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MPUMEYAHWME/ NOTE

Pycckuin/ Russian

HacTosawas MHCTPYKLMA no MPUMEHEHUID
ABNAeTcs obuein gna cuctem ukcauum Manblx
tbparmeHTOB KOMNaHuu Smith & Nephew, Bkntovas
CNCTEMbI BepTenbHOro
TRIGEN META-TAN

ocTeocCcunHTeEe3sa.

KOMMNOHEHTHI
aHTerpagHoro CTepXHH4
aons MHTpaMepaynnapHOTO
Mofpo6HbIA NepevyeHb paccMaTpuBaeMblX U3AeNuii
ykasaH B nyHKTe [lpunoxeHna k WHCTpyKuum no
NPUMEHEHUIO "OMNNCAHWE OCHOBHbIX
®YHKUMOHANBHbLIX 3/TEMEHTOB, COCTABHbIX

YACTEN MU".

Bce paccmaTpuBaemble B [aHHON WHCTPYKULWK
KoOMMNOHEeHTH CUCTEM b BEPTEeNbHOTO
aHTerpagHoro cTtepXHa TRIGEN META-TAN
ansa MHTPaMeAYyNNsspPpHOTO ocTeocMHHTe3a
npeaHasHavyeHbl TONNbKO ansa OAHOKpPaTHOTO
ncnonb3oBaHuA.

Bce paccmaTpuBaembie B [AaHHOW WHCTPYKUMYK
KOMMNOHEHTH cCucTembl BepTeNbHOTO
aHTerpapgHoro cTtepXxHsa TRIGEN META-TAN

AnA MHTpamMeaynndapHoro ocTeocCcMHTE3A

ABNAKTCA CTEPUJIbBHbIMU.
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AHrnuickunii/ English

Current Instruction for Use is common to small
fragments plating systems of Smith & Nephew
including the TRIGEN META-TAN trochanteric
antegrade nail system The
detailed list of subject products is indicated in
Addition to Instruction for Use "DESCRIPTION OF
MAIN FUNCTIONAL ELEMENTS, PARTS AND
ACCESSORIES OF MD".

components.

Subject the TRIGEN META-TAN trochanteric
antegrade nail system components indicated
in current Instruction for Use intended for single
use only.

trochanteric
indicated

Subject the TRIGEN META-TAN
antegrade nail system components
in current Instruction for Use are sterile.



Pycckuit/ Russian
BaXxHasi nHpopmauuns
Ob6uwaa nHpopmaymnsa:

1. MpaBuNbHbIA pa3mep, 47WHA, BBIGOP CTOPOHBI W TUNA, a TaKXe
WCMONb30BaHUE WHTPAMEAYNNAPHbIX CTEPXHEH WMeeT BaxHoe

3HavyeHue ana  6esonacHoro n IMMEKTUBHOIO  NeYyeHusd
nepesomos.

2. WHTpamepynnsapHble cTepxHu HE fBnAw0TCA  3aMeHOi
CKENETHbIX CTPYKTYp, nostomy  Ans 6esonacHoro n
3 pekTUBHOTO ncnonb3oBaHua HeobXxoauMm npaBuNbHbIi

nocneaywumii yxogd.

3 MeTannuyeckne Xupypruyeckne WMNAaHTaThl
OOKHBlI BblTb UCMO/Nb30BAHbI
Ncnonb3oBaHue).

HWKOTOA HE
MOBTOPHO (ogHopasoBoe

MpumeyvaHne

MeTannnyeckne Xxupypruayeckme wuMnaaHTaTel NpeAHa3HayeHb
AN NCNONb30BaHUA B KAaYeCTBE BCNOMOraTefibHOro cpefcTea Ans
HOpPManbHOTO cpaweHna nepenomoB. Takue wumnnautatel HE
ABNATCA 3aMEHO CKEMETHbIX CTPYKTYyp. CpalleHune nepenomos,
NPONIEYEHHbIX C TMNOMOLWbI MeTanuyeckux Xupypruyeckux
WMNNaHTaTOB, [ONXHO O6biTb NOLTBEPXKAEHO [O TOro, Kak
paspelleHa nosiHas Harpyska Ha KocTb. [lonHas Harpyska Ha
KOCTb, Cpal,eHne KoTopoil 1M60 He Npom3owno, NM6o Npom3ow no
YacTUYHO WM HenpaBuMNbHO, B CBOW oOYyepeAb MNPUBOAUT K
JONOMHUTENBHOMY BO3AENCTBUIO Ha MeTananyecknii
XUPYPrUUYecKkniA MMNNaHTaT M MOXET Bbi3BaTb €70 YCTanocCTb C
nocnegyowmm noBpexaeHnem unm notepei Hecywei
CNOCOBHOCTU. XUPYPrN LOMKHBI YYUTbiBaTh NPUBELEHHbIE fanee
faHHble u NMPEAOCTABNATH NAUMEHTAM COOTBETCTBYOLWYIO
NWH®OPMALNIO, UMEKOW YO OTHOWEHWE K NX 340POBbLIO U
BE3OMACHOCTMN,

WHTpamepynnapHas
MeTannmyecknx

UHTPaMeynnspHble CTEPXHH,
apTpojesa 7 Konnauku (3arnywkn)  ansa CTEPXHEN.
VHTpamepynnapHole  CTEPXHU  WUMEKT MNpoKCUManbHble U
AucTanbHble OTBEPCTUA AN NPOBeLEeHNS ONOKUPYIO LW UX BUHTOB.

cucrtema
NWMNNAaHTATOB,

CTEpPXHEN
BK/t0OYan

cocTouT n3
6nokupytowne
Gnokupywune CTEpXHN [Na

KOHCTpyKLMS  WHTpaMedynnspHbIX GAOKUPYLNX CTEPXHEI
npeanonaraet pasfiMyHble BapuaHTbl pasMel eHns BUHTOB B
3aBUCMMOCTM OT WCMONIb3YEMOTO XMPYpPruyeckoro AocTtyna, Tuna
CTEPXHS W NoKasaHWil.

Brokupywme CTepXHU, NpefHasHauYeHHble [ANs NPOBeAEHMUS
apTpogesa, UMerT OTBEPCTUS AN BUHTOB 415 (hukcaymm ¢ o6enx
CTOPOH cycTaBa. BlOKMpYKLWME BUHTHI YMEHbII AT BEPOSTHOCTh
yKopauynsaHus n potauum B o6nactu npoBefeHuns
BMelaTenbcTBa (Ha apTPOAE3UPYEMOil MOBEPXHOCTH).

CtepxHun ENDER (wWTngThl) - 370 TM6KMe CTEPXHU, KOTOPbIE He
TpebywT npoBegeHns 6MO0KMPOBKM uMAN uKcaunn BUHTAMU WU
UMeKT Hebonbwol pguameTrp. O6bLIYHO MCNOAb3YWT cpasy
HEeCKONbKO CTEpPXHEeW 3TOoro Tuna Ans o6GecneyvyeHus Tpex- wuam
YyeTbIpexTOYeYHON ukcaynm.

[TokaszaHnsa

K onepauyun WHTPaMedynnapHoro OCTEOCUHTE3a CTEPXHEM
NpUMEHMMbl 06LMe NMPpUHLKUNBI OT6OpPa MAUMEHTOB M MPUHATUA
NnpaBW/IbHOTO XMPYpPru4yeckoro peweHus. Pasmep u dopma
TpybuaTblX  KOCTeiAi  onpefenswT pasMep M MNPOYHOCTH

NCTONb3YEMbIX UMN/IAHTATOB.
MokasaHus A1s NpUMEHEeHUS 610KUPYIOWMUX UHTpaMe Ay NNSPHBIX
CTEPXHEH BKIOUAKT MPOCTbIe NEPenoMbl AMWHHBIX TPyGUAThIX
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AHrnuniicknin/ English

Important Medical Information

Summary

1. Proper size, length, side and type selection
as well as use of intramedullary nails is
essential to safe and effective fracture
treatment. See NOTES, INDICATIONS,
CONTRAINDICATIONS, and PREOPERATIVE
PLANNING below.

2. Intramedullary nails are NOT substitutes for
skeletal healing, and proper follow-up care is
essential to safe and effective use. See
POSTOPERATIVE CARE  and POSSIBLE
ADVERSE EFFECTS below.

3. Metallic surgical implants are NEVER TO BE
REUSED (Single use).

Notes

Metallic surgical implants are intended to be
used as aids to normal fracture healing.

Such implants are NOT replacements for
skeletal structures. Healing of fractures treated
with  metallic surgical implants must be
confirmed priorto permitting weight bearing on
the bones. Weight bearing on bones that have
failed to heal or healed partially or improperly
can cause stress and fatigue in metallic surgical
implants with consequent breakage or failure of
the implants. Surgeons should consider the
following information and SHOULD INFORM
PATIENTS OF PERTINENT INFORMATION
RELEVANT TO THE PATIENTS' HEALTH AND
SAFETY,

The Intramedullary Nail System consists of
metallic implants  including interlocking
intramedullary nails, interlocking fusion nails,
and nail caps. Intramedullary nails contain
holes proximally and distally to accept locking
SCrews.

Intramedullary Interlocking Nails are provided
with a varied of screw placement options
based on surgical approach, nail type and
indications.

Interlocking Fusion Nails indicated for joint
arthrodesis have screw holes for locking on
either side ofthe joint being fused. The locking
screws reduce the likelihood of shortening and
rotation at the fusion site.

ENDERNails (pins) are flexible nails that do not
use interlocking or screw fixation.

ENDER Nails are small diameter nails that are
used in multiples to provide three or four point
fixation.

Indications

The general principles of patient selection and
sound surgical judgment apply to the
intramedullary nailing procedure. The size and
shape of the long bones present limiting
restrictions on the size and strength of
implants.

Indications for interlocking intramedullary nails
include simple long bone fractures; severely
comminuted, spiral, large oblique and



KocTei; MHOroockonbyaTble, CrnupanbHble, KPYMHble KOCbie M
CerMeHTapHble NepenoMbl; HecpalleHue W  HenpaBU/bHbIe
cpaweHus; NONMTPaBMY W MHOXECTBEHHble  MepesioMbl;
npoctunakTnyeckoe WwTMudTOBAHME B CAyYyae  Yrpossl

naTonorMyeckoro nepenoma; PEKOHCTPYKLMIO MNOCNe pe3ekuun
ONYX0NW W nepecafjkun NOCKYTOB; HafMbllLeKOBbIE NEPENOMbI;
yONuHeHne ] yKopoueHune KocTen. Bnokupywowme
WHTpamMegynnapHble  CTEPXHW  nokasaHbl  Ans  dukcayum
nepenomMoB B NPOKCUMANbHOW W AUCTANbHOW TPeTAX AAWUHHBIX
TpybyaTblX KOCTEN U MEXAY HUMMW.

B  4ononHeHue K nokasaHusm ans 6noKNpYyIo L MX
MHTpaMegynnsapHbiX CTEPXHeW, YycTpoiicTBa, COAepxawue B
NpoKCUManbHOM 0TAene OTBEpCTMA/CNOTH AN YCTAHOBKM

BMHTOB, KOTOpPble NPOBOAATCA B r0ONOBKY GeApeHHO KocTu Ans
co3gaHus KoMnpeccun n pPOTaALMOHHOI cTabuabHOCTH
(Hanpumep, 6efpeHHbIi aHTerpajHblii CTEpPXEeHb, BEPTENbHbIif
aHTerpafjHblii  CTEpXEHb UM PEKOHCTPYKTUBHBIA 6GefpeHHbli
aHTerpajHbolii CTEpXeHb), nokasaHbl B CAeAYWOLWMUX Cayyasx:
NnoABepTE/ibHbIE MEPENOMbl, MeXBepTesbHble NepesomMbl U
nepenomsl fAuadusa/weiikn 6GefpeHHON KOCTW Ha TOi Xe
CTOpPOHe.

B fonofiHeHune K
WHTpameynnapHblx

nokasaHnam
CTEPXHEW,

ans 6noknpytownx
ycTpoicTBa, KoTopble
npegnonaralT WCNOAb30BaHWE PpeTporpagHoro 6GefpeHHOro
pocTyna (Hanpumep, Knee Nalil, peTporpagHblii n
HaAMbILLEeNKOBbIi CTEPXHW), NOKasaHbl B CNELYIOWMUX CAYYaAAX:
0CKONbYaTble HaMbILENKOBbIE MEpPenoMbl C BHYTPUCYCTABHOIA
JKCTeH3ueil u 6e3 Hee; nepenombl, Tpebywlue apTpoTOMuu
KONEHHOro cycTaBa fAna crabunusauuum Mblwenka 6eApeHHON
KOCTU; nepenomsl Bbllle KONEeHHb!X MMNIaHTaToB
(nepunpoTesHble Mepenomsbl).
MokaszaHus AN NPUMEHEHWS KOPOTKOrO PEBU3NOHHOTO CTEPXHA
KNEE NAIL u cTepxHa gnda aptpofesa 3ajHero OoTAefna cTombl
(HFN) BkntouatoT peredHepauuto, pedopmauuio wunm Tpasmy
60nbWwebepyoBO-NATOYHOTO MW TAPaHHO-NATOYHOTO CYCTaBOB;
60NblWebepLOBO-NATOYHbIN apTpoges; KOMOUHUPOBAHHbIN
apTpofies  rONEHOCTONHOIO W NOATapaHHOro  CycTaBOB;
aBacKyNApHbIA  HEKPO3 TOEHOCTOMHOr0O W MOATapaHHOro
CyCcTaBoB; HeyL0BNeTBOPUTENbHOE ToTanbHoe
3HAONPOTE3NPOBAHNE TONEHOCTOMNHOTO CycTaBa C NOATapaHHOR
WHTpPy3ueil; HeyLOBNETBOPNUTE/bHbLIA apTpoge3 TOIEHOCTOMHOIO
cyctaBa, 006yCnoB/eHHbI npo6nemMaMn ¢ TeJIOM TapaHHO KOCTH;
peBMaToONAHbI apTpuT; Taxenas Aedopmauus, BTOpUYHAA NnoO
OTHOLW EHWUIO K HEMIeYEHON KOCONANOCTU WU HEPBHO-MbILIEYHOMY
3a00M1€eBaHNI0; N TAXENbIe NEPENOMbI AUCTANbHOTO MeTasanugusa
6onblwebeplL,OBOl KOCTM C TPABMOW NoATapaHHOro cycrasa.

