ¢ npuHagnexxHocTsaMu
MOCTaBNAKTCA B HECTEPU/ILHON YNaKOBKe.

[ nBBa Cc NOrpewHoCTAMN™* MM LLl pyHa c norpesLweeLw W™* MM
(115-810)+10% (80-515)*10%
9.CPOKTOAHOCTU, CPOK CN1Y XbEblI
Y HecTepuIbHbIX MHCTPYMEHTOB He CYLLeCTBYET CpOKa rogHOCTHN A0
KNMHUYECKOro ncnosb3oBaHua. [locne Toro, Kak nusgenne BBeeHO B
K/IMHNYECKYIO MPaKTUKY, MHCTPYKL MM MO ONpeAesieHnto KoHLa cpoka
CNyX06bl (C y4eTOM Kak XMMUYECKUX, TaK N (YHKLMOHANbHbIX
0COGEHHOCTEN, CBA3aHHbIX C OKOHYaHNEM CPOKa CNy>X6bl) HAXOAATCA B
NHCTPYKLMW NO NPUMEHEHNIO.
10. POPMA NMOCTABKWU
WNHCTPYMeHTbI /19 YCTaHOBKW UMM/IaHTaTOB AN14 3HAOMNPOTE3NPOBaHNA
TaszobegpeHHoro cyctasa BI-MENTUM ¢ npuHagnexxHocTaMu
MoCTaBNAOTCA B MHANBUAYANIbHOW YNaKoBKe.
YnakoBka cofepxuTt 1 usgenue.
11. NTEPEYEHb MATEPVNANOB XNBOTHOTIO N (NWNW)
YE/TOBEYECKOTI O NMPONCXOXOEHWNA
HenpumeHnMo. VIHCTPYMEHTbI A4 YCTaHOBKM WMMNIaHTaToB A/1d
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There are two catalog numbering options for products. For the Russian
Federation, the use of catalog numbers is provided, which assumes the
presence ofthe characters "DS" at the beginning of the number.

8.2 Packing size
BI-MENTUM Hip Replacement Implant Installation Instruments with
Accessories supplied in non-sterile packaging.

Length with W idth with tolerances,

tolerances, mm mm

(115-810)£10% (80-515)£10%
9.SHELF LIFE, USE BY DATE
There is no shelf life associated with none-sterile instruments prior to clinical
use. Once the device has entered clinical use the instructions regarding how
to identify end of life (this considers both chemical and functional end of life
related features) are in the device specific IFU.

10. HOW SUPPLIED

BI-MENTUM Hip Replacement Implant Installation Instruments with
Accessories supplied in a individual package.

The package contains | item.

11. LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable. BI-MENTUM Hip Replacement Implant Installation

Instruments with Accessories do not contain any materials of human or
103
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3HAONpPOTE3MpPOBaHMA TasobeapeHHOro cyctasa BI-MENTUM ¢
NMPUHAANEXXHOCTAMM HE COAEPXAT KaKMX-TM60 MaTepnanoB Yen0Be4ecKoro
WX XKUBOTHOTO NMPOUCXOXAEHUA, U MaTepuasbl YeN0BEYECKOTO WU
YXVBOTHOTO NMPOUCXOXAEHUSA He UCMOMNb3YTCS NPU NMPOU3BOACTBE U3AENNA.

12.CMMNCOK CTAHOAPTOB

Ta6nuua 41. OCHOBHble NPUMEHSIEMble MPOVU3BOANTENEM CTaHAAPTHI

MpuMeHseMblii cTaHAapT

EN 1041:2013

EN ISO 14971

FTOCTPNCO 17664

FTOCTPUCO 15223-1

MOCT 19126
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OnucaHwne
M3genna meguumnHCKue.
MHhopmayma, npefocrasnsemas
N3roTOBUTENEM
M3gennsa meguunHcKue.
MpuMeHeHWe MeHeI>XMEHTa pUcka K
MEeLUUNHCKUM N3Lennsam
CTepunmsanms meguLmuHCKNX
nsgennin. Mugopmauums,
npegocTaenseMas U3roToBUTENEM
ANS NPOBEAEHNS NMOBTOPHOW
cTepuansaLum MefuLUHCKMUX
n3genni
M3genus meguumHckne. CMMBOJIbI,
NnpUMeHsemMble MPU MapKUpPOBaHU
Ha MeAULUMHCKUX N3[enunsax,
3TUKeTKax ¥ B COMPOBOAUTENLHON
LOKyMeHTauun. Yactb 1. OCHOBHbIe
TpeboBaHuMA
VHCTpYyMeHTbl MeguLmHCKKe
meTannmueckume. O6wWme

animal origin, and no materials of human or animal origin are used during

manufacture.

12. LIST OF STANDARDS

Table 41. Main standarts applied by manufacturer

Applied Standard

EN 1041:2013

ENISO 14971

FOCTPNCO 17664

FTOCTPNCO 15223-1

MOCT 19126

104

Description
Information supplied by the
manufacturer of medical devices

Medical devices. Application of risk
management to medical devices

Sterilization of medical devices.
Information to be provided by the
manufacturer for the processing of

resterilizable medical devices

Medical devices. Symbols to be used

with medical device labels, labelling,

and information to be supplied. Part
1. General requirements

Medical metallic instruments.
General specifications
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O avHHdfonk

TEeXHMUYEeCKMe ycnoBus
WNHCTPYMEHTbI, UCMONb3yEMble
COBMECTHO C HEAaKTUBHbIMU

XUPYPruyecKUMn nMniaHTaTamu.

O6wue TpeboBaHuUA

MimnnaHTaTbl 4NS XUPYPrun.
MeTannunueckme matepuasnbl. YacTb
1. Ctanb KOPPO3MOHHO-CTOWKAS

