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cOMMNIK-b or Nol|H«wK-« eliupy

Russian text English text
HaviveHoBaHe MeayLpyiHckoro vizaerivist (M) NMedical device (VD) name

MvimmaHTaTb I roKVe /151 OCTEOCVHTESA XVPYPIN/HECK/E, HECTEPWIBHBLE: Hastic Nailing Inplants surgical, non-sterile:

1. WTndpTt STEN rubkuii ctanbHoit, 0 1.5 mm, gnmHa 300 mMm. 1.STEN-Stainless Steel Elastic Nail 0 1.5mm, L 300mm.
2. WTtndTt STEN rnbkuit ctanbHoit, 0 2.0 MM, gnuHa 440 Mm. 2.STEN-Stainless Steel Elastic Nail 0 2.0mm, L 440mm.
3. Wtndpt STEN rnubkuit ctanbHoin, 0 2.5 MM, gnuHa 440 mMm. 3.STEN-Stainless Steel Elastic Nail 0 2.5mm, L 440mm.
4. WTtugpt STEN ru6kuit ctanbHoi, 0 3.0 Mm, anunHa 440 MMm. 4 .STEN-Stainless Steel Elastic Nail 0 3.0mm, L 440mm.
5. WTtuepT STEN rnbkuin ctanbHoit, 0 3.5 MM, gnuHa 440 mm 5.STEN-Stainless Steel Elastic Nail 0 3.5mm, L 440mm.
6. WTndt STEN rnbknint ctanbHoi, 0 4.0 MM, gnnHa 440 mm. 6.STEN-Stainless Steel Elastic Nail 0 4.0mm, L 440mm.
7. Konnayok gna wtuptos STEN O E5 - 2.5 mm. 7.End Cap f/STEN 0 1.5to 2.5mm.

8. Konnayok gna wtugtos STEN 0 3.0 - 4.0 mm. 8.End Cap f/STEN 0 3.0 to 4.0mm.

9. WTndpTt TEN rnbknii TutaHosbln, 0 1.5 mm, ganHa 300 mMMm. 9.TEN - Titanium Elastic Nail 0 1.5mm, L 300mm.

10. W tudt TEN rnbkuit TuTaHoBbil, 0 2.0 MM, gnnHa 440 mMMm. 10.TEN - Titanium Elastic Nail 0 2.0mm, L 440mm.

11. W Tt TEN rubkuidi TMtaHosbln, 0 2.5 MM, gnuHa 440 Mm. 11 .TEN - Titanium Elastic Nail 0 2.5mm, L 440mm.

12. W tudpTt TEN rnbkuit TutaHosbit, 0 3.0 MM, gnmHa 440 mMm. 12.TEN - Titanium Elastic Nail 0 3.0mm, L 440mm.

13. W Tt TEN rnbkuil TutaHoBbit, 0 3.5 MM, gnmHa 440 mMm. 13.TEN - Titanium Elastic Nail 0 3.5mm, L 440mm.

4. W Tt TEN rnbkuinl TutaHoBblt, 0 4.0 MM, gnmHa 440 mm. 14.TEN - Titanium Elastic Nail 0 4.0mm, L 440mm.

15. Konna4vyok gna wtngtos TEN 0 1.5 - 2.5 mm. 15.End Cap f/TEN O 1.5to 2.5mm.

16. Konnavok ana wtngptos TEN 0 3.0 - 4.0 mm. 16.End Cap f/TEN 0 3.0 to 4.0mm.

Oanee no TekKCTy MOrFyT MCNoNb30BaTbCA chefywuwmne HammeHoBaHua Further in the text the following names of the medical device can be used:

MeLULUWUHCKOTO M34ennda: uMNnaHTatel, wumnnaHTatel Synthes, wu3genue. Implants, Synthes Implants, device, product. Elastic Nails, Elastic Nailing
NPOAYKT, TM6KMe WTUDTHI, MNAaHTaTbl TMOKNE AN 0CTeOCMHTe3a. Implants.

HavmMeHOBaHMA MeAULMUHCKUX MW3AeNUil MOryT 6bITb YNOMAHYTbl B TekcTe B The names of medical devices can be mentioned in the text in abbreviated
COKpauweHHON popmMme Ana ypob6cTBa BOCNPUATUS MHDOpMaLUK. form for the convenience of perceiving information.

MW - MeauynHckoe Usgenne MD = Medical Device

TEN - WTudT(-bl) MnbKuii(-e) TuTaHoBbIA(-€) TEN - Titanium Elastic Nail(s)
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STEN - WtndT(-b1) FTMb6KNIA(-e) CTanbHON(-ble)

Heo6X0AMMO BHMMATENbHO NPOYMUTATH LAHHYK MHCTPYKLWIO MO NPUMEHEHUID
nepeg Heo6xoanumo yGeauTbcs B  O03HAKOMIEHWUM C
COOTBETCTBYH W EA XMPYPrnyeckoih MeTOLUKONA.

ncnonb3oBaHuem.

MponsBoaMTens paspabaTbiBaeT PYKOBOACTBA MO XWUPYPruueckoi TexHuke, B
KOTOPbIX McnonbL3oBaHue O6paTuTech K
YyNONHOMOUYEHHOMY npefcTaBUTENtO npon3BofUTENS ans
NoNy4YeHNs AaHHbIX XMPYPTrUUECKUX TEXHUK.

onncaHo MMnNNaHTaTOB.

MMnnaHTaTbl ynakoBaHbl OTAENIbHO U LOCTYMNHbLl B HECTEPU/IBHOM BUfe.

BaxHoe npnmevyaHune ana paboOTHMKOB 3APaBOOXPaHEHUA: faHHble NHCTPYKLMUK
no MPUMEHEHWNIO He BKNOYalT B cebs BCO MH(pOpMaLnio, He0OBX0ANMYIO ANd
Bbl6Opa M NCNONb30BaHMA ycTpoiicTBa. Heo6X0A4MMO N3YUnTh MONHYIO
MapKWPOBKY ANA NONy4YeHUs BCeil HEOOBXOAWMOW MHpoOpMaLum
(COOTBETCTBYO W YO XUPYPTMYECKYI TEXHUKY U MapKWPOBKY AN KOHKPETHOTO
n3penna).

MepeveHs mvaTepriarios M1
Hep>aBetlwaa cranb
TuTaHOBbLIN cnnas

HasHaveHve

MmMnnaHTatbl rubkue Ana OCTEOoOCMHTe3a npegHasHaydeHbl ANAd NPpUMEHEHUA B

KauyecTBe BPEMEHHONR hukcaumm v cTabunn3aumm SAMHHBLIX KOCTEW B pasnnyHbIX
TaKUX KaK MPOKCUManbHbIi Teno

aHaTOMUYecKUX o06nacTax, oTaen 6Gepapa,

G6eapeHHON KoCTW, 6onblieGeplyoBas M NneyeBas KOCTU.

MmnnaHtatbel rubkue pana octeocuHTte3da (TEN wu STEN) npumeHstoTCcs B

KayecTBe €AMHMWYHOIo MMnnaHtTata MAKW B nape AnNA 3N1aCTUYHON cTabunbHOM

MHTpamegynnapHoih dukcayum (ESIN).
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STEN - Stainless Steel Elastic Nail(s)

Please read these instructions for use carefully before use. Ensure that you are
familiar with the appropriate surgical technique.

The manufacturer is developing a guide on which
the implants. Contact the

representative for surgical techniques.

surgical techniques,

describes use of manufacturer's authorized

Implants are single packed, and available non-sterile.

Important note for healthcare professionals: These instructions for use do not
include all of the information necessary for selection and use of a device.
Please see full labeling for all necessary information (corresponding surgical
technique and device-specifie label).

List of MD nmaterials

Stainless steel
Titanium alloy

Intended use

Elastic Nailing Implants are intended to be used for temporary fixation and
stabilization of long bones in various anatomical regions such as proximal

femur, femoral shaft, tibia and humerus.

Elastic Nailing Implants (TEN and STEN) are used as single implant or in
pairs for Elastic Stable Intramedullary Fixation (ESIN).
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COMPANic" or "CAHaeau"oKTT

MpyHUYIN geicteust

Fmbkne WTU(TL crubaroTca M BCTaBNATCA B KOCTHOMO3roBOi KaHan. 3Ta
ynpyras pgepopmanus BHYTPM KOCTHOMO3FOBOrO KaHana co3jaeT m3rmbatowmi
MOMEHT BHYTPW ANUHHON KOCTU, KOTOPbIA He ABNAETCH XECTKUM, HO KOTOPbIWA
[OCTAaTOYHO cTabuneH, 4Tobbl YMEHbLW UTb W 3ahuKcupoBaTb nepenom. bonee
noapo6HO 6MoMexaHnyeckne M 6MONOTrMYecKne acnekTbl YCTPOWCTBA OMUCAHbI
B XMPYPrnyeckKoi TexHuke.

WTtugtel TEN  STEN ncnonb3yT Kak OAUHOYHbIEe UMNAAHTaTbl UAW napaMmu
ONA 3NacTUYHOW cTabuNbHON MHTpameaynnapHoih dukcaymm (ESIN).

KoHunk wTtudrta cnocobCTByeT BBefEHWI W MNPOCKalb3blBaHUIO BAONb
MeAYNNAPHOro KaHana n obneryaet MaHUNYNALMNIO ANA BbINONHEHUA Peno3nunn
nepenoma. BblcoTa KOHYMKa rapaHTUpyeT Hafjnexalyl CBA3b C MeAYNNAPHONA
nonocTbio.

OCHOBHble XUpypruyeckme MeToAbl N0 CTaHAAPTHLIM NOKa3aHUAM:

. begpeHHasa KOCTb - BOCXOAALW ad TEXHUKA

. beapeHHasa KOCTb - HUCXOAALW AA TeXHUKa

. bonbwebepLoBas KOCTb - HUCXOAALLAA TEXHMUKA

. Mpegnneysbe

. MneyeBasd KOCTb - BOCXOAALW, aA TeXHUKA

. MneyeBas KOCTb - HUCXOAALW QA TEXHUKA

. NlyyeBas KOCTb NPOKCUManbHbIA OTAeN - Welika Ny4eBON KOCTH

. NlyyeBas KOCTb AWCTaNbHbI oTAen W fuadpusapHbie/MmeTam3apHbie
nepenoMbl NOKTEBOW KOCTW CO CMELLeHNEM

. Knwouunuya

MoTeHupyaribHbEE NoTpedtvTermt M

N3pgenne npeaHasHayeHo AN NPodecCUOHANbLHOTO UCMNONb30BAHWA TONLKO
pa6oTHUKAM U 34paBooxpaHeHus, npoweaw nmu COOTBETCTBYIO L YIO
NOATOTOBKY.
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Principle of operation

The elastic nails are bent and inserted into the medullary canal. This elastic
deformation within the medullary canal creates a bending moment within the
long bone that is not rigid, but that is stable enough to reduce and fix the
fracture. More details of the biomechanical and biological aspects of the
device are documented in the Surgical Technical Guide.

TEN and STEN Nails are used as single implant or in pairs for Elastic Stable
Intramedullary Fixation (ESIN).

The nail tip allows nail insertion and sliding along the medullary canal and
facilitates manipulation for fracture reduction. The height ofthe tip guarantees
a correct relation to the medullary cavity.

The principal surgical techniques for standard indications are:

. Femur-Ascending Technique

. Femur - Descending Technique

. Tibia - Descending Technique

. Forearm

. Humerus - Ascending Technique

. Humerus - Descending Technique

. Proximal Radius - Radial Neck

. Distal Radius and Ulna Diaphyseal - Metaphyseal, Displaced
Fractures

. Clavicle

Potential users of VD

The product is intended for professional use only by healthcare professionals

who have passes appropriate training.
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MokazaHVA

N3genna and anacTUUYHON CTabUNbHON UHTPaMeAyNNAPHOW UKcaLum nokKasaHsbl
Kak Ans B3poCAbIX, Tak W ana peteit. O6a BapumaHTa STEN u TEN wumewT
Torfa Kak [fnd B3pOCNblX MNOKasaHbl TONbKO

nokKasaHua nana

BapuaHTbl TEN.

neguatpum,

[MokazaHVA K MPUIVEHEHVFO B MNeayiarpun

dnactuyHas cTtabunbHas uHTpamepynnapHas ¢ukcauus (ESIN) ¢ nomowsblo
THTaHOBbIX(TEN) nan CTanbHbix(STEN) wtudTos npeaHasHaueHa 4Ns nevyeHus

avadgu3apHblX U HEKOTOpPbIX MeTaM3apHbIX/3aNU(pM3apHbIX NepenomMoB
ANUHHbBIX KOCTeW y feTell 1 NOAPOCTKOB. A UMEHHO:

- Ouagmn3apHble U onpefjeneHHble MeTapU3apHble MEpPenoMmbl

ANVHHBIX KOCTEI;

- onpefeneHHble MeTatun3apHble/anudusapHsle nepenomsbl (Tunsl 1w 1l no

knaccupukayum CanTepa-Xappuca), BKAUas, HO He

orpaHnyumBadcChb.
pagnanbHble NepesioMbl WeEN;

- CNOXHble nepenombl KN 4dnubl (3Ha‘-IVITeI1bHaﬂ ancnokaunma, BKNw4Yada

yKopoyeHue, «pnoTupytolLee nNnevyo»);
- OTKPbITbI@ MEPESIOMbI;
- yrposa nep@opaymnmn KoOXu Ha KOHLUax nepenoma,

- naTtonornyeckKkume nepenombl.