CTepxHun Knee Fusion npegHasHauyeHbl Ang
MHTpaMeayNnnapHOro apTpojesa KOMIEHHOro cycTasa.

npoBejeHus

CtepxHn ENDER npefHasHayeHbl ANns  UCNONb30BaHUA B
cnefywWmnx cnydyasx: nepenom weiku 6GeApeHHOR kocTu, a
Takxe BepTe/fbHble W NOABEpPTENibHbIe MNEepefnoMbl; nepenombl

gucTtanbHoro otgena 6egpa ¢ guctanbHbiM hparmeHTom 10 cm
unu 6onee; anadusapHble nepenombl 60nbWe6EPLOBOA KOCTH;
nepenomMbl NPOKCMMaAbHOTO OTAeNa NieyYeBoil KOCTH,

Cuctema cTepxHeil pgna nnevya TRIGEN wucnonb3yetcs npu
npoKCUMManbHbIX W/Mau Anadm3apHblX nepenomax MnaeyveBoil
KOCTM, Hecpal,eHnax, CMelL eHnax, naToNornyecknx nepenomax
nne4yeBoil KOCTW W NpW Yrpo3e naton0rnyeckoro nepenoma.
CtepxHu TRIGEN InterTAN npumeHawTCa nNpu nepenomax
6enpeHHoM KocTM B clefylwux  cayvaax: npocTble
anadgusapHblie nepenomsi, ockonbYaThle anadgusapHble
nepenombl, CNWpanbHble MNepeaoMbl, ANUHHbIE  KOCble U
CermeHTapHble nepesomsl; nofBepTeNibHble nepenombl;
MEXBEPTENbHbIE Nepenombl; WncunaTepanbHble Auadu3apHbie
nepenomsl/nepenomol weiiku bespeHHOM KOCTH;
BHYTPUKaNCYyNApHbI€ NEPenoMbl; HecpaleHue U HenpaBuibHOe
cpaljeHue; nonuTpaBMa M MHOXECTBEHHble  NepesoMbl;
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segmental fractures; nonunions and
malunions; polytrauma and multiple fractures;
prophylactic nailing of impending pathologic

fractures; reconstruction following tumor
resection and grafting; supracondylar
fractures; bone lengthening and shortening.

Interlocking intramedullary nails are indicated
for fixation of fractures that occur in and
between the proximal and distal third of the
long bones being treated.

In addition to the indications for interlocking
intramedullary nails, devices that contain
holes/slots proximally to accept screws that
thread into the femoral head for compression
and rotational stability (e.g. Femoral Antegrade
Nail, Trochanteric Antegrade Nail and
Femoral/Recon Antegrade Nail) are indicated
for the following: subtrochanteric fractures,
intertrochanteric fractures, and ipsilateral
femoral shaft/ neck fractures.

In addition to the indications for interlocking

intramedullary nails, devices that use a
retrograde femoral surgical approach (e.qg,
Knee Nail, Retrograde and Supracondylar
Nails) are indicated for the following:

comminuted supracondylar fractures with or
without intra-articular extension; fractures that
require opening the knee joint to stabilize the
femoral condylar segment; fractures above
total knee implants (periprosthetic fractures).
Indications for the Short Knee Nail REVISION™
Nail and Hindfoot Fusion Nail (HFN) include the
following: degeneration, deformity, or trauma
of both the tibiotalar and talocalcaneal
articulations of the hindfoot; tibiocalcaneal
arthrodesis; combined arthrodesis of the ankle
and sub-talar joints; avascular necrosis of the
ankle and sub-talar joints; failed total ankle
replacement with sub-talar intrusion; failed
ankle arthrodesis with insufficient talar body;
rheumatoid arthritis; severe deformity
secondary to untreated talipes equinovarus or
neuromuscular disease; and severe pilon
fractures with trauma to the sub-talarjoint.
Knee  Fusion Nails are intended for
intramedullary knee arthrodesis.

ENDER Nails are indicated as follows: fracture
of the neck, trochanteric, and subtrochanteric
region of the femur; distal femoral fractures
with a distal fragment 10cm or longer; tibial
shaft fractures; and proximal humeral
fractures.

The TRIGEN™ Humeral Nail System is indicated
for proximal and/or diaphyseal fractures of the
humerus, non-unions, malalignments,
pathological humeral fractures, and impending
pathological fractures.

The TRIGEN InterTAN nails are indicated for
fractures of the femur including: simple shaft
fractures, comminuted shaft fractures, spiral
shaftfractures, long oblique shaft fractures and

segmental shaft fractures; subtrochanteric
fractures; intertrochanteric fractures;
ipsilateral  femoral shaft/neck fractures;
intracapsular  fractures; nonunions and

malunions; polytrauma and multiple fractures;
prophylactic nailing of impending pathologic
fractures; reconstruction following tumor



npounakTuyeckoe WTNPTOBAHWE NPU YIPO3e NaToNornyeckoro
nepenoma; PeKoHCTPYKUMA nocne pesekuun onyxonu u
nepecajku N0OCKyTOB; YANMHEHWE M YyKOPOUYEHNE KOCTEN.
CTepxHun META-TAN nokasaHbl npu nepenomax 6GeapeHHo
KOCTU, BKAOYAA MNpPOCTble MNepenomMbl AAWHHBIX TpybuaThiX
KOCTEl, MHOroocko/nb4aTtble, ChnupasbHble, KPYMHbIE KOCble W
CerMeHTapHble MNepenombl; HecpaleHne W HenpaBuU/ibHOE
cpaljeHue; NONUTPaBMYy U MHOXECTBEHHble  Mepenombl;
npounakTuyeckoe WTUPTOBAHME NPU YIpO3e NaTONOTMYEeCcKoro
nepenoma; PpPEKOHCTPYKLWIO nocne pesekuun  onyxonu u
nepecajgku NOCKYTOB; HafMblILENKOBbIE NEPENOMbl; YANUHEHNE
W YyKOpOYeHue KocTed; u AnA dukcauuum nNepenomoB B
NPOKCMMAaNbHO! TPETU M AUCTanbHOW YeTBEPTH GEAPEHHONW KOCTH
N MEXAY HUMM.

Kpome TOro, B npokcumanbHOoM oThene ctepxHeir META-TAN

WMEKTCA OTBEPCTMA/CNOTHI AN YCTAHOBKW BWHTOB, KOTOpblIE
npoBOAATCA B TOM0BKY OGeApPEHHOA KOCTM [N co34aHus
KOMNPECCUM U  POTAlMOHHOI CTABUNBHOCTU. IDTU CTEPXHM

nokasaHbl B CNeAywWMX cCnyvasx:
MEXBEepTeNbHble MNepenoMbl; MNcuMnatepanbHble AnadusapHblie
nepenombl/nepenombi Wwenkn 6eapeHHO KocTy,; n
BHYTPUKaNCyNspHbIe NEPENomMbl.

noABEPTE/IbHbIE NEPENOMDbI;

MTpoTnBONoOKasaHuU4

1. 3TN cucTembl He [JOJ/KHbI MCNONb30BaTLCA NPWU Nepenomax
anndgn3apHblX NNacTUHOK (30H pocTa).

2. HepocTaTouHblil pasmep  unm Hey40BNETBOPUTENbHOE
KayeCTBO KOCTHOI# TKaHu, 06NMTEpUPOBAHHLIA MeAYNNAPHbIN
KaHan WAu COCTOAHUA, KOTOPble MMENT TEHAEHLWUI0 3aMeAnaTb
cpalleHne, HapylweHWs KposoobGpaleHus, npejwecTsyllme
MHM ekyun un 1.4,

3. OcTpblil MH EKYMOHHBIA npoyecc.

4. Nliobble MNNAHTaThl, KOTOPble NPENATCTBYOT MCNONb30BAHWIO
CTEPXHEN.

5. BpoxgeHHasa unn npuobpeTteHHas gedopmayns KocTu.

6. TMnoBonemuns, TMNIOTEpPMUA W koarynonatus.
7. Mcuxmyeckne OTKNOHEeHUS, KoTOpbie

npoBejeHnio peabnnnuTaLmoHHbIX MEPONPUATHIA.
8. CTepXHu pAna dukcauuu KocTeit npefnnedybs He [JOSKHbI
ncnonb3oBaTbCcs Yy feTell, KOTOpble He [AOCTUIAM CKENeTHOM
3penocTu.

9. CtepxeHun ENDER npotuBonokasaHbl Ans WCNOMb30BaHWA Yy
MOMOAbIX W/MAW NaLNEeHTOB, BEAYLW NX aKTUBHbIA 06pa3 Xu3HK, y
KOTOPbIX C MOMOLWbIO OTKPbITOW Peno3nyum MOXHO [06MTbCS
HafexHoit ukcaunm 6e3 CyWecTBEHHOTO YBENUYEHWS pucka
CMEPTHOCTU WUAWN Pa3BUTUA OCNOXHEHWIA.

10. KopoTknit mMexBepTe/nbHbIi CTEePXeHb MNPOTUBONOKA3aH
Npn CNOXHbIX MeXBepTeNbHbIX NEpesomMax W nepenomax LWenkn
6eapa.

npensaTcTBYOT

MpeponepaunoHHOe NMNaHWpoBaHue
1. Xupypruyeckas TexHuka. Boi6op npaBuabLHON XUpypruveckoi

TEXHUKM UMeeT pewaklee 3HayeHne nNpu  MNPOBEAEHUM
neyebOHbIX MeponpuaTuil. Hagnexawas penosuyns nepenoma W
npaBU/ibHOE pas3MelleHne MMNAaHTaToB Heobxogumbl  Ans

NoNy4YeHUs BbICOKOTO pe3yabTaTta NpW NeYeHMM NauueHToB C
NCNONb30BaHNEM MEeTan/MYyecKnX XMpPYPruyeckux MMNaaHTaToB.
Ana npoBeAeHns 3 heKTMBHOTO XUPYPruyeckoro
BMeWwaTenbcTBa He0OX0AUMO ObITb 3HAKOMBIM C TEXHWKOW €ro
BbIMOMHEHNS.

2. Bbl6op wumnnaHtata. [na ob6ecneyeHus P eEKTUBHOrO
NeyeHns nauueHTOB JOMKEH ObiTb BblGpaH NMPaBUAbHbLIA TUN W
pasmep uMnnaHTata. Heobxogumo yyecTb cnegywwue Qakropsi:
- PocTo-BeCOBble noKa3aTenu, COCTOSAHUE CKEMETHO-MblEeYHON
cucTembl 1 ob6liee COCTOSHME 340POBbS NayWeHTa. Y nauueHTos
c N36bITOYHBIM BECOM, a Takxe He4O0CTaTOYHbIM
pasBuTNeM/NNOXNM COCTOAHMEM CKENEeTHO-MbIWEYHON CUCTEMbI
wan - conyTcTBylWMMKM  3ab0neBaHMAMM  CylWecTBYeT puCK
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resection and grafting; bone lengthening and
shortening.

META-TAN Nails are indicated for fractures of
the femur including simple long bone fractures,
severely comminuted, spiral, large oblique and
segmental fractures; nonunions and
malunions; polytrauma and multiple fractures;
prophylactic nailing of impending pathologic

fractures; reconstruction following tumor
resection and grafting; supracondylar
fractures; bone lengthening and shortening;

and for fixation of fractures that occur in and
between the proximal third and distal fourth of
the femur.

In addition, META-TAN Nails contain holes/slots
proximally to accept screws thatthread into the
femoral head for compression and rotational
stability and are indicated for the following:
subtrochanteric fractures; intertrochanteric
fractures; ipsilateral  femoral shaft/neck
fractures; and intracapsular fractures.

Contraindications

1. These systems should not
crossing open epiphyseal plates.
2. Insufficient quantity or quality of bone,
obliterated medullary canal or conditions
which tend to retard healing, blood supply
limitations, previous infections, etc.

3. Active infection.

4. Any hardware that would preclude use of
nails.

5. Congenital or acquired bony deformity.
6. Hypovolemia, hypothermia
coagulopathy.

7. Mental conditions that preclude cooperation
with the rehabilitation regimen.

8. The forearm nail should not be used in
children who have not reached skeletal
maturity.

9. The ENDER Nail is contraindicated for the
younger and/or more active patient, where
open reduction techniques provide firm fixation

be used in

and

without a substantially increased risk of
mortality or morbidity.
10. The Short Intertrochanteric Nail is

contraindicated for complex intertrochanteric
and femoral neck fractures.

Preoperative Planning

1. Surgical Technique. Correct surgical
technique is essential to a successful outcome.
Proper reduction of fractures and proper
placement of implants are necessary to
effectively treat patients using metallic surgical
implants. Please review the surgical technique
for effective surgical procedures.

2. Implant Selection. A proper type and size of
implant must be selected to insure effective
treatment of patients. The following factors
should be considered:

— A patient's size, strength, skeletal
characteristics, skeletal health, and general
health. Overweight or musculoskeletally

deficient or unhealthy patients may create
greater loads on implants that may lead to
breakage or other failure of the implants.



CO34aHuUA LONOSHUTENbHOW HATPY3KN HA UMNAAHTATLl, YTO MOXeT
MPUBECTU K UX paspyleHuno uan Apyrum nonomkam.

- O6pas XW3HW U CTeneHb akTMBHOCTM nalMeHTa A0 MOMEHTa
W3BMEYEHNA WMNNaHTaTa, BkAw4Yas npodeccuo nauyumeHTa W
TUNWUYHbIE ANS HErOo BUALI PU3NYECKO fesTenbHOCTU, Takne Kak
6er, NogHATME TAXeCTel, yaapHble Harpy3kn n Tomy nogobHoe.
- VIMeeT NM nauyneHT AereHepaTMBHOE WAM Nporpeccupyoliee
3aboneBaHne, KOTOpoe 3aMefNfeT uan NPensaTCTBYeT CpalleHmio
W, cnepoBaTenbHo, YyMeHblWaeT 3¢ PEeKTUBHOCTb WCNONb30BaAHUA
nmnnaHTaTa,

Ecnn y naguneHta eCTb nopospeHnsa Ha Hann4yne

YYBCTBUTENbHOCTM K  MaTepuany umnaaHtata Wau  €ro
KOMMNOHEHTOB, COOTBETCTBYyKLUiee o6cnesoBaHWe AOMXHO ObiTb
NpoOBEAEHO Neped MMNNAHTaLMWER.
- Tlcuxnyeckne paccTpoicTea MAW npob6nembl, CBA3aHHbIE CO
3noynoTpe6neHneM MNCUXOAKTUBHBIMWU  BellecTBaMu, KOTOpble
MOTYyT MNOMewWwaTb MNalLWeHTy TMNOHATb YyKasaHua Bpaya WK
cnepoBatb UM WU co6MoAaTh Mepbl NPeAOCTOPOXHOCTH,

3. BHeceHMe W3MEHEHWA B uMNNaHTaTt. ECAM KOHCTPYKUMSA
MMnaaHTata He nojgpasymMeBaeT WMHOr0, OH He [O/XeH ObiTb
M3MEHeH Kakum-nunb6o ob6pasom. Ecnum mmnnaHTaT paspaboTaH ¢
BO3MOXHOCTbIO M3MEHEHUS, OH MOXET GblTb W3MEHEH TO/MbKO B
COOTBETCTBMM  C  WHCTpyKUMAMM  npousBogutens. Peskoe
crnbaHne, crubaHme B HENpefyCMOTPEHHOM HanpaBieHuUHu,
nognununeaHue, nonénetHue, pacwupeHune 0TBEPCTUNA,
LyapanaHue, peska WMnaaHTaTa 3anpeleHsl.