(HepxaBetoLwas) geopmupyemas
13. TPEBOBAHWNA BE3OIMACHOCTN N 3PPEKTUBHOCTU MU
13.1. Mpepynpexs3eHus
MeLNLUUHCKOE yUpeXxk[eHne HeceT OTBETCTBEHHOCTb 3a:

obecrneyeHne NOBTOPHON 06pPabOTKM C NCMO/b30BAHNEM
Heo6XxoANMOro 06opyaoBaHus,

TO, YTOObI BCe AEMCTBMA BbINOMHANMNCL Hagexalle 06y4YeHHbIM
nepcoHanom.
HecTepunbHble MHCTPYMEHTbI MHOrOpPa3oBOro MCMOAb30BaHMA AOMKHbI
noaBepratbCca NOBTOPHOW 06paboTKe (0UYNCTKE, OCMOTPY U CTEpUIM3aLnn)
nepes KaxablM UCMONb30BaHMEM NO Ha3HAYEeHUO B COOTBETCTBUN C
npouesypamu, nepevyncneHHbIMn B pasgene «MHCTpyKUnm».
CobntofaiiTe 0CTOPOXHOCTb NPK 06paLLeHU C OCTPbIMU MHCTPYMEHTAMM.
VHCTPYMEHTbI LO/MKHbI O6bITb BbIHYTbI U3 CTEPUIN3ALUOHHbIX JIOTKOB. JIOTKK
npefHas3HayeHbl 418 CTepUAM3aLMmM U XpaHEHUS MHCTPYMEHTOB.
CocTaB MOKOLWMUX UMK Ae3NHPULMPYOLWNX CPEACTB: NCMNONb30BaHMNe
pacTBopa Ha OCHoBe nepekucu sBogopoga (H202), a30THON KUCAOTbI
(HNO03), cepHoli (H4S04) nnn waseneBoil KNCNOTbl He peKOMeHAyeTcs Ana
OYUCTKM UHCTPYMEHTOB M3 TUTAHOBOIO CM/aBa Uau aNtoMUHNEBLIX HOKCOB
A(NOCKOJIbKY MOXET MPUBECTU K UX NMOYEPHEHUIO). AHANOTUYHBIM 06pa3omMm,
Halla KOMNaHWA He paspeLlaeT norpy>arb Kakue-nmbo n3 Hawmnx
WHCTPYMEHTOB B pacTBOpPbI, COAepXallue anbaerung Ui BoICOKYH

FTOCTPNCO 16061

FOCTPNCO 5832-1
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Instrumentation for use in association
with non-active surgical implants.
General requirements

FOCTPNCO 16061

Implants for surgery. Metallic

FOCTPUCO 5832-1 materials. Part 1. Wrought stainless
steel

13. MD SAFETY AND EFFECTIVENESS REQUIREMENTS
13.1. Warnings
It is the medical institution’s responsibility to:
- ensure that the reprocessing is performed using the required equipment,
- and that all the steps are carried out by trained staff.
Non-sterile, reusable instruments must be reprocessed (cleaned, inspected
and sterilised) prior to each use, in compliance with the procedures listed in
section “Instructions”.
Be careful with sharp instruments.
The instruments must be cleaned out of the sterilisation trays. The trays are
designed for the sterilisation and storage ofthe instruments.
Composition of the detergent and/or disinfectant products: using a hydrogen
peroxide- (H202), nitric acid- (HNO03), sulfuric- (H2S04) or oxalic-based
solu tion is not recommended for cleaning instruments made of titanium
alloy, or aluminium boxes (may turn them black). Similarly, we do not
authorise the
immersion of any of our instruments in solutions containing aldehyde or a
high
concentration of chlorine (sodium hypochlorite...).
Location of instruments or fragments of them: instruments or fragments of
instruments can be located visually without necessarily having to use an
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KOHLEeHTpauuto xnopa (rMnoxnopuT HaTpus...).

PacnonoXeHne NHCTPYMEHTOB UM UX (DPArMEHTOB: MHCTPYMEHTbI UIN UX

(hparMeHTbl MOTYT ObITb PACMON0XEHbI BU3YalbHO 6€3 He06X04UMOCTH

MCMONb30BaHNA BHELLUHEro yCTPONCTBa BU3yanm3aunn. MockonbKky

MeTaIMYeCcKne MHCTPYMEHTbI AN UX PparMeHTbl pagmonpo3payHbl, UX, Tem

He MeHee, MOXHO 0BHapYXWUTb MeTo4aMu peHTreHorpauy B COOTBETCTBUM

C UX pasmepamu.

13.2 NHCTpyKunm

o Cregytolue NHCTPYKLUN NO3BONAOT MOATOTOBUTL MEAULNHCKME

n3aenvsa K NOBTOPHOMY UCMONb30BaHUIO.

* lMcnonb3oBaHWe onucaHns n3gennii, Matepuanos n 060pyf0BaHus, a
TakKXXe YCNOBUIA MX UCMONb30BAHNA HA KaXKAOM M3 3TanoB obecneynsaeT
6e30MacHy0 MOBTOPHYO 06pabOTKY NMHCTPYMEHTOB.

o Xupypr Bcerga HeceT 0TBeTCTBEHHOCTb 3a [e/iCTBMA NepcoHana,
aKcnnyatauuo o60pyLoBaHUA U NPOBeSEHME NPOLeLYp, BOBMIEYEHHbIX B
npouecc NOBTOPHON 06paboTKM MHCTPYMeHTOB. Kak npaBuo, aTo
TpebyeT NpoBefeHUA PerynspHbIX BanMaLnii n NnpoBepokK npoueayp.
JTto60e OTKNOHEHNE OT AaHHbIX MHCTPYKLUIA LOMKHO ObITb B MOMHOW
Mepe OLLeHEHO C Lefblo onpepenieHns 3PEKTUBHOCTN BbINOJTHAEMbIX
AEeNCTBUIA 1 BO3MOXHbIX HE6NaronpuUATHLIX NOCNeACTBUN.

* MakcumManbHas npoAo/MKUTENIbHOCTb Mepuoa KOHTaKTa KaXaoro
WHCTPYMEHTa C TeNOM naumeHTa coctasngeT 10 MUHYT.

o TpoayKTbl, 4O3MPOBKMK, 060pYAOBaHME U YC/I0BUS UCNO/b30BaHNS,
yKasaHHble B CKO6Kax, nognagatoT nog AencTene npoTokosna
M3roToBUTENA MO NOATOTOBKEe 060PYAOBAHUA K CTEpUIN3aLUN.

e [epeg NO6bLIM UCMONb30BAHNEM HEOOXOLMMO OYUCTUTL, 06e33apasuTb,
NMpoBepuTb U MNPOCTEPUIN30BATb WMHCTPYMEHTbI, CO6nt0fas NpuBefeHHble
HUXE VHCTPYKLUN.

e TpuBefeHHbIe CCbINKM Ha U3Aenuns 6blN NPOBEPEHbI M3TOTOBUTENEM U
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external imaging device. As metallic instruments or fragments of them are
radio-opaque, they can however be located using radiography according to
their size.

13.2 Instructions

. The following instructions allow medical devices to be prepared with
a view to being reused.
. The description of the products, materials and equipment, as well as

their conditions of use specified for each step, will favour safe reprocessing
ofthe instruments.

