ottobock.

3R20, 3R36
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i7.2 Bench alignment of the prosthesis/

Basosas cbopka npotesa

0mm __e----

’P
20 mm | E’& m

50% 50% 5

27
a
p
m

la

]
I
]




[4] i7.2 Bench alignment of the prosthesis/

Basosas cbopka npotesa

i7.3 Optimising the static alignment/

OnTuMmsaums ctatmyeckon c6opku

Spina iliaca anterior
superior




[e] i7.4 Optimising during dynamic trial fitting/

OI'ITVIMVI3aLI,VIF| BO BpeMA LI,I/IHaMI/ILIeCKOIZ nprMepKn

@, Increasing the spring tension
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Reducing the spring tension
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HaTsaXeHUsa NpPyXuHbl

i7.4 Optimising during dynamic trial fitting/

OI'ITI/IMVI3aLI,VIFI BO BpemMa ,D,VIHaMVHeCKOI;I nprMepKn
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axle friction
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axle friction
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ig Maintenance/

TexHuyeckoe obcnyxuBaHve
Lubrication
Cwmaska

[o] i9 Maintenance/

TexHuyeckoe obcnyxuBaHve
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1 Notes regarding the document English

Date of last update: 2021-01-18

» Please read this document carefully before using the product
and observe the safety notices.

» Instruct the user in the safe use of the product.

» Please contact the manufacturer if you have questions about the
product or in case of problems.

» Report each serious incident related to the product to the manu-
facturer and to the relevant authority in your country. This is par-
ticularly important when there is a decline in the health state.

» Please keep this document for your records.

3 Intended use

3.1 Indications for use
The product is intended exclusively for lower limb exoprosthetic fit-
tings.

3.2 Area of application

Excessive strain on the product
Fall due to breakage of load-bearing components

» Only use the product according to its allowable field of applica-
tion.

Al .

This document and the product are intended exclusively for the fabric-
ation of a prosthesis by orthopaedic technicians with technical know-
ledge of lower limb prosthetic fittings.

1.1 Explanation of warning symbols

Warning regarding possible risks of accident or
injury.

2 Product description
The product (3R20, 3R36) has the following key features:
*  Polycentric prosthetic knee joint
*  Product components for stance phase stability

- Polycentric kinematics (adjustable extension stop)
¢ Product components for swing phase control:

- Extension assist (adjustable spring force)

- Adjustable friction brake as movement resistance for exten-
sion and flexion
*  Material: Steel (3R20), Titanium (3R36)

Warning regarding possible technical damage.

field of application (3R20, 3R36)
Recommended mobility grade: 1 + 2 | Everyday prosthesis
Allowable body weight: = 100 kg |

MG 1: indoor walker
The patient has the ability or the potential to use the prosthesis for
the purpose of moving or proceeding slowly on level floors. The
amount of time and the distance he/she can walk are seriously lim-
ited due to his/her condition.

MG 2: Restricted outdoor walker
The patient has the ability or the potential to walk slowly with the
prosthesis and to negotiate low environmental obstacles like curbs,
single steps or uneven surfaces. The amount of time and the dis-
tance he/she can walk are seriously limited due to his/her condition.

3.3 Combination possibilities

Failure to observe the f:
combination possibilities
Injuries, malfunctions or product damage due to unallowable com-

er requir

regarding

bination of prosthesis components




» Based on the instructions for use of all prosthetic components
used, verify that they may be combined with each other and are
approved for the patient's field of application.

» Contact the manufacturer with questions.

When fabricating a prosthesis for the lower limbs, all of the pros-
thetic components used have to meet the requirements in regard to
the patient's body weight and activity level.

3.4 Environmental conditions

Use under unallowable environmental conditions

Fall due to damaged product

» Do not expose the product to unallowable environmental condi-
tions (see the table "Unallowable environmental conditions" in
this section).

» If the product was exposed to unallowable environmental condi-
tions, take suitable steps (e.g. cleaning, repair, replacement,
inspection by the manufacturer or a specialist workshop etc.).

Allowable environmental conditions

Temperature range: -10 °C - +60 °C

Use - Relative humidity: 0 % — 90 % (Non-condensing)
Storage/Transportation - Relative humidity: 100 %

Tyre pressure: 250 — 1100 mbar

Commercially available, solvent-free cleaning agents

3.5 Reuse and lifetime

A\ CAUTION

Reuse on another patient
Fall due to loss of functionality as well as damage to the product
» Only use the product for a single patient.

Exceeding the lifetime

Fall due to change in or loss of functionality and damage to the

product

» Ensure that the maximum lifetime defined in this section is not
exceeded.

Maximum service life for this product is 3 to 5 years, depending on the
patient's level of activity.

4 General safety instructions

Reaching into the area of the joint mechanism

Pinching of limbs (e.g. fingers) and the skin due to uncontrolled

joint movement

» Do not reach into the joint mechanism during daily use.

» Close attention is required during assembly and adjustment
tasks.

Mechanical d

envir | conditions

Storage/Transportation: Mechanical vibrations, Impacts

Hygroscopic particles (e.g.Talcum powder), Dust, Sand, Fresh
water, Salt water, Acids, Sweat, Urine

to the product

Risk of injury due to change in or loss of functionality

» Use caution when working with the product.

» If the product is damaged, check it for proper function and readi-
ness for use.

Cleaning agents containing solvents




» In case of changes in or loss of functionality, do not continue
using the product (see "Signs of changes in or loss of functional-
ity during use" in this section).

» Take any necessary measures (e.g. repair, replacement, inspec-
tion by the manufacturer's customer service, etc.).