4, COBMECTUMOCTb KOMMOHEHTOB. KOMMOHEHTHI, TakMe Kak
WHTpaMedynnspHble CTEPXHM, BUHTbI, MPOBONOKA, WTUPTE W
TOMY NoA06HOE, AOCTYNHbl B pa3/MyHbIX BapnaHtax no opme u
pasMepy M W3roTaBnWBalOTCA W3 pasUYHbIX TUNOB METansos.
MaTepuan, M3 KOTOPOr0 M3rOTOBAEH TOT WAW WHOW MNpPOAYKT,
yKkasaH Ha BHelWHell aTukeTke Kopo6ku. Wcnonb3yiite BMmecTe
TONbKO KOMMOHEHTbI, WM3rOTOBNEHHbIE W3 OAHOTO W TOTO Xe
matepuana, ecnu WHOe  CcheuuanbHo  He  0A06peHo
npon3soAnTenem. He cmewuBaiite pasHOpPOAHble METanibl WAN
KOMMOHEHTbl pa3HbiX NPOU3BOAUTENel, €CM NHOe He 0L40GPEHO

nponW3BOANTENEM KOMMOHEHTOB. [N MNONY4YEHWS KOHKPETHOW
WHpbopMaLmum 0 npogykrte obpatutech K NCTOYHUKY
COOTBETCTBYIOLWMX fLaHHbIX NPOU3BOAUTENS,

5. Ypanexune umnnaHTarta. Maynent LONXKeH ObITb

NPOWH(OPMUPOBAH O TOM, 4YTO MOXEeT moTpeboBaTbCA BTOpOE
BMEWAaTeNbCTBO AN YAANEHUS MMNAaHTaTa.

MocTonepayumoHHBI i yxofp

1, Yxon A0 MOMEHTa CpaleHns  KOCTH. Heobxogumo
nMMO6GUNN3NPOBATL W/MAKM BHEWHE NOAAEpXUBATb CKENETHble
CTPYKTYpbl, KOTOpble 6bINM  COEAMHEHbl  XUPYPrUYecKUMU

MeTannnyeckumn uMnaaHTatamu, SO Tex Nop, noka He 6ygeT
HaGnaaThCsa cpalleHne. PaHHEe NPUNOXEHUE MONHON HArpy3Ku
Ha MNOBPEXAEHHY0 KOHEYHOCTb 3HAYMTENbHO YyBENW4YUBAET
Harpysky Ha uMMNAaHTaT W NOBbIWAET PUCK paclwaTbiBaHus,
n3rn6a Man NOAOMKM ycTpoiicTBa. PaHHEe MPUMOXEHME HATpy3KN
MOXEeT 6biTb pa3peweHo TONbKO MNPU NOMAHOK cTabunmsayun
nepenomMa C XOpPOWMWUM KOHTAKTOM MexAay KocTamu. lauueHTsl c
M30bITOYHBIM BECOM W/WAM He cobnwgawwne npeanucaHus
Bpaya, a TakXe MNaLWeHTbl, Y KOTOPbIX BO3MOXHO 3aMefneHue
WAW OTCYTCTBUE CpalleHus, [O/KHbI MMeTb [ONONHUTENbHYIO
noaaepxky. MMnnaHTaT MoXeT 6bITb 3aMeHEH Ha 60n1ee NPOYHbI il
CTEpPXeHb 6O0NbWEro pasmepa nocfle NeYEHUs TpaBM MATKMX
TKkaHeit. MALUMEHTBI W NWLUA, OBECNEYMBAKOWNE YXO[4 3A
HUAMW, OONMXKHBI BblTb MPEAYNPEXAEHbBI OB 3TUX PUCKAX.

2. YXof nocne cpalweHua nepenoma. [llayneHt [O/XEH ObITb
npegynpexaeH o0 TOM, 4YTO faxe MNoCNe CcpaleHus KocTu
BEPOATHOCTb BO3HUKHOBEHMSA MOBTOPHOrO Mepenoma Bbile MNpu
YCTAHOB/IEHHOM WMMaaHTaTe U BCKOpPe NOC/ie ero yfaneHns no
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— A patient's activity level during the time the
impiant is in the patient's body, including such
factors as whether the patient's occupation or
typicai activities inciude running, heavy lifting,
impact ioading, or the like,

— Whether a patient has a degenerative or
progressive disease that delays or prevents
healing, and consequentiy decreases the
effective life of the implant,

— | f a patient is suspected of having material
or foreign body sensitivities,

appropriate testing shouid be accompiished
prior to impiantation.

— Mentai conditions or substance
problems that may prevent a patient
from understanding or foilowing directions or
observing precautions.

abuse

3. Implant Alterations. Unless an implant is
designed to be physically altered, it should not
be altered in any way. If the implant is
designed to be altered, it should only be altered
in accordance with manufacturer's instructions.
In no case should an implant be sharply or
reverse bent, notched, gouged, reamed,
scratched or cut.

4. Component Compatibility. Components such
as intramedullary nails, screws, wires, pins,
and the like are available in many styles and
sizes and are manufactured from various types
of metals. The component material is provided
on the outside carton label. Use only
components made from the same material
together unless specifically approved by the
manufacturer.

Do not mix dissimilar metals or components
from different manufacturers unless specifically
approved by a manufacturer of the
components. Referto manufacturers' literature
for specific product information.

5. Implant Removal. The patient should be
advised that a second procedure for the
removal of implants may be necessary.

Postoperative Care

1. Care Priorto Bony Union. Immobilize and/or
externally support skeletal structures that have
been implanted with surgical metallic implants
until skeletal union is observed. Early weight
bearing substantially increases implant loading
and increases the risk of loosening, bending or
breaking the device. Early weight bearing
should only be considered where there are
stable fractures with good bone-to-bone
contact. Patients who are obese and/or
noncompliant, as well as patients who could be
pre-disposed to delayed or non-union, should

have auxiliary support. The implant may be
exchanged for a larger, stronger nail
subsequent to the management of soft tissue
injuries. PATIENTS AND NURSING CARE
PROVIDERS SHOULD BE ADVISED OF THESE
RISKS.

2. Care Subsequent to Bony Union, Even after
bony union, the patient should be cautioned
that a fracture is more likely with the implant
in place and soon after its removal, rather than
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cCpaBHeHMI ¢ 6onee MNO34HUM NEpUOAOM, KOTLA KOCTHble
fedekTbl, BO3HUKIWIWE NOCNE yAaneHUsa uMnnaHTata, NOAHOCTbIO
3anonHawTea. MNaynentam cnegyet usberatb CaMOCTOATENbHOTO
BbIMONHEHNA AEeWCTBUIA, KOTOpPble TPeOYT X04b0bl AN NOgbEMA
TAXecTei. [ocneonepalyMoHHbIA yXxo4 W peabUauTaLMOHHbIE
MEPONPUATUS AO/KHbI  ObITb CTPYKTYPUPOBAHbI Tak, 4TOObI
npeaoTBPaTUTb HArpy3Ky Ha ONEpPUPOBAHHYI0 KOHEYHOCTb 40 TeEX
nop, noka cTabunbHOCTb He 6yfeT JOCTUIHYTA OKOHYaTenbHO, B
noctonepaynoHHOM Nepuofe  [LONMXHb  6biITb  NPUMEHEHbI
JONOMHUTENIbHbIE  Mepbl  NMPEeAOCTOPOXHOCTW, €CAN  NINHUA
nepenomMa nNpOXOAUT B npegenax 5 CM OT OTBEPCTUS BUHTA
CTEPXHS, Tak Kak 3T0 co34aeT 6ONblWY Harpy3ky Ha CTEpPXEHb
B MeCTe pacnosioXeHNs NoONepeyHoro oTBEPCTUS ANS BUHTA.

3. YpaneHue wumnnaHtata. Onepupywiyuin  xupypr pgact
OKOHYaTeNbHblE  peKOMEeHJaLuun  OTHOCMTENbHO  yjaneHus
UMNNaHTaTOB, YYUTbiBaA BCe (PakTbl U ob6cToATEeNbCTBA. Smith &
Nephew npepnaraeT no BO3MOXHOCTW YyAanaTb MMMOAaHTaThl
nocne TOro, kak MNPoOW3OWNO cpaleHue. YpaneHue 0CO6EHHO
pPeKOMEHAyeTCa ANA MONOAbIX W BefyWw WX akTWBHbIA o06pas
XW3HW NaLMeHTOB. Y MOXWAbIX WAM OCMabfieHHbIX MaLuMeHTOB
yLaneHue MMNNAaHTaTOB PEKOMEHAYETCA NPOBOAWUTb TONbKO Npu
hopMUpPOBAHUM  NOXHOW  GYpcCbl  MAW  HanuMuymm  6GONEBLIX

oW YL eHNi.

4, MauneHTam cnefyeT KOHCYNbTUPOBATLCA Y COOTBETCTBYIOLINX
cCneynanncToB NpM ONAcCHOCTM nonajaHus B NOTEHLMANbHO
HeGnaronpuaTHble YCNOBUSA, KOTOPble MOTYT MNOBAWUATb Ha
COCTOSAHWE WMNAaHTaTa, Takne Kak 3NeKTPOMArHWUTHbIE WUau
MarHuUTHble MONSA, BKAOYas MarHMTHO-PE3OHAHCHY cpepay.

Be3onacHocTb npwu
Tomorpatgpum (MPT)

npoBefeHUN MAarHMTHO-PEe30OHAHCHOW

WHTpamegynnapHbie CTEPXHM n  gpyrue KOMMOHEHTbI
WHTpameaynnapHolx cuctem Smith & Nephew He 6biau
paccmoTpeHbl FDA (YnpaBnewne CLWA no «KoHTponw 3a

MUIWEBbLIMA NPOAYKTAMW M NeKapCTBEHHbIMM CpefcTBaMn) Ha
npeAgmeT 6€30MACHOCTM M COBMECTUMOCTM NPU MCNONb30BAHUU B
MarHMTOpe3oHaHCHOW cpefse. KOMMNOHEHTHl WHTpaMegynnsipHblX
CUCTEM He 6blAW  MCMbITaHbl HAa HarpeB WAM MUrpauuio B
MarHuTOpe3oHaHCHOW cpede. W3BeCTHble PUCKM BO3AENHCTBUS
MarHNTOPE30HAHCHOW cpedbl Ha WMMNAaHTaT BKMOYAKT €ro
cMelleHme, CKpy4YuBaHue n Harpes, Bbl3BaHHbI i
paguoyacToTHbIM BO3AEACTBMEM. WMNNaHTaThl Takxe MOryT
co3faBath apTedakTel N306paxeHns npu MP-ckaHUpoOBaHUM.

He mcnonb3oBaThb NOBTOPHO

MeTannnueckune xupypruyeckme umnnaHtatel HE MOTYT BblTb
NCMONb30OBAHbI MOBTOPHO. [locneactsua  Harpysku  Ha
MMNAAHTAT U ero NOBpeXeHus, Laxe eciu OHW He 3aMeTHbl Nnpu
BM3yanbHOM OCMOTpe, MOryT nposBuTb Ccebs BO Bpems
uMnaaHTauum. OgHopasosble ycTpoicTBa He  [LOJIXHbI
MCnoNb30BaTbCA NOBTOPHO M3-3a PUCKA BO3HUKHOBEHUS NOMOMKY
nnm apyroro noBpexaeHuns, a Takxe BEPOATHOCTH
WH( EKLMOHHOTO 3apaxeHnsa naynenTa,

BO3MOXHble MO6GOYHBLIE 3P hEeKTHI
1. PacwatbiBaHue, u3rub, pacTtpeckuBaHue WAN paspyweHue
KOMMOHEHTOB MMNaHTaTa.

2. YKOpOYeHMe KOHEeYHOCTM unu

HapyweHne HOpPManbHOIO

HenpaBU/IbHOIO CPaLLeHNs C poTauueid U NCKPUBIEHNEM.

3. WH(pekunMoHHble nopaxeHua, Kak rnybokue, TaKk U
NOBEPXHOCTHbIE.

4. TloBpexfeHue OKpyXawlux MATKWX TKaHeid, B TOM uucne
UMMOUHOXMEHT-CUHLPOM.

5. HagMmbllWwenkoBblie nepenombl
WTNTOBAHMA.

BCMEACTBME PeTPOrpagHoro
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later, when voids in the bone left by implant
removal have been filled in completely.
Patients  should be cautioned against
unassisted activity that requires walking or
lifting. Postoperative care and physical therapy
should be structured to prevent loading of the
operative extremity until stability is evident.
Additional postoperative precautions should be
taken when the fracture line occurs within 5 cm
of the nail's screw hole, as this places greater
stress on the nail at the location of the
transverse screw hole.

3. Implant Removal. The operating surgeon will
make final recommendations regarding
removal of implants, considering all facts and
circumstances. Smith & Nephew suggests that
whenever possible, and after bony union is
observed, that implants be removed. Removal
is particularly advisable for younger and more
active patients. In the absence of a bursa or
pain, removal of the implant in elderly or
debilitated patients is not suggested.

4. Patients should be directed to seek medical
opinion before entering potentially adverse
environments that could affect  the
performance of the implant, such as
electromagnetic or magnetic fields, including a
magnetic resonance environment.

Magnetic
Safety
Smith & Nephew intramedullary nailing system
devices have not been reviewed by FDA for
safety and compatibilty in the MR
environment. Intramedullary nailing system
components have not been tested for heating
or migration in the MR environment. Known
risks of exposing implant devices to the MR
environment include displacement, torque, and
radio frequency induced heating. Implant
devices may also create image artifacts in MR
scans.

Resonance Imaging (MR1)

No Reuse

Metallic surgical implants are NEVER TO BE
REUSED. Stresses and fractures, even though
not noticeable by visual inspection, may have
been created during implantation. Single use
devices should not be reused due to risks of
breakage, failure or patient infection.

Possible Adverse Effects

1. Loosening, bending, cracking or fracture of
the implant components.

2. Limb shortening or loss of anatomic position
with nonunion or malunion with rotation or
angulation.

3. Infections, both deep and superficial.

"impingement syndrome.

5. Supracondylar fractures
nailing.

6. Tissue reactions which include macrophage
and foreign body reactions adjacent to
implants.

from retrograde

Y aHaTOMMYECKOTO MONOXeHUs BCreacTsve Hecpawenns uawn ] 4 Irritational injury of soft tissues™ including |
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6. TKaHeBble peakLuu, KOTOPble BKAKYAKT MakpodaranbHble
peakuuu W peakuuum Ha WHOPOAHOe Teno B OKpyxawwwux
UMnaaHTaT TKaHaXx.

7. B pepkux cnyyaax OblnM 3aperucTtpupoBaHbl  peakyuu
TMNEepYyyBCTBUTENBHOCTM HA MeTann w/unum  annepruyeckue
peakuun Ha MHOPOLHbIE mMaTepuanbl.

8. OrpaHuyeHune pAuanasoHa [ABUXeHUA B cycTaBe npu
nMnnaHTauuu ctepxHs EMOEK, 06bl4HO M3-3a BbICTyNnawlLero
nmnnaHTara.

YnakoBKa U MapkKupoBKa

MmnnaHTaTel JOMXKHBI MPUHAMATLCA TONIbKO B TOM C/ydyae, e€ciiu
OHW nofy4yeHbl 6GONbHULEA WAW  XUPYPrOM C COXPaHHOM
3aBOACKOW ynakoBKOW# W 3TMkeTKoi. OCMOTpUTE ymakoBKY Ha
npegMeT MNPOKONOB  WAM  APYIMX  NOBPEXAEHWN  nepej
nposegeHnem onepaynn, Ecim  cTepunbHblii  6apbep  6bin
NoBpPEeX/AeH WAW, COrNacHo MWHGpoOpMauuun Ha 3TUKETKe, CpOK
roAHOCTW NPOAYKTA MCTEK. BEPHWUTE KOMMNOHeHT B Smith &
Nephew, Inc. Mcnonb3oBaHue NoBpPeXaeHHOro nnm
NPOCPOYEHHOTO NPOAYKTA YBENWYMBAET PUCK WH(EKLUOHHOTO
3apaxXeHns, 4To MOXET NPUBECTU K HEOBXOAWMOCTM NpOBEAEHNA
NOBTOPHOTO ONepaTWBHOTO BMELWaTeNbCTBA.