. It is always the surgeon’s responsibility to ensure that the staff, the
equipment and the process implemented in reprocessing devices achieve the
desired result. This generally requires regular validation and checking of the
procedures. Any deviation from competent use relative to the given
instructions should be correctly assessed in order to determine efficiency and
any adverse consequences.

. The maximum period of contact between each instrument and the
patient’s body is 10 minutes.
. The products, dosages, equipment and conditions of use given in

brackets come under the manufacturer’s protocol for preparing equipment for
sterilisation.

. Prior to any use, it is essential to clean, decontaminate, inspect and
sterilize the instruments, respecting the instructions below.
. The product references quoted have been tested by the manufacturer

and are given as examples.
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MCNOJIb30BaHbl B KAYeCTBE NPUMEPOB.
BAXHO:
Mocne ncnosib3oBaHUA cnefyeT cpasdy Xe 04ncTUTb 1 06e33apasnTb MecTa
MCMONb30BaHNSA MHCTPYMEHTOB. HE06X0AMMO NPesoTBpaTUTh 3acbiXxaHue
3arps3HeHuin Ha 060pyA0BaHUK, MO3ITOMY BCe MHOropa3oBoe 060pyf0BaHue
[0O/MKHO 3amMaynBaTbCA Cpasy Xe Moc/e KaxAoro ucnosnb3osaHusa. Kpome
TOro, Hanbosee KpynHble NATHa (KPOBb, TKaHW, MycOp) creayeT
npefBapuTeNbHO yaanuTb 6e3BOPCOBLIMY FyOKaMu unu weTkamu, n1ubo
MPOMbITb XON04HOW BOAOW. ANNTeNbHbIA KOHTAKT C KPOBbIO, (hparMeHTamu
KOCTel 1 Apyrummn octaTkaMy MOXKET NOBPeAUTb UHCTPYMEHTbI U CHU3UTb
3 (heKTUBHOCTb SIEUEHUSA B LLE/IOM.
He knaguTe rpssHble MHCTPYMEHTbI 06PaTHO B ALWLMUK 415 XPAHEHWSA
13.3 YcnoBua npuMeHeHUs
NHCTpyMeHTbI criegyeT pa3obpartb 4158 0UMCTKM (NPOLOJSIKEHME) B
COOTBETCTBUMN C UHCTPYKLMAMU, NPUBELEHHbIMWN B pasjesie «IHCTpyKLMM no
cbopKe ¥ pa3bopke NHCTPYMEHTOB». VIHCTPYMEHT Henb3a pasbupatb 4ns
OYUCTKM NPU OTCYTCTBUN MHCTPYKLUKN MO pa3bopke.

13.4 XpaHeHune 1 TpaHCNOPTMPOBKA

Mocne 3aBepLUeHNs onepaummn BbINONHUTE 3aMavynMBaHNe UHCTPYMEHTOB B
BOJe U NepeHecuTe B HelTpasibHbI BOLHbIA pacTBop (Hanpumep,
(hm3nonornyecknini pacTsop UAN JUCTUNNNMPOBAHHYIO BOAY) Ha 15 MUHYT.
Mcnonb3yeMble XUpypruyeckme MHCTPYMEHTbI CHUTAKOTCH
npeacTaBNAOWMMM 6MONOTNYECKYI0 ONACHOCTb U JOMKHBI ObITb
[0CTaB/IeHbl B CreunanbHyo 30Hy NOBTOPHOM 06paboTKM B COOTBETCTBUN C
MONUTUKON MeAULMHCKOrO YUYpexaeHus

13.5 MNoarotoska K 04YMUCTKe

Mepep 04YNCTKON peKOMEHAYETCA NOATOTOBUTb MHCTPYMEHTbI, KOTOpPbIE
06pabaTbiBalOTCA Cpasy nocsie UCnonb30BaHUS.
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IMPORTANT: after use, clean and decontaminate
immediately after the operation. It is imperative

to prevent dirt drying on the equipment and all
reusable equipment must be put to soak straight

after each use. Moreover, the largest stains (blood,
tissue, debris) should be removed beforehand using
lint-free sponges or brushes, or by rinsing with cold
water. Prolonged contact with blood, bones fragments
and other residues may harm the instruments and
compromise the effectiveness of the treatment overall.
Do not put dirty instruments back in their storage box

13.3 Places of use

The instruments must be disassembled for cleaning
in compliance with the instructions available

in section “Instructions for assembling and
disassembling instruments”. When no disassembly
instructions are available, the instrument

must not be disassembled for cleaning.

13.4 Confinement and transport

After surgery, immerse the instruments

in a neutral agueous solution (e.g. physiological
liquid or distilled water) for 15 minutes.

The surgical instruments used are considered

to present a biological risk and must be taken

to a specific reprocessing zone in compliance

with the medical institution’s policy.

13.5 Pre-cleaning preparation

It is recommended that instruments be
reprocessed immediately after use.
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MHCTPYMEHTbI A0/MKHbI ObITb OYULLEHbI OT NOTKOB W KPbILLEK, The instruments must be cleaned out
NCNob3yeMbIX 419 UX XpaHEHUS. of the trays and lids used for their storage.

Ocoboe BHUMaHWe cneayeT yaenaTb OCTPbIM MHCTPYMEHTaM. Particular attention must be paid to sharp
PekomeHayeTcs oumnLwaTh UX OTAE/IbHO A1 CHUXEHUA PUCKa NONYyUYEHUSA instruments. It is recommended that these be
TpaBm. cleaned separately to reduce the risks of injury.
Pa3bopka MHCTPYMEHTOB /19 OYMCTKN JO/XKHA NPOU3BOAUTLCA B The instruments must be disassembled for cleaning

COOTBETCTBUWN C MHCTPYKUMAMU, NpescTaBNeHHbIMU B pa3gene «HcTpykumm  in compliance with the instructions presented

no cbopke 1 pa3bopke NHCTPYMEHTOB». VIHCTPYMEHT Henb3s pa3bupatb Ans in section “Instructions for assembling and
OYMCTKMN NPU OTCYTCTBUN UHCTPYKLMUM NO pasbopke. JTo6ble MHCTPYMeHTbl ¢ disassembling instruments”. When no disassembly
MOABMXHbIMM KOMMOHEHTaMW (CMCTeMa G/IOKMPOBKM, WWAPHMPDLI, TPELWOTKKM)  instructions are available, the instrument must not

[LO/HKHbBI NPUBOANTLCA B A€ACTBME BO BPEMS PYUHON OUMUCTKU U/mnu be disassembled for cleaning. Any instruments
ononackuBaHus, 4To6bl 06ecnevynTb aPHEKTUBHOCTL NPOLLECCa OUNCTKMU. with moving components (locking system,
Bce MHCTPYMEHTbI € HacagKaMu AOMKHbI 6bITb NPOAYTHI ANs yaaneHus hinges, ratchets) must be operated during
MyCcopa ¥ OUYULLEHbI C MOMOLLbIO LLETKN, COOTBETCTBYHOLLEN pa3mepy the manual cleaning and/or rinsing to ensure
HacafKu. the effectiveness of the cleaning process.