7.2 Bench alignment of the prosthesis

Signs of changes in or loss of functionality during use

Changes in functionality can manifest themselves, for example,
through a changed gait (swing phase, stance phase), incomplete
extension, stiffness and the development of noise.

5 Scope of delivery
For the scope of delivery, see Figure on page 2.

6 Technical data
For the technical data, see Figure on page 2.

7 Preparing the product for use
7.1 Information on fabrication of a prosthesis

Incorrect alignment, assembly or adjustment

Injury due to incorrectly installed or adjusted as well as damaged
prosthetic components

» Observe the alignment, assembly and adjustment instructions.

Initial use of the prosthesis by the patient

Fall due to lack of patient experience, incorrect alignment or incor-

rect adjustment of the prosthesis

» For the safety of the patient, use a suitable device (e.g. parallel
bars, handrail, wheeled walker) during initial standing and walk-

ing.
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A\ CAUTION

Improper assembly of the screw connections

Risk of injury due to breakage or loosening of the screw connec-

tions

» Clean the threads before every installation.

» Apply the specified torque values.

» Follow the instructions regarding the length of the screws and
about how to secure the screws.

The prosthetic components and prosthesis shown in the illustrations
are used as examples to illustrate the general process. The instruc-
tions for use of the prosthetic components selected for the patient
contain detailed information and have to be used for fabrication of
the prosthesis.

» To enable the patient to stand safely, align the prosthesis using
the alignment images (Figure on page 3) as well as the
instructions for use of all prosthesis components used.

» Additionally, observe Figure[4] on page 4 and the following
points for the bench alignment of the prosthesis:

» (D Turn the adjustable extension stop to the right to the maximum
extension position for bench alignment.

» Use the rotation to the left shown in ) for dynamic fitting if the
patient has difficulty initiating the flexion. Note that this reduces
the stability of the prosthetic joint.

7.3 Optimising the static alignment

» Check and optimise static alignment on standing patient (see
Fig. on page 4).

» |If a measuring device for representing load lines is available,
check the distances indicated in Figure on page 4 and correct
the prosthesis alignment as necessary.



7.4 Opti

during dy trial fitting

Adjusting the Settings

Fall due to incorrect or unfamiliar settings

» Only adapt the settings to the patient gradually.

» Explain the effects of the adjustments on the use of the prosthes-

is to the patient.

>

If the patient has difficulty initiating the flexion, turn the adjustable
extension stop to the left as shown in Figure on page 4 in (2).

Adjusting the extension assist

>
| 4

For adjusting the extension assist, note Figure [6 | on page 5.
CAUTION! The lower leg of the prosthesis must not swing
through too far in the dorsal direction at the beginning of the
swing phase.

Adjust the extension assist so that the lower leg of the prosthesis
swings through in the dorsal direction according to the patient's
requirements, but reaches full extension in a timely manner for the
next heel strike.

Adjusting the swing phase friction

>
>

For adjusting the swing phase friction, note Figure on page 5.
CAUTION! The prosthetic knee joint has to reach full extension,
even at slower walking speeds. Observe the information under
the heading "Fine-tuning the settings".

Adjust the swing phase friction so that the prosthetic knee joint
does not swing too hard against the extension stop and so that
the prosthetic foot swings through sufficiently according to the
needs of the patient.

Fine-tuning the settings

>

CAUTION! The various settings of the prosthetic knee joint can-
not be adjusted entirely independently of each other. When the
settings cannot be fully adjusted to the comfort needs of the
patient, the settings should be established primarily based on
safety aspects.

Adapt the settings of the prosthetic knee joint to the patient by
means of fine-tuning and exercises.

If the extension position is not reached with every step and at any
walking speed, reduce the braking effect and/or increase the ini-
tial tension of the extension assist.

Check the adjustment of the prosthesis settings during normal
consultations and the annual safety inspection.

Advise the patient to check the prosthesis if changes in function
occur.

7.5 Attaching the cosmetic cover

Use of talcum
Risk of injury, damage to the product due to lack of lubrication
» Do not use talcum on the product or other prosthesis compon-

ents.

» After affixing the cosmetic elements, verify proper functioning of
the prosthesis.

» To reduce friction and to eliminate noise, apply silicone spray dir-
ectly onto the contact surfaces of the cosmetic foam cover.

7.6 Finist the pr

» CAUTION! To avoid product damage and the risk of falling, finish

the prosthesis by replacing set screws that are too short or too
long, and by tightening all screw connections. In doing so, note
the instructions for use for all prosthesis components regarding
torque values and thread lock.

11



8 Use
8.1 Information for use

9 Maintenance

/A CAUTION

 Noice

Mechanical overload

Impaired functionality due to mechanical damage

» Check the product for damage prior to each use.

» Do not use the product if its functionality has been impaired.

» Take any necessary measures (e.g. repair, replacement, inspec-
tion by the manufacturer's customer service, etc.).

8.2 Cleaning

Use of itable cl i gents or

Impairment of functionality and damage due to incorrect cleaning

agents or disinfectants

» Clean the product only according to the instructions given in this
section.

» For the prosthesis, observe the cleaning instructions for all pros-
thetic components.

» Clean the product if it gets dirty.

» For disinfection, only use disinfectants that do not affect the
materials of the product. For further information, please consult
the manufacturer.

» Observe the cleaning instructions for all prosthetic components.

1) Clean the product with a damp, soft cloth.
2) Dry the product with a soft cloth.
3) Allow to air dry in order to remove residual moisture.
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Failure to follow the instr

Risk of injuries due to changes in or loss of functionality and dam-
age to the product

» Observe the following maintenance instructions.