YUncTtka nm ctepmunusayus

Yuncrtka
CM.LOKYMEHT «NHCTPYKL MK no yxoay, TeEXHN4YecKkomy
06Cﬂy)KVIBaHVHO, Ynctke un cTepuausaumm optonefunyeckux

nsgenunii Smith & Nephew». 3T0T JOKYMeHT (HOMEP CChIKM
71381339) MOXHO NONy4yuTb B cNyxb6e noffepXku unm Ha Beb-
caiite Smith & Nephew.

[ns KOMNOHEHTOB, NOCTaBNAEMbIX B CTEPUSIbHOM COCTOAHUN,
MeTOf CcTepunnsauuu ykasaH Ha 3Tuketke. CTepunbHblie
KOMMOHEHTbl WMMNJaHTaTa MNOCTaBAAKTCA C rapaHTUPOBaHHbLIM
ypoBHeM cTepunbHocTn (SAL) 10-6. CTepunbHble ynakoBaHHbIe
KOMMOHEHTbI MOCTABNAOTCA B 3aWUTHO CTEpPUNbHOI GapbepHOil
ynakoBke. OcmMOTpuUTe nakeTbl Ha NPeAMET MPOKOMOB WU JPYTUX
NOBPEeXAEHWIA nepej NpoBefeHnem onepayun.

Ecim  KOMNOHEHTbl  He MNOMeuyeHbl Kak CTepufibHble, OHM
NOCTaBNATCA HECTEPUAbHbIMW W JOMKHbI OGbiTb OUYMWEHbI U
npocTepunn3osBaHbl A0  onepauun. [Na  HeCTEPU/bHbIX
WMNNaHTaToB, MNpeAHa3HaYeHHbIX AN  WCNONb30BaHWA B
TpaBmMaTonornu (To ecTb NNACTUH, CTEPXHER 1 BUHTOB), yaanute
BCE OPUTMHANbHbIE YNaKOBOYHbIE U MApKNPOBOYHbIE MaTepuansl
nepej cTepunusauueirl. BaxHo, uTo6bl nepen cTepunnsauneit
6blna npoBeAeHa coOOTBeTCTBYWLWAs ouyucTka. [loxanyiicTa,
06paTuTeCh K AOKYMEHTY «HCTPYKUUN NO YXOAY, TEXHUYECKOMY
06CNyXMBaHWIO, YNCTKE W CcTepunausauum OopTonefuyecknx
nsgenunit Smith & Nephew», koTopblii noctaBnserca ¢ Habopamu
WHCTPYMEHTOB Smith & Nephew, ans nonyvyeHns
BONONHUTENbHOW MHoOpMaLun 06 04YMCTKE M YTBEPXKAEHHbIX
npouegypax crepunusanun.

HE WCMO/Ib3YNTE KOMNOHEHTH MMAAaHTaTa WM WHCTPYMEHTbI
ofHOpa3oBoro ucnosnb3osaHua MOBTOPHO.

ObpaTnte BHMMaHWe, 4YTO O0fHOpasoBoe ycTpoiicTBo (SUD)
npefHasHayeHo ANA OAHOTO MCNONb30BAHUA Y OJHOTO nayneHTa
BO Bpems OAHOW npoueaypbl, u, ecnn SLID BCTynaeT B KOHTAKT €
KPOBbI, TKAHAMU WA OUONOTUYECKUMMU XWULKOCTAMU, €r0 He
cnepyer  o6bpabartbiBaTb WK ncnonb3oBaTth NOBTOPHO.
YTunusnpynte  ycTpoOiWCTBO  Hagnexawum  obpasom nnm
obpaTnTecb K MECTHOMY TOpProBoMy npegcTtaButent Smith &
Nephew, Inc., 4yTo6bl y3HaTb, Kak BEPHYTb YyCTPOMCTBO.

He CTepVII'IVISyVITE CaMOCTOATE/IbHO
nnacTtukoBble KOMMNOHEHTHI,

n3penna,
NOCKONbKY  OHMK

cofepxalyne
MOryT 6biTb
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7. Although rare, metal sensitivity reactions
and/or allergic reactions to foreign materials
have been reported in patients.

8. Restricted range of motion of the joint
adjacent to the insertion point of the ENDER
Nail, usually transitory due to protruding nails.

Packaging and Labeling

Implants should only be accepted if received by
the hospital or surgeon with the factory
packaging and labeling intact. Inspect package
for punctures or other damage prior to surgery.
If the sterile barrier has been broken, or the
product label indicates the expiration date has
passed, return the component to Smith &
Nephew, Inc. Use of damaged or expired
product increases the risk of infection which
may lead to revision surgery.

Cleaning and Sterilization

Cleaning

Refer to the document "Instructions for care,
maintenance, cleaning and sterilization of
Smith & Nephew orthopaedic devices." This
document, reference number 71381339, is
available from customer service or via the
Smith & Nephew website.

For components provided sterile, the
sterilization method is noted on the label.
Sterile implant components are supplied sterile
to a Sterility Assurance Level (SAL) of 10®.
Sterile packaged components are supplied in
protective sterile barrier packaging. Inspect
packages for punctures or other damage prior
to surgery.

If not specifically labeled sterile, components
are supplied non-sterile and must be cleaned
and sterilized prior to surgery. For non-sterile
trauma implants (i.e. plates, nails, and screws)
remove all original packaging and labeling
inserts prior to sterilization. It is important that
adequate cleaning be carried out prior to
sterilization. Please see the document,
“Instructions for care, maintenance, cleaning
and  sterilization of Smith & Nephew
orthopaedic devices", which is provided with
Smith & Nephew instrument sets, for further
information on cleaning instructions and
validated sterilization procedures.

DO NOT REUSE implant components or single
use disposable instruments.

Please note that a single use device (SUD) is
intended for one use on a single patient during
a single procedure and if a SUD comes into
contact with blood, tissue or bodily fluids, it
should not be reprocessed or reused. Properly
dispose of the device or contact your local
Smith Nephew, Inc. Sales Representative
regarding procedures to return the device.

Do not resterilize products with internal plastic
bushings/sleeves because they can become
damaged during resterilization. The labels on
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NOBpeX/AeHbl BO BPeMs MOBTOPHOW CTepunusauun. ITUKETKU Ha
3TUX npoayktax 6yAyT cojepxaTb npegynpexpenue «HE
CTEPUNN3OBATb MOBTOPHO».

PEKOMEHLOBAHHbLIE MNAPAMETPb 418 MNPOLECCA
CTEPUNVU3ALUN NMAPOM
« [apoBoif UMKAN C AWHAMWYeckum YAaneHnem  Bo3gyxa

(npepBapuTensHoe BakyymupoBaHue):

Temnepatypa ob6pa6boTku: 132®C (270°E); Bpemsa obpaboTku: 4
MUHYTBI WK

Temnepatypa o6paboTtku; 135®C (275°E); Bpemsa ob6paboTku; 3
MUHYTbI

MUHUManbHOE BPEMS CYLIKM: ycTpoiicTBa B 06EpTKe -
ycTpoiicTBa B KOHTeMHepax - 30 MUHYT

¢ MapoBOM LMKN C rpaBMTALNOHHON OTKAYKON BO3Jyxa:
TemnepaTypa o6paboTku: 132®C (270®E)

Bpems  06paboTKu; 15 MWHYT [pNsa  WHCTPYMEHTOB B
HerepMeTU4YHOM ycTpoicTBe, 30 MUHYT* [NA YCTPOACTB BHYTPU
repMeTMyHOro ycTpoiictea

MuHumanoHoe Bpems cywkn: 30 MUHYT

» Boictpas ctepunusayua napom (BCM) unm uukn BoinapueaHng
(TONbKO AN WHCTPYMEHTOB MHOTOKPATHOTO UCMNONb30BaHUA):
Temnepatypa o6pa6oTku; 132@C (270®E)

Bpems 06paboTkN:  AWHaAMWU4YecKkoe  yAaneHue
(npefBapuTenbHOE BakyyMupoBaHue) - 4 MUHYTHI

¢ JTOT CTEPUAN3ALMOHHBINA LUKN He ogobpeH YnpaBneHuem CLIA
no KOHTPO/II 3a MWL EBbLIMW NPOAYKTAMU U /NIEKAPCTBEHHbLIMU
cpeactBamu (1)5 EOA) B kayecTse CTaHAapTHOTO
CTEpUNU3aynoHHOTO yukna. MNMpumeHaLwme 3atToT LUKA LOMKHbI

15 MUHYT;

BO3AyXa

MCNonb30BaTb TONbLKO CTEPWUAM3ATOPbl W BCMNOMOraTe/bHble
npucnoco6neHns (Takne Kak CTepunu3aluoHHbie 06EpPTKM,
CTEpPUNN3ALNOHHbIE nakeTsl, XuMuyeckune WHONKATOPSI,
6uonormyeckue WHANKATOPbI n CTEepUNN3aLnoHHbIe
KOHTelHepbl), cornacoBaHHble US FDA pana  TeXHUYeCKux
xapakTepucTuk  (Bpems u  Temnepatypa)  BblGpaHHorO

CTepunusaynoHHOro unkna,

Ans nokynaTeneih He ns CLWA:

* MapoBON LMKA, YCTAHOBNEHHbIN B BenukobputaHuu:
MpeaBaputenbHoe BakyymuposaHue

Temnepatypa o6pa6oTtku: 134®C (273®F)

Bpema 06paboTku: 3 MUHYTHI

Bpemsa BakyyMHOW cywkn: 30 MUHYT

MpumeuaHue: OTKAYKa BO3AYyXa W NYNbCUPYOLWNA pexXum npu
cTepunnsaluum BBoAATCA B cooTBeTCcTBMM ¢ HTM2010.

* MapoBoit UWKN, yCTAHOBNEHHbIW BcemupHOl opraHusaynen
3apaBooxpaHeHus (BO3)

Temnepatypa o6pabotku: 134°C (273®F)

Bpemsa 06paboTKku: 18 MUHYT

Bpemsa BakyyMHO! cywku: 30 MUHYT

N3BneyeHmne n aHanus YAaNeHHbIX "MNJTaHTaAaTOB
Haubonee BaXHOW 3ajauveil Npu XUPYPruyeckoM W3BAEYEHUN

umnnaHTata  sBnseTcs npefoTBpaleHne noBpexXaeHnit,
AMWAaKWNX  CMbicna NPOBEAEHME  HAY4YHOW  3KCMEpPTU3bI.
Heo6xogumo cobnwpgate 0cobble NPEeAOCTOPOXHOCTM  And

3aluThl MMNNaHTata 0T MOBPEXAEHU A npu o6paleHnn ¢ HUM W
ero TpaHcnopTupoBke. CnepyiiTe cTaHAapTHbIM nNpoueAypam
MEeLULWHCKOTO YyuypexjeHus OTHOCUTENbHO WU3BNEYeHUs U
aHanusa umnnaHTata. [pu ob6paweHnn ¢ M3BAEYEHHbIMY
nmnnaHTatamum cobnwogainiTe Mepbl NPeAOCTOPOXHOCTU, YTOGLI
npeAoTBpaTUTb pacnpocTpaHeHWe nNaToOreHoB, nepegakuwuxcs
yepes KpOBb.

Ecnn gna aHanusa wMmnnavtat 6ygeT Bo3Bpawartbcid B Smith &
Nephew, Inc., cBAxuTecb co cnyx60ii paboTbl C KAueHTamu no
TenedoHam, npuBeAeHHbIM B pasgene «/Hpopmaynay.
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these products will be noted with the statement
"CANNOT BE RESTERILIZED".

RECOMMENDED STEAM
CYCLE PARAMETERS
+ Dynamic Air Removal (Pre-vacuum) Steam

STERILIZATION

Cycle:

Exposure temperature: 1320C  (270@F);
Exposure time: 4 minutes

or

Exposure temperature: 135@C  (275°F);

Exposure time: 3 minutes

Minimum drying time: Wrapped devices - 15
minutes; containerized devices - 30 minutes

* Gravity Displacement Steam Cycle:

Exposure temperature: 132®C (270®F)
Exposure time: 15 minutes for instruments not
in a containment device

30 minutes* for devices in a containment
device

Minimum drying time: 30 minutes

« Immediate Use Steam Sterilization (IUSS) or
Flash Steam Cycle (Reusable

instruments only):

Exposure temperature: 132®C (270°F)
Exposure time: Dynamic air removal (pre-
vacuum): 4 minutes

*This sterilization cycle is not considered by the
United States Food and Drug Administration
(US FDA) to be a standard sterilization cycle.

Users should only use sterilizers and
accessories (such as sterilization wraps,
sterilization  pouches, chemical indicators,
biological indicators, and sterilization

containers) that have been cleared by the US
FDA for the selected sterilization cycle
specifications (time and temperature).

For Non-US Customers:

+ United Kingdom Steam Cycle:
Pre-vacuum Cycle

Exposure temperature: 134®C (273°F)
Exposure time: 3 minutes

Vacuum drying time: 30 minutes

Note: Sterilization evacuation and pulsing
should be carried out in accordance

with HTM 2010.

+ World Health Organization
Cycle;

Exposure temperature: 134®C (273°F)
Exposure time; 18 minutes

Vacuum drying time: 30 minutes

(WHO) Steam

Retrieval and
Implants

The most important part of surgical implant
retrieval is preventing damage that would
render scientific examination useless. Special
care should be given to protect the implant
from damage during handling and shipment.
Follow internal hospital procedures for the
retrieval and analysis of implants removed
during surgery. When handling removed
implants, use precautions to prevent spread of
bloodborne pathogens.

If the implant will be returned to Smith &
Nephew, Inc. for analysis, contact Customer

Analysis of Removed



Smith & Nephew, Inc. (Cmut aHg Hedbto, NHK.)

1450 Brooks Road
Memphis, TN 38116 U.S.A.
Tel.: 901-396-2121

bepepanbHbiii  3aKOH

CWA

3anpewaeT Nnpofaxy usfenus 6e3 pelenta/HazHayeHus Bpaua

Rx ONLY TMNpeaynpexpgeHune;
Toprosble Mapkm CMUT  3H[
3aperncTpupoBaHhbl

CWA

€
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Hedbto,
B Blopo no nateHTam W TOBApHbIM 3HaKam

OTA€ENNbHbIE

3Hakun

Service using the phone numbers outlined in
the Information section.