Any instruments with nozzles must be purged
to remove debris and brushed using a brush that is appropriate for the nozzle

size..
13.6 ABTOMaTU3NPOBaHHANA O4UCTKA 13.6 Automated cleaning
1. MomMecTUTe MHCTPYMEHTbI B MOEUYHO-AE3MHDULNPYIOLLYIO MaLLVHY, 1) Place the instruments in the washer-disinfector,
npeABapuTeNbHO OUYNUCTUB KX, a 3aTeM y6eauTech, YTO MHCTPYMEHTbI 1 conna then make sure that the instruments and nozzles
noABeprarTca MakCMmasbHO BO3MOXHOMY BO3[eNCTBMIO MOIOLLENO have maximum exposure to the detergent
CpeAcTBa v BOAbI AN 0M0ONaCKMBaHUA 1 obecneybTe CBOGOAHbIV CTOK and rinsing water and that it can flow freely.
MOIOLLNX pacTBOPOB. 2) The instruments must be disassembled for
2. Pa3bopka MHCTPYMEHTOB A1 OUUCTKM LO/HKHA NPOU3BOAUTLCA B cleaning in compliance with the instructions

COOTBETCTBUW C UHCTPYKLUMUAMU, NpeAcTaBNeHHbIMUN B pasgene «MHCTpykumm  presented in section “Instructions for

no c6opke n pasbopke MHCTPYMEHTOB». VIHCTPYMEHT Henb3s pa3bupatb g assembling and disassembling instruments”. When
OYMCTKKU NPWU OTCYTCTBUN UHCTPYKLMUK MO pa3bopke. no disassembly instructions are available, the

3. ABTOMaTM3MpPOBaHHasA 0YMUCTKa A0/HKHA NPOBOAUTLCA B instrument must not be disassembled for cleaning.
CepTUHMLNPOBAHHON MOEYHO-Ae3nHDNLMpYyoLWen mawnHe B cootBeTcTBum  3) Automated cleaning must be carried out in a certified
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¢ Tpe6oBaHMAMYK ISO 15883-1 mnun 3KBMBA/IEHTHOrO CTaHapTa.
MprBeAEHHbIE HUXE MHCTPYKLUN YTBEPXAEHbI KOMNaHWeN-

Npoun3BOAUTENEM:
Tabnuua 42
daza Mpopgonxuten TemnepaTtpya Motouee
bHOCTb BOAbI cpepcTteo/Kavec
(MUHYTHI) TBO BOJbl
MpepBaputencH 2 (<40 °C) Cblpad Boja
as NpoMbIBKa
Molika 10 55 °C Mediclean 0,5 %
BogonpoBogHas
BOAA
lMonockaHune 3 BHewHada cpega  Cbipas Boga
MMonockaHwue 2 BHewHada cpega Boga,
ouYnLLLEHHan
METOL0M
obpaTtHoro
ocmoca

13.8 ABTOMaTM3MpoOBaHHaA Ae3nHpekyuns

ABTOMAaTM3NPOBaHHAA TeEpPMUYECKasa Le3nHMeKLNA PpeKOMeHAyeTCa ANd
6e3onacHol fe3nH(peKunn npyu paboTe ¢ MHCTPYMEHTaMK Mepej napoBoii
cTepunm3aunein. Tepmuyeckas ge3mHMeKL A 4OMKHA MPOBOAUTLCA B
CepTUMOULUPOBAHHON MOEYHO-AE3UH(ULUPYIOLLEA MallUHe B COOTBETCTBUN
c Tpe6oBaHMAMYK ISO 15883-1 1 ISO 15883-2 nnn 3KBMBANEHTHOIO
cTaHfapra.

Tepmunyeckas Ae3nHpeKLns B MOEYHOM [e3nHMEKTOPe AO/KHA OblTb
ofobpeHa ansa nony4veHus AO 3 000.

MomecTnTe NHCTPYMEHTbI TakuM 06pa3om, 4Tobbl 06ecneymnTb CTeKaHme
BCeil BOAbl, KAHIOIMPOBaHHbIE MHCTPYMEHTbI LO/MKHbBI pacnofiaraTbCs
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washer-disinfector in compliance with 1ISO 15883-1
or an equivalent standard. The following instructions
have been approved by the manufacturer:

Table 42

Phase Duration  Water Detergent/
(min) temperature W ater quality

Pre- 2 (<40 °C) Raw water
wash
Washin 10 55 °C Mediclean 0.5%
g Raw water
Rinsing 3 Ambient Cblpas Bofa
Rinsing 2 Ambient Reverse

osmosis water

13.8 Automated disinfection

Thermal disinfection is recommended to make it safe

to handle the instruments prior to steam sterilisation.

Thermal disinfection must be carried out in

a washer- disinfector in compliance with 1ISO 15883-1

and 1ISO 15883-2, or an equivalent standard.

The thermal disinfection in the washer- disinfector

must be approved to obtain an AO of 3000.