» Arrange regular maintenance intervals with the patient depending
on the level of use.

» Following an individual period for the patient to get accustomed
to the prosthesis, check the settings of the prosthetic joint and
adapt them to the patient's requirements again as needed.

» The prosthetic components should be inspected after the first 30
days of use.

» Inspect the entire prosthesis for wear during normal consulta-
tions.

» Conduct annual safety inspections.

» As part of the safety inspections, inspect the prosthetic joint for
wear and proper functionality. Special attention should be paid to
movement resistance, bearings and abnormal noises. Full flexion
and extension must be ensured at all times. Readjust as required.

Lubrication

Figure on page 6 shows which lubricants to use. The lubricants
can be ordered from the manufacturer using the reference numbers
(address at the end of this document).

» Use lubricants on the product sparingly.

Replacing components

» If necessary, replace the components shown in Figures[9]
(page 6) and (page 7). The components can be ordered from
the manufacturer using the reference numbers (address at the
end of this document).



10 Disposal

In some jurisdictions it is not permissible to dispose of the product
with unsorted household waste. Improper disposal can be harmful to
health and the environment. Observe the information provided by the
responsible authorities in your country regarding return, collection
and disposal procedures.

11 Legal information

11.1 Liability

The manufacturer will only assume liability if the product is used in
accordance with the descriptions and instructions provided in this
document. The manufacturer will not assume liability for damage
caused by disregarding the information in this document, particularly
due to improper use or unauthorised modification of the product.

11.2 CE conformity

The product meets the requirements of Regulation (EU) 2017/7450n
medical devices. The CE declaration of conformity can be down-
loaded from the manufacturer's website.

1 Uudopmaums no gaHHOMY AOKYMEHTY Pycckuit

[Jarta nocnegHent aktryanusauuu: 2021-01-18

» [lepen vcnonb3oBaHWeM U3fenus cneayet BHUMATENbHO MpPo-
4YeCTb JaHHbI AOKYMEHT 1 cobniopatb ykasaHusi Mo TexHuke Ges-
onacHocTy.

> I'Ipoaep.me nonb3oBaTento MHCTPYKTax Ha npeamer 6esonacHoro
nonb3oBaHUA.

» Ecnuy Bac BosHUKAM Npo6nembl Man BOMPOCk! KacaTenbHo 1sae-
nvs, obpaliantecs K NPon3BoaUTeNHo.

» O Kaxaom CepbesHOM MPOUCLLECTBUM, CBA3AHHOM C WU3AenveM,
B 4acCTHOCTU 06 yXy[LLEHWU COCTOSIHUS 3[0POBbSA, cooblianTte
NpOu3BOAUTENO U KOMMNETEeHTHbIM OpraHam Bawen CTpaHbl.

‘ » XpaHute JaHHbI JOKYMEHT.

D,aHHbIljl AOKYMEHT U U3[enne UCnosb3ytTca NCKNKYNTENbHO ONa n3-
roToe/ieHNa nportes3a TeXHUKOM-OpPTONeaoMm, KOTOprVI 06na1:|.aer Heob-
XOAUMbIMU 3HAHUAMU U KBaﬂMd)VIKaLLMEFI, |'IO3BOJ'IF|K)LLL€VI NU3roToBnATb
npote3bl HWXKHEN KOHEYHOCTH.

1.1 3HaueHune npeaynpexaAaLux CUMBONOB

/A BHUMAHUE I'Ipe.u,ynpe)K,u,eHme O BO3MOXHOW OMacHOCTU He-

CHaCTHOro cny4asa uan nony4eHus TpasM.

‘:| MpeaynpexaeHne 0 BO3MOXHbIX TEXHUYECKWX MO~

BpeXAeHusx.

2 OnucaHue uspenus
WMspenne (3R20, 3R36) otnnyaetcs crnepylowMn OCHOBHBIMU OCO-
GeHHoCTAMU:
*  [MonnueHTpUYeCKuit KONEHHbIN y3en npoTesa
*  KomnoHeHTbl usgenus ans obecneyexus Gpasbl onopsbl
- [MonuueHtpuyeckasi KuHematuka (perynupyemsiii pasruGa-
TebHbI yrop)
*  KoMmnoHeHTbl U3aenus Ans ynpasneHus ¢pasomn nepeHoca:
- Tonkatenb (perynvpyemasi cuna HaTsKeHWs NPYXuHbi)
- Perynupyembiit GpUKLMOHHbIN TOPMO3 AN 0BecneyeHns co-
NPOTUBNIEHNS ABWXEHUIO NPU pasrinbaHumn u crubaHum
*  Marepuan: Cranb (3R20), Tutan (3R36)

3 Ucnonb3oBaHue NO Ha3HAYEHUIO

3.1 HasHaueHue
I/Is,u,enme NCrnonb3yetTcsa WCKIK4YUTENBHO A4 3K30MpoTe3npoBaHus
HWXHUX KOHeHHOCTtei.
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3.2 O6nacTb npuMmeHeHus

Meperpyska npoaykra

ﬂap.eHme BCNeAcTBMe pa3pyLleHnsa HecyLmnx ,u,e'raneﬁl

» Vcrionb3yeTe NpoayKT TONMbKO B COOTBETCTBUM C 06NaCTbio Npu-
MeHEeHUsi, ONpeaeneHHoON NPOU3BOANTENEM.