Manufacturer::

Smith & Nephew, Inc.
1450 Brooks Road
Memphis, TN 38116 U.S.A.
Tel,; 901-396-2121

Rx ONLY Caution: Federal Law (USA) restricts
this device to sale by or on the order of a
physician,

Trademark of Smith & Nephew, Certain Marks
Registered in U.S. Patent and Trademark Office



MPWIOXEHVE K MHCTPYKUA MO MPUNVEHEHKO
MEIVLHCKOIO V3AENASA
«KOMMOHEHTBI C/ICTEMbI BEPTE/IBHOMO
AHTEMPAIHOIO CTEPYHS TRIGEN METATAN /13
VIHTPAMVELY/VISIPHOTO OCTEOCYIHTE3A»
ADDITION TO INSTRUCTIONS FOR USE OF MEDICAL
| DEVICE
« THE TRIGEN META-TAN TROCHANTERIC ANTEGRADE
NAIL SYSTEM COMPONENTS»

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Pycckunit/ Russian

Cnegywoline HaumMeHOBaHWUA, UCNOMb30BaHHbIE
AaHHOTO NOKYMeHTa, ABNAKTCA TOXAECTBEHHbIMK
HauMeHOBaHWIO MeaANnUynHCKOTo ngenna «KOMMNOHEHTHI
CUCTeMbl BepTeNbHOro aHrterpagHoro crepxHsa TRIGEN
META-TAN gna nHTpameaynnapHOro octeocMHTe3a.»:

- KOMNOHEHTBI CUCTEMBI;

- META-TAN;

- KomnoHeHTbl cuctembl META-TAN;

- Cuctema META-TAN

- MeTtannuueckune Xupypruyeckmne mMmnnaHtathl;

- WHTpamepgynnapHas cuctema,

- bnokupywwmne nHTpaMeLynnapHble CTEPXHMU;

- MnnaHTaThl;

- N3penng;

CokpaweHuns:

MW - mepuunHckoe usgenne

no TeKCTy
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AHrnunilickunii/ English

The following names wused throughout this
document referto the name ofthe medicai device
“THE TRIGEN META-TAN TROCHANTERIC
ANTEGRADE NAIL SYSTEM COMPONENTS":
- System components;

- META-TAN;

- META-TAN System components;

- META-TAN System;

- Metallic surgical implants;

- Intramedullary System;

- Interlocking intramedullary nails;

- Implants;

- Devices;

Abbreviations:

MD - medicai device



«K>

Pycckunit/ Russian

AHrnuniicknii/ English

HAMMEHOBAHWE MEAWLUWHCKOIO M3AEAUNA (MWU) W EFTO KNACCUNOUNKALWNA/ MEDICAL DEVICE (MD)

NAMEANDC L A § S I F I C A T I O N

KOMMNOHEHTbl CUCTEMbI BEPTENbHOTO aHTErpajHoro CTepxHsa
TRIGEN META-TAN gns uHTpamegynnapHoro octeocuHrtesa.

HA3HAYEHUWE N NMOKA3AHWNA,

THE Thgen META-TAN Trochanteric Antegrade Nail
System Components

OTHOCAIMECA K KOMMOHEHTAM CWUCTEMbl TRIGEN META-TAN/

INTENDED USE AND INDICATIONS RELATED TO TRIGEN META-TAN

MokasaHusa
K onepaunn NHTpamMenynnapHoro OoCTeoCuMHTe3a CTEPXHEM

npuMeHUMbl 06w Me NPUHLMNBLL 0TGOpa NAUMEeHTOB U
NPUHATAS NPABUNBHOTO XUPYPTUUYECKOTO pelleHus. Pasmep
n opma TpybGuaTelXx KOCTeli onpeAenswT pasMep U
NPOYHOCTb UCNONb3YeMbIX UMNMAHTATOB.

MokasaHus ans NpUMEHEeHMS GNOKUPYHO L KX
WHTPaMefynnspHblX  CTepxHei BKMOYAlOT  MmpocThie
nepenomel LNVHHBIX Tpy6UaThi X KocTell;
MHOrOOCKONbYATble, CAWpasibHble, KPYyMHble KOCble M

CermMeHTapHble Nepenombl;
cpaleHus; nonuTpaBmy u
npounakTnyeckoe

HecpalieHne W HenpasBuIbHblE
MHOXECTBEHHbIE MNepesioMbl;
wTuToBaHue B C/Ay4yae yrpossl
naTos0rMyeckoro  nepesoma;  PEKOHCTPYKyUl  nocne
pesekunn onyxonu 7 nepecagku NOCKYTOB;
HafMbllleNKOBbIe NEPeNoMbl; YANUHEHUE W YKOpoueHue
kocTeit. Bnokupytowmue  MHTpaAMeAYNNApHbIe  CTEPXHN
nokasaHbl s Qukcauun nepenomoB B MPOKCUManbHOh W
QUCTANbHON TPeTAX ANWUHHbIX TpybuyaTbiXx KOCTEd U MexAay
HUMN.
Ha3HaueHwne
KOMNOHEHTLI CUCTEMbI BEPTENbHOr0 aHTerpafHoro CTepxHa
TRIGEN META-TAN Ana uHTpameaynnapHoro ocTeocuHTesa

nokasaHbl npu nepenomax OefpeHHO’ KOCTM, BkIYas
npocTble nepenomsl LAVHHbIX kocTed, CUNbHO
pasfpobneHHbIX,  CnUpanbHblX,  KPYMHbIX  KOCbIX U

CerMeHTapHbIX nepesomax; HecpacTaHUW W HENpPaBU/IbHO
cpocwuxca nepesomax; NOAUTPaBMax U MHOXECTBEHHbIX
nepenomax; NpognnakTMyeckoM OCTEOCUHTE3e BO3MOXHbIX
naTtonornyecknx nepenomos; pPeKOHCTPYKL UK nocne
pesekuuMm OnyxonW W TpaHcnjaHTauuu, HaLMbll,enKoBblX
nepenomax; YAAMHEHWN N YKOPOUYEHNN KOCTel; a Takxe Anq
hukcaymum nepenomos, KoTOpble npoOMCXoanaT B
nNpoKCMManbHON TpeTW W AUCTanbHON 4YeTBepTU GeapeHHON
KOCTU M MEXAY HUMU.

BuHTel META-TAN BBWUHYMBaAKTCA B
KOCTM [Na cxartuma

roN0BKY GelpeHHON
W yCcTONYMBOCTW MNpKU BpawWeHun, u
nokasaHbl  Npu  NOABEPTENbHbIX U MEXBEpPTEe/bHbIX
nepenomax; WncunatepanbHbix nepenomax GeapeHHOI
KOGTH / WeliKn; n BHYTPUKANCYNSPHBIX Nepenemax.

The genera! principles of patient selection and
sound  surgical judgment apply to the
intramedullary nailing procedure. The size and
shape of the long bones present limiting
restrictions on the size and strength of impiants,

Indications for interlocking intramedullary nails
include simple long bone fractures; severely
comminuted, spiral, large obligue and segmental
fractures; nonunions and malunions; polytrauma
and multiple fractures; prophylactic nailing of

impending pathologic fractures; reconstruction
following tumor resection and grafting;
supracondylar fractures; bone lengthening and
shortening. Interlocking intramedullary nails are

indicated for fixation of fractures that occur in and
between the proximal and distal third of the long
bones being treated.

Intended Use

META-TAN Nails are indicated for fractures of the
femur including simple long bone fractures,
severely comminuted, spiral, large oblique and
segmental fractures; nonunions and malunions;
polytrauma and multiple fractures; prophylactic

nailing of impending pathologic fractures;
reconstruction following tumor resection and
grafting; supracondylar fractures; bone

lengthening and shortening; and for fixation of
fractures that occur in and between the proximal
third and distal fourth of the femur.

In addition, META-TAN Nails contain holes/slots
proximally to accept screws that thread into the
femoral head for compression and rotational
stability and are indicated for the following:
subtrochanteric fractures; intertrochanteric
fractures; ipsilateral femoral shaft/neck fractures;
and intracapsular fractures.

o+

OMNCAHWE OCHOBHbLIX ®YHKLUWOHAMbHDbLIX 3I'IEMEHTOB COCTABHbIX YACTEA MW/ DESCRIPTION
OF MAIN FUNCTIONAL ELEMENTS, PARTS AND ACCESSORIES OF MD

KOMMNOHEHTbl CUCTEMbl BEPTENIbHOTO AHTErpafHoro CTepXHs
TRIGEN META-TAN gna uHTpameAynnapHoro ocTeoCuUHTesa:
1. BWHT KoHUeBoiW META-TAN, BapnaHTbl UCMONHEHUSA:

- BuHT koHUeBoit META-TAN O mm;

- BuHT koHueBoit META-TAN 5mm;

- BuHT koHUueBo META-TAN 10mm.

2. BnHT komnpeccuoHHbli META-TAN 35mwMm.

3. KomnnekT nHTerpupoBaHHblXx BuHTOB META-TAN 70/65;
- BuHT cTaruBawwnii 70mMm;

- BUHT KOMOPECCUOHHbIA 65MM.

4. KoMnnekT MHTerpupoBaHHbiX BUHTOB META-TAN 75/70:
- BuHT cTAruBatowuit 75mMm;

- BWHT KOMNpPECCUOHHbIA 70MM.

5. Komnnekt uHTerpnpoBaHHblx BuHTOB META-TAN 80/75:
- BuHT cTaruBawwuii 80mm;

- BUHT KOMNPECCUOHHBIA 75MM.

6. KomnnekT nHTerpupoBaHHbIXx BUHTOB META-TAN 85/80:
- BUHT cTaruBawwuit 85mm;

- BWHT koMnpeccuoHHbIl 80MM,
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THE TRIGEN META-TAN Trochanteric Antegrade
Nail System Components:
1. Set Screws META-TAN:
META-TAN Omm Set Screw;
META-TAN 5mm Set Screw;
- META-TAN 10mm Set Screw;
2. META-TAN Compression Screw 35mm;
3. META-TAN Integrated Screw Kit 70/65:
META-TAN Lag Screw 70mm;
META-TAN Lag Compression Screw 65mm,
4. META-TAN Integrated Screw Kit 75/70:
META-TAN Lag Screw 75mm;
META-TAN Compression Screw 70mm.
5. META-TAN Integrated Screw Kit 80/75:
META-TAN Lag Screw 80mm;
META-TAN Compression Screw 75mm.
6. META-TAN Integrated Screw Kit 85/80:
META-TAN Lag Screw 85mm;
META-TAN Compression Screw 80mm.



—

7. KoMnnekT nHTerpupoBaHHbix BUHTOB META-TAN 90/85:

- BuHT cTarnBaowmin 90mMm;
- BUHT KOMNPECCUOHHbIN 85MM.

8. KomnnekT uHTerpupoBaHHbiX BUHTOB META-TAN 95/90:

- BuHT cTarmBawwmnini 95mm;
- BWHT KOMNPECCUOHHbIA 90MM.

9. KomnnekT WHTerpupoBaHHbiX BUHTOB META-TAN 100/95:

- BuHT ctaruBaowuii 100mm;
- BUHT KOMNPECCUOHHbIA 95MM.
10, Komnnekr MHTErpupoBaHHbIX
105/100:
- BuHT cTarmBawowuii 105mm;
- BUHT KOMNpeccuoHHbIii 100MM,
11.Komnnekr WHTEerpupoBaHHbIX
110/105:
- BUHT cTarmBaowmuin 110mMm;
- BWHT KOMNpecCuMoHHbIA 105MM.
12. Komnnekr WHTErpMpoBaHHbIX
115/110:
- BuHT cTAruBawwnii 115mm;
- BUHT KOMNPECCUOHHbIA 110MM.
13. Komnnexr WHTErpMpoBaHHbIX
120/115:
- BuHT cTarnBatownit 120Mm;
- BUHT KOMNPECCUOHHbIA 115MM.
14. Komnnekt WHTErpMpoBaHHbIX
125/120:
- BuHT cTAruBatwwmnii 125mm;
- BUHT KOMNpPeCcCUoHHbIn 120MM.
15. CrtepxeHb META-TAN:
- CtepxeHb META-TAN 9mMm
- CrepxeHb META-TAN 9mm
- CtepxeHb META-TAN 9mm
- CtepxeHb META-TAN 9mm
- CtepxeHb META-TAN 9mm
- CtepxeHb META-TAN 9mm
4 - CrepxeHb META-TAN 9mm
- CtepxeHb META-TAN 9mm
- CtepxeHb META-TAN 9mm
- CtepxeHb META-TAN 9mm
- CrepxeHb META-TAN 9mm
- CtepxeHb META-TAN 3mm
- CtepxeHb META-TAN 3mm
- CtepxeHb META-TAN Owmm
- CtepxeHb META-TAN Omm X 36¢CM,
- CtepxeHb META-TAN Omm X 38cm,
- CtepxeHb META-TAN Omm x 40cwm,
- CtepxeHb META-TAN Omm x 42cm,
- CtepxeHb META-TAN 3mm x 44cwm,
~ CrepxeHb META-TAN 3Smm X 46¢m,
- CtepxeHb META-TAN 3mm x 48cwm,
- CtepxeHb META-TAN 39mm x 50cm,
CtepxeHb META-TAN 10mm
- CtepxeHb META-TAN 10mm
CrtepxeHb META-TAN 10mMm
CtepxeHb META-TAN 10mMm
CrepxeHb META-TAN 10mMm
CrepxeHb META-TAN 10mMm
- CtepxeHb META-TAN 10mm
CtepxeHb META-TAN 10mm
- CtepxeHb META-TAN
- CtepxeHb META-TAN
- CtepxeHb META-TAN
- CtepxeHb META-TAN
CtepxeHb META-TAN
- CtepxeHb META-TAN
- CtepxeHb META-TAN
- CtepxeHb META-TAN
- CtepxeHb META-TAN
1- CtepxeHnb META-TAN

30cm,
32¢cMm,
34cwm,
36¢cm,
38cm,
40cm,
42¢cm,
44cm,
46¢cMm,
48cm,
50cwMm,
30cm,
32¢Mm,
34cm,

X X X X X X X X X X X X xX X X X

10Mm
10Mm
10Mm
10Mm
10Mm
10Mm
10Mm
10Mm
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10mMm X 42cCMm,

BUHTOB

BWHTOB

BWHTOB

BWHTOB

BUHTOB

NneBblil;
NIeBbIN;
NIEeBbIN;
NIEBbIN;
NeBblil;
NEBbIA;
NIeBbIN;
NneBblii;
NeBblil;
NIeBbIN;
NIeBbIN;
npasblil;
npasblil;
npasblii;
npasblit;
npasblii;
npasblil;
npasblil;
npasblit;
npasblii;
npasblii;
npasblii;

X 30cM, NneBblil;
X 32CM, NeBblil;
X 34cM, NeBbli;
X 36CM, NeBblii;
X 38CM, neBblil;
X 40cM, neBblit;
X 42cMm, neBbln;
X 44cm, neBblit;

10MM X 46CM, NeBbIi;
X 48cM, neBblit;
X 50cM, NeBblit;
X
X
X
X
X
X

npaBblil;
npaBblil;
npasbli;
npasblit;
npasbli;
npasblii;
npasblii:

META-TAN

META-TAN

META-TAN

META-TAN

META-TAN

Integrated Screw Kit 90/85:
Lag Screw 90mm;

Compression Screw 85mm.
Integrated Screw Kit 95/90:
Lag Screw 95mm;

Compression Screw 90mm.
Integrated Screw Kit 100/95:
META-TAN Lag Screw 100mm;

- META-TAN Compression Screw 95mm.

10. META-TAN Integrated Screw Kit 105/100:
- META-TAN Lag Screw 105mm;

- META-TAN Compression Screw 100mm.

11. META-TAN Integrated Screw Kit 110/105:
- META-TAN Lag Screw 110mm;

- META-TAN Compression Screw 105mm.

12, META-TAN Integrated Screw Kit 115/110:
-META-TAN Lag Screw 115mm;

- META-TAN Compression Screw 110mm.

13. META-TAN Integrated Screw Kit 120/115:
- META-TAN Lag Screw 120mm;

-META-TAN Compression Screw 115mm.

14. META-TAN Integrated Screw Kit 125/120:
-META-TAN Lag Screw 125mm;

-META-TAN Compression Screw 120mm.