Place the instruments in such a way as to

ensure that all the water drains away, cannulated

devices must be placed vertically.
109




(1) DePuySynthes
"o CdBH

BEPTUKA/IbHO
Tabnuua 43 Table 43
da3za Mpogomkutens Temnepaty Motouiee Phase Duration W ater Detergent /
HOCTb (MUHYT)  pa BOAbI cpeacTeo/KavecTs (min) temperat  Water quality
0 BOAbI ure
Tennas 93°C Bopa, ounleHHas Thermal 6 93°C Reverse osmosis
ne3nHpekyns MEeTOLOM disinfect! water
0bpaTHOro ocmoca on Mediklar 0.05%
Meguknap 0,05 %
13.9 CywKka 13.9 Drying
CyliKa fo/MKHA NPOM3BOAUTLCA B MOEYHO-AEe3MHDULNPYIOLLEA MallnHe B Drying must be done in a washer- disinfector
cooTBeTcTBMM € ISO 15883-1 1 ISO 15883-2 nam 3KBUBANEHTHbLIM in compliance with 1ISO 15883-1 and ISO 15883-2,
cTaHAapTOM. D(PEKTUBHOCTb CYLUKM B MOEYHO-Ae3MHDULMPYIOLLETN or an equivalent standard. The effectiveness
MallWHEe MOXET 3Ha4YMTeNbHO OT/INYATLCSA B 3aBMCUMOCTM OT ee of drying in a washer- disinfector can vary
KOHCTPYKLMW 1 3arpy3Ku. considerably according to its design and load.
Cnepyrowmii umkn ogo6peH KoMnaHnen-npon3BoaNTENEM: The following cycle is approved by the manufacturer:
Tabnuua 44 Table 44
da3a Bpemsa (MyH) Temnepatypa Twn Bo3gyxa Phase Time (min) Air Air type
BO3ayxa Temperature
Cywka 30 110°C MeanUNHCKNIA Drying 30 110X Medical grade
Knacc
Ecnm ncnonb3yetcs MoeyHO-Ae3VHPUUMpYOLLas MawnHa, Ifyou are using a washer / disinfector, temperature must not exceed 120®C,
TemnepaTypa He fo/MKHa npesbiwaTs 120 °C, (air drying 110°C, then air 30°C for cooling).
(Bo3ayLWwHasa cywka 110 °C, 3atem Bo3gyx 30 °C gns oxnaxpaeHus). After automated drying, inspect the instruments. Ifthere are traces of
Mocne aBTOMaTUYECKON CYLIKN OCMOTPUTE MHCTPYMEHTBI. moisture on an instrument, it must be dried manually.
Ecnn Ha MHCTPYMEHTEe MMEKTCA cneabl BNaru, ero He06xXoA4MMo BbICYLUNTb Manual drying should be done using a clean, absorbent nonwoven support
BPYUHYIO. or a clean, lint-free cloth together with “medical” compressed air.

PYUYHYyt0 CYLWIKY cnefyeT NPOBOAWTbL C MOMOLLbIO YACTOM, BNUTbIBAOLLEN
HeTKaHOM NOACTaBKM MW YMCTON, 6€3BOPCOBOI TKaHN BMECTe C

110

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



(?) DePuySynthes

4cAIMCH«()oK«woH

KMEAMLUMHCKMMY» CXATbIM BO3LYXOM.
13.10 OcmoTpbl U NPOBEPKKU

OCMOTpMTE BCE MHCTPYMEHTbI BU3YyanbHO, YTOObI MPOBEPUTL M YOEANTLCS B

OTCYTCTBWM 3arpsA3HeHN, NOBPEXAEHNI AN BRarW.

OcCMOTpUTE BCE UHCTPYMEHTHI A1 MPOBEPKMU;

- UX NOBTOPHasA cbopka: 0OCMOTPUTE pa3obpaHHble MHCTPYMEHTHI U
y6eanTech, 4To OHWM cobpaHbl B COOTBETCTBUM C UHCTPYKLMAMMU,
npeAcTaBneHHbIMU B pasgene «MHCTpyKummn

no c6opke 1 pa3bopke MHCTPYMEHTOBY,

- OTCYTCTBWE BMarn: BHUMaTe/IbHO OCMOTPUTE YCTPOIMCTBA C cONaMu u
ABVKYLLMMUCA KOMMOHEHTaMU; NpU 06Hapy>XeHnn Biaru npocyLmre
WHCTPYMEHT BPYYHYIO B COOTBETCTBUWN C MHCTPYKUUAMU MO CYLUKE,
npueefeHHbIMU paHee B pasgene «CyLuKa»,

- YUCTOTA: NPW 0OHAPYXXEHUN 3arpA3HEHWIA, MOBTOPANTE LWarn No O4YNCTKe
0,0 Tex nop, Noka He ygannTe BCe 3arpsa3HeHums

N3 NHCTPYMEHTA,

- Han4me N bbIX NOBPEXAEHU, TaKMX KaK KOPPO3Us, U3MEHeHMe LBeTa,
uapanuHbl, cnefbl yaapos Ui usHoc,

- ()YHKLMOHAaNbHOCTb MHCTPYMEHTA, HanpuMep: pexyluas crnocobHOCTb
WHCTPYMEHTa, U30rHYTble OCU, BUXKEHWE LWAaPHUPOB, COeAUHEHNI NN
cUCTEMbl 6TOKMPOBKK, NOLABUXHbLIE KOMMNOHEHTHI, TaKne Kak pyyKu,
MeXaHU3Mbl 6TOKMPOBKK 1 T.1.,

- 4YTO BCE MHCTPYMEHTbI UMEIKOTCH B HAIMUYUM N MPaBUIbHO pasMeLLeHbl B
NOTKaxX, Kak NoKa3aHO Ha pUCyHKax 1u 5 AaHHON MHCTPYKLUN.
WNHCTPYMEHTbI C U3HOLEHHOW MapKUPOBKOM, KOTOPble HEBO3MOXHO
NAEHTU(PNLUPOBATD, & TAKXKE NOBPEXAEHHbIE UM HEPABOTOCMNOCOOHbIE
WHCTPYMEHTbI C/iefyeT 0TOpakoBaTh.

MnnocTpaunmn KpuTepmes NPMEMKN MHCTPYMEHTOB Ha 3Tane KOHTPoO/A
npuBeaeHbl Ha pucyHKax 113-123 HacToALLEeA MHCTPYKL MK,
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13.10 Inspection and testing

Inspect all the instruments visually to check
that there is no dirt, damage or moisture.
Inspect all the instruments to check:

- their reassembly: inspect the instruments that
were disassembled and check that they are
assembled in accordance with the instructions
presented in section “Instructions

for assembling and disassembling instruments”,
- absence of moisture: carefully inspect
devices with nozzles and moving components;
if moistwe is detected, dry the device manually
in accordance with the drying instructions
given earlier in the section “Drying”,

- cleanliness: ifdirt is identified, repeat

the cleaning steps until all the dirt

is removed from the device,

- the presence of any damage such as corrosion,
discoloration, scratches, impacts or wear,

- the instrument’s functionality, for example:
the instruments’ cutting capacity, bent

axes, movement of hinges, joints or the

locking system, moving components such

as handles, lock mechanisms, etc.,

- that all the instruments are present and
correctly placed in the trays as shown in
figures 1to 5 of this instruction booklet.
Instruments with worn marking, instruments
that cannot be identified and damaged or
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13.11 YcnoBusa ynakosBKu

VIHCTPYMEHTBI LONXHbI 6bITb 6bICTPO YNaKoBaHbl BO N36eXaHne NMoBTOPHOro
3arpasHeHuns.