MokazaHVA K MOVIVEHEHIO Y B3P0/ Ib X

Y B3poCnblX nayumeHToB TEN npumeHseTcs Npu OCTEOCWHTEe3e MNepenomMoB
KAOUNLbl, NpeAnnedYybs U Nne4yeBoil KOCTWU, a UMEHHO:
-onatm3apHble NepenomMbl ANUHHbBIX KOCTell B BEpXHEid KOHEUYHOCTH;

-omatu3apHbl il Nepenom KnunLbl.
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Indications

The Elastic Stable
indications for pediatric and adult populations. Both STEN and TEN variants

Intramedullary Nailing subject devices have different
have indications for pediatric populations, while only the TEN variant is

indicated for adults.

Indications in Pediatrics

Elastic stable intramedullary nailing (ESIN) with the Titanium Elastic Nail
(TEN) or Stainless Steel Nail (STEN)is indicated for the management of
diaphyseal and certain metaphyseal/ epiphyseal fractures of long bones in
children and young adults. As follows:

- diaphyseal and certain metaphyseal fractures of long bones

- certain metaphysealZ-epiphyseal fractures (Salter Harris | and I1), including
but not limited to radial neck fractures

- complex clavicular fractures (significant dislocation including shortening.
“floating shoulder™)

- open fractures

- threat of skin perforation at fracture ends

- pathologic fractures.

Indications in Adults

In adult patients, TEN is used for the osteosynthesis of clavicle, forearm and
humerus fractures follows:
- diaphyseal fractures of long bone fractures in upper extremity

- clavicle shaft fractures.
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[MpoTVBONoKaszaHVA

HeT KOHKpPEeTHbIX I'IpOTI/IBOI'IOKa3aHMI7I KNMPUMEHEHNIKO AaHHBbIX VI3,CI|e]1I/II7I.

MoGoHHL E 30eKTb 1 1 BOBVOXKHb E [PVICKU

Kak M npu BCeX Cepbe3HbiX XUPYPruueckux onepayusx, MOTYT BO3HUKHYTb
pUCKW, NOGOUHbIE 3 (HEeKTb U HexenaTelbHble ABNEHUA. HecMoTps Ha To, 4YTO
MOryT BO3HWKHYTb  pa3fMuyHble peakuuu, HekKoTopble K3 HauGonee
pacnpocTpaHeHHbIX BKAO YA T:

Mpo6nembl, BO3HWKalO U Me B pe3ybTaTe aHeCTe3WM U PAacNONOXeHUsA nauneHTa
(Hanpumep, ToWHOTa, pBOTA, CTOMATONOrMYECKME TpaBMbl, HEBPONOTUYECKNE
HapyweHus v T.4.), TpoM603, aM60NNA, WHDEKLMSA, upe3MepHbie KPOBONOTEPHU,
ATPOreHHOe MOBpPeX/AeHUe HEPBOB U COCYAOB, MOBPEXAEHUS MATKUX TKaHell, B
py6uos,

YXYALWEeHUEe CKeNeTHO-MbIWeYHOW CUCTeMbl, CUHAPOM 3yfeKka, annepruuyeckas

TOM yncne OTeEK, aHoOManbHOE 06paaoBaHV|e (*)yHKLl'I/IOHa]'IbHOE

peaKLlI/Iﬂ/erﬂep'—IyBCTBMTeﬂbHOCTb, CHHApOM ANWUTEeNbHOro cpasnamBaHua, a

no6oYHble ,CI.EIZCTBI/IR, CBA3aHHbIe c BblnAYNBaHNEM n3pennsa,

TaKXxe

HenpasunbHOEe cpacTaHue TKaHell nocne noBpexpaeHna, HecpactaHne nepenoma.

QaHopazoBoe vBoe/ve

MoBTOpHOE MCMONb30BaHUE MMM KAUHUYecKas 06paboTka (Hanpumep, O4NCTKaA
U NoOBTOpHas CTepuMNM3auns) MOTYT HapyWWTb CTPYKTYPHYI LENOCTHOCTb
U3genus M/MNM NpuUBecTW K BbIXOAY U3AENUs U3 CTPOS, YTO MOXeET NPUBECTU K

TpaBMe nNauneHTa, 6onesHn nnu CMepTH.

Kpowme TOTO, NOBTOPHOE ncnonb3oBaHue nnu NoOBTOpHasa 06p660TKa

OA4HOPAa30BbIX M34eNuii MOXeT CO3fjaBaTb PUCK 3arpsisHeHUs, HaNpuMep, KM3-3a
nepefayn BO3GYyAMTeNs MH(PEKLWU OT OAHOTO MauuWeHTa APYromy. 3TO MOXET

npuBecTn KTpaBme UANM CMEPTU nayneHTa UNN NONb30BaTeENA.

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

Contraindications

The subject devices do not have any specific contraindications.

Adverse effects and potential risks

As with all major surgical procedures, risks, side effects and adverse events
can occur. While many possible reactions may occur, some of the most
common include:

resulting from anesthesia and patient positioning (e.g.
etc.), thrombosis,

Problems nausea,
vomiting, dental injuries,
embolism, infection, excessive bleeding, iatrogenic neural and vascular injury,
damage to soft tissues inch swelling, abnormal scar formation, functional
impairment of the system, Sudeck’s disease,
allergy/hypersensitivity reactions, compartment syndrome, and side effects

associated with hardware prominence, malunion, non-union.

neurological impairments,

musculoskeletal

Single-use device

clinical cleaning and resterilization) may

(e.g.
compromise the structural integrity ofthe device and/or lead to device failure

Re-use or processing
which may result in patient injury, illness or death.

Furthermore, reuse or reprocessing of single-use devices may create a risk of
contamination e.g. due to the transmission of infectious material from one

patient to another. This could result in injury or death ofthe patient or user.
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COMPANICI I T ~cAwon”efciueit

3arpssHeHHble MMNAAHTaTbl He MNojfexaT MNOBTOPHOW o6pa6oTke. Jlt060ii

mMmnnaHTaT CuHtes I'm6X(8ynlbe5 GmbH) (panee no TekcTy Synthes),
3arpA3HeHHbI i KPOBbIO, TKaHAMMU ninnn 6rnonornyecknumu
XUAKoCcTAMU/BeW, ecTBaMW, He MNOANEXWUT MNOBTOPHOMY WCNONb30BaHUIO W

JoMKeH o6pa6aTbiBaTbCs B COOTBETCTBMUM C MPOTOKONOM  JeuyebHOro
yupexpaeHus. Jaxe npu TOM, 4TO M3AeNUS MOTYT Ka3aTbCs HEMOBPEXAEHHbIMY,
Yy UMNNAHTATOB MOTYT 6biTb He6ONbW e AeheKTbl M BHYTPEHHUE HANPSXKeHUS,

KOTOpble MOTYT NPpUBECTMU K YyCTalOCTU MaTepuana.
NVEPbI MPeaOCTOPOHHOCTU

[MMpMeHeHNe NMNNAHTaTOB rmbKunx ANnA OCTEOCMHTe3ay NauMeHTOB C OTKPbITbIM
3I'IVIq)I/I3OM MOXET OKa3aTb HeratTuBHOE BOSAeﬁCTBMe Ha pocCT KocTel. Takum
06pa30M, npuMeHeHUe MMNNaHTaToB rméKux ana OCTEOCMHTe3a He
peKkoMeHAyeTCaA y NnauneHToB C Hecc‘pOpMVIpOBaBUJMMCﬂ CKenetom, ecnm To0NbKO
3T0O He BXOAWUT B ocobble

nokasaHuMs B COOTBETCTBYO LW e XUPYpPruuyeckoii

TeEXHUKE.

OGLLYEE MEPbI MPEOOCTOPOMKHOCTA

eMMMnnaHTaThl Synthes, KOTOpble HE UCNONb30BANNCh, HO 0KA3aNUCh 3arps3HeHbl
KPOBbIO, TKAHAMM M/MNAU GUONOTUYECKUMMU XUAKOCTAMU/YAcTULAMMU, LOMKHbI
6bITb 06pa6oTaHbl B COOTBETCTBUM C GONbHUYHBLIM NPOTOKONOM. Synthes He
pekoMeHAyeT NofBepraTh 3arpsi3HeHHbIe UMNaHTaTbl NOBTOPHOW o6paboTKe.

e He ucnonb3syiiTe mmnnaHTat Synthes, ec/iMu NOBEPXHOCTb NOBPEXAEHa.

e He cnepyeT o6pa6aTbiBaTb WAM TpaHCNOpTMpPOBaTb MMNNaHTaThl Synthes
COBMECTHO C N0 6bIMM 3arpsi3HEHHbLIMMW MM 3apaXeHHbIMU MaTepuanamu.

e Bce u3genus [JOMXHbI GbiTh TWATENbHO OYML EHbl U MPOUHCMEKTUPOBAHbI
nepes ctepunusayueil. Bo BpeMs OUMCTKM MCNONb3YHTe TONbKO Te 4ucTauiMe
CpeAcTBa, KOTOPbIe MPUTOAHbLI NS UCNONB30BAHUSA C MEAULUHCKUMU U3LENUAMM

B COOTBETCTBUWU C UHCTPYKUMAMMU Npoun3BOAUTENA. PeKOMEHAYHOTCA 4YnCTALWwme
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Contaminated implants must not be reprocessed. Any Synthes GmbH
(hereinafter Synthes) implant that has been contaminated by blood, tissue,
and/or bodily fluids/matter should never be used again and should be handled
according to hospital protocol. Even though they may appear undamaged, the
implants may have small defects and internal stress patterns that may cause

material fatigue.

Precautions

Using Elasticy Nailing Implants in patients with open epiphysis may impair

bone growth. Unless included within the specific indications in the
corresponding surgical technique, using Elastic Nailing Implants are therefore

not recommended for use in skeletally immature patients.

General Cautions

« Synthes implant that has not been used, but has become soiled with blood,
tissue and/or bodily fluids/matter, should be handled according to hospital
protocol. Synthes does not recommend the reprocessing of soiled implants.

« Do not use a Synthes implant ifthe surface has been damaged.

e Synthes implants should not be processed or transported with any type of
soiled or contaminated materials.

« All devices must be thoroughly cleaned and inspected prior to sterilization.
During cleaning, only use detergents that are labelled for use on medical
devices and in accordance with the manufacturer’s instructions. Cleaning
agents with a used dilution pH of within 7-9.5 are recommended. Highly
Do not use saline.

alkaline conditions (pH >11) can damage devices.
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C/IMP«MICb or
cpefcTtBa  C  MCNONb3yeMolid KOHUeHTpauuei pH B npepenax 7-9,5.
CunbHowenouyHsle ycnosus (pH> 11) Moryt noBpejuThb n3genua. He

Mcnonb3yiTe GU3NONOTrMYeCKUid pacTBop, Ae3MH(EKTaHTbl ANA OKPYXato el
cpefbl (BKAOYas pacTBOPbl X10pa) AN XUPYPruyeckne aHTUCENTUKN (Takue Kak
NPOAYKTbI, cojepxaw,me NoAg WAM XNOPrekCMAnWH). He ncnonb3ylite yncrawme
cpefcTBa, KOTOpble MOFYT MOBPeAWTb MOBEPXHOCTb MMNNaHTaTOB, Takue Kak
mMeTannuuyeckme mMo4yanku, abpasmBHble YNCTAWME CPeLCTBA WA NPOBONOYHbBIE
weTkn. O6paTnTech K MHCTPYKLUUAM HUXE.

e MmnnaHTaTbl Synthes He Tpebyl T cMasku.

e AIMnnaHTaTbl Synthes ABNAKOTCA KPUTUYECKUN BaXXHbIMW M3AENNAMU W JOMKHbBI
noABepraTbCA KOHEYHOW CTepuAn3aynm nepes MCNonb3oBaHUEM.

e MapameTpbl cTepuAn3aynm AeliCTBUTENbHbI TONbKO ANA WU3AENWNIA, OYMLLEHHbBIX
Hagnexawum obpasom.

e MepeyncneHHble mapameTpbl AeWCTBUTENbHbI TONbKO ANs 060pyAoBaHUA Ans
NOBTOPHOIA 06paboTKM, Hagnexatum

06pa30M yCTaHOB/IEHHOTO,

OﬁCI’Iy)KMBaeMOFO, Kaﬂl/l6pOBaHHOr0 n

ISO 15883 u

COOTBETCTBYHO LW ErO0
ISO 17665.