> MCI'IOﬂb.'iyﬂ PYKOBOACTBO MO MPUMEHEHUID BCeX WCMOob3yeMbixX
KOMMOHEHTOB rnpoTe3a HpOKOHTpOﬂVIpyFITe, MOXHO /I UX KOMOU-
HUpoBaTtb ApYyr C APYyrom, a Takxe nucnonb3osatb B JAHHOM KOH-
KpPeTHOM criy4ae nNpoTe3npoBaHus nauneHTta.

> an/I BO3HMKHOBEHUN BONPOCOB OﬁpamaﬁTer K npoussoguTento.

WHOOPMALUS

JAonyctumas o6nacte npumeHenus (3R20, 3R36)

PekomeHpayembiit yposeHb aktuHocTv: 1 + | Mpotes ans nosce-
2 [HEBHOIO HOLWEHUs
[Honyctumbiii Bec Tena: < 100 kg

Mpn NpousBoACTBE NPOTE30B HUKHWX KOHEYHOCTEN BCE UCMONb3ye-
Mble A1 NPOTE30B KOMMOHEHTbI JOMXHbI COOTBETCTBOBaThL TpeboBa-
HUSIM COrNacHO BECY U YPOBHIO aKTUBHOCTU MaLMeHTa.

3.4 YcnoBusi NnpuMeHeHus uspenus

YpoeeHb aktuBHoCcTH 1: TC TbIO nep
XEeHUsl B NOMeLLeHUn

/A BHUMAHVE

HaLLMeHT crnocobeH nnu noTeHumanbHO crnocobeH ncnonb3osarb
npoTe3s C Lesiblo nepemMeLLeHna nnm nepeasmxeHna Ha poBHbIX No-
BEPXHOCTSAX C masnon CKOPOCTbIO NepeasnxeHuns. npO,ELOJ'I)KMTEJ'Ib-
HOCTb U 0anbHOCTb XOﬂ,bﬁbl B CBfI3N C ero COCTOsiHUEeM 3Ha4YnTeIbHO
OrpaHu4eHbl.

YpoBeHb aKTUBHOCTH 2: T C orp -
HOCTAIMM nepep, BO mupe

MaumneHT cnocobeH nepeasuratbCs C NOMOLLBIO MPOTE3a C Manon
CKOPOCTbIO 1 MPeoaoneBaTb HU3KME NPenaTcTBus, Takue kak 6op-
[lIOpbl, €AMHUYHbIE CTYNEHN N HEPOBHas NoBepxHocTb. [popon-
XUTENbHOCTb U AaNlbHOCTb XO,D,biI B CBAA3M C ero COCTOsHWEeM 3Ha-
HYUTENbHO OrpaHnNY4eHbl.

3.3 BO3MOXHOCTM KOMGUHNPOBaHUS U3aenus

A,ONYCTUMBIX Y

MapeHve B pesynbTate NONOMKMU U3AENUS

» He ucnonbsyite uspenue B HepOMyCTUMBIX YCOBUSX (CM. npuBe-
[leHHylo B JlaHHOW rnase Tabnuuy "Heponyctumbie ycnosus npu-
MeHeHus").

» Ecnu nsgenve nopgsepranoch Bo3AeWCTBUIO HEAOMYCTUMbIX YCO-
BUI OKpYyXalowwen cpefpl, Cneayer npuHATb COOTBETCTBYOLME
Mepbl (HanpuMep , O4nCTKa, PEMOHT, 3aMeHa, NpoBepKa npous-
BOAWTENEM UMW B MAcCTePCKOIA).

Oonyctumsble y

TemnepartypHbiii ananasoH: -10 °C - +60 °C

Mcnonb3sosaHue - OTHocUTenbHas BNaxHoOCTb Bosayxa: 0 % — 90 %
(Bes koHaeHcauuu Bnaru)
XpaHeHue/TpaHcnoptuposka - BnaxHocts Bosgyxa: 100 %

/A BHUMAHUE

uUTeNns OTHOCH

[Jasnexue Bosayxa: 250 — 1100 m6ap

O6bluHble YnCTALME CPEACTBa, He COAepXallye pacTBopuTesen

Mp p VK p

HOCTEen

uspenus
Tpasmuposanye, Hapyl.uer-me B paboTe unu nospexaeHne uspenus
BC/eCTBME HefoMyCTUMON KOMBMHALIMM KOMMOHEHTOB NpoTe3a
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H YyCTUMbIE Y

XpaHEHMe/TpaHCI‘IOpTMpOBKa MexaHuyeckas Bubpauus, YaapHoie
Harpysku




H UMbIE Y p

[vrpockonuyeckme vactuupl (Hanp.Tanbk), Meinb, Mecok, MpecHas
Boaa, Mopckas Bopa, Kucnotsl, Mot, Moua

L"MCT;‘LI.IMS CcpeAcTBa, cogepxatline pactBoputenu

3.5 MoBTOpPHOE NCNONb30BaHNE U CPOK CNyXGbl

MoBTopHOE ncnc [ APYrMM naumueHTom
MapeHve BcnepcTeue yTpathl GyHKLWIA 1 NOBPEXAEHUS U3aenms
» [poayKT paspelueH K MCMOb30BaHMIO TOIbKO OAHWUM MaLMeHTOM.

/A BHUMAHUE

MpeBbileHne cpoka cnyxo6bi

MapeHve BCneacTeme UaMeHeHUs Unu yTpatbl GyHKLWIA, a Takxe no-
BPEeXAEHUa n3nenns

» Cnepnyer obpawate BHMMaHue Ha TO, 4TOGbl He npeBsbiancs

CPOK cnyx6bl, yKasaHHbIN B JaHHOV rnase.