[N OKOHYaTeNbHON ynakoBKW NPOCTEPUIN30BaHHbIX NapOM MHCTPYMEHTOB
MCNOJb3YNTe TONbKO pa3peLleHHble 3aKOHOM CTepUbHble 6apbepHble
cUCTeMbl MeAULMHCKOTO KayecTBa (nakeT, 06epTKa, KOHTelHEp).
MHavBuayanbHas ynakoBka. Vicnonb3ylite COOTBETCTBYOLWMNIA MaTepuan ansa
NapoBOI CTepunM3aLmm, COOTBETCTBYOLWLMI TpeboBaHMAM ISO 11607-1.
Y6enntecb, YTO NakeT JOCTATOUYHO BENUK, YTOObI BMECTUTb MHCTPYMEHT, He
pacTarMeanch no KpasMm. He knagute HeCKONbKO UMHCTPYMEHTOB B OAWH
naket

Ynakoeka naptun. VIHCTPYMEHTbI cneayeT 3aMeHuTb (MPOAO/IKEHNE) B
OpPUTMHaNbHOM NTIOTKEe B COOTBETCTBUM C pUCYHKamMn 11 5 HacToALel
WMHCTPYKLUMK. He cnefyeT KNacTb B IOTOK HUKaKNX LOMONHUTENbHbIX
WHCTPYMEHTOB.

Y6enutech, UTO MHCTPYMEHTLI HE CONMPUKAcalTCa APYr C ApYrom, 0CO6eHHO
WHCTPYMEHTbI C OCTPbIMU KPOMKaMMU.

YnakyiTe N1OTOK OAHVUM W3 CNefyOWnX NOAXOAALLMX CNOCO60B:

- B YTBEPXXAEHHOM NS CTEPUAN3ALUN KOHTEHepe C BOAOHENPOHMLaeMoi
KPbILLKOWA,

- B YNaKOBKe N5 NapoBOM CTepuan3aLmu, COOTBETCTBYIOLWEN MeAULUHCKAM
CTaHAapTaM Ka4yecTBa, C MCMOMb30BaHNEM METO/a [ABONHON ynakoBkn AAMI
NN 3KBUBANEHTHOIO

13.12 Ctepununsaumnsg
Cwmotpu pasgen «17. ONMNCAHME METOAA CTEPUNTN3ALINN».
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non-functional instruments must be discarded.
Ilustrations of the acceptance criteria

of instruments during the inspection stage are
given in figiires 113-123 of this instruction booklet.
13.11 Conditioning

Note: instruments must be packaged rapidly

to prevent any recontamination.

Use only legally approved,medical-quality sterile
barriers (bag, wrap, container) for the final
packaging of steam-sterilised instruments.
Individual packaging: use an appropriate
material for steam sterilisation and one that
complies with 1ISO 11607-1. Ensure that the

bag is large enough to take the instrument
without stretching at the edges. Do not put
several instruments in the same bag.

Batch packaging: the instruments must be replaced
in their original tray in accordance with photos
1to 5 of this instruction booklet. No additional
instruments should be placed in the tray.

Check that the instruments are not touching,
particularly instruments with sharp edges.
Package the tray using one of the following
appropriate methods:

- in an approved sterilisation container with a watertight lid,

- in steam sterilisation packaging of
medical quality standard, using the AAMI
double-wrapping method or equivalent

13.12 Sterilisation

See section «17. DESCRIPTION OF STERILIZATION METHOD».
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Yohmecn Johuecn
13.13. XpaHenne 13.13. Storage
CTepHiibHblE HHCTPYMEHTbI JJOJDKHBI XPAHHTHCA B CYXOM, YHCTOM The sterile instruments must be stored in a dry,
MOMELIECHHH, 3aHIMIIEHHOM OT NMPAMOro COTHEYHOr O CBETA, BPEAUTENEH, a clean environment, protected from direct light,
TaKXKe BO3ACHCTBHUA IKCTPEMAIILHBIX TEMIIEPATYP H BIAXKHOCTH. pests and extreme temperatures and humidity.
CM. HHCTPYKLIMHM KOMNAHHH-NTOCTABLIMKOB MO JBOHHOI yNakoBKe WITH Refer to suppliers’ instructions for double wrapping
KOHTEHHEepaM OTHOCHTE/ILHO CPOKOB XpaHEHHA U TpeOOBaHUH Kk TeMnepaTtype | or containers relative to time limits of storage and
H BIIAKHOCTH NpH XpaHeHuH. [locne crepunuzauny ynakoBky ¢ requirements of temperature and humidity for storage.
HHCTPYMEHTaMH HeoOX0MMO TLIATENBHO OCMOTPETh nepen BekpbiTHeM uisi | After sterilization, instrument packaging must be carefully
NPOBEPKH LEJOCTHOCTH YIAKOBKH. examined before opening to check packaging integrity
14. IPEJEJIBI HCIIOJIb30BAHUSI HHCTPYMEHTOB 14. LIMITS OF USE OF INSTRUMENTS

113
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Pucysok 67. Ocrarounoe conepxanue / Figure 67. Residue

Pucyrok 68. OrcnamBarme / Figure 68. Flaking
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it

PucyHok 70. TogHocTb NasepHoii MapkuposkH / Figure 70. Wearing of laser marking,

Pucynok 71. 3aTynnennsie, H3HomeHHsle pexywme 9acty / Figure 71. Blunt, worn cutting parts
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Aok uon-fohueon

. .
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Pucynok 73. Ilapanuus / Figure 73. Scratches
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Pucynok 75. 3aeaanue / Figure 75. Seizing

Pucynok 76. [Tonomxka / Figure 76. Break

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

120




{#) DePuySynthes

tohmesoheoon

PucyHok 77. Ilpatynnenue / Figure 77. Dulling
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- [TpoayxT Ans KOHTpONA - Product to monitor

- He coorsectyer TpeGoBannaM - At end of life

123
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15. UHCTPYKLUWMW MO CBEOPKE U PASBEOPKE MHCTPYMEHTOB 15 ASSEMBLY AND DISASSEMBLY INSTRUCTIONS

PucyHok 79. F'onoska nmnakrtopa /Figure 79, Head impactor
124
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PucyHok 80. UN3mepuTens rnyouHsl /Figure 80. Depth gauge
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fchwenfohnon
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fohuron-dohmon

Prcynox 82. Nepxarens: passeprks / Figure 82. Reamer holder TFT-AO
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16. NH®OPMAULUNA O IEKAPCTBEHHbLIX MPEMAPATAX U
mnn)y eAPMALEBTNYECKUX CYBCTAHUUMAX BCOCTABE
MW

HenpumeHnmo - npnbopbl He cofiepXXart NeKapCTBEHHbIE BELLECTBaA.