Tpe6oBaHUAM B

COOTBETCTBUU CO CTaHAaapTaMu cepumun

OrpaHVHeH/ss Mo 0oPaboTKe

-MoBTOpsAtOWMeCa LUKAbl 06paboOTKU, BKAO YA LW UE YNbTPA3BYKOBYO OUYNUCTKY,

MexXaHn4ecKylto MOVIKy n crepunmnsauunto, OKa3blBakwT MWHNManbHOe

BO3feiicTBMe Ha MMNNaHTaTbl Synthes.
- MmnnaHTaTbel Synthes Heo6X0oAMMO NPOBEPUTbL Ha MpPeAMeT KOPPO3UU, Takux
NoBpeXAeHWi, Kak LapanuHbl U Hagpesbl, 3arpas3HeHus, o6ecyBeynBaHue uau
Haner.

- O6ecuBeumBaHne He OKa3biBaeT

Heﬁ]’larOI’IpI/IﬂTHOFO BO3A9VICTBVIFI Ha

mnMnnaHTaTbl N3 TUTaHa UIN TUTAHOBOrO Cnnasa. 3aLLI|VITHbIVI OKCVI,CI,HI:IVI cno

NONHOCTbK COXpaHAETCA.
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environmental disinfection (including chlorine solutions) or surgical
antiseptics (such as iodine- or chlorhexidine-containing products). Do not use
a cleaning aid that can damage the surface of implants such as steel wool,
abrasive cleaners or wire brushes. Refer to instructions below.

« Synthes implants should not be lubricated.

« Synthes implants are critical devices and must be terminally sterilized prior
to use.

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

« The parameters listed are only valid for properly installed, maintained,
calibrated and compliant reprocessing equipment in accordance with standards

such as the 1ISO 15883 and ISO 17665 series.

Limits on reprocessing

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

- Synthes implants should be inspected for corrosion, damage such as
scratches and notches, debris, discoloration or residue.

- A discoloration has no adverse effect on titanium or titanium alloy implants.
The protective oxide layer is fully maintained.

- Any implant with corrosion, scratches, notches, residue or debris should be

discarded.
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- Nlio60il mmMnnaHTaT c Koppo3ueil, LapanuMHamMu, Hagpe3amu, HanetTom WUIu

3arpAa3HeHnNAamMmun HeO6XO,U,I/IMO YTUNN3npoBaThb.

MpemyrpexxaeHs

Ocobble npeaynpexaeHus

N3beraiiTe pe3koro crubaHmsa, KOTOpPOE MOXET CHU3UTb 3PHEKTUBHOCTL

wTngTa.
e Cob6niopaliiTe OCTOPOXHOCTb NPU OTKPbITUM MefUANbHON CTOPOHbLI, TakuM
o6pa3om, 4uTo6bl He [ONYCTUTb CKONbXEHNA cBepna Ha3ag Bob6nactb 6efpeHHON
aptepuu.
e [lpenbtd He0oOGXO4MMO CBEPAUTbL NOJ HAKJIOHOM, WHa4ye CBepNo MOXeT
cnomaTtbcs.

e N3beraiite ygapoB no T-o6pa3Hoi yacTu umnaktTopa, MOCKONbKY 3TO MOXET
NPUBECTN K MOBPEXAEHWIO MUMNaKTopa.

e Hn B KOEM cnyyae He noBopauyuBaiTe WTUGT 60n1ee yem Ha 180°.

e UYpesmepHad [ANMHA KOHYMKOB WTUPTOB MNPUBOAUT K o06pasoBaHuto
ncesfobypcbl M NpenaTCTBYeT CBO6GOAHOMY CrMbaHuNi0 KONEHHOro cycTtasa. 3To
TakKXe MOXeT NpuBeCTU K nepdopaLum KOXWU W Bbi3BaTb MHDeEKLUN.

e KOHUYMK wWTUTa He AO/XKeH oTrmbaTtbCs B CTOPOHY OT KOpTuKana npwu
MCNONb30BAHWWN KONMayka rMO6KOro wrndrta. YUnTbiBaiTe Hanmuyme cyxoxmnuni
pa3rnbatens N NMOBEPXHOCTHOrO Ny4yeBOoro Hepsa. Co6ntofaliTe 0OCTOPOXHOCTb
BO M3b6exaHune MOBpPeXAeHWd MPOTUBOMONOXHOIO KopTukana. Micnonb3oBaHue
MofoTa He pekKoMeHpyeTcd,

TakK KakK ypgapbl MONOTOM MOFyT npuBectTn K

06pa3OBaHI/HO AONONHNTENbHbBIX OT/IOMKOB KOCTHU. YuunTbiBaiiTe NONOXeHWUe

pagnanbHOro Hepea OTHOCWUTENbLHO NepesioMa.
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W\aming.s

General warnings

Avoid creating a sharp bend which may reduce the effectiveness ofthe nail.
*When opening the medial side, be careful not to letthe drill bit slip posteriorly
into the region ofthe femoral artery.

*The drill must be running when angling the drill

bit or drill bit breakage may result

«Avoid hitting the T-piece of the inserter directly as this may result in damage
to the inserter.

*Never rotate the nail more than 180°.

«Excessively long nail ends result in pseudobursa formation and prevent free
flexion ofthe knee. They can also perforate the skin and cause infections.
*The nail end must not be bent away from the cortex if using an elastic nail
end cap. Be aware of the extensor tendons and superficial radial nerve. Take
care not to penetrate the contralateral cortex. The use of a hammer is not
recommended since hammering may produce further fracture fragments. Be

aware of the position ofthe radial nerve in relation to the fracture.
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VHTEINPaLYM C OpyriMA MEOMLYHCKUMA

Synthes He npoBOoAMNAa MNpPOBepKY COBMeCTUMOCTM C ycTpoicTBamu,

nocrtaBndeMblMu opyrumMmum npomnssoanutTenamu, 1 He NpUHUMaeT Ha ceba HUKakoi

OTBETCTBEHHOCTU B ﬂO,qOﬁHbIX cny4daax.

NarH1THO-pe3oHaHCHaA cpeaa

KpyTAWwnil MOMEHT, cMel eHWe M apTehakTbl Ha CHUMKE B COOTBETCTBUU C

ASTM F 2213-06, ASTM F 2052-14 n ASTM F2119-07.

Mpu  nNpoBeAeHWM  [OKAMHWYECKUX  WUCNbITAHWIA  COrNacHo  cueHapuio

Hauxypuwero cnydyasa B cucteme MPT 3 Tn He 6bI10 BbISIBNeHO KakKoro-num6o
COOTBETCTBYIOUWEro KPYyTALWEro MOMEHTa WNN CMEWeHWAs KOHCTPYKUUKM AnA
3KCNEPUMEHTAlbHO WM3MEPEHHOr0 NOKAaJbHOIO0 MNPOCTPAHCTBEHHOrO rpajueHTa
MarHuTHoro nons 3,69 Tn/mM. Camblii KpynHbI/i apTeakT Ha CHUMKeE BbiCTynan
npMMepHoO Ha 169 MM 0T KOHCTPYyKUUW npu

CKaHMpoBaHUM B pexunme

rpagueHTHoro axo (GE). McnbiTaHna npoBoaunu Ha cucteme MPT 3 Th.

PagunouyactoTHO-(PY)-nHAYyLMpPOBaHHBI cooTseTcTBMM ¢ ASTM

F2182-lla.

Harpes B

Mpwu npoBefeHUNn OOKNMNHNYECKNX INEeKTPOMAarHNTHBIX n TEPMUYUECKUX

MCcnblTaHUNR cornacHo Haumxyauiero MaKCcnManbHOE

9,5°C, co

TemnepaTtypbl Ha 6,6°C (1,5 Tn), 1 MmakcumanbHOe MOBbIW eHUE TemMnepaTyphl

cueHapuio cnyuvas

noBblWeHne cocTtasuno NOBblIWEHNEM

Temnepartypbl CpefiHUM
coctaBmuno 5,9°C (3 Tn) B ycnosuax MPT ¢ wuncnonb3oBaHuem PY-kaTyu ek
[SAR]

cocTaBmna 2 BT/kr B TeueHne 6 MuHyT [1,5 Tn] v B TeyeHune 15 muHyT [3 Tn]).

(ycpefHeHHas no BCeMy Teny YJAeNnbHas CKOPOCTb MOTNOLWEHNS

ncnblTaHMA OCHOBAaHbLI Ha

NEpbI MPeaoCTOPOXKHOCTAE BbilweynoMsHY Thie

®aKTM4yeckoe NOBbIWEHNE TemnepaTtypbl Tena

OAOKNUHNYECKUX UCObITaHUAX.
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The passibility and ways of integrating with other medical devices

Synthes has not tested compatibility with devices provided by other

manufacturers and assumes no liability in such instances.

NMegnetic Resonance environment

Torque, Displacement and Image Artifacts according to ASTM F 2213-06,
ASTM F 2052-14 and ASTM F2119-07.

Non-clinical testing ofworst case scenario ina 3 T MRI system did not reveal
any relevant torque or displacement of the construct for an experimentally
measured local spatial gradient of the magnetic field of 3.69 T/m.

The largest image artifact extended approximately 169 mm from the construct
when scanned using the Gradient Echo (GE). Testing was conducted on a3 T

MRI system.

Radio-Frequency-(RF-)induced heating according to ASTM F2182-1 la.
Non-clinical electromagnetic and thermal testing of worst case scenario lead
to peak temperature rise of 9.5 °C with an average temperature rise of 6.6 °C
(1.5 T) and a peak temperature rise of 5.9 °C (3 T) under MRI Conditions
using RF Coils (whole body averaged specific absorption rate [SAR] of 2
W /kg for 6 minutes [1.5 T] and for 15 minutes [3 T]).

Precautions: The above mentioned test relies on non-clinical testing. The

actual temperature rise in the patient will depend on a variety of factors beyond
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nayuneHTa 3aBucCuUT oT MHOXecTBa thakTopoOB, noMuUMO SAR "
NPOAONXMUTENbHOCTU  BO3AelicTBUSA PY-nsnyueHns. Takum obpasom,

pekomeHayeTca 06paTuTbL 0cob60e BHMMaHUE Ha CefyloWne MOMEHTHI:

e PekoMeHAyeTCs TUW,aT€NbHO KOHTPONMPOBaTb TemnepaTypHble n/unu 6onesble
oW YyLU eHnsa y naymeHToB, npoxoawmnx npovyenypy MPT.

* He ponyckaeTcs npoBefeHue npoueaypbsl MPT y nmaynmeHTOB C HapyLl eHHO
Tepmoperynauneid MAn TeMnepaTtypHbIM OLW YL EHNEM.

¢ Kak npasBuno, npu Hanuuymm uUMMNNaHTaToOB M3 NPOBOAALWMUX MaTepuanos
peKoOMeHAYyeTCH MCNonb30BaTb cuctemy MPT € HU3KOW HanpsAXeHHOCTbIO Mons.
MpumeHAeMyl yAeNnbHY0 CKOpocTb nornoweHus (SAR) cnefyer YMeHbWUTD,
HAaCKONbKO 3TO BO3MOXHO.

. McnonbsoBaHue CUCTEMBI BEHTUNALMUM

MOXEeT AONONHNTENbHO

cnocob6cTBOBaATH YMEHbLU EHNIO BENWYUHDBLI NMNOBbIULEHUA TeMnepaTypbl Tena.

OOpaboTKa Baer Vst NeEpen, NCno/is30BaHVEM

Ns3pgenna Synthes, nocrapndaemMble B HECTEPU/IbHOM COCTOAHUWN, AONXHbI 6bITb

OUMU eHbl U CTepWNM30BaHbl NapoM nepef XUPYPruYeCKUM WUCMONb30OBAHUEM.
Mepel YMCTKOW HeO6XOAMMO YAaNuTb BCK OPUTMHANbHYI ynakoBKy. lMepej
cTepunusaumMeid napom HeoGX0LMMO MNOMECTUTb W3AeNUe B YTBEPXKAEHHYIO
ynakoBKY WNuW KOHTeliHep. Heo6X0AMMO cCNnefoBaTb WHCTPYKLUAM MO OUYUCTKE K

crepumnunsaynm, npeactaBneHHbIM HUXE.
NMETQOb| U CpeacTsa AE3VHEKLMM U MPeacTEPUIBALIOHHOIA OHICTKA

OumcTKa —pyHHOIA METOL,
1. NMpomoiiTe nsgenme nopf cTpyeil XoNoAHOW BOAONPOBOAHOW BOAbLI B TeYeHUE
He MeHee BYX MUHYT. Micnonb3yliTe WeTKYy ¢ MATKON WETUHON ANA OUYUCTKM

n3penna.
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the SAR and time of RF application. Thus, itisrecommended to pay particular
attention to the following points:

e It is recommended to thoroughly monitor patients undergoing MR scanning
for perceived temperature and/or pain sensations.