MakcvmanbHbI CpoOK CJ'Iy)KGbI 3TOro usgennsa cocraenser, B 3aBUCU-
MOCTM OT ypOBHSA aKTMBHOCTU nauneHTta, ot 3 po 5 nert.

4 O6LMe yKa3aHUs No TeEXHUKe 6e30nacHOCTH

3axsar B o6nactu PHUPHOrO

3allemneHne KOHeYHoCTeN (Hanpumep, NanbLEB) U KOXW B Pe3yNb-

TaTe HeKOHTPONIMPOBAHHOIO ABUXEHUS! LApHUPa

» Bo Bpemsi exefHeBHOro NpuUMeHeHWUs HUKOrAa He GepuTechb 3a
usgenvie B 061acTi LUAPHNPHOTO MexaHU3Ma.

» MoHTax 1 pa6oTbl N0 perynnpoBKke NPOBOAMUTE TONLKO B YCNOBM-
SIX NOBBILLIEHHOW BHUMATENBHOCTU.

HUMAHUE

MexaHuyeckoe nospexaeHue usaenms

OnacHoCTb TPaBMMPOBaHWS B pe3yfbTaTe U3MEHEHWs WAW yTpartsl

$yHKUWMIA

» Cnepyet GepexHo obpalyatbCsi C U3nenmem.

» CrnenyeT NpOKOHTPONMPOBAThL MOBPEXAEHHOE U3AeNne Ha dyHK-
LMOHANBHOCTL U BO3MOXHOCTb MCMO/L30BaHNSA.

» He npumensiite usgenve npu nsvMeHeHUn unm ytpate GyHKUMIA
(cm. "Tpu3Hakn n3MeHeHUs Unu yTpatbl GyHKLUMI Npu aKcnnyara-
unn" B AaHHOM pasgene).

» B cnydae Heo6x0AMMOCTY NpUMUTE COOTBETCTBYIOLME Mepbl (Ha-
npuMep, PEeMOHT, 3aMeHa, NpoBepka CEPBMCHBLIM OTAENOM Npo-
13BOANTENS U MP.).

Mpu3HaKku n3MeHeHus Unu yTpaTbl GYHKUMIA NPU IKCIUTyaTauum
N3meHeHus B paGoTe nM3fenus MOryT MpPOSIBASTLCS HaMp., B U3MeHe-
HUW puCyHKa noxoaku (pasa nepeHoca, dpasa onopsbl), HEMONHOM pas-
rnbaHuu, Tyroctu xoga 1 o6pa3oBaHunm LLyMOB.

5 O6bem nocTtaBku
Komnnekr nocraeku npuseaeH Ha pucyHke [ 1 | Ha cTpaHuue 2.

6 TexHU4YeCKne xapaKTepucTuKu
TeXHMHeCKMe XapakTepuUCTUKn npuBefeHbl Ha pUCyHKe IZ Ha cTpaHu-
ue 2.

7 NMpuBeaeHne B COCTOsIHME FOTOBHOCTU K 3KCnyaTa-
uumn

7.1 YKasaHus NO M3roTOBJIEHUIO NpoTe3a

/A BHUMAHUE

HenpaBunbHas c6opka, MOHTaX UMW perynnpoeka
TpaBMbI B pe3ynbTate HenpasWbHOrO MOHTaxa, perynmpoBkun unauv
noBpexaeHUa KOMNOHEHTOB npoTtesa
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» Cnenyer ofpalwate BHMMaHWE Ha MHCTPYKLMM MO yCTaHOBKE,
MOHTaXy 1 Perynnposke.

Mep P

MapeHve B pesynbTate HeXBaTKn OMbITa y MaUMeHTa UK HeNpasnib-

HOW C6OPKM MW HACTPOMKK NpoTe3a

» [nsa obecneyeHus 6e30MacHOCTM NauneHTa Npy ero nepsbix no-
MbITKaX CTOSITb U XOAWUTb HEOBXOAUMO MPUMEHSTE COOTBETCTBYIO-
lee BCMOMOraTeflbHoe CPeAcTBo (Hanpumep, Gpycks Ans Xxofb-
6bl, MOPYy4YeHb 1 PONATOP).

TOM

7.2 bazoBas c60pKa npoTtesa

/A BHUMAHUE

HenpaBunbHbIli MOHTaX pe3b6OBbIX COEAUHEHUN

OnacHocTb TpaBMUPOBaHUsI BCIEACTBUE MONOMKM WU PacKpy4mBa-

HUSi pe3bBOBbIX COEAVHEHNI

» Kaxabiit pas nepes MOHTaXoM cnefyet ounarb pessoy.

» Cobnioaaitte yCTaHOBNEHHbIE MOMEHTbI 3aTSKKM MPU MOHTaXE.

» OG6pallaiiTe BHMMaHNe Ha yKasaHus Mo AJMHe BUHTOB U dukca-
LMK pe3bBOoBbIX COEANHEHUN.

MpuBesieHHbIE Ha PUCYHKaX KOMMOHEHTLI NpoTe3a U CaM NpoTes Uc-
nonb3yloTca B kavecTse obpasua Ans onucaHns obuiero npouecca
M3roToBneHns npotesa. B pykosoacTsax Mo NpuUMEHeHWo Kommo-
HEeHTOB NpoTesa, KoTopble GbiM Nogo6paHbl ANs NauueHTa, npes-
cTaBneHa noapobHas WHbOpPMaUMs M yKasaHWs, KOTopble creayet
1CMo/b30BaTh NPU U3rOTOB/IEHNN NpOTe3a.