17. ONMNCAHVE METOOA CTEPUJTN3ALNN

CTtepunumsauma fomkHa 6biTb BbINOSIHEHA B aBTOK/1aBE NMapoM Moj AaB/ieHUEM
B COOTBETCTBUU C BaKYYMHbIM LUKNOM, YTBEPXKAEHHbIM HA MECTHOM YPOBHE.
ABTOKNAB [JO/HKEH 6bITb aTTECTOBAH B COOTBETCTBUM C MECTHbIMYU
cTtaHgapTamu n 1ISO 17665-1 nnn AAMIJANSI ST8. ABTOKNaB JO/MKeH
yCTaHaB/NBATLCA U 06CNYXNBATbCA B COOTBETCTBUM C MECTHBIMMU
cTaHfapTamu n TpeboBaHUAMU KOMMNaHUN-NPOU3BOANTENS.

Wcnonb3yinTe UMK aBTOKNaBa, NpefHa3HauYeHHbIl AN BaKyyMUpoOBaHUA
MOPUCTBIX UM KAHKJIMPOBAHHbIX YCTPONCTB B COOTBETCTBUM C
WUHCTPYKLMAMU KOMMNAHWUM-NPON3BOLUTENS.

He npeBblwainTe MakCMManbHO AOMYCTUMYHO 3arpy3Ky aBTOKNaBa.

[nsa obecneyveHns ypoBHa ctepunbHocTh (SAL) KO yTBepXAeHbI

Tun MwuHuman Temnepax Bpems
umkKna bHOe ypa CYLUKM
BpemM#
Mpeasaput 4 MUHYTHI 132°C 30 MUHYT
e/bHbIN
BaKyyMm
MpeaBaput 3 MUHYTHI 134°C 30 MUHYT
e/bHbI
BaKyyMm

OfHaKo, B COOTBETCTBUU C TPeO6OBaHUAMM MECTHbLIX HOPMATUBHbIX
JOKYMEHTOB MOXHO MCMNOJIb30BaTh 60/1ee 4NNTENbHOE BPEMA BbILEPXKKM,
Hanpumep, 18-MUHYTHbIA UMK Npu TemnepaType 134 °C.

Mpn 0L4HOBPEMEHHOW CTEPUIN3ALMN HECKONbKNX BCOMOraTe/IbHbIX

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

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

Not applicable - Devices do not contain

medicinal substances.

17. DESCRIPTION OF STERILIZATION METHOD

Sterilisation in a steam pressure autoclave must be done according to a
locally approved vacuum cycle. The autoclave must be approved according to
local standards and 1SO 17665-1 or AAMI / ANSI STS. The autoclave must
be installed and maintained in compliance with local standards and the
manufacturer’s requirements.

Use an autoclave cycle designed to evacuate porous or cannulated devices
according to the manufacturer’s instructions.

Do not exceed the autoclave’s maximum load.

The following cycles are approved for a

Cycle Minimum Temperat Drying
type exposure ure time

time
Prevacuum 4 minutes 132°C 30 minutes
Prevacuum 3 minutes 134°C 30 minutes

However, a longer exposure time can be used

in compliance with local requirements such as

the 18-minute cycle at 134°C, for example.

When sterilising several ancillary elements in a single operation, check that
maximum

load of the autoclave is not exceeded.
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WHCTPYMEHTOB MPOBEPbTE, HE NMPEBbILIEHO N MaKCUMabHOE 3HaYeHMe
3arpysKku crtepunimsaropa.

18. TPEBOBAHWNA KTEXHUWYECKOMY OBCNYXUMNBAHUNKO U
PEMOHTY MU

He npumeHnmo.
19. YCNOBUA TPAHCITIOPTUPOBKWN N XPAHEHWA

Tabnuua 46 - Ycnosus TpaHCNOPTUPOBKMU:
HanmeHoBaHwue
Temnepatypa

Awnana3oH
o1 20 go 25 °C.

OTHOCUTENbHAA BNaXXHOCTb <60%.

ATMOC(epHOe aB/ieHmne HeT cneunanbHbIX

TpeboBaHwWii
Tabnuua 47 - YcnoBus XpaHeHus:

HanmeHoBaHue OvanasoH
Temnepatypa ot 20 go 25 °C.
OTHocuTenbHaa K60%.
BNaXHOCTb
ATmocepHoe HeT cneumnanbHbiX TpeboBaHMU
LaBfieHne

MeaunurHCKoe n3fenne cneayeT XpaHUTb B CYXOM, YCTOM MOMELLEHUN.

20. MOPALOOK N YCNOBUNA YTUNN3SALUN nnn
YHUYTOXEHUNA mu

N3penve oTHOCMTCS K Knaccy b B COOTBETCTBMM C Knaccugukatmei
MeAMUMHCKNX 0TX0A0B. M0oCne HeyAauHOro BCKPbITUS yNakoBKM, KOTOpOe
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18. REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR
OFMD

Not applicable.
19. CONDITIONS OF TRANSPORTATION AND STORAGE

Table 46 - Transportation conditions:

Designation 1 Range
between 20 to 25°C

<60%.

Temperature
Relative humidity

Barometric pressure ' No specific requirement

Table 47 - Storage conditions:

Designation | Range

Temperature , between 20 to 25°C 1
Relative <60%.
humidity

Barometric  No specific requirement
pressure

The medical device should be stored in a dry, clean room.

20. MD DISPOSAL RULES AND CONDITIONS

The product belongs to class B in accordance with the classification of
medical waste. After unsuccessful opening of the package which resulted in
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VA41*»W t-«40focW&H

NPMBENO K HEBO3MOXHOCTMW MCMNO/b30BaHMUA MMMNNaHTaTa N0 Ha3HaYeHUo
WAV NpY NOBPEXAEHUN CTEPUNBLHOI YNAKOBKM, a TaKXe nocne
MCMNONb30BAHNA UM OKOHYaHWUA CPOKa FOAHOCTY U3AENNE W ero YNakoBKY
Heo6Xx04MMO YTUIN3MPOBATb B COOTBETCTBMMU C NIOKAIbHBIMU 1
rocyAapCTBeHHbIMM TpeboBaHMAMKN. HesarpssHeHHas ynakoBka
YTUAN3NPYETCA Kak ObITOBbIE OTXOAbI.