« Patients with impaired thermoregulation or temperature sensation should be
excluded from MR scanning procedures.

*« Generally, it is recommended to use a MR system with low field strength in
the presence of conductive implants. The employed specific absorption rate
(SAR) should be reduced as far as possible.

¢« Using the ventilation system may further contribute to reduce temperature

increase in the body.

Treatment before device is used

Synthes products supplied in a non-sterile condition must be cleaned and
steam-sterilized prior to surgical use. Prior to cleaning, remove all original
packaging. Prior to steam-sterilization, place the product in an approved wrap

or container. Follow the cleaning and sterilization instructions below.

Methods and apparatus for disinfection and sterilization cleaning

Cleaning - Manual Method
1. Rinse device under running cold tap water fora minimum oftwo minutes.

Use a soft-bristled brush to clean the device.



O3Puny Synthos

COMPANIKI or “foltW\Winke«Hcfc«WPH

1> 2 n-i

3amouynTe wn3genume B HeliTpanbHOM WUAM cnaBow,eno4yHoMm pacTeBope
YMCTALW Ero CpefcTBa MUHUMYM Ha fecATb MUHYT. CnefyiiTe MHCTPYKUMAM
No NPUMEHEHWIO MPOU3BOAUTENS (DEPMEHTHOTO OYNCTUTENS WU YUCTALWETO
cpeicTBa, ANA COGMOAEHWS BPEMEHU BbILEPXKW, TeMnepaTypbl, KayecTBa
BOAbl W KOHLEHTpaLuu.

MpomoiiTe nsgenne XO0NOAHOW BOJON B TeYEHWE KAK MUHUMYM LBYX MUHYT.
Mcnonb3yiiTe wnpuy, NuNeTky WAW CTPYK BOAbI AN MPOMbIBKM NPOCBETOB
W APYTUX TPYLHOZOCTYNMHBIX MECT.

MoNHOCTbIO MOrpy3anuTe WMNAaHTAThl B YuUCTAW ee cpefcTBo. OumcTUTe
n3fenve BPYYHYK C NOMOLWbI LWETKM C MATKON WeEeTUHOW B TeyeHUe He
MeHee MATM  MWHYT B CBEXENPUIOTOBNEHHOM  HeliTpanbHOM  Unu
cnabowenoyHom pacTBope uyucTawero cpeactsa. Ouumwainte msgenne nop
BOAOW ANA npefoTBpalleHUs a3po3onm3auuu 3arpasHutenei. MpumeyaHue:
CBEXWI pacTBOpP - 3T0 3aHOBO MPUFOTOBAEHHbIN YNCTLIA pacTBOp.
TuatenbHO nNpomMoiiTe wu3fenne XO0NOAHOW WAM Tennoil BOAOMPOBOAHOINM
BOLOW B TeUeHMWEe He MeHee BYX MUHYT.

MOArOTOBbTE CBEXWI pacTBOpP YWUCTAWEro cpefctBa ANs YAbTPa3BYKOBOIA
BaHHbl, WCNONb3yA HeWTpanbHbIi wWMAM cnabblii  WeNno4yHOW pacTBOp

yucTawero cpeacTsa. Cnepyinte UHCTPYKLUAM no npUMeHeHU O
npon3BoANTENs (EPMEHTHOro OYUCTUTENs WAU YUCTALLEro cpeacTsa, A4
cCOONIOleHNA BPEMEHW BbIJepXKW, TemnepaTtypbl, KayecTBa BOAbl W
KOHLUeHTpauuu. MpumevaHue: cBeX MWt pactsop - 3To 3aHO0BO
NPUTOTOBNEHHbI YNCTbI/ pacTBoOp.

OunuwaitTe umnnaHTaTt Synthes c nomMowW b0 ynbTpa3Byka He MeHee 15 MUHYT,
MCNONb3ysa 4acToTy He meHee 38 KIy.

TwatenbHo npomoiiTe u3genve fenoHusnpoBaHHoh (DI) nam ouynw eHHON
(PURW) BOAON B TeyeHUe He MeHee ABYX MUHYT. [Ana QuUHaNbHOTO

ononackmBaHua mcnonb3yite DI mam PURW Bogay.
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Soak device in a neutral or mild alkaline detergent solution for a minimum
of ten minutes. Follow the detergent manufacturer’s instructions for the
correct dilution, temperature, water quality and exposure time.

Rinse device with cold water foraminimum oftwo minutes. Use a syringe,
pipette or water jet to flush channels and other hard to reach areas.
Immerse the implants fully in the detergent. Manually clean devices for a
minimum of five minutes in a freshly prepared neutral or mild alkaline
detergent solution using a soft-bristled brush. Clean devices under water
to prevent aerosolization of contaminants. Note: freshly prepared solution
is a newly made, clean solution.

Rinse device thoroughly using cold or warm tap water for a minimum of
two minutes. Use a syringe, pipette or water jet to flush holes and threads.
Prepare a fresh detergent solution for the ultrasonic bath using a neutral or
mild alkaline detergent solution. Follow the detergent manufacturer’s
instructions for the correct dilution, temperature, water quality and
exposure time. Note: a fresh solution is a newly-made, clean solution.
Clean Synthes implant ultrasonically for a minimum of 15 minutes and a
bath frequency of minimum 38 kHz.

Rinse implant using Deionized (DI) or Purfified (PURW) water for a
minimum oftwo minutes. DI or PURW water must be used for final rinse.
Dry implant using a clean, soft, lint-free single-use cloth or medical grade

compressed air.
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9. MpocywmnTe MMNAaHTaT, WCNONb3Ys UYUCTY0 MATKYD 6e3BOPCOBYIO

OA4HOPa30BY TKaHb MU CXAaTblii BO3AYX AN MEAULUHCKOTO NPUMEHEHMUS.

OumCTKA - AE3VHGEKLIYVIS, aBTOMATUHECKN METQL,

1. MpomoiiTe nsgenne noj cTpyeil XoNoJHOW BOJONPOBOAHON BOAbLI B TeYeHUe
He MeHee OAHOW MWHYTbl. O4yncTUTe M3aenne, UCNONb3YA WETKY C MATKOW
WeTUHOW MNN MATKY 6e3BOPCOBYI TKaHb.

2. MOAroTOBbTE CBEXMWI pacTBOP YWUCTAWEro cpeAcTBa ANA YNbTPa3ByKOBOW
BaHHbI, WCNONb3ys HeWTpanbHbIW uNU cnabblii  WeENOYHOW pacTBOp
yncTAwero cpeacTtsa. Cnepyiite UHCTPYKLMUAM no
NPUMEHEHUNIONPONU3BOANTENAS (PEPMEHTHOrO OYUCTUTENA WAU YUCTALETO
cpefcTBa, ANA COONIOAEHUA BPEMEHWU BbIJEpPXKU, TeMnepaTypbl, KayecTsa
BOAbl W KOHUeHTpauuu. [lpumeyaHue: CBEXMUIA pacTBOp - 3TO 3aHOBO
NPUTrOTOBNEHHbI YNCTLIA pacTBOp.

3. MonHOCTbLIO NOrpy3WTe MMNAaHTaTbl B uyucTAlwee cpeactBo. OuwnwainTte
mumnnaHTtaTt Synthes c nomouw b ynbTpasByka He MeHee 15 MUHYT, ncnonbsya
4acTOTy He MeHee 38 kl'y.

4. MpomoiiTe wunsgenue pfeuwoHusmposaHHol (DI) mnam ounmweHHoli (PURW)
BOAOW B TeYeHWEe He MeHee [BYX MUHYT. Ana GMHaNbLHOro onofacknuBaHus
mcnonb3yinte DI nam PURW Bogy.

5. BusyanbHo ocmoTpuTe usgenue. MoBTopAiTe warm 2-5, noka wusgenus
BU3YaNbHO He CTAHYT YNCTbIMU.

6. ABTOMaTuuyeckas MONKa JONXHA NPOBOAUTLCA B YTBEPXAEHHOM MOIO L e-
fesnHpuunpyrowem obopyfoBaHum B cooTBeTcTBumn ¢ ISO 15883-1 un -2 nnun
3KBUBANIEHTHbLIM cTaHfjapTomM. 3arpysute  KOMMOHEHTHI nsgenna B
Le3UHPUUUPYO WY MaWWHY B COOTBETCTBUM C WHCTPYKUMAMM ee
npous3BoanTens. ABTomMaTtnuyeckas Moika MOXeT 6blTb BKNOYEHA KaK 4acTb
BaMANPOBAHHOIO LUMKNa MONKW, pJe3suH@ekunn wn [/ WAM CywKn B
COOTBETCTBUU C MHCTPYKUMUAMMN NpounssBoanTens. Mpumep BainjupoBaHHOTo
LuKna, MCNONb3yeMoro NS NPOBEPKN MEeTOoja OYUCTKW, BKAKOYAN:
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Cleaning-Disinfection Automated Method

1. Rinse devices under running cold tap water fora minimum ofone minute.
Use a soft-bristled brush or soft lint-free cloth to clean the device.

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

3. Immerse the implants fully in the detergent. Clean Synthes implants
ultrasonically for a minimum of 15 minutes, using a minimum frequency
of 38 kHz.

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

5. Visually inspect device. Repeat steps 2-5 until devices are visibly clean.

6. Automated washing shall be conducted in a validated washer-disinfector
in compliance to 1ISO 15883-1 and -2, or to an equivalent standard. Load
the device components in the washer-disinfector in accordance with
manufacturer’s instructions. Automated washing can be included as part
of a validated washing, disinfection, and/or drying cycle in accordance to

manufacturer’s instructions:
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Lnkn MuHnMmanbHoe MwuHuMManbHaa Tun Cycle Minimum Minimum Type of
Bpems TemnepaTypa MO0 L ero Time Temperature/ Detergent
(MUHYTHI) BOAbI cpefcTaa (minutes) W ater
MpenBaputen 2 XonopHas HenpumeHu Pre-wash 2 Cold tap N/A
bHasf o4yMcTKa BOAONpPOBOAHA MO water
A BOja Wash 1 2 Cold tap Cleaning
Ouyuncrka | 2 XonopHas Yuncrda wee water agent*
BOAONPOBOAHA CPeACTBO* (<40 °C)
A Bofa (<40°C) Wash 1 5 Warm tap Cleaning
Ouyucrtka Il 5 Tennasn Yucrauwee water agent*
BOAONPOBOAHA CPeACTBO* (> 40 °C)
7 Boga(>40°C) Rinse 2 Warm DI or NJ/A
OnonackuBaii 2 Tennasa D1 unun HenpumeHun PURW
ne PURW MO (> 40 °C)
(>40°C) Thermal 5 >93 °C N/A
Tepmuueckas 5 >93°C HenpumeHn Disinfection
nesmHdekymns MO Dry 40 >90 °C N/A
Cyuwka 40 >90°C HenpumeHwu

*cM. LOoNONHNUTENbHYI MHpOPMaLKIO

MO

Additional Information

Further information regarding the use of specific cleaning agents, ultrasonic

JononHurerisHas HopvaLst

AononHutenbHas VIH(*)OpMaLI'VIﬂ, Kacawuasaca ncnonb3oBaHuA BO BpemMsa

Banugauumn cneumanbHblX UYMUCTAWUX CPeACcTB, YNbTpPa3BYKOBbIX MOe4YHbiXx washers, washer-disinfector, packaging materials or sterilizers during

MalW WH, MOKWLWMNUX N Ae3MHOULUPYOLWNX CpefCcTB, YNakKoBOYHbIX MaTepuanos validation studies are available on request. Synthes used the following during
UNU CTepunun3aTopoB, npegocTaBnfeTca no 3anpocy. Mpu Banupauunm AaHHbIX validation ofthese reprocessing recommendations:

MHCTPYKLMUIA no noBTopHol 06pa6oTke Synthes ncnonb3oBana Caefytollee:
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e PyyHas oumcTKa: py4yHasa npefBapuTenbHas OYMCTKA C 3H3UMHBIM YUCTAW UM
cpeasctBom  Prolystica 2X koHueHTpauum 1 npu 14-16°C #u
yNbTpa3ByKOBas OYMCTKA C 3H3UMHbLIM 4YyuncTAw UM cpegcteom Prolystica 2X
KOHUueHTpauuu | mn/n npn 12-21°C.

e ABTOMaTMYeckas OYWCTKA: py4yHas npeaBapuTenbHas OYWCTKA 3H3UMHBLIM
ynctawum cpepctsom Prolystica 2X koHueHTpauuu | mn/n npun 14-16°C.
Le3nHdpekymoHHas ouynctka Bogoi (OumcTka 1) ¢ MOMOLWbBI 3H3UMHOTO
ounmcTtuTensa Prolystica 2X koHueHTpauuu 1 mn/n npu 23-26 °C n (Oumuctka
2) ¢ nomouwbl HeliTpanbHOro u4ucTauwero cpeacTsa Prolystica 2X
KoHUueHTpauuu | mn/n npun 44-46 °C.

e besgopcoBas TKaHb: Berkshire Durx 670.