15. META-TAN Nail:
-META-TAN Nail 9mm
- META-TAN Nail 9mm
- META-TAN Nail 9mm
-META-TAN Nail 9mm
- META-TAN Nail 9mm
-META-TAN Nail 9mm
-META-TAN Nail 9mm
-META-TAN Nail 9mm
- META-TAN Nail 9mm
- META-TAN Nail 9mm
- META-TAN Nail 9mm
- META-TAN Nall 9mm
- META-TAN Nail 9mm
- META-TAN Nail 9mm
- META-TAN Nail 9mm
- META-TAN Nail 9mm
- META-TAN Nail 9mm
- META-TAN Nail 9mm
- META-TAN Nail 9mm
- META-TAN Nail 9mm
- META-TAN Nail 9mm
- META-TAN Nail 9mm
- META-TAN Nail
- META-TAN Nail
- META-TAN Nail
- META-TAN Nalil
-META-TAN Nalil
- META-TAN Nail
- META-TAN Nail

7. META-TAN
- META-TAN
META-TAN
META-TAN
- META-TAN
- META-TAN
META-TAN

o !
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X 30sm, left;
X 32sm, left;
X 34sm, left;
X 36sm, left;
X 38sm, left;
X 40sm, left;
X 42sm, left;
X 44sm, left;
X 46sm, left;
X 48sm, left;
X 50sm, left;
X 30sm, right
X 32sm, right
X 34sm, right
X 36sm, right
X 38sm, right
X 40sm, right
X 42sm, right
X 44sm, right
X 46sm, right
X 48sm, right
X 50sm, right
10mm X 30sm, left
10mm X 32sm, left
10mm X 34sm, left
10mm X 36sm, left
10mm X 38sm, left
10mm X 40sm, left
10mm X 42sm, left
- META-TAN Nail 10mm X 44sm, left
- META-TAN Nail 10mm X 46sm, left
- META-TAN Nail 10mm X 48sm, left
- META-TAN Nail 10mm X 50sm, left
-META-TAN Nail 10mm X 30sm, right;
- META-TAN Nail 10mm X 32sm, right;
- META-TAN Nail 10mm X 34sm, right;
- META-TAN Nail 10mm X 36sm, right;
- META-TAN Nail 10mm X 38sm, right;
- META-TAN Nail 10mm X 40sm, right;
-META-TAN Nail 10mm X 42sm, right;
- META-TAN Nail 10mm X 44sm, right;
- META-TAN Nail 10mm X 46sm, right;
- META-TAN Nail 10mm X 48sm, right;
- META-TAN Nail 10mm X 50sm, right;
- META-TAN Nail 11,5mm X 30sm, left:



N\

CtepxeHb META-TAN 10mm x 44cwm, npaBblii;
CtepxeHb META-TAN 10Mm x 46cwm, npaBblii;
CtepxeHb META-TAN 10Mm x 48cwm, npaBbli;
CtepxeHb META-TAN 10mm x 50cm, npaBbiii;
CtepxeHb META-TAN 11.5mMm x 30cMm, neBblii;
CtepxeHb META-TAN 11.5mMm X 32cMm, NeBblit;
CtepxeHb META-TAN 11.5mMm x 34cm, NneBblit;
CtepxeHb META-TAN 11.5mMm X 36CM, NeBbIii;
CtepxeHb META-TAN 11.5mMm x 38cMm, neBblii;
CtepxeHb META-TAN 11.5mm x 40cMm, NneBblit;
CtepxeHb META-TAN 11.5MM x 42cM, neBblii;
CtepxeHb META-TAN 11.5MMm x 44cm, neBblil;
CtepxeHb META-TAN 11.5Mm x 46CM, neBblil;
CtepxeHb META-TAN 11.5mMm x 48cM, neBbli;
CtepxeHb META-TAN 11.5mm x 50cM, neBblii;
CrtepxeHb META-TAN 11.5mm x 30cm, npaBblif;
CtepxeHb META-TAN 11.5mMmM X 32cM, npaBblii;
CtepxeHb META-TAN 11.5mMm x 34cMm, npaBblii;
CtepxeHb META-TAN 11.5mMm x 36cwm, npasbiii;
CtepxeHb META-TAN 11.5mMm x 38cm, npasblii;
CtepxeHb META-TAN 11.5mMm x 40cM, npaBblii;
CtepxeHb META-TAN 11.5mMmM X 42cM, npaBblii;
CtepxeHb META-TAN 11.5mMm x 44cm, npasbiii;

CtepxeHb META-TAN11.5mm x 46¢M, npaBblii;

CtepxeHb META-TAN 11.5mm x 48cm, npaBblii;

CtepxeHb META-TAN 11,5mMm x 50cm, npaBbiit;

CtepxeHb META-TAN 13mm x 30cM, NeBblit;

CtepxeHb META-TAN 13mm x 32CM, NeBblii;

CtepxeHb META-TAN 13mm Xx 34cwMm, NeBblit;

CtepxeHb META-TAN 13mm x 36cCM, NeBblif;

CtepxeHb META-TAN 13mm x 38CM, neBblit;

CtepxeHb META-TAN 13mm x 40cm, NeBblit;

CtepxeHb META-TAN 13mm X 42cCM, NeBblit;

CtepxeHb META-TAN 13mm X 44cm, NneBblit;

CtepxeHb META-TAN 13mMm x 46CM, NneBblii;

CtepxeHb META-TAN 13mMm x 48cCMm, NneBblii;

CtepxeHb META-TAN 13mm x 50cm, neBbiii;

CtepxeHb META-TAN 13mm x 30cMm, npasblii;

CtepxeHb META-TAN 13mm x 32cM, npaBblii;

CtepxeHb META-TAN 13mm x 34cMm, npaBblii;

CtepxeHb META-TAN 13mm x 36cM, npaBblii;

CtepxeHb META-TAN 13mm x 38cM, npaBblii;

CtepxeHb META-TAN 13mm x 40cMm, npaBblif;

CtepxeHb META-TAN 13mm x 42cm, npaBblii;

CtepxeHb META-TAN 13mm x 44cm, npaBblii;

CtepxeHb META-TAN 13mMm x 46¢CM, npaBblil;

CtepxeHb META-TAN 13mm x 48cm, npaBblif;

CtepxeHb META-TAN 13mm x 50cM, npaBbli.
Cuctema TRIGEN META-TAN paspaboTaHa komnaHueir Smith
& Nephew 1 no3sonset NpoBOAUTb NeyeHne anadm3apHbiX,
a TakxXe TMNpoOKCMManbHbIX W AWCTaNbHbIX NEepenoMoB
6efpeHHoW  kocTW  ofHum  ycTpoiicTBomM.  META-TAN
npeacrasnset co6oi BEPTENbHbIA aHTerpagHbl it
MHTPaMeynnapHblii MeTanniuyecknii CTEPXEeHb, KOTOPbIi
obecneynBaetT poTayMOHHYK CTabUNbLHOCTL M KOMNpECcCcuio
nepenoma B CAyyasx, Korga 370 Heo6xoamMmo,
Cuctema META-TAN BknwouyaeT B cebs HECKONbKUX TUNOB
WMNAQHTUPYEMbIX CTEPXHEN M BUHTOB W3 TuTaHosoro (Ti)
cnnasa, KOTOpble npefcTaBneHbl B pa3NuWyHbiX pasMepax B
COOTBETCTBUW C NpefnonaraeMoil TeXHWKOW hukcauuu.
CTepXHU META-TAN UMeT ANWHY OT npumepHo 30 go 50
CM, a Takxe BepTenbHblii U3rn6 5@ no BCeit fNMHE CTEPXHSA
(Prcynok A). CTepXHU KaHONMPOBaHbl W UMEKT OKPYINyio
opmy, 4To o6neryaeTt ux BBELEHME KaK MPWN UCNONb30BAHUN
pacwunputens, Tak u 6e3 Hero. Kaxpgblii BapuaHT AAWHbI
ctepxHa META-TAN Takxe npefcrtaBneH B 4 pasfinyHbIX
anameTpax oT 9 o 13 mM. MpokcumanbHbli KOHEL CTEepXHS
uMeeT TpaneuuesugHylo  Gopmy, uto  cnocobcTByer
NOBbIWEHNO CTabunbHOCTM B NPOKCMMANbHOM  OTAene
6efipeHHON KOCTM MNPM paHHEM BO3AENCTBUM Harpyskn Ha

X X X X X X X X X X X X X X X X
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META-TAN Na [I,5mm X 32sm, left;
META-TAN Na II,5mm X 34sm, left;
META-TAN Na II,5mm X 36sm, left;
META-TAN Na II,5mm X 38sm, left;
META-TAN Na I,5mm X 40sm, left;
META®TAN Na II,5mm X 42sm, left;
META®TAN Na I[I,5mm X 44sm, left;
META®TAN Na [I,5mm X 46sm, left;
META®TAN Na I[I,5mm X 48sm, left;
META-TAN Na [I,5mm X 50sm, left;
META mTAN Na [I,5m m X 30sm, right;
META mTAN Na [[,5m m X 32sm, right;
META ®TAN Na II,5m m X 34sm, right;
META mTAN Na [[,5m m X 36sm, right;
META -TAN Na Il,5m m X 38sm, right;
META mTAN Na [I,5m m X 40sm, right;
META mTAN Na II,5m m X 42sm, right;
META ®TAN Na II,5m m X 44sm, right;
META mTAN Na II,6m m X 46sm, right;
META mTAN Na II,5m m X 48sm, right;
META mTAN Na II,5m m X 50sm, right;

META mTAN Na 13mm X 30sm, left;
META mTAN Na 13mm X 32sm, left;
META -TAN Na 13mm X 34sm, left;
META mTAN Na 13mm X 36sm, left;
META -TAN Na 13mm X 38sm, left;
META mTAN Na 13mm X 40sm, left;
META mTAN Na 13mm X 42sm, left;
META mTAN Na 13mm X 44sm, left;
META mTAN Na 13mm X 46sm, left;
META -TAN Na 13mm X 48sm, left;
META mTAN Na 13mm X 50sm, left;
META «TAN Na 13mm X 30sm, right
META mTAN Na 13mm X 32sm, right
META -TAN Na 13mm X 34sm, right
META mTAN Na 13mm X 36sm, right
META mTAN Na 13mm X 38sm, right
META mTAN Na 13mm X 40sm, right
META mTAN Na 13mm X 42sm, right
META mTAN Na 13mm X 44sm, right
META mTAN Na 13mm X 46sm, right
META®TAN Na 13mm X 48sm, right
META-TAN Na 13mm X 50sm, right,

The TRIGEN META-TAN system is designed by
Smith & Nephew Orthopaedics (SNO) to provide a
solution for treatment of proximal, mid-shaft, and
distal femoral fractures with one nail product.
META-TAN is a trochanteric antegrade
intramedullary metallic nail that incorporates
features to support rotational stability and fracture
compression, when needed.

The META-TAN system includes implantable
titanium (Ti) alloy nails and screws, which are
provided in a variety of lengths and types to
accommodate the prescribed fixation technique.
The META-TAN nails are designed and provided
in lengths from approximately 30cm to 50cm,
which include a 5° trochanteric bend along the
length (Figure A). The nails are cannulated, round
geometry for easy of insertion using reamed or
unreamed technique. Each length META-TAN nail is
offered in 4 different diameters ranging from 9mm
to 13mm. The proximal end has a trapezoidal
profile to provide enhanced stability in the proximal
femur for early weight bearing. The overall



NOBPEXAEHHYI  KOHEYHOCTb. OO6wwue npoKCUManbHble
pasMmepbl B 3aBUCUMOCTW OT BbIOPAHHOTO AuameTpa CTepxHAa
BapbupytTtca ot 12,7 mm x 14,1 mm go 14,0 mm x 14,6 mm.
KoHcTpykyus CTEPXHA npegnonaraer BO3MOXHOCTb
pasMel eHns BUHTA B OOBELNHEHHOM pPEeXWMe CTATNBaHUA W
komnpeccun (PucyHok B), a Takxe B O6a0Kupytouem
pexume 6eapeHHON pekoHCTpykuun (‘recon’) (PucyHok C).
Ha guctanbHOM KOHLe CTepXHs pacnonarawTca 3 oTBepcTus,
koTopble o6ecneyumBalT CTaTUYECKUA W AUHAMUYECKUI
BapuaHTbl pasmeleHns (PucyHok D). 3 pe3bb0BbIX
oTBepcTUA no3BoNAwT Xupypram paboTaTtb c
NOBPEXAEeHUAMU AUCTaNbHOW 4YeTBepTU GeApPEeHHON KOoCTW ¢
1Mcnonb3oBaHuem aHTerpagHoro CTEPXHSA BMECTO
peTporpafHoro. KOHCTpyKuus NPOKCMMANbHOTO  KOHLUA
ctepxHa META-TAN no3sonfetr nNpoBOAWUTL CTaHAapTHOE
pasmelieHne (uKCUMpyK LW ero BUHTa nojh yrnom 146 uTo
obecneuynBaeT ero pacnosoxeHue Ha OJHOM YpOBHE C
natepanbHbIM  KOPKOBLIM CnoemM W no3gonseTr u3bexatb
JONONMHUTENbHOTO Yyrny6neHusa oTeBepcTud (PucyHok C),
CTaHAapTHbIA ~ BapWaHT NPOKCMMANbLHOTO  pasmMel eHus
610KUPYKIWMX BWUHTOB  MNO3BONAET  XWpypram  Nle4YnTb
nepenombl cpeaHeit yactn 6eApeHHOR KOCTU 6€e3 yCTaHOBKM
BUHTOB B  r0n10BKY, OO6beAMHEHHbI pexum npu
NPOKCMMaNnbHOM pasmeLieHuu BUHTOB nosgonser
pacnonarate MXx nop yrnom 127 ® K NpOKCMMaNibHOW OCK
CTEPXHA M C HaKNOHOM NO OTHOWEHWW K ronoske 6egpa
(PucyHnok B), B cucreme META-TAN wucnonbsytTcs
ctarnsawwmue (guametpom 8,6 MM) U KOMNPECCUOHHbBIE
(amameTpom 6,2 MM) BUHTHI (T.e. LedanoyepBuKkanbHbie) C
06bIYHON fgns  6nokupylWwnx BUHTOB pe3bboil. Korga
ctTdarnsarvouime mMm KOMNPecCMoHHbLI€ BUHTHI yCTaHOBﬂeHbI
M 3a610KMpOBaHbl B MOMOXEHUM, MOXOXEM Ha uugpy 8,
obuwuii pasmep 3TOi KOHCTpykuwu cocTaBnsetr 13,5 mm
(PucyHok E). Mcnonb3oBaHWe KOMMNPECCUOHHbIX BUHTOB
no3gonder 6710kNpoBaTbh KOHCTPYKLUMIK NOL ONpefeNeHHbIM
YyrAiOM M Cnoco6CTBYeT 06GMErYeHuto  CKONMbXEHUs B
nocTonepaymoHHOM nepuoge. KoHueBble BUHTbI
npeactaBnensl B Tpéx Bapuautax; Omm, 5 mm un 10 wmm.
Pa3smelaTca B OTBEPCTUM HA TOPLE MPOKCUMaNbHOTO KOHLa
CTEPXHA U nNPenaTcTBYT nonagaHuiw wMmycopa B Teno
CTEPXHSA.