CopTnpOBKa OTXOA0B, HECYLLMX ONACHOCTb PacnpoCTpaHeHUs UHMeKLMI 1
OTXO0[0B, MOX0XMNX Ha 6bITOBbIE, ABNAETCA 0643aHHOCTLIO CneymanucTa, y
KOTOPOro o6pa3oBasnch OTX0Abl.

Mo obuiemy nNpaBuny, 06bIYHbIE OTXOAbI, TaKMe KaK ynakoBKa, MOryT 6biTb
CMeLLaHbl € 6bITOBbIMM OTX04aMWU U CNeAoBaThb MO LEenoYKe nepepaboTKu
ObITOBbIX OTX0/0B.

MpegMeTbl U MaTepuansl, 3arpa3HeHHbIe KPOBbIO U/MAN XUAKOCTAMM
opraHu3ama, AoMKHbI 06pabaTbiBaThCA Kak «MH(OULMPOBaHHbIE MEANLMHCKNE
oTxogbl» (MMO).

21. TAPAHTNA U PEKTAMALNA

MponssoamnTenb He 6epeT Ha cebs HMKAKMX AOMNOTHUTENbHbIX FapaHTUIAHbIX
0043aTeNbCTB, 3a UCK/IIOYEHNEM TeX, KOTOPbIe HOPULNYECKN YTBEPXKAEHDI.
apaHTWIAHBLIA CPOK 3KCNAyaTauuu n3genuii coctasnset 12 mecsues,
rapaHTUIHbIA CPOK XpaHeHWa M34ennin coctasnseT 3 mecaya (NPUMEHNUMO
TONbKO Ans Poccuiickoin depepaunmn B cootseTcTBun ¢ FTOCT P 50444).

22. HAMMEHOBAHWE N OPNOVNYECKWNIN ALPEC
MPON3BOANTENA MN N YTTIONMHOMOYEHHOTI O
MPEACTABUTENA NMPON3BOAUNTENA B POCCUNU

MPON3BOAUNTEND:
SERF, 85 Avenue des Bruyeres,
69150 Decines-Charpieu, France
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impossible usage ofthe implant in accordance with its purpose or when the
sterile package is damaged as well as after use or expiry date the device and
its package must be utilized in accordance with local and state requirements.
Uncontaminated packaging is recycled as household waste.

Sorting of waste with infectious risk and waste similar to household waste is
the responsibility of the professional who has produced the waste.

» Generally speaking, ordinary waste such as packaging can be assimilated
with

household waste and follow the household waste circuit.

* Objects and materials soiled by blood and/or body fluids must be processed
as

“Infectious Medical Waste” (IMW).

21. WARRANTY

The manufacturer provides warranty regarding disadvantages of medical
device within the whole shelf life period of the device.

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

The warranty period of operation for the products is 12 months, the warranty
period of products storage is 3 months (applicable for Russian Federation
only according to the GOST R 50444).
22. NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

MANUFACTURER:
SERF, 85 Avenue des Bruyeres,
69150 Decines-Charpieu, France
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Tenedon +33 (0)4 72 05 60 10
®akc +33(0)4 72021918
[loura: serf@serf.fr - UnrepHer: www serf.fr

MECTO IPOU3BO/ICTBA:
SERF, 85 Avenue des Bruyéres,
69150 Décines-Charpieu, France

YHOJHOMOYEHHOM IIPEJCTABHUTEJIb IPOU3BOJAUTEJIA B
POCCHMU:
000 «/Ixoxcon & xoncon», 121614, r. Mocksa, yn. Kpsuiarckas, a. 17,

kopn. 2.
Ten. +7(495)580-7777, ®akc: +7 (495) 580-7878
DL-INJRUMedical QA@ITS.JNJ.com,

DL-INJRU-Medical-Regulatory@ITS.JNJ.com

Tenedon +33 (0)4 72 05 60 10
®akc +33(0)4 720219 18
oura: serf@serf.fr - UntepHer: www.serf.fr

PLACE OF PRODUCTION:
SERF, 85 Avenue des Bruyéres,
69150 Décines-Charpieu, France

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
RUSSIA:

Johnson & Johnson LLC,

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

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

DL-INJRUMedical QA@ITS.JNJ.com,
DL-JNJRU-Medical-Regulatory@ITS.JNJ.com
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[Mepeso C aHITLLCKONO s13b KA HAPYCCKUA S3bK

CornacoBaHO

«CEP®» (SERF)
<Kpyrnas neyatb: TOproso-npoMblILLIIeHHas nanata Opranmsaum

JNnoHckoi meTpononun>
85 ABeHto ae bproitep, 69150 decuH-Lapnbé, dpaHums

N.0. MpesngeHTa Appec

MeHemKep 0TAeNa HOPMaTMBHO-NPABOBOr0 PEryNNPOBaHMS

<noanucaHo> J0MKHOCTb

<LTamn: JAMUWNAH BepoHuK, )
Y [0OCTOBEPA0 UCKNIOUNTENBHO NOAMNHHOCTD JKaH-LWapnb MOHCEHN
nognucy KaHa-lapns MOHCEHW> Pamunns, ums
06.09.2022

<LWTamn c norotunom: «CEP®»
85 ABeHto ae bptoliep
69150 AECUH-LLAPIbLE
Ten.:+ 334720560 10 <nopgnucaHo>
dakc:+3347202 19 18 Moanuce
an. nouta: serf@serf.fr>

farta: 44.MM.IM 11

NHCTPYKUWNA Mo NMPUMEHEHWNIO
WHCTpYKUMA Ana yCTaHOBKM MMMNNAHTaTOB A4/11 3HA0MPOTE3NPoBaHUS TazobedpeHHoro cyctasa BI-MENTUM ¢ npuHagieXXHOCTAMM

y U

Yo O
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MepeBofd faHHOTO TeKcTa BbiNonHel/nepeBoAunko>KnlonH6ogoson Mapxabo MaiLiaHOGeEeBHON.

Nceuniicuusa depepayms
Nopon MockBa
LlecTHaguaToro ceHx™N6to! ABe Thicauun ABajLaTb BTOPOro roga

A, MNMpokoweHkoBa EneH ropoga MOCKBbI, CBUAETENLCTBYHO MOA/IMHHOCTb
nognucu nepesogumkalgov LWaH6eeBHbl.
Mognuce caenaHa Boem
JInyHocTb nognu
3aperncTtpupo™Ho -Ho0 - V

YnnayeHo 3 peincteus: 400 py6. 00 kon

E.E. MNpokoweHKoBa

MpoLwwHypoBaHo, neyartbto -a,-0B).

E.E. lNpoKoweHKoBa
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