Mn/n

MHdpopmauma no oUMCcTKe M CTepUaM3aLnum npeacrTaBneHa B COOTBeTCTBUM ¢ ISO
17664.

PekoMeHfauuu, nNpeAcTaBfeHHble Bbllle, BalWAMPOBAHbI MPOU3BOAUTENEM

MeANUWNHCKOTO n3nenunsa Kak nossondwumne 06pa60TaTb HECTEPUNbHOE

MeanuuHckoe usgenne Synthes. Ha onepatope, ocyuecTensatouem o6paboTky,
NeXWT OTBETCTBEHHOCTb MO Bbi6OpYy MaTepuanoB, 060pyAOBaHWA M nepcoHana
ans obecneyeHnsa Toro, Yto6bl o6paboTka o6ecneyeHMto Toro, YTobbl o6paboTKa

(baKTVI‘-IeCKVI BblNONHANACb C NCNO/MIb30BaHNEM 060py,qOBaHI/IF|, maTtepunanos w”n

nepcoHana Ha ycTaHOBKe Mo nepepaboTKe, W 4OCTUTraNa XenaemMoro pesynbraTa.
370 TpeGyeT BanuAaunMu U eXeAHEBHOTO KOHTPONA npouecca. AHaNOTUUYHLIM

o6paszom, nw6oe OTKAOHeHMe B paboTe onepaTopa, OCYL ECTBAAOL ErO

06pa6oTKy, OT MNpeACTaBNeHHbIX peKoMeHAaUWidl [OMKHO GbiTb TU,aTeNbHO

oueHeHO Ha npegMeT 93(M(MEKTUBHOCTM M BO3MOXHbIX HEGNAronpuaTHLIX

nocnencTBuUiA.

XnUMnyeckoe KayecTso BOfAbI, VICI'IO/'IbSyeMOVI BO BpemMsa O6pa60TKI/I, MOXeT

noBAUATbL Ha 6e30MacHOCTb n3fenua. YuypexpgeHus [OSIXKHb MCNONb30BaTh

peKOMeHOBaHHble TpeboBaHWA K KayecTBY BOfAbl ANA MNOBTOPHOW 06paboTkm
n3fenna B COOTBETCTBUM C NOKaNbHbIMMW pykKoBoAcTBaMu (Takmumu kak AIR1 T1R

34, Bopga gna nepepaboTKM MegULUHCKUX U3JENU).
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¢ Manual cleaning: Manual Pre-Cleaning with Prolystica 2X Concentrate

Enzymatic Cleaner 1 mL/L at 14-16 °C and Ultrasonic Cleaning
Prolystica 2X Concentrate Enzymatic Cleaner 1 mL/L at 12-21 °C.

¢ Automated Cleaning: Manual Pre-Cleaning with Prolystica 2X

Concentrate Enzymatic Cleaner 1 mL/L at 14-16 °C. W ater-disinfector

cleaning with (Wash 1) Prolystica 2X Concentrate Enzymatic Cleaner 1

mL/L at 23-26 °C and (Wash 2) Prolystica 2X Neutral Detergent 1 mL/L

at44-46 °C.

. Lint-Free Cloth: Berkshire Durx 670.

The cleaning and sterilization information is provided in accordance with 1SO
17664.

The recommendations provided above have been validated by the medical
device manufacturer as being capable of preparing a non-sterile Synthes
medical device. It remains the responsibility ofthe processor to ensure that the
processing is performed using equipment, materials and personnel in the
reprocessing facility, and achieves the desired result. This requires validation
and routine monitoring of the process. Likewise, any deviation by the
processor from the recommendations provided should be properly evaluated
for effectiveness and potential adverse consequences.

The chemical quality ofthe water used during reprocessing can impact device
safety. Facilities should use the recommended water quality requirements for
device reprocessing in accordance with local guidance (such as AAMI TIR

34, W ater for the reprocessing).



(?) DePuySynthes

Tepvmyeckas 0e3HGEKLYIA Thermal disinfection

Onsa aBTOMaTUyYeCcKOii OUYUCTKU-Ae3nHBeKLUN nposofAaT Tepmuueckytw For automated cleaning-disinfection, thermally disinfect at a minimum of 93

fe3nHpeKLUMo npu TemnepaType He Huxe 93 °C B TeyeHue He MeHee 5 mmHyT °C for a minimum of 5 minutes (see above section Cleaning-Disinfection

(cm. BbllWe NYHKT «OunMCcTKa-Ae3UHMEKLMNA, aBTOMAaTUUYECKUIA MeTOL»). Automated Method).

PexkonveHaoyenmb e TeMeparypbl 1 ypoBHU pH Recontrended temperatures and pH levels
MaTtepuan TemnepaTtypa pH M aterial Temperature pH
Hep>xaBetouasa cranb no 149 °C 7-11 Stainless steel up to 149 °C 7-11
CnnaBbl TUTaHa fo 150 °C 6-9,5 Titanium alloys up to 150 °C 6-9,5

OrvicaHre MeTQOA CTepwiMBaLpn Description of sterilization method

CTepnnnsayms napom (BnaxHbIM XapoMm)  HOnKHa NpPOBOAUTHLCA c Steam (moist heat) sterilization shall be performed in a locally approved, pre-

NCNONb30BAHMEM NOKanbHO pPaspew eHHOro unkna NpeaBapuUTEnbHOrO vacuum (forced air removal) cycle. The steam sterilizer should be validated to

the requirements of any local standards and guidance such as EN 285 or
AAMI/ANSI ST8. The steam .sterilizer should be installed and maintained in

BaKyyMUpPOBaHUA (NpuHYyAnWTENbHOE yganeHue BO3AyXa). MapoBoii

cTepunm3aTtop AOMKeH 6bITb YTBepXfJeH B COOTBETCTBUM C Tpe6GoBaHUAMMU

MECTHbIX CTAHAAPTOB M PYKOBOACTB, Takux Kak EN 285 uan AAMI / ANSI ST8. compliance to manufacturer’s instructions and local requirements. Ensure that

MapoBoil CTEPUAM3IATOP AOMKEH 6biTb YCTAHOBAEH W O0GCAYKMBATLCA B a steam sterilizer cycle is chosen that is designed to remove air from porous

COOTBETCTRBUM c MHCTPYKLMAM M ero NpoN3BOAMTENS W NOKANbHBIMU or lumened device loads in accordance to manufacturer’s instructions and does

Tpe6oBaHMaMU. Y6eauTecb, 4TO BbI6GpaH LWKA MNapoBOro cTepuamsatopa, not exceed the maximal sterilizer load.
KOTOpbI NpefHasHaueH AN yganeHns BO3AyXa M3 3arpy3oK M3genuit NopucTblX
UAM € NpocBeTaMu B COOTBETCTBUM C WHCTPYKUMSAMM MNPOU3BOAMTENs U He

npeBbillaeT MAaKCMMaNnbHYy 3arpys3ky ctepunusartopa.

Twun ynkna MuHnmManbHoOe MunHumanbHasn MuHuUManbHoOe Minimum o
. . i Minimum
BpemMsa BO3feNcTBMA TemnepaTtypa BpemMs CyLW Ku Sterilization . . .
| £ Ti Sterilization Minimum Dry
npu cTepunusayuum BO3JelicTBUSA Cycle Type xposure Time .
P P 4 A . Exposure Time
(MUHYTHI) npu (minutes)

Temperature
cTepununsayunn
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COMPANIES OP “olnWHtW"ofcmPH

MpegBapuTensHoe 13>°C 20 MUHYT
BaKyyMupoBaHue Prevacuum

yymup 13>C 20 minutes
MpuHyanTenbHoOE Saturated
yaaneHne  Bo3ayxa steam- forced

13A°C 20 MUHYT air removal
HaCbIWEHHbIM
(pre-vacuum)

napom (bopBakyym i

pom (opaakyym) (minimum 134°C 20 minutes
(He wmeHee Tpex three pulses)
MMNYNbCOB)
OaLLEe orvicaHVe doyHKLYVIOHabHb IX arieivieHTos M General description of functional elenments of MD
O6wunin Bug MmMnnaHTaToB rMOKNUX AN OCTEOCUHTE3a XMPYPIUUYECKUX, Overall view of Elastic Nailing Implants Surgical, non-sterile
HeCTepUNbHbIX
MpiveYaHVie: MpueefeHHble HUXE M306PaXeHUs HOCAT MHMOPMALMOHHbI i Note: The following images are for informational purposes only and
XapaKTep W Npu3BaHbl NPOLEMOHCTPMUPOBATL 06 U BUA U KOHCTPYKUUID MW, intended to demonstrate the General appearance and design ofthe MD, and
M nokKasaHbl He B Maclw Tabe. are not to scale.

LLinidor STEN n/6Kmia ctaribHov / STENFStainless Steel Elastic Nl
Hovep no kataviory / REF. 275.915, 275.920, 275.925, 275.930, 27/5.935, 27/5.940
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LLInidor TEN rvekmiia TitaHoBb A/ TEN - Titanium Elastic Nail
Hoiviep no Katariory / REF: 475.915, 475.920, 475.925, 475.930, 475.935, 475.940

W Ttudgtel TEN rubkme TUTAaHOBbIe OTAMYaOTCA NO UBeTy (aHoAupoBaHHOe nokpbiTue) / TEN - Titanium Elastic Nails and end caps differ in color(anodized

coating):
REF LipeT(aHogMpoBaHHOe Mokpbme) / Color(anodized coating)

475915 MypnypHbiii / Purple

475.920 CeeTno-3enéHbiit / Light green

475.925 Po30BO-KpacHblii / Rose Red

475.930 3ono0Toii / Gold

475.935 CseTno-rony6oi / Light Blue

475,940 MypnypHbiii / Purple

Konnayok g/1a wmmdoroB STEN/ End Cap f/STEN
Hovep no katarory / REF: 275.900, 275.905

Konnayok g/19 uwmmdotoB TEN/ End Cap f/TEN
Homvep no katagory / REF: 475.900, 475.905
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DePuy Synthes

Konnauyku gna wtnTtoB TEN oTnmnyatTca no uBety (aHogumpoBaHHoe nokpblTue) / End caps f/I TEN differ in color (anodized coating):

REF LipeT(aHOoaypoBaHHOe MokpbITe) 7 Color(anodized
coating)
475.900 CBeTno-3enéHblin 7Light Green

475.905

TexHnyeckvie xapakrepCtTk M1

MpnveyaHVe: Y kasaHHble B HauMeHoBaHUU MW napaMeTpbl BN TCA
4acTbl HaMMeHOBAHWSA W NpefeTaBNeHbl AN Bbl6opa NONb30BaTENEM
KOHKPETHOTro n3genunsa. B Tabnmuye TEXHUYECKUX XapaKTePUCTUK YKa3zaHbl
hakTuvyeekune napametpbl Mul.

D LLimdor STEN ribkuini ctaribHoOM, O 1.5 vy, ayiiHa 300 Mivi (HOIVED MO
KaTtasiory 275.915)

1. AvameTp: 1,6 (+0,037-0,07) MM

2. NMonesHas gnuHa: 300 (+7-5) mm

3. Macea nsgenuns: 4,72 (+7-10%) r

2) LLitmdot STEN rubkmnii ctarisHoiA, O 2.0 mv, g/iviHa 440 Mvi (HOVED MO
KaTasiory 275.920)

1l.AvnameTp: 2 (+0,037-0,07) MM

2. Mone3Hasa gnuHa: 440 (+7-5) mm

3. Macea nsgenunsa: 10.8 (+7-10%) r

3 LLinadot STEN rékmii ctaribHoM, O 2.5 My, g/iHa 440 Mivi (HOVED Mo
KaTtasiory 275.925)

1. AvameTp: 2,5 (+0,037-0,07) MM

2. MonesHaa gnuHa: 440 (+7-5) mm

3. Maeca usgenua: 16.8 (+7-10%) r
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Po3oBo-kpacHbli 7Rose Red

Technical characteristics of MD

Note: The parameters specified in the MD name are part of the name and
presented for the convenience of the user’s choice of a particular product.