Ons obecneyeHns HafleXHOro PasMeLLEHNs NaLneHTa B Nosioxe-
HUM CTOSI, BLINONHSATL CGOPKY MPOTE3a COMNACHO PUCYHKaM Mo
c6opke (pucyHok Ha cTpaHuue 3), a Takxe B COOTBETCTBUM C
PYKOBOACTBAMU MO NPUMEHEHMNIO BCEX UCTOJNb3YEMbIX KOMMOHEH-
TOB NpoTesa.

Mpu npepBapuTenbHoii c6opke npoTesa Heob6XoAUMO y4uTbiBaTb
PUCYHOK [4_ Ha CTpaHuue 4 1 nocieayoLme nyHKTbI:

(@) Perynupyemblit pasrubatenbHelil ynop yCTaHOBUTL BpalLeHUeM
BMPaBo B MOJIOXEHNe MaKCUMaibHOro pasrnbaHus Ans npeasapu-
TeNbHOI cBopKM.

Mpu avHamuyeckoi npuMepke nokasaHHoOe B MyHKTe (2) Bpalle-
HUe BNEBO CriefyeT MPUMEHsITb B TOM Ciy4ae, €Cin NauueHTy
TPYAHO HaunHate crubanue. Mpu aTom cneayet yunTsiBath, 4TO B
pesynbTate 3TOrO0 CHUXAETCs CTaBUbHOCTL MPOTE3HOTO LWapHW-
pa.

7.3 ONTUMU3auUa cTaTUYECKON c6opKu

>

7.4 OnTUMU3auus BO BpeMmsi AUHA KOWM T

MpoBeputb 1 ONTMMU3NPOBATL CTaTUYECKYl0 COOPKY Ajisi NauveH-
Ta, HaxXOAALLErocsi B MOSIOKEHUU CTosi (CM. puc. Ha CcTpaHu-
ue 4).

Ecnu B pacnopsikeHun ectb n3mepuTenbHbI npubop Ans nsobpa-
XEHUS NINHUIA Harpysku, HeoBXO0AUMO NPOBEPUTb 3HAYEHUs pac-
CTOSIHWIA, yKa3aHHble Ha PUCYHKe Ha cTpaHuue 4 1 npu Heob-
XOAMMOCTU OTKOPPeKTUpoBaTh C6OpKy npotesa.
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/A BHUMAHVE

PerynupoBka HacTpoek

MapeHve BcneacTBue HEMPaBUILHOW AW HEMPUBLIYHOW PEryanpoB-
K1

| 4 ﬂ,l‘lﬂ yp.oﬁc'rsa nauuveHta npou3BoAUTE PEryinpoBKy HacCTpoek

» O6bscHute nauneHty ﬂ,eFICTBI/le perynMpoBkun Ha ncnosjib3oBaHue

MeANEHHO.

npotesa.




>

Ecnu nauueHty TpyaHo HauuHath crubanue, pasrubatenbHbii
ynop Heo6XoaAMMO OTPerynMpoBaTh BpalleHUeM BieBO, Kak noka-
3aHO Ha pUCyHKe Ha cTpaHuLe 4 B nyHkTe (2).

PerynupoBka Tonkartens

>

>

Mpu  perynupoeke  Tonkatens
pucyHok [6 | Ha cTpaHuue 5.
BHUMAHME! B Hayvane ¢asbl nepeHoca roneHb npotesa He
[I0/KHA CIIMLIKOM CUMBHO OTBOAWTBLCS B [OPCalbHOM Hanpasine-
HUU.

Tonkatens creayer OTperynMpoBath Tak, 4TOGbl rofieHb npotesa
0TBOAMNACH B OPCAIbHOM HaMpPaBieHUN B COOTBETCTBUM C TPeGo-
BaHUSIMW NaLMEHTa, HO CBOEBPEMEHHO MPUBOAUNIACHL B COCTOSIHIE
NONHOro pasrnbanus nepes, CeayloWmM HacTynaHueM Ha naTky.

obpaiwate  BHUMaHWe  Ha

Perynupoeka TpeHus B pase nepeHoca

>

Mpu perynuposke Tpexus B pase nepeHoca obpalyarb BHUMaHWe
Ha PUCYHOK Ha cTpaHuue 5.

BHUMAHME! Mpu mepaneHHol xoabbe KONneHHbIN y3en npotesa
TaKxe [JOMKeH NONHOCTbIO padrnbatbesi. Obpaluate BHUMaHUE Ha
yKasaHus, npuBeaeHHble nog 3aronoskom "CornacosaHue Ha-
cTpoek”.

TpeHue B dase nepeHoca HACTPOUTL C MOMOLLbLIO OTBEPTKM TakK,
4T0Gbl MPU OTKMABIBAHWM KOJIEHHbIN y3es npoTesa He yaapsiics
CIIMLLKOM XecTKo 06 orpaHuunTesb pasrnbaHns u Mofysib CTOMbI
"BbIHOCWNICS" B [OCTATO4HOI CTeneHu B COOTBETCTBUM C MoTpe6-
HOCTSIMM MauueHTa.

CornacoBaHue HacTpoek

>

BHUMAHME! PasnuyHble HacTpOMKM KONIEHHOrO ysna npoTesa
HEBO3MOXHO BbIMOMHSATE MOHOCTLIO HE3AaBUCUMO APYyr OT Apyra.
Ecnu HeBO3MOXHO BbINOJHUTE HaNajKy HacTPOEK C y4eTom obec-
neyeHunst KOM$opTa NaLueHTy B NOAHOM 0GbeMe, HaCTPOIIKK crie-
[lyeT BbINOMHSATL B NEPBYyIO o4epeab, PYyKOBOACTBYSICh CooBpaxe-
HUSIMN Ge30MacHOCTU.