The table of technical characteristics contains the accurate parameters of MD

1) STEN-Stainless Steel Elastic Nail O 1.5nmi, L. 300nmm (ref, 275.915)

1.Diameter: 1.6 (+0.037-0.07) mm

2. Usable length: 300 (+7-5) mm

3. Weight: 4.72 (+7-10%) ¢

2) STEN-Stainless Steel Elastic Nail O 2.0mm, L 440mm (ref. 275.920)

1. Diameter: 2 (+0.037-0.07) mm

2. Usable length: 440 (+7-5) mm

3. Weight: 10.8 (+7-10%) g

3) STEN-Stainless Steel Elastic Nail O 2.5nm, L. 440nmm (ref. 275.925)

1. Diameter: 2.5 (+0.037-0.07) mm
2. Usable length: 440 (+7-5) mm
3. Weight: 16.8 (+7-10%) g
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coMP«Mi(« or *oAtHim<"efc«uoH

4 LLinidpr STEIN nkinii ctaribHoOA, O 3.0 mvi, ayiviHa 440 mvi (HOVED Mo 4 STEN-Stainless Steel Elastic Nail O 3.0nm, L 440nm (ref. 275.930)

KaTariory 275.930)

1. AunameTp: 3 (+0,03/-0,07) mMm 1.Diameter: 3 (+0.03/-0.07) mm

2.MonesHan gnvHa: 440 (+/-5) Mm 2. Usable length: 440 (+/-5) mm

3.Macca usgenus: 24,3 (+/-10%) r 3.Weight:24.3(+/-10% )g -
5 LLinidor STEN rorkumii ctaribHo, O 3.5 viv, fyinHa 440 vim (HOVED D 5 STEN-Stainless Steel Hlastic Nail O 3.5nmm, L 440nm (ref. 275.935)
KaTtasiory 275.935)

1.AvameTp: 3,5 (+0,03/-0,07) mm 1. Diameter: 3.5 (+0.03/-0.07) mm

2.MonesHas gnuHa: 440 (+/-5) mm 2. Usable length: 440 (+/-5) mm

3.Macca nsgenus: 33 (+/-10%) r 3. Weight: 33 (+/-10%) ¢ o
6) LLInador STEN roKkii ctarieHo, O 4.0 vivi, gyiHa 440 v (HOMVEP Mo 6) STEN-Stainless Steel Hastic Nail O 4.0nmm, L 440nm (ref. 275.940)
KaTarory 275.940)

1.0vnameTp: 4 (+0,03/-0,07) Mm 1. Diameter: 4 (+0.03/-0.07) mm

2.Monesnas gnuHa: 440 (+/-5) mMm 2. Usable length: 440 (+/-5) mm

3.Macca nsgenusa: 43.1 (+/-10%) r 3. Weight: 43.1 (+/-10%) ¢

7) Konnadok asst wmmdproB STENO 1.5- 2.5 vivi (HOVEP MO KaTariory 7) BEnd Cap f/STENO 1.5to 2.5nmm (ref. 275.905)

275.905)

Length: 14 (+/-0.5) mm
Thread length: 7.1 (+/-1) mm
Thread diameter: 5.7 (+/-0.1) mm

1. OnuHa: 14 (+/-0,5) mm 1
2. OnunHa pe3bbbl: 7.1 (+/- 1) MM 2
3. OvnameTp pesbbbl: 5,7 (+/- 0,1) MM 3
4. OunameTp cTepxHa: 3,2 (+0.08/-0) mm 4. Rod diameter: 3.2 (+0.08/-0) mm
5. AnameTp cKkBO3HOro orsepctua: 1,3 (+/- 0,2) mMm 5. Through hole diameter: 1.3 (+/-0.2) mm
6. Macca nsgenuqa: 0.0986 (+/-10%) r 6. Weight: 0.0986 (+/-10%) g
8) Kornadok g/ uwmadproB STEN O 3.0 - 4.0 v (HOVEED IO KaTtavyiory 8) End Cap f/STEN O 3.0 to 4.0nm (ref. Z275.900)
275.900)
1. OnuHa: 25 (+/-0,2) mm 1. Length: 25 (+/-0.2) mm
2. OnvHa pe3bbbl: 11 (+/- 0,5) mMm 2. Thread length: 11 (+/-0.5) mm
3. AvnameTp pe3bbbl: 7.5 (+/- 0,1) MM 3. Thread diameter: 7.5 (+/-0.1) mm

4

4. OvameTp cTepXHa: 4,4 (+0.08/-0) mm Rod diameter: 4.4 (+0.08/-0) mm
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COMP)KMICh o
5. AnameTp cKkBO3HOro orsepctua: 1,3 (+0/-0,2) mm 5. Through hole diameter: 1.3 (+0/-0.2) mm
6. Macca nsgenusa: 2,19 (+/-10%) r 6. Weight: 2.19 (+/-10%) g
9 LLinidor TEN TUTaHOoBbLIA TMOKUIA, O 1.5 v, ayiiHa 300 Mivi (HOMVED o 9 TEN- Titanium HasticNeil O 1.5mm L 300nm (ref. 475.915)
KaTariory 475.915)
l.0vnameTp: 1,5 (+0,03/-0,07) MM 1. Diameter: 1.5 (+0.03/-0.07) mm
2.MonesHas gnuHa: 300 (+/-3) Mm 2. Usable length: 300 (+/-3) mm
3. Macca usgenua: 2.36 (+/-10%) r 3. Weight: 2.36 (+/-10%) g
10) LLInador TEN TUTaHOBbIA IVGKUIA, O 2.0 vV, IyiiHa 440 vivi (Hoivep o 10) TEN - Titanium Elastic Nail O 2.0nm, L 440nm (ref. 475.920)
KaTariory 475.920)
1.0vnameTp: 2 (+0,03/-0,07) MM 1. Diameter: 2 (+0.03/-0.07) mm
2.MonesHana gnvHa: 440 (+/-3) mm 2. Usable length: 440 (+/-3) mm
3. Macca usgenusa: 6.14 (+/-10%) r 3. Weight: 6.14 (+/-10%) g
11) LLinidor TEN TTaHOBL I MMokuiA, O 25 viv, gyivHa 440 vt (Hovep o 11) TEN - Titanium Elastic Nail O 2.5nm L 440mm (ref. 475.925)
KaTasiory 475.925)
1.AvameTp: 2,5 (+0,03/-0,07) mm 1. Diameter: 2.5 (+0.03/-0.07) mm
2.Mone3Has gnuHa: 440(+/-3) Mm 2. Usable length: 440(+/-3) mm
3.Macca usgenua: 9.65 (+/-10%) r 3. Weight: 9.65 (+/-10%) g
12) LLinidor TEN TUTaHoBb A Tbkuvii, O 3.0 Mivi, gayivHa 440 vy (Hovep o 12) TEIN - Titanium Elastic Nail O 3.0nmm, L 440nm (ref. 475.930)
Karasiory 475.930)
1.AvameTp wTtugra: 3 (+0,03/-0,07) Mm 1. Diameter: 3 (+0.03/-0.07) mm
2.Mone3Has gnuHa: 440(+/-3) mm 2. Usable length: 440(+/-3) mm
3. Macca nsgenua: 13.97 (+/-10%) r 3. Weight: 13.97 (+/-10%) ¢
13) LLinador TEN TUTaHOBbL A TMoKUA, O 3.5 Mvi, gyiHa 440 v (Hovep o 13) TEIN - Titanium Elastic Nail O 3.5nm, L 440nm (ref. 475.935)
KaTtasiory 475.935)
1l.0vameTp: 3,5 (+0,03/-0,07) mMm 1. Diameter: 3.5 (+0.03/-0.07) mm
2.MonesHas gnuHa: 440 (+/-3) mm 2. Usable length: 440 (+/-3) mm
3. Macca usgenna: 19.03 (+/-10%) r 3. Weight: 19.03 (+/-10%)g¢g e -
14) LLinmdpr TEN TUTaHoBb I Tviokuvii, O 4.0 Mvi, gyiiHa 440 v (Hovep o 14) TEIN - Titanium Elastic Nail O 4.0nm, L 440nm (ref. 475.940)
Karasiory 475.940)
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l.AvameTp: 4 (+0,03/-0,07) mm 1. Diameter: 4 (+0.03/-0.07) mm

2.Mone3Has gnunHa: 440 (+/-3) mm 2. Usable length: 440 (+/-3) mm

3. Macca usgenusa: 24.76 (+/-10%) r 3. Weight: 24.76 (+/-10%) ¢

15) Konnayok g/11 wmmidotoB TEN O 1.5 - 2.5 Mv (HOVED MO KaTtaviory 15 End Cap f/TEN O 15to 25mm (ref. 475.905)
475.9065)

OnnHa: 14 (+/-0,5) MM Length: 14 (+/-0.5) mm
Thread length: 7.1 (+/- 1) mm

Thread diameter: 5.7 (+/- 0.1) mm

1. 1
2. AnuHa pe3bbbl: 7,1 (+/- 1) MM 2
3. OvnameTp pe3b6bl: 5,7 (+/- 0,1) mm 3
4. OunameTp cTepxHda: 3,2 (+0,08/-0) mm 4. Rod diameter: 3.2 (+0.08/-0) mm
5 5. Through hole diameter: 1.3 (+0/-0.2) mm
6. Macca nsgenmsa: 0.0588 (+/-10%) r 6. Weight: 0.0588 (+/-10%) g
16) Konnayok g/ wmmdpros TEN O 3.0 - 4.0 Mvi (HOVED MO KaTaviory 16) End Cap f/TEINN O 3.0 to 4.0mm (ref. 475.900)
475.900)

. AnuHa: 25 (+/-0,2) mm

. OunameTp ckBOo3HOro oteepctusa: 1,3 (+0/-0,2) mMm

Length: 25 (+/-0.2) mm
Thread length: 11 (+/-0.5) mm
Thread diameter: 7.5 (+/-0.1) mm

1 1

2. OnunHa pe3b6bbl: 11 (+/-0,5) mm 2

3. OAvnameTp pesbbbl: 7.5 (+/-0,1) MM 3

4. OvameTp cTepXHA: 4.4 (+0,08/-0) mm 4. Rod diameter: 4.4 (+0.08/-0) mm

5 5. Through hole diameter: 1.3 (+0/-0.2) mm
6 6. Weight: 1.26 (+/-10%) g

. OvnameTp ckBOo3HOro otBepctua: 1,3 (+0/-0,2) mm
Macca nsgenusa: 1.26 (+/-10%) r

MepeyveHb MaTepriarioB >YXBOTHOIMO U (M) |YeSIOBEHECKOIO List of materials of animal and (or) human origin

MPOVICXOXKOEHA

LaHHbIi pa3gen He NpUMeHAETCA K M34eNNI0, TaK Kak U3fgennsa He cogepxart This section is not applicable to the product as the devices do not contain
MaTepnanoB XMBOTHOIO NMPOUCXOXAEHUA. tissue of animal origin.

LaHHbIA pa3fen He NpUMeHSAETCA K U34eNNI0, TaK Kak U3AeNnsa He BKNHOYAKT B This section is not applicable to the product as the devices do not incorporate
ceb6s npenapaTbl KPOBU WAW NPOU3BOAHbIE YeNOBEYECKOW KPOBU U He blood products or human blood derivatives and are not manufactured
M3roTaBNMBaAOTCA C MCMONb30BAaHWEM MaTepumanoB YeNOBeYeCKOro utilizing tissues of human origin.

npouncxoxnaeHusa.
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cOMPANits or “o*won”e”"HHeH

HdhopivaLpist O iekapcTBEHHbIX Mperaparax i (W) dapMVaLeBTUHECKIX
cyocTaHUsIX B coctase M1

LaHHbIA pa3fen He NPUMeEHUM K MMnnaHTaTam rMGKUM ANs OCTEOCUHTe3a

JJaHHbL E O MapPK/POBKE M/ H €0 YIakoBKe
daHHb e o Mapkvposke M

Ha Bce BapuaHTbl UCNONHEHUA VIMNNAHTATOB TMOKUX XUPYPTMYECKUX MOXET
6blThb HaHeCeHa MapKMWpPOBKa MeTOAOM Na3epHON rpaBUPOBKW CO cCnefytolyeit
MHpopMaLmei:

-Jlorotun CuHrtes

- ApTUKyn

- Homep naptunm

- 3Hak EBponelickoro cooTBeTCTBMUSA

- CTpaHa NPOMCXOXAEHMNSA

Information about nedicines and (or) pharmaceutical substances
included in MD

This section is not applicable to the product as Elastic Nailing Implants.