BbiNonHWUTL Hanagky HacTPOEK KONIEHHOTO y3na NpoTesa Ha nauu-
€HTe NyTeM TOYHOW KCTUPOBKM U TPEHNPOBOK.

>

Ecnu nonoxexue pazrwéaumn He O0CTUraeTcs npu Kaxaom ware
1 npu no6oii cKopocTn xoAb6bl, CnesyeT yMeHbLINTL TOPMO3HOe
ycunne n/vwnn yBeNn4NTbL NpeasapuTesibHOe HaTsXeHue Tonkate-
nsa.

Cnep,yeT MPOKOHTPONMpOBaTh CornacoBaHne HaCcTpoek BO Bpems
0BbIYHBIX KOHCyI‘IbTaLLVIFI nnn exeroAHbIX NPOBEPOK npoTe3a.
CnepyeT pekoMeHAOBaTb MaLMeHTy OTAaTb NpOTe3 Ha MpoBepKy
npuv BO3HUKHOBEHUU V3MEHEeHUN B pa60‘re npotesa.

7.5 MoHTaX KocMeTU4eckom 060/104KHU

WUcnonb3oBaHue Tanbka

OnacHocTb TpaBMUPOBaHUS, NOBPeXAEHVe U3AeNus BCNeaCTBUe OT-
CyTCTBUS CMa3Ku

» He ucnonbsyiite Tanbk B U3LENNN UAN NPOUMUX KOMMOHEHTAX MPO-

Tesa.

>

>

Mocne yctaHOBKM KOCMETUYECKWX KOMMOHEHTOB NpoTe3 npose-
puTb Ha BesynpeyHocTb paboThbl.

[ns onTMMu3aunmM CBOWCTB CKOSIbXXEHUS U YCTPaHEHWS LyMOB
pasbpbi3raTb CUIMKOHOBBLIV CNPEN HEMOCPEACTBEHHO Ha TpyLuve-
CSl NOBEPXHOCTY NEHONNACTOBOIO MOKPLITUS.

7.6 3aBepLueHne paboT No U3roToBNEHUIO NpoTe3a

>

BHUMAHME! [1ns npepoTtBpalleHns MoBpexaeHUs usgenus n
0MacHOCTV NafieHu st NoJb30BaTesIsi 3aBePLUNTb N3rOTOBMIEHWE MPO-
Tesa, 3aMEHUB CIIMLLIKOM KOPOTKME MW CIIULLKOM AJINHHbIE Hape3-
Hble WTNGTLI, a TakKe 3aTsHyB Bce pe3bboBble coeanHeHus. Mpu
aTom obpalarb Ha np B PYKOBOACTBax no
NPUMEHEHMI0 BCEX KOMMOHEHTOB MpOTe3a MOMEHTbI 3aTshKKU BO
BPEMSi MOHTAXa, a TaKXe yKasaHusi Mo HaHEeCEHUIO Ha pe3bboBble
COEAVHEHNS TepPMETUKOB.
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8 dkcnnyarauusa
8.1 Yka3aHus nNo npuMeHeHUto

| veenomneme |

MexaHuuyeckas neperpyska

OrpaHuyeHre GyHKLUMOHANBHOCTU MPK MEXaHUYECKUX MOBPEXAEHU-

X

> I'Iepe,u. KaxablM ncrnonb3osaHnemMm crneayetr nposepatb mnsgenve
Ha Hanu4ne HOBpeMeHMﬁ.

» He cnepayet ncnonb3osaTte N3eNne NPy OrpaHNHEHHON GyHKLIMO-
Ha/lbHOCTU.

» B cnyvae Heo6x0AMMOCTY NpUMUTE COOTBETCTBYIOLME Mepbl (Ha-
npuMep, PEMOHT, 3aMeHa, NPOBEpKa CEPBUCHBLIM OTAENOM Mpo-
V3BOANTENS U NP.).

‘ > Co6mop.al7|'re yKasaHunsa no o4nCTke BCeX KOMMNOHEHTOB npoTe3a.

1)
2)
3)

MSJJ,EJ'IVIE cnepyert o4uulatb C NOMOLLbIO Bﬂa)KHOFI, MSITKOW TKaHu.
Ms,u.enwe cnepyert BbITUPaTb AOCyXa C NOMOLLbIO MSIFKOW TKaHU.
E,J'IH yhaneHus OCTaTO4HON BAAXHOCTU cnepyeTt BbICYWNUTb n3ne-
nne Ha Bo3ayxe.

9 TexHnveckoe o6cnyxmBaHue

/A BHUMAHVE

Hecob6nioaeHue ykasaHui no HMN! y o6cny

OnacHoCTb TPaBMMPOBaHWA B pe3y/bTaTe U3MEHEHWs WAW yTpartsl
dyHKUWIA, a Takxe NoBpexaeHne usaenus

» Cobniopaiite cnepylolie yKasaHns Mo TeXHUYECKOMy 06CnyXu-

BaHUIO.

8.2 Ouncrka

Wcnonb3oBaHue HENOAXOAALLMX YNCTALLLUX UK Ae3nHULMpPY-

IOLMX CpeacTB

OrpaHuyeHmne GpyHKUMOHANLHOCTY 1 MOBPEXAEHNE NPOAyKTa BCAeA-

CTBME WCMO/b30BAHNS HEMOAXOASLUMX YNCTSLLUX UMK Ae3UHGULMPY-

I0LLMX CPeACcTB

» OunCTKy N3Aenus BbINOHSATL TObKO B COOTBETCTBUM C yKasaHus-
MU, NPUBEAEHHbIMU B JaHHOI raBe.