Data about labeling of nd and its packaging

Data about labeling of MD
All variations of Elastic Nailing Implants have markings added by laser
etching with the following information:

- Synthes Logo

- Article number

- Lot number

- CE Mark

- Country of Origin

3Ha4eHVs1 CMIVBO/I0B, YKasaHHbIX Ha yrakoBke / Interpretation of symbols used on the package

Homep no katanory

IRET |
Mpowussoantens
m J
YYVY-MM-DO [Oata nsrotosneHuns (FFrr-MmmM-44)

He ncnonb3oBaTb MOBTOPHO

Reference number

Legal Manufacturer

Manufacturing Date (YYYY-MM-DD)

Do Not Re-use

CuMBON yKa3blBaeT Ha MeAULMUHCKOE U3genune, Indicates a medical device that is intended for one use

npefjHa3HayeHHOe AN OAHOKpPaTHOro mcnonb3oBaHua unu or for use on a single patient during a single procedure.

aAna mcnonb3oBaHMA OAHUM NauWeHTOM BO BpemMsA O,D'HOVI

npoueaypbl.
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M aterial; MaTepuan: M aterial:
TAN CnnasB TUTaHa, aitoMUHUA, HMobuMA Ti Al6 Nb7 (B Titanium-Alurninium-Niobiiim alloy Ti AI6 Nb7 (in
(TI6AI7NDb) COOTBETCTBUM C BAPUAHTOM WUCMNOJNIHEHUA) accordance with the execution
version)
M aterial: MaTepuan: M aterial:
SSt HepxaBetuaa cTanb (B COOTBETCTBUMU C BapMaHTOM Stainless Steel (in accordance with the execution
NCNONHEHUS) version)
I O6paTUTeCb K MHCTPYKLMUKN MO MPUMEHEHWNIO Consult instructions for use
Homep naptuu/cepuun/koHtponsa Lot/ Batch/Control Number
He cTepunbHO Non-sterile
/ non\
/STERIIi\
b .
1”' W Tpux Kog Data M atrix
i
% EBponeiickoe COOTBETCTBME. DTOT CUMBON 0G03HayaeT, 4To European Conformity
YyCTPOWCTBO MONHOCTbIO COOTBETCTBYET TpeboBaHNAM

0123 This symbol means that the device fully complies with
nupekTmBbl EBponeiickoro Coseta 93/42/EEC

European Concil Directive 93/42/EEC

IR T Ko pereode

TEN O 3.5mm TEN, gnameTp 3,5 MM (B COOTBETCTBUU C BApMaHTOM TEN, diametr 3.5 mm (in accordance with the
ncnonHenua)/ execution version)

OnuHa 440 mm (B COOTBETCTBUM C BapuaHTOM mcnonHenus)!Length 440 mm (in accordance with the execution

L 440mm

version)

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



(|) DePuySynthes

camp*mM<(& or ™ ImMOH”eb<upm

Norotun komnauuun DePuy Synthes

<1i) Def4iySynthes

3HaK COOTBETCTBUSA

YakoBKa
YnakoBKa COCTOUT U3 TUHEWHOTO NONUITUNEHA HU3KOM MAOTHOCTHU, Ha
KOTOPYH HakKneeHa 3TUKeTKa C MapKMpOBKOﬁ.

Ha ynakoBky MW HaHeCeHbl 3TUKETKW, COfepXal,ue cnegytoLyto
MHGpOpMaLUIO:
- HaMMeHOBaHWe M3[eNNsA Ha aHTNTMACKOM U APYTWUX A3blKax;

KONn4ecTBO;
HOMep no Katanory;
HOMEpP NapTUMN/CEPUN/KOHTPONS;

pasmepbl M3genuns;

aHTrN0A3blYHOE HAaUMEHOBAHUE MPOU3BOAUTENS;
- AaTa U3roTOBNEHUS;

UH(pOpPMALNA O CTEPUNBHOCTHU;

UH(poOpMaLus o matepuane;

WH(pOpMaLuUsa 0 3anpeTe Ha NOBTOPHOE NpUMeHeHMe

3HaK EBpOI'IeVICKOFO COOTBETCTBMUA,

npeaynpexpatwmne Hagnucu Ha aHTNANACKOM A3blKe U CUMBONbI;
ccblnka (wWwww.depnysynthes.com/ifu) Ha 31eKTPOHHbLIN pecypc C
WHpopmauueih 06 n3gennn 4na nonb3oBaTeneid M Homep TenepoHa;
- BHYTPEHHUEe KOAbl M NOTOTUNBI KOMMNAaHUW.

PyccKosizbHHas MapKIpoBKa

PycckofA3blyHaa aTUKeTKa, HaHeCeHHAasa Ha YNakKoBKY, COLEPXUT CNeAyio Wy
MHGpoOpMaLUIo:
- HanmeHoBaHne M U ; ~
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DePuy Synthes logo

Symbol of conformity

Package

Package consists of linear low-density polyethylene, on which a label with
marking is pasted.

There is following information on the labels which are stuck on the package
of MD;

- English and other langnages name ofthe device

- Quantity

- Refnumber

- Lot/Batch/Control Number

- Product dimentions

- English name of Manufacturer

- Manufacturing date

- Information about sterility

- Information about material

- Information on the prohibition of re-use

- European Conformity sign

- Warnings in English and the symbols

- Link (www.depuysynthes.com/ifu) to the electronic source with
information about the device for users and telephone number

- Internal codes and logos ofthe company

Russian lalel

Russian label on the packaging contains the following information:
- MD name;
- Manufacturer’s name and address;
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COMPANIES or
- HanmeHoBaHWe 1 agpec NPoM3BOAUTENS,; - Name and address of authorized representative ofthe manufacturer in
- HaumeHoBaHMe N agpec YyNnoNHOMOYEHHOr0 NpeAcTaBUTeNs NPOU3BOAUTENS B Russia;
Poccuu; - Number and date of Registration certificate;
- Homep v gata PernctpayMoHHOro y40CTOBEPEHNS; - Other clarifying text and symbols.
- MNHble NOACHUTENbHbIE HAANUCHA U CUMBONI.
Yot MPUIVEHEHVISYSKCT U TyaTaLy v, TRaHCTIOPTVPOBKIA N XpaHEHUA Conditions of use/operation, transportation and storage
MmMnnaHTaTbl rnbKue AN OCTEOCMHTe3a NpefHa3HayeHbl AN MCNONb30BaHWUA B Elastic Nailing Implants are intended for nse in Healthcare Facilities by
MEAULMNHCKUX YUPEXGEHNAX MEJULNHCKUMU pabOTHMKAMU U NepcoHanom medical professionals and operating room staff.
onepayuoOHHON. Elastic Nailing Implants are recommended for use under operation
PekomeHpayeTcd ncnonb3oBaTb MmMnnaHTatbl B YCN0BUAX, YKa3aHHbIX B conditions indicated in Tables below

Tabnuuax HuUxe.

Tabnuua. Ycnosusa akcnayartayumu. Table. Operation conditions.

YCrnoBVIst OKPY>aHOLLIEV Ccpepbl Environmental conditions

Temnepatypa oT -29 go +60 °C Temperature from -29 to +60 °C

OTHOCUTENbHAA BNAXHOCTb 30-85 % Relative hnmidity 30 -85 %

ATMoOchepHOe flaBneHue HeT cneumnanbHblX YyCNOBUA Athmosperic pressnre No specific conditions

YCnoB/S SKCIVTyaraLyv B HesioBEHECKOM OpraHVBvVEe Operation conditions in the human body

Temnepatypa oT +32 po +42°C Temperature from +32 to +42 °C

OTHOCUTENbHAA BNAXHOCTb 100% Relative humidity 100%

ATMochepHOe faBneHue HeT cneumnanbHblX YyCNoBU Atmospheric pressure No specific conditions
W3pgenus cnepyeT XpaHuUTh B CYXOM YNCTOM MecCTe, 3aliMLLeHHOM OT NpPAMOro Products should be stored in a dry, clean environment, protected from direct
CONHEYHOTO CBeTa, HAaCEKOMBbIX M 3KCTpeMaNbHblX KoNnebaHWi TemnepaTypbl K sunlight, pests, and extremes of temperature and humidity.
BMIAXHOCTH.

Tabnuua. Ycnosus xpaneHus Table. Storage conditions

YCNoBY XpaHeH Storage conditions

Temnepatypa 0T -29 fo +60 °C Temperature from -29 to +60 °C

OTHOCUTENIbHAA BMIaXHOCTb 30 - 85 % Relative humidity 30 - 85 %

ATMochepHoe faBneHMe HeT cneynguunbix ycnosui Atmospheric pressure No specific conditions
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Ta6nuua. YCNoBus TPaHCNOPTUPOBKU

YCnoBYA TIPaHCTIOPTVIPOBKA
TemnepaTypa oT -29 go +60 °C
30- 85 %

HeT cneynuUHbIX YyCNOBUiA

OTHOCUTEeNbHAs BNaXHOCTb
ATMoOC(epHOe faBneHune

ViHdhopvaLyist 06 yOareH i U BBMEYEHN VIMITIaHTaToB

YpaneHue nmnnaHtaTta y geTtei:

Mocne cpaweHna nepenoma o6W MM NoKasaHueM y AeTell ABNAeTCA yfaneHue
MumnnaHtaTa. B KayecTBe apryMeHTOB AN yAaNeHUsA UCNONb3YOTCA Takue
Heob60OCHOBaHHbIE OTfaNeHHble OCNOXHEHUSA, KaK HapyLl eHne pocTa, peakumns
Ha MHOPOAHOE Teno, yrposa MHOULUPOBaAHUSA Uan Koppo3nusa. CMmeleHne
MMnnaHTata Uan B3auMOfeNCcTBUE C APYrOii opTONeAnMyYecKOl Tepanueil Ha
6onee No3fHEM XMW3HEHHOM 3Tane TakXe ocTatoTca Temoil fe6atoB. C gpyroii
CTOPOHbLI, 3aTPYAHEHMNSA NPU YAaNeHUN OJHOPa30BbIX UMNNAHTATOB, & TaKXe
BO3MOXHble MocneonepayMoHHbIe OCNOXHEHNA Bbl3bIBAOT MHEHUA O
HEeobX0AMMOCTN OCTaBNEHNA MMNNAHTATOB Yy AeTeil.

YeTKNX peKoMeHAauUuni Ana yfaneHns MMNNaHTaToB He cyw ecTByeT. B
TeKYLW Y NUHWIO AeliCTBUIA, NO-NPeXHEMY, BKNIOYEHO 06bIYHOE yaaneHune, Kak
370 NMpefnoynTaeTcsd HEKOTOPLIMYU aBTopaMu, Torga Kak gpyrvue npusoaat
[OBOAbI B NONb3Yy M36MpaTenbHOW TeXHUKU. MmMnnaHTaTbl rMbkue ans
0CTEOCUHTEe3a 06bIYHO YJaNATCA, NOTOMY YTO KOHYMUKU MU3Aennsa MOryT
BO3JeiiCTBOBaTb Ha OKpPyXal Ll ne TKaHW.

CpalieHne KOCTHbIX TKaHei y feTeil 06bIYHO AnuTca He 6onee 1-3 mecaues. C
TOYKWN 3pEHNA MeXaHWUYeCKOW (PYHKLMOHANBbHOCTM CPOK CAYyX6bl WmnnaHTaToBs
r’M6KUX ANA OCTeOCMHTe3a y AeTell 0603HaveH 3 Mecauamu. Y ganeHue
MuMnnaHtaTa, NPW HaNUYUKM MOKa3aHWii, BBINONHAETCA B paHHeM cny4yae 4yepes 1
rog. C ToUKM 3peHna 6MONOTMYECKNX napaMeTpoB CPOK CAYyX6bl MMnnaHTara,

cocTaBnseT 1-1,5 roga. B KaXxX4oM OTAeNbHOM C/Ayyae NMpeuMyLyecTBa yganeHus
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Table. Transportation conditions

Transportation conditions

from -29 to +60 °C
30- 85 %

No specific conditions

Temperature
Relative humidity
Atmospheric pressure

Information about implant renoval and extraction

Bone healins and implant removal in pediatric patients:

After the fracture is healed, implant removal in children isa common.
Unproven long-term complications such as growth disturbance, foreign body
reaction, threat of infection, or corrosion are used as arguments for removal.
Implant migration or interference with another orthopedic treatment over the
later course of life is also a matter of debate. On the other hand, the difficulty
in removing single implants as well as possible perioperative complications
has induced discussion about the retention of implants in childhood.

Clear recommendations for implant removal do not exist. The current line of
action still includes routine removal, as it is preferred by some authors,
whereas others argue for a selective procedure. Elastic Nailing Implants are
usually removed because the ends may interfere with the surrounding tissue.
Bone healing in children usually lasts no longer than 1-3 months. In terms of
mechanical performance, the lifetime of Elastic Nailing Implantsin children
is therefore seen as up to 3 months. Implant removal - if indicated - is
performed after 1year at the earliest. In terms of biological parameters, the
lifetime ofthe implant is therefore seen to be 1-1.5 years. Benefits of
removal have to outweigh the risks and complications in theindividual case
and the procedure should not require a more extensive procedure than

insertion.
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LOMKHbBI NMepeBeLW MBaTb PUCKW W OCNOXHEHNSA, U TEXHUKA yfaNneHUs He JONXHA
6bITb 60Nnee OGWIMPHON, YHeM TEXHUKA BBEJEHUSA.

YpaneHne nmMmnnaHrtaTa y B3pocC/bIX NayneHToB:

Mpu nokasaHWAX K yAaneHWto MMnNnaHTaTta OHO NPOBOAMTCSA B Hambonee
nosfHei cTagum Mnu He npoBoAaMTCA Boobuwe. Kak npaBWno, umnaaHTaThl
OCTaBNAOT BBefeHHbIMMN 60nee yem Ha | rof, B Te4eHue KOTOPOro
HEOLHOKPAaTHO KOHTPONMPYeETCA NMPOrpecc 3aXuBneHns nepenoma. Puck n
nonb3a yfaneHna mmnnaHTarta JONXKHbl ObiThb OYEeHb T ATENbHO OLEHEHbl Yy
60NbHbLIX C OTATYEHHbIM 06WMNM COCTOAHMEM 3[40POBbA, UMMYHOLEeDMLUUTAMM
(Hanpumep, BUY, renaTtut, Ty6epKynes), Nan MeCTHbIMU LUPKYNATOPHbIMMK
HapylweHnammn (Hanpumep, caxapHblM guabeTom, 3ab6oneBaHnamu
nepudepnyecknx aptepuii). MosaToMy MmMnnaHTaTbl 06bIYHO OCTaBAAT Y
MOXWUNbIX NaLMEeHTOB MAN Y NaLLMEHTOB C CONYTCTBYOWMUMN 3a60NeBaHUAMMN.
Momumo atoro, nob6as xMpypruyeckas onepaymns, Bk Yas M3BnevyeHune
MuMnnaHTata, BKAYaeT He6ONbWOW PUCK UHOULUPOBAHUA NN
HelipoBacKynApHOTro TPaBMUpPOBaHUA.

CymmMupys BbllWecka3aHHOe, 06bIYHO 3aXMWBNEeHMe KOCTel Yy B3POCAbIX 4ANTCA

He 6onee 6-9 mecaueB. C TOUKN 3peHUA MeXaHUYECKON (YHKLNOHANbHOCTU

CPOK CNyX6bl MMnnaHTaToB rM6KUX AN OCTeoCUHTe3a 0603HaueH 9 mecayamu.

YpaneHue nmnnaHTaTa, Npyu HaAWYUM NOKa3aHWi, BLIMONHAETCS, B PaHHEM
cnydae, yepes 1-2 roga. C TOUYKM 3peHUs 6UONOTUYECKNX NapaMeTpoB, CPOK

Cﬂy)K6bI mMnnaHTaTta, CoOCTaBnAaeT HECKONbKO /ET.

Ecnn ncnonb3oBanncb Konavyky nd WTUGHTOB, TO OHU YAaNAOTCA C NOMOLLbIO
COOTBETCTBYI W, EF0 CTEPXHA OTBEPTKU, YCTAHOBNEHHOIO B UMMNAKTOP
TEN/STEN. OTKpoiiTe cTapble pa3pe3bl U 06HaXXTe KOHLUbl WTU(PTOB.
Mcnonb3yinTe nnockory6ubl ans mssnedyeHus TEN/STEN gns 1oro, 4to6sl
cnepsa COTHYTb KOHLbl WTU(MTOB TaK, YTO OHU OYAYT NOAHATHI C

chopmumpoBaHHOro kannyca. Mo Hanpasutento Ana monota TEN/STEN -«
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Bone healins and implant removal in adult patients:

The implant removal if indicated is then performed at a much later stage, or
omitted at all. Typically, implants are left in place for more than a year
during which the progress ofthe fracture healing is monitored repeatedly.
The risks and benefits of implant removal must be very carefully estimated
in patients with poor general health, immune deficiencies (e.g. HIV,
hepatitis, tuberculosis), or local circulatory disturbances (e.g. diabetes
mellitus, peripheral arterial disease). Therefore, implants are usually left in
place in elderly, comorbid patients. Moreover, every surgical procedure,
including implant removal, involves a small risk of infection or
neurovascular damage.

In summary, bone healing in adults usually lasts no longer than 6-9 months.
Interms of mechanical performance, the lifetime ofthe Elastic Nailing
Implants is therefore seen as up to 9 months. Implant removal - if indicated
- is performed after 1or 2 years at the earliest. In terms of biological

parameters, the lifetime ofthe implant is therefore seen to be several years.

Ifend caps were used, the end caps are removed using the corresponding
screwdriver shaft mounted on the inserter for TEN/STEN. Open the old
incisions and expose the ends of the nails. Use the extraction pliers for
TEN/STEN to first bend the ends of the nails so that they are lifted clear of
the formed callus. With the hammer guide for TEN/STEN firmly screwed

onto the extraction pliers for TEN/STEN, the nails can easily be removed
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HafleXXHO NPUKPYYEHHOMY K nnockory6uam agns yganeHus TEN/STEN, with strong axial blows along the guide with the combined hammer for
WTUDTH MOXHO NIETKO W3BNEYb C MOMOLWbIO CUMIbHBIX OCEBbLIX YAap0OB MOOTa TEN/STEN.

BAONb HanpasuTens gna TEN/STEN.

MopsaoK N YCroBUSA YTWIVBaLWV TN YHYMTOKEHS M1 NMD disposal rules and conditions

Ws3penne oTHOCUTCA K Knaccy b knaccuukaynm MefnunHCKUX 0TX0[0B. flocne The product belongs to Class B of the classification of medical waste. After
MCNONb30BaHWA M3Jenue U ero ynakoBKa fOMXKHbl 6biTb YTUAN3UPOBaHbI B use the product and its package must be disposed of in accordance with
COOTBETCTBUN C AOKYMEHTUPOBAHHbIMU Npoueaypamu OOO «[XOHCOH &
[>XOHCOH» M FOCYyfapCTBEHHbLIMN TPeGOBaAHUAMU.

He3arpasHeHHas ynakoBKa yTUAU3UPYeTCs KaK 6bITOBbIE 0TXOf4bI.

documented procedures for Johnson & Johnson EECand state requirements.

Uncontaminated packaging is recycled as household waste.

MapaHTVIa 1 pexknavVauyist Warranty and claim

MpousBoanTenb NOATBEPXAAET COBNIO feHNe BCeX 06A3aTeNbHbIX TOKaNbHbIX The Manufacturer confirms the compliance with all mandatory local product
Tpe6oBaHWN K N3JeNUI0 N rapaHTUiHbIM 0683aTenbcTBaM. 3TO BKAKO YAET, HO liability and warranty obligations. This includes but is not limited to the

He OrpaHuM4nBaeTCs yCTaHOBNEHHONW OTBETCTBEHHOCTbIO W rapaHTUiHbIMY mandatory liability and warranty obligations under the product liability act

06s3aTenbcTBaMy B COOTBETCTBUU C 3aKOHOAATENbCTBOM 06 OTBETCTBEHHOCTM
3a KayecTBO M3JeNuii, NPUMEHUMOM Ha IOKaNbHOM YpOBHE.
Llenecoo6pa3HoCcTb MCNONb30BAHUSA JAHHOTO MEAWLUNHCKOTO U3enus ans
KaKOM-NM60 KOHKPETHOW XUPYypruyeckoi npouesypbl LOMXKHA onpefensaThCs
nonbL30BaTeNeM B COOTBETCTBUU C MHCTPYKLUMUSAMMN MPOU3BOAUTENS MO

applicable at local level.

Suitability for use ofthis medical device for any particular surgical
procedure should be determined by the user in conformance with the
manufacturer’s instructions for use.

NMPUMEHEHUIO .

HAVIVEHOBAHVE U FOPOVMECKIN AOPEC MPOVBBOAMTE/IA  NAVE AND LEGAL. ADDRESS OF MANURACTURER AND
M N YT IO/ THOVOHEHHOT O TPEAOCTABATE A AUTHORIZED REPRESENTATIVVE IN RUSSIAN FEDERATION
MPOVBBOINTE A B POCCIIN

MPOVBBOONTES 1b: L EGAL VANUFACTURER:
CuHte3 FM6X(Synthes GmbH) Synthes GmbH
JiimaTtTwTpacce, 3, 4436 O6epgopd, W Beliyapus (Eimattstrasse 3, 4436 Eimattstrasse 3, 4436 Oberdorf, Switzerland

Oberdorf, Switzerland)
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MO/ THOMOHYEHHO MPEACTABUTES b MPOVBBOOAVTE A B AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN

POCCII: RUSSIA

000 «[>KOHCOH & [)XOHCOH» Johnson & Johnson LLC

121614, Poccua, r. MockBa, yn. Kpbinatckas, 4. 17, KopH. 2. 121614, Russia, Moscow, Krylatskaya str., 17/2.
Ten. +7(495)580-7777, ®akc; +7 (495) 580-7878 Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878
ni,-.IN.IRUMedicalOA4i)ITS.JNJ.com. ni -MVIR(JMedical OAfSITS.JNJ.com.
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MepeBofd ¢ aHTNUIACKOrO A3blKa Ha PYCCKMUIA A3bIK

<Norotun: «[elMbto CuHTes» (DePuy Synthes) < CnoraH: People inspired
Mpynna KoMnaHuii «>KOHCOH & [>KOHCOH »>

CornacoBaHoO

«CunHTEe3 M'M6X» (Synthes GmbH)

OpraHusaums

AhmaTTwTpacce 3. 4436 O6epgopd. Lserinapusa (Eimattstrasse 3, 4436 Oberdorf, Switzerland)
Anpec

CTapUJMVI PYyKOBOAUTE/Ib OTAE/1a PETYNATOPHBbIX NMporpamMmm
JonxHocTb

BioTTnep MoaHHa (Buttler Joanna)
damunug, ima

31.10.2019
Jata A0.MM.ITTT

<nognwucaHo>
Mognucs

NMHCTPYKUWA no NMPUMEHEHNIO HA MEAVNUWHCKOE U3AENNE

MMNNAHTATbBI TMBKUWE ANA OCTEOCUHTE3A XNPYPITMYECKUWE, HECTEPWJ/TbHBIE
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_(._)_Qngllam.lloe YAOCTOREpEHHE:

HwxenoanucaslwHiica HOTapHYC YAOCTOBEPRET, YTO BLILIECTOAUIAS NOANHCH

biortnep Hoauuwm 3odum (Biittler Joanna Zofia), 05.05.1976 r.p., ponusweiica B r. I'penxen,
npoxwusatowweh s r. MNoncbepr,

ABNAETCA MOARHHHOW W YTO B HAcTOAWEE BPEMR NOANHCAHT 3aHMMaeT AoaxHocTh Crapwero
PYKOBOAWTENA oOTaena perynaTopHuix nporpamm «Cuutes 'm6X» (Synthes GmbH), xomnanun,
YYpeHKAEHHOW W B HACTOAWIEE BPEMA OCYIUECTBAAIOMIEH CBOIO ACATENLHOCTL B COOTBETCTBHH C
3axonoaarenscTeom Lilsefinapun no anpecy: A#imatrwTpacce 3, 4436 OGepaopd (Eimattstrasse 3, 4436
Oberdorf, Swilzerland).

Hor ApHYC  YAOCTOBCPACT  BBIWICHINOKECHHLIC CBCACHHA HAa  OCHOBAHHH  O3HAKOMJICHHA C
COOTBCTCTBYIOWHUMH NOKYMCHTaAMR.

Butaano v noanucano no aapecy: 4500 3onorypu, Llseiinapua (4500 Solothurn, Switzerland)
5 Hoa6pa 2019 roxa <Kpyrnas neuarb:

AIMRHHCTPaUNS OKpYra 3010TypH>

<noanucano>
Xancnerep Konnu (Hanspeter Kolly), Horapuyc
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MepeBoj AAHHOTO TeKCTa BbINOJHEH NePeBOYNKOM HApeeMm AdaHacbeBuyem

Poccuiickasa degepauus
Nopoa Mocksa
[BajuaTb NepBoro Hos6pA [ABe ThicAYM AeBATHagLaT!

A, MapTblHOBa HaTanua AHApeeBHa, BPEMEHHO WCNOMHAKWAaA 0653aHHOCTW HOTapuyca bekebl Aku.noBa [Tneba Bopucosnua,
CBUAETEeNbCTBYI NOAJMHHOCTb NOANUCK NepeBofumka Acbibaw AHapesa AaHacbeBuya.

Mognuck cagenaHa B MOEM NPUCYTCTBUU.

JInyHoCTb NognucasLllero JOKYMEHT YCTAaHOB.YeHa.

3aperucTpupoBaHo BpeecTpe: No 77/09-H/77-2019-

B3biCcKaHO rocygapcTLy AyuHbl (No Tapudgy): 100 py6.
YnnayeHo 3a okasy™e N"imoeo M TexHuyeckoro xapakTepa: 200 py6.
r
H.A. MapThbiHOBa
MpowHypoBaHo, Npo N CKPENUeHo neyaThbio x ncT (-a.-08).

BPWNO HoTapuyca
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