» [Mpu ounctke npotesa cobniopaiTte ykasaHusi MO O4YUCTKE BCEX
KOMMOHEHTOB NpoTe3a.

» [pun 3arpasHeHusx cneayet o4nwaTh nsaenme.

» [na  pesvHobekuMn npuMeEHsTE TONbKO Ae3nHduuupylome
CpeacTBa, He pa3beAalolme Matepumarbl, U3 KOTOPbIX BbIMOTHEHO
usgenve. Bonee nogpoGHyl0 MHPOPMALMIO MOXHO MONYYUTL Y
npowssoauTens.
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>

B 3aBMcMMOCTM OT MCnonb3oBaHUs npote3a nauneHTom cnepyet
onpefenntb perynapHoCcTb NpoBeAeHnsa TeXHUYeCKoro ocmorpa.
MCXO/JJI 13 UHAMBUAYya/lbHOrO BpEeMeHU NpUBbIKaHUA nauuneHTta K
npote3y HeOGXOAMMO MPOBEPUTL HACTPOWKY MOAYNS MpoTtesa u, B
cnyyae HeobXxoAMMOCTU, CHOBa MPOM3BECTU PEryinMpoBKy B COOT-
BETCTBUU C I'IOTpe6HOCT$IMl/I nayuneHTa.

Yepes nepsblie 30 gHell MCNonb3oBaHUS CredyeT NpousBecTn
NpPOBEPKY KOMMOHEHTOB MpoTesa.

Bo Bpemsi 06bl4HbIX KOHCYNbTALMI CleayeT NpoBepsiTb BeCb Mpo-
Te3 Ha Hanu4ne Npru3HakoB U3HocCa.

Heoﬁxop.mmo €XerogHo nNpov3soguTb MPOBEPKY U3AeNuUsa Ha Ha-
[leXHOCTb paboTbl.

[ns KoHTpons 6e3onacHocTu cneayet NpoBepsTb MOAYNb NpoTe3a
Ha WM3HOC W ¢yHKUMOHanbHOCTL. lMpu 3tom cnepyet obpalats
ocoboe BHWMaHWe Ha Takue MOMEHTbI Kak conpotueneHne aBuxe-
HUIO, NosBNeHne HEOObIYHbIX LUYyMOB, a TakXxe Ha MecCTa yCTaHOBKWU
noawunnHukos. Bcerga gonxHo 6biTb ob6ecneyeHo nosiHoe crmba-
Hue u pasrubaHve. Mpu Heo6xoaMMOCTU cneayeT OCyLLeCTBUTbL
[OOMNOTHUTESTbHYIO PErynvpoBKY.



Cmaska

Ha pucyHke Ha cTpaHuue 6 ykasaHo, kakne CMa3o4Hble CpeacTsa
HSOﬁXO,CLI/IMO NpUMeHATb. I']pm NOMOLLKM apTuKyna MOXHO 3aKa3aTb
CMa3o4Hble cpeacTBa, OTnpaBuB 3anpocC Ha aapec U3rotoBuTens, yka-
3aHHbIN B KOHLLe 3TOro AOKyMeHTa.

» [lpu HeoBXOANMOCTM U3EeNNe CReayeT NIerko cMasatb.

3ameHa pgetaneii

» [lpu HeoGXOAMMOCTU 3aMEHUTb AeTanu, ykasaHHble Ha PUCYHKax
[9] (ctpaHnua 6) n (cTpaHuua 7). Mpu nomowwm aptukyna
MOXHO 3aKasaTb AeTanu, OTNpaBuUB 3anNpoc Ha afpec N3rotoBuTe-
N5, yKasaHHbIV B KOHLIE 3TOr0 AOKYMEHTa.

10 Ytunusauus

Mspenue 3anpelleHo yTuAM3MposaTb BMecTe C HECOPTUPOBAHHbLIMU
otxopgamu. HeHapnexalas yTunusauus MOXeT HaHeCTW Bpep, okpyxa-
loueit cpepe 1 3poposblo. Heobxoaumo cobniofarth ykasaHus OTBET-
CTBEHHbIX VIHCTaHLLVI;I KOHerTHO;I CTpaHbl KacaTe/ibHO BO3BparTa ToBa-
poB, a Takxe MeToank cbopa 1 yTunAM3aunum oTxoa08.

11 MpaBoBble yKa3aHus

11.1 OTBETCTBEHHOCTb

I'Ipomsso,qmenb HeceT OTBETCTBEHHOCTb B TOM Cinyvae, ecnu nagenve
MCnosib3yeTca B COOTBETCTBUN C ONMUCAHUAMWU N yKasaHuamU, npuse-
AEHHbIMW B JAHHOM [OKYMEHTE. HpOVIEIBOJJMTeJ‘Ih He HeceT OTBeTCTBEH-
HOCTU 3a yllep6, BO3HUKLINIA BCeACTBMNE NpeHeBpexeHns NonoxeHu-
AMU JAHHOTO [IOKYMEHTa, B 0OCOBEHHOCTN NPU HeHaaiexalleM NCnosb-
30BaHNN UIN HECAHKUMOHMPOBAHHOM U3MEHEHUN n3aenus.

11.2 CooTtBetcTBMe cTaHpapTtam EC

[HanHoe uspenue oteevaet Tpebosarusam Pernamenta (EC) 2017/745
o MepnumHcknx nsgenusix. Oexknapaumio o cootserctsun CE moxHo
3arpy3utb Ha caiite Npon3BOAUTENS.
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