Ha pucyHkax HWxXe npefcTtaBfieHbl UMNAAHTUPYeMble
KOMMOHEHTHI cucTemsbl META-TAN. M3o06paxeHune
LEMOHCTPUPYET KOHCTPYKTUBHbIE OCOGEHHOCTW CTEPXHEN M
BUHTOB.
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proximal dimensions vary between 12.7mm X
14.1mm to 14.0mm X 14,6mm, depending on the
selected diameter of the nail.

The nails include screw site options for integrated
lag and compression screw fixation mode (Figure
B) and also for femoral reconstruction (‘recon’)
locking mode (Figure C). The distal ends of the
nails include 3 screw holes that accommodate
static and dynamic screw options (Figure D). The
3 threaded distal locking holes allow surgeons the
option to treat distal fourth femur with an
antegrade nail instead of a retrograde nail. The
proximal end of the META-TAN nails include a
standard femoral locking screw option featuring a
146® angle that is intended to leave the screw in a
flush position with the lateral femoral cortex, as
opposed to requiring a

countersink (Figure C). The standard locking
proximal option allows surgeons to treat mid-shaft
femur fractures without placing screws in the
femoral head. The proximal end of the nail also
includes the integrated screw mode option, which
is positioned at 127° from the proximal nail axis
and angled towards the femoral head (Figure B).
The META-TAN system uses 8.6mm-diameter lag
screws and 6.2mm-diameter compression
screws (i.e. cephalocervical screws), which share
a common interlocking thread. When the lag and
compression screws are installed and interlocked in
the figure eight position, the combined interlocked
height dimension is 13.5mm (Figure E). The
interlocking compression screw mode utilizes set
screws to lock the construct for a fixed angle device
or to facilitate postoperative sliding. Set screws
are available in three versions: Omm, 5 mm and 10
mm. They are located in the hole atthe end of the
proximal end of nail and prevent debris from
entering the body of nail.

Referto figures below for renderings of the META-
TAN system implantable components. The images
display the critical geometries and features of the
nails and screws.
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OMM=12.7MH

2 9HH=14.1HH
10mm=12.7 mm 10HN=14.1MM
11.51Mm=12.7mm 11.5HM=14.4m1
13HH=14uH

13HH=:14.6HH
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ONUCAHWE MPUHAALNEXHOCTEWN/ DESCRIPTION OF ACCESSORIES
MpUHAANEXHOCTU OTCYTCTBYIOT.

8.6MM

13.5mm

There are no accessories included.

TEXHUYECKWE XAPAKTEPUCTUKWN MW/ TECHNICAL CHARACTERISTICS OF MD

KoMnoHeHTb cuctembl/

Pasmepbl, MM /
System components Sizes, mm
BuHTbH kKOoHueBble META-TAN:
Onnual/Length:
BUHT KOHLeBON META-TAN OmMm/ 29,41 + 0,25
META-TAN Omm Set Screw OAvnameTtp/Diameter:
6,6 + 0,076
OnuHa/Length:
35,41 + 0,25
AvnaveTtp/Diameter:
BUHT KOHULeBOi# META-TAN Smm/ 6,6 + 0,076
META-TAN 5mm Set Screw Onvnna ronoskn/Head length:
45 + 0,25
AnameTp ronosku/Head diameter:
11,99 + 0,13
AnuHa/lLength:
40,41 + 0,25
BMHT KoHLueBOW META-TAN Awawerp/Diameter:
1omm/ 6,6 + 0,076
META-TAN 1Omm Set Screw OnvwHa ronoBku/Head length:
9,5 + 0,25
OvamveTp ronoBskn/Head diameter:
11,99 + 0,13
BUHT KOMNpPEeccCMoHHbIH META-TAN 35MMm

OnuHa/Length:

+
BUHT KOMNPecCMOHHbIA META- 35v‘ 0,25 .
TAN 35mm/ OnameTp pabouyeih yactu/Diameter of
. work part:
META-TAN Compression Screw
bl 6,22 + 0,051
OnvwHa ronoBku/Head length:

12,7 £ 0,25

Packaging weight, g

40 £ 4

43 + 4.3

44 + 4.4

45 £ 4.5

40MH

Macca B ynakoBke, r/



OvnameTp ronoBku/Head diameter:
7,01 + 0,076

KomMnnekTbel mHTerpupoBaHHbIX BUHTOB META-TAN

KoMnneKT UHTerpupoBaHHbIX
BMHTOB META-TAN 70/65/
META-TAN Lag/Comp Kit 70/65

KOMNNeKT UHTEerpmpoBaHHbIX
BUHTOB META-TAN 75/70/
META-TAN Lag/Comp Kit 75/70

KoMnneKT MHTErpupoBaHHbLIX
BMHTOB META-TAN 80/75/
META-TAN Lag/Comp Kit 80/75

KOMNNEeKT MHTEerpupoBaHHbIX
BUHTOB META-TAN 85/80/
META-TAN Lag/Comp Kit 85/80
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BUHT cTaruBawwmnii 70mm/ META-TAN Lag
Screw 70mm:
AnvHa (none3Haa gnuHa)/ Length
(useful length):
70,1 + 0,25
OnunHa pa6boyeih wactu/ Length of work
part:
60,68 + 0,25
OnameTtp/Diameter:
8,64 £ 0,13
BUHT KOMMNpPECCUMOHHbIK 65mMmM/ META-TAN
Compression Screw 65mm:
OAnnual/lLength;
65,02 = 0,25
NMNonesHas gnuHa/Useful length:
52,32 + 0,25
OunameTp paboueit yvactu/Diameter of

work part;
6,22 + 0,051

BUHT ctaruBawwuit 75mm/ META-TAN Laa

Screw 75mm:
OnunHa (none3Hasda gnuHa)/ Length
(useful length):
74,93 + 0,25
AnnHa pa6boueih yvactmu/ Length of work
part:
65,51 + 0,25
OAvnameTp/Diameter:
8,64 + 0,13
BUHT KomMnpeccuoHHblh 70mMm/ META-TAN
Compression Screw 70mm:
AnuHal/Length:
70,1 £ 0,25
NMNonesHasa gnuHa/Useful length:
57,4 + 0,25
OunameTp pab6oueit yvactu/Diameter of
work part:
6,22 + 0,051
BUHT cTarnsaowunii 80mm/ META-TAN Laa
Screw 80mm:
AnvHa (none3Haa gnuHa)/ Length
(useful length):
80,01 £ 0,25
OnunHa pa6oueit vactu/ Length of work
part:
70,59 £ 0,25
AnameTtp/Diameter:
8,64 £ 0,13
BUHT KOMNpeccuoHHblh 75mm/ META-TAN
Compression Screw 75mm:
AnuHal/Length:
74,93 £ 0,25
Mone3Has gnnHa/Useful length:
62,23 £ 0,25
OunameTp paboyeih yactu/Diameter of
work part:
6,22 + 0,051
BUHT cTaruBawwmnii 85mm/ META-TAN Laa
Screw 85mm:
OnwHa (none3Haa gnuHa)/ Length
(useful length):
85,09 = 0,25
AnnHa pabouyeih yvactu/ Length of work
part:
75,67 = 0,25
OunameTp/Diameter:

68 + 6,8

85 + 8,5

79 +7)9

85 + 85



«KWU

KOMNNEeKT MHTerpnupoBaHHbIX
BMHTOB META-TAN 90/85/
META-TAN Lag/Comp Kit 90/85

KoMNNeKT MHTerpupoBaHHbBIX
BUHTOB META-TAN 95/90/
META-TAN Lag/Comp Kit 95/90

KOMNNeKT MHTETPUPOBAHHBIX
BMHTOB META-TAN 100/95/
META-TAN Lag/Comp Kit
100/95

KOMNNEeKT MHTerpupoBaHHbIX
BMHTOB META-TAN 105/100/
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8,64 + 0,13

BWHT KOMMpecCuoHHbIn 80mMm/ META-TAN
Compression Screw 80mm:
OnunHal/Length:
80,01 = 0,25
MonesHas gnuHa/Useful length:
67,31 + 0,25
OunameTp pabouyeih yactu/Diameter of
work part:
6,22 + 0,051
BUHT cTtarnBatowunin 90mm/ META-TAN Laa
Screw 90mm:
OnvnHna (none3Haa gnuHa)/ Length
(useful length):
89,92 + 0,25
AnnHa pab6oyeit yactu/ Length of work
part:
80,49 + 0,25
OnameTtp/Diameter:
8,64 + 0,13
BWHT _kKomnpeccuoHHbln 85mMm/ META-TAN
Compression Screw 85mm:
OnnHal/Length:
85,09 = 0,25
Mone3Has gnuHal/Useful length:
72,39 £ 0,25
OvameTp paboueit yactu/Diameter of

work part:
6,22 + 0,051

BuUHT cTtarnBatowunin 95mm/ META-TAN Laa

Screw 95mm:
OnunHa (none3HasdA gnuHa)/ Length
(useful length):
95 + 0,25
OnnHa paboueih yvactn/ Length of work
part:
85,57 + 0,25
OnameTtp/Diameter:
8,64 £ 0,13
BWHT KOMMpecCuoHHbIn 90mMm/ META-TAN
Compression Screw 90mm:
OnuHal/lLength:
89,92 + 0,25
Mone3Haa gnnHal/Useful length:
77,22 = 0,25
OvnameTp paboueli yactu/Diameter of
work part:
6,22 + 0,051

BUHT cTarnBatowmnii 100mm/ META-TAN Laa

Screw 100mm:
OnvHa (none3Hada gnuHa)/ Length
(useful length):

100,08 + 0,25

OAnuHa pa6oueit yvactu/ Length of work

part:
90,65 + 0,25
OvnameTp/Diameter:

- 8,64 £0,13

BMHT KomnpeccuoHHbn 95mm/ META-TAN

Compression Screw 95mm:

AnuHal/lLength:
95 £+ 0,25
MonesHas gnuHal/Useful length:

82,3 £ 0,25

OvnameTp paboueit yvactu/Diameter of
work part:
6,22 = 0,051

BuHT cTaruBatowmin 105mMm/ META-TAN Laa

Screw 105mm:

88 + 8,8

88 + 8,8

94 £ 9,4

102 + 10,2



META-TAN Lag/Comp Kit
105/100

KOMNNeKT MHTErpupoBaHHbIX
BMHTOB META-TAN 110/105/
META-TAN Lag/Comp Kit
110/105

KOMNNeKT MHTETPUPOBAHHDbIX
BMHTOB META-TAN 115/110/
META-TAN Lag/Comp Kit
115/110

KoMnNneKT UHTerpupoBaHHbBIX
BMHTOB META-TAN 120/115/
META-TAN Lag/Comp Kit
120/115
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AnvHa (nones3Has gnuHa)/ Length
(useful length):
104,9 £ 0,25
OnunHa paboueih yvactu/ Length of work
part:
95,48 = 0,25
AnameTtp/Diameter:
8,64 + 0,13
BUHT kKoMnpeccuoHHbIli 100mm/ META-TAN
Compression Screw 100mm:
OnuHal/lLength:
100,08 £ 0,25
Mone3Haa ganuHa/Useful length:
87,38 + 0,25
OAvnameTp pa6boueih yactu/Diameter of
work part:
6,22 + 0,051
BUHT ctarnBawowmnin 110mm/ META-TAN Lap
Screw 110mm:
AnvnHa (none3Haa gnuHa)/ Length
(useful length):

109,98 £ 0,25
OAnvHa pa6boueih yvactu/ Length of work
part:
85,32 £ 0,25
OnameTp/Diameter:
8,64 £0,13
BWHT KOMnpeccUoHHbIA 105mm/ META-TAN
Compression Screw105mm:
AnuHal/lLength:
104,9 = 0,25
MonesHana gnuua/Useful length:
92,2 £ 0,25
OunameTp paboueit yactu/Diameter of
work part:
6,22 = 0,051
BUHT cTaruBawowmin 115mm/ META-TAN Lag
Screw 115mm:
OnunHa (none3Has gnunHa)/ Length
(useful length):
115,06 £ 0,25
OnunHna paboueit wvactu/ Length of work
part:
105,64 + 0,25
OvameTp/Diameter:
8,64 £ 0,13
BUHT komnpeccnoHHbIli 100mm/ META-TAN
Compression Screw 110mm:
Onuual/lLength:
109,98 £ 0,25
Monesnana gnuua/Useful length:
97,28 = 0,25
OvnamveTp paboueit yvactu/Diameter of
work part:
6,22 £ 0,051
BuHT cTaruBatowmnii 120mm/ META-TAN Lag
Screw 120mm:
AnnHa (none3Haa gnuHa)/ Length
(useful length):
119,89 £ 0,25
OnuHa pa6oueit yactu/ Length of work
part:
110,46 + 0,25
OvnameTtp/Diameter:
8,64 = 0,13

BWHT KOMNpeccUoHHbIh 115mm/ META-TAN
Compression Screw 115mm:
AnuHal/lLength:
115,06 £ 0,25

102 = 10,2

102 + 10,2

102 + 10,2

20



N

KoMnNNneKT UHTErpUPOBAaHHbIX
BuHTOB META-TAN 125/120/
META-TAN Lag/Comp Kit
125/120

CtepxxeHn META-TAN

CtepXeHb META-TAN 9mMM X
30cm, neBbl i/
META-TAN Nail 9mm x 30cm
Left
CtepXeHb META-TAN 9mm x
32cm, neBbiin/
META-TAN Nail 9mm x 32cm
Left
CtepXeHb META-TAN 9mm x
34cm, neBblii/
META-TAN Nail 9mm x 34cm
Left
CtepxeHb META-TAN 9mm x
36cm, neBbl i/
META-TAN Nail 9mm x 36cm
Left
CtepxeHb META-TAN 9mm x
38cm, neBbl it/
META-TAN Nail 9mm x 38cm
Left
CtepXeHb META-TAN 9mm x
40cm, neBblii/
META-TAN Nail 9mm x 40cm
Left
CtepXeHb META-TAN 9mm x
42cm, neBbl i/
META-TAN Nail 9mm x 42cm
Left
CtepxeHb META-TAN 9mm x
44cm, neBblin/
META-TAN Nail 9mm x 44cm
Left
CtepxeHb META-TAN 9mm x
46cm, neBbl i/
META-TAN Nail 9mm x 46cm
Left
CtepxeHb META-TAN 9mm x
48cm, neBbl i/
META-TAN Nail 9mm x 48cm
Left
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MonesHasa gnnHa/Useful length:

102,36 + 0,25

OvameTp paboyeih yactu/Diameter of

work part:
6.22 + 0,051

BUHT cTarmBawowmnii 125mm/ META-TAN Laa

S5r.rew 1?5mm:

AnvnHa (none3Haa gnuHa)/ Length

(useful length):
124,97 + 0,25

OnuHa pa6oueit yactu/ Length of work

part:
115,54 + 0,25
OvameTp/Diameter:
8,64 + 0.13

BMHT KOMMNOECCUOHHbIK 120mm/ META-TAN

CnTnrpa™won 5rrew 120mm:
OnuHal/Length:
119,89 + 0,25

MonesHas anuHa/Useful length:

107,19 = 0,25

OvnameTp pabouyeih yactu/Diameter of

work part:
6.22 + 0,051

AnuHa/Length:
300 + 0,25
OAvaveTtp/Diameter:
9 + 0,051

OnuHal/lLength;
320 £ 0,25
AnameTtp/Diameter:
9 + 0,051

OnunHal/Length:
340 = 0,25
OunameTtp/Diameter:
9 + 0,051

Annunal/Length:
360 + 0,25
AvnawveTtp/Diameter:
9 £ 0,051

Onnual/lLength:
380 £ 0,25
OvnameTtp/Diameter:
9 £ 0,051

OnnHa/lLength:
400 = 0,25
AnameTtp/Diameter:
9 + 0,051

AnuHal/Length:
420 £ 0,25
AnameTp/Diameter:
9 + 0,051

OnuHal/Length:
440 + 0,25
OAunameTp/Diameter:
9 + 0,051

AnuHa/Length:
460 = 0,25
AnameTp/Diameter:
9 + 0,051
AnuHa/Length:
480 + 0,25
AnameTp/Diameter:
9 + 0,051

102 + 10,2

255 + 255

272 + 27,2

294 * 29,4

272 = 27,2

283 + 28,3

283 + 28,3

272 £ 27,2

294 + 29,4

295 + 295

0,298 = 29,8



[0

CtepxeHb META-TAN 9MMm X
50cM, neBblin/
META-TAN Nail 9mm x 50cm
Left
CtepxeHb META-TAN 9MM X
30cm, npaBbl it/
META-TAN Nail 9mm x 30cm
Right
CtepxeHb META-TAN 9mm Xx
32cm, npaBbl it/
META-TAN Nail 9mm x 32cm
Right
CtepXeHb META-TAN 9mm x
34cm, npaBbl it/
META-TAN Nail 9mm x 34cm
Right
CtepXeHb META-TAN 9mm Xx
36cm, npaBbl i/
META-TAN Nail 9mm x 36cm
Right
CtepXeHb META-TAN 9mm x
38cm, npaBbl i/
META-TAN Nail 9mm x 38cm
Right
CtepXeHb META-TAN 9mm x
40cm, NnpaBbl i1/
META-TAN Nail 9mm x 40cm
Right
CtepxeHb META-TAN 9mm X
42cm, npaBblii/
META-TAN Nail 9mm x 42cm
Right
CtepxeHb META-TAN 9mm x
44cm, npaBblii/
META-TAN Nail 9mm x 44cm
Right
CtepxeHb META-TAN 9mm x
46cm, npaBblii/
META-TAN Nail 9mm x 46cm
Right
CtepxeHb META-TAN 9mm x
48cm, npaBblii/
META-TAN Nail 9mm x 48cm
Right
CtepxeHb META-TAN 9mm x
50cm, npaBbl i/
META-TAN Nail 9mm x 50cm
Right
CtepXeHb META-TAN 10mm x
30CM, neBblii/
META-TAN Naii 10mm x 30cm
Left

CtepxeHb META-TAN 10mm x
32cm, neBbl i/
META-TAN Naii 10mm x 32cm
Left
CtepXeHb META-TAN 10mm x
34cm, neBblin/
META-TAN Naii 10mm x 34cm
Left
CTtepxXeHb META-TAN 10mm x
36cm, neBbl i/
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OnunHal/Length:
500 = 0,25

OunameTp/Diameter:

9 + 0,051

OnuHal/lLength:
300 £ 0,25

AnameTp/Diameter:

9 + 0,051

AnunHal/lLength:
320 + 0,25

OvnameTp/Diameter:

9 + 0,051

OAnunual/lLength:
340 + 0,25

OvnaveTtp/Diameter:

9 £ 0,051

AnvnHnal/Length:
360 + 0,25

OvaveTtp/Diameter:

9 + 0,051

Anunal/lLength:
380 = 0,25

AnameTp/Diameter:

9 £ 0,051

AnuHnal/lLength:
400 £+ 0,25

AvnameTp/Diameter:

9 + 0,051

AnunHal/lLength:
420 £ 0,25

AvnamvmeTtp/Diameter:

9 + 0,051

AnunHal/lLength:
440 £ 0,25

AvnamvmeTtp/Diameter:

9 +£0,051

AnunHal/lLength:
460 + 0,25

AnameTtp/Diameter:

9 + 0,051

OnunHal/Length:
480 + 0,25

OvnameTp/Diameter:

9 + 0,051

OnuHal/lLength:
500 + 0,25

AnameTtp/Diameter:

9 + 0,051

AnuHnal/lLength:
300 + 0,25

AunameTp/Diameter:

10 + 0,051

Onnua/lLength:
320 + 0,25

OunameTp/Diameter:

10 + 0,051

OnuHal/lLength:
340 + 0,25

AnameTp/Diameter:

10 + 0,051
AnunHal/lLength:
360 + 0,25

AnameTtp/Diameter:

301

261

272

272

294

283

277

283

289

289

295

295

261

272

294

294

30,1

26,1

27,2

27,2

29,4

28,3

28,3

28,9

28,9

29,5

29,4



"IMETA-TAN Nail 10mm x Jociii
Left

38cM, neBblin/
META-TAN Nail 10mm x 38cm
Left

40cm, neBbiin/
META-TAN Nail 210mm x 40cm
Left

42cM, neBblii/
META-TAN Nail 10mm x 42cm
L e ft

44cM, neBblin/
META-TAN Nail 10mm x 44cm
Left

46¢cM, neBblii/
META-TAN Nail IOmm x 46cm
L e ft

48cm, neBblin/
META-TAN Nail 10mm x 48cm
Left

50cm, neBblin/
META-TAN Nail IOmm x 50cm
Left

30cm, npaBbIii/
META-TAN Nail 10mm x 30cm

Right

32cm, npasBbin/
META-TAN Nail 10mm x 32cm
Right -
34cM, npaBbin/
META-TAN Nail IOmm x 34cm
Right

36c¢cm, npaBbiin/
META-TAN Nail IOmm x 36cm
Right

38cM, lMpaBbiii/
META-TAN Nail IOmm x 38cm
Right

40cM, npaBblii/
META-TAN Nail IOmm x 40cm
Right

42cM, MpaBsblit/
META-TAN Nail IOmm x 42cm
Right

44cm, MpaBblit/
META-TAN Nail IOmm x 44cm
Right

4BCM, NpaBblii/
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10 + 0,051

OnuHa/Length:

380 + 0,25
OvnameTtp/Diameter:

10 £ 0,051
OnuHa/Length:

400 + 0,25
OAnametp/Diameter:

10 £ 0,051
OnnHa/Length:

420 £ 0,25
OuameTp/Diameter:

10 £ 0,051
AnuvHa/Length:

440 £ 0,25
AnameTtp/Diameter;

10 + 0,051
OnuvHa/Length;

460 = 0,25
AvnameTtp/Diameter:

10 + 0,051
AnvHa/Length;

480 + 0,25
AnameTtp/Diameter:

10 £ 0,051
AnuvHa/Length;

500 = 0,25
AnameTtp/Diameter:

10 = 0,051
AnnHa/Length:
300 £ 0,25
OuvameTp/Diameter:
10 £ 0,051
OnuvHa/Length:

320 £ 0,25
AnameTtp/Diameter;

10 + 0,051
AnuvHa/Length;

340 + 0,25
OvnameTp/Diameter;

10 £ 0,051
AnnHa/Length:

360 £ 0,25
OunawmeTtp/Diameter:

10 £ 0,051
OnuvHa/Length:

380 £ 0,25
AnameTtp/Diameter;

10 £ 0,051
AnvHa/Length:
400 = 0,25
OunameTp/Diameter:
10 £ 0,051
OnuvHa/Length:
420 + 0,25

AnameTtp/Diameter;

10 + 0,051
AnuvHa/Length;
440 = 0,25

AnameTp/Diameter:

10 £ 0,051
AnuvHa/Length;
460 = 0,25

283

294

294 +

294

312 +

318 +

318

266

272

294

272 +

289

294

294 =

+ 28,3

+ 29,4

29,4

+ 29,4

31,2

31,8

+ 26,6

+ 27,2

29,4

+ 28,9

29,4

29,4



META-TAN Nail IOmm x 46cm
Riaht
CtepxeHb META-TAN 10MM X
48cM, npaBblii/
META-TAN Nail IOmm x 48cm
Right
CtepxeHb META-TAN 10mMMm X
50cM, npaBblit/
META-TAN Nail IOmm x 50cm
Riaht
CtepxeHb META-TAN 11,5mMm Xx
30cM, neBblii/
META-TAN Nail II,L,5m m x 30cm
Left
CtepxeHb META-TAN 11,5mMM X
32cM, neBblii/
META-TAN Nail I, 5m m x 32cm
Left
CtepxeHb META-TAN 11,5MmM X
34cM, neBblii/
META-TAN Nail II,5m m x 34cm
Left
CtepxeHb META-TAN 11,5mMM X
36¢cM, neBbIin/
META-TAN Nall 11,5mm x 36cm
Left
CtepxXeHb META-TAN 11,5mMm X
38cM, neBblii/
META-TAN Nail II,Smm x 38cm
Left
CtepxeHb META-TAN 11,5MM X
40cM, neBblin/
META-TAN Nail 11,5mm x 40cm
Left
CtepxeHb META-TAN 11,5Mm X
42cM, neBblin/
META-TAN Nail 11,5mm x 42cm
Left
CtepxeHb META-TAN 11,5mm «x
44cm, NeBbIN/
META-TAN Nail 11,5mm x 44cm
Left
CtepxeHb META-TAN 11,5mm X
46¢cM, neBblin/
META-TAN Nail 11,5mm x 46cm
Left
CtepxeHb META-TAN 11,5mMMm X
48cM, neBblit/
META-TAN Nail 11,5mm x 48cm
Left
CtepxeHb META-TAN 11,5MM Xx
50cM, neBbIn/
META-TAN Nall 11,5mm x 50cm
Left
CtepxeHb META-TAN 11,5mm «x
30cm, NpaBblin/
META-TAN Nail 11,5mm x 30cm
Right

CtepxxeHb META-TAN 11,5mm x
32cm, NpaBblin/

META-TAN Nail 11,5mm x 32cm
Right
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OunaveTtp/Diameter;
10 £0.051
OnunHa/Length:
480 + 0,25
OvnawveTtp/Diameter:
10 + 0,051
OnuHa/Length:

500 + 0,25
OnameTtp/Diameter:

10 + 0,051

OnunHa/Length:
300 + 0,25
OunamveTtp/Diameter:
11,5 + 0,051

OnuHual/lLength:
320 £0,25
OvnamveTtp/Diameter:
11,5 + 0,051
OnunHa/lLength:
340 = 0,25
OvnaveTtp/Diameter:
11,5 + 0,051
OnuHa/Length:
360 *+ 0,25
OuawmeTtp/Diameter:
11,5 £ 0,051
AnunHal/Length:
380 * 0,25
OuawveTtp/Diameter:
11,5 0,051
OnuHa/Length:
400 * 0,25

OvnamveTtp/Diameter:

11,5 £0,051

OnunHa/lLength:
420 *£0,25

Ovnawvetp/Diameter:

11,5 0,051

OnuHal/lLength:
440 *0,25

OnawveTp/Diameter:

11,5 0,051

OnunHa/lLength:
460 = 0,25

Onamvetp/Diameter:

11,5 + 0,051

OnuHa/Length:
480 % 0,25

OnameTtp/Diameter:

11,5 £ 0,051

OnuHa/lLength:
500 + 0,25

OnameTp/Diameter:

11,5 £ 0,051

OnvnHa/lLength:
300 £ 0,25

OnameTtp/Diameter:

11,5 + 0,051

OnuHa/lLength:
320 + 0,25

OnameTtp/Diameter:

11,5 £0,051

318 + 31,8
318 + 31,8
295 + 29,5
340 = 34
306 *£30,6
340 =% 34
340 *x 34
340 * 34
340 * 34
351 = 35,
351 + 35,
352 + 35,
289 = 28,
289 £ 28,
289 £ 28,



CtepxeHb META-TAN 11,5mMMm X
34cm, npaBblii/
META-TAN Nail 11,5mm x 34cm
Right
CtepxeHb META-TAN 11,5mMmMm X
36¢cm, npaBblii/
META-TAN Nail 11,5mm x 36cm
Right
CtepxeHb META-TAN 11,5mm x
38cm, NpaBbiin/
META-TAN Nail 11,5mm x 38cm
Right
CtepXeHb META-TAN 11,5mm x
40cm, npaBblii/
META-TAN Nail 11,5mm x 40cm
Right
CtepxeHb META-TAN 11,5mm x
42cm, npaBbliii/
META-TAN Nail 11,5mm x 42cm
Right
CtepxeHb META-TAN 11,5mm «x
44cm, npaBblin/
META-TAN Nail 11,5mm x 44cm
Right
CtepxeHb META-TAN 11,5mm «x
46cm, npaBblin/
META-TAN Nail 11,5mm x 46cm
Right
CtepxeHb META-TAN 11,5mm x
48cm, NnpaBblii/
META-TAN Nail 11,5mm x 48cm
Right
CtepxeHb META-TAN 11,5Mm X
50CM, npaBblii/
META-TAN Nail 11,5mm x 50cm
Right
CtepxeHb META-TAN 13mMM X
30cM, neBbiin/
META-TAN Nail 13mm x 30cm
Left
CtepxeHb META-TAN 13mm «x
32cm, NeBblit/
META-TAN Nail 13mm x 32cm
Left
CtepxxeHb META-TAN 13mm x
34cm, neBblii/
META-TAN Nail 13mm x 34cm
Left
CtepxeHb META-TAN 13mm x
36¢cM, nesbiin/
META-TAN Nail 13mm x 36cm
Left
CtepxeHb META-TAN 13mm x
38cm, neBblii/
META-TAN Nail 13mm x 38cm
Left
CtepxeHb META-TAN 13mm x
40cm, neBbin/
META-TAN Nail 13mm x 40cm
Left
CtepxxeHb META-TAN 13mm «x
42cM, neBblin/
META-TAN Nail 13mm x 42cm
Left
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OnuHa/lLength:
340 = 0,25

Onametp/Diameter:

11,5 £ 0,051

OnuHa/Length:
360 + 0,25

OuameTtp/Diameter:

11,5 + 0,051

OnuHa/lLength:
380 % 0,25

Ovnawvetp/Diameter:

11,5 = 0,051

OnuHa/lLength:
400 + 0,25

OunawmeTtp/Diameter:

11,5 £ 0,051

OnuHa/lLength:
420 + 0,25

Ovnavetp/Diameter:

11,5 = 0,051

OnunHa/lLength:
440 + 0,25

OuameTtp/Diameter:

11,5 £ 0,051

OnwnHa/lLength;
460 * 0,25

OnameTtp/Diameter:

11,5 £ 0,051

OnvHal/lLength:
480 + 0,25

OunameTtp/Diameter:

11,5 + 0,051

OnvnHa/Length:
500 + 0,25

Ounavetp/Diameter:

11,5 + 0,051

OnunHa/Length:
300 = 0,25

Ovnametp/Diameter:

13 £ 0,051

OnnHa/Length:
320 *0,25

OvnaveTp/Diameter:

13 = 0,051

OnuHal/lLength:
340 % 0,25

OvnawveTp/Diameter:

13 + 0,051

OnuHal/lLength:
360 + 0,25

OvnawveTp/Diameter:

13 + 0,051

AnunHal/Length:
380 * 0,25

AnameTtp/Diameter:

13 + 0,051

OnuHa/lLength:
400 * 0,25

OnameTp/Diameter:

13 £ 0,051

OnuHa/lLength:
420 * 0,25

OunamveTtp/Diameter:

13 £ 0,051

289 = 28,9
351 £ 35,1
351 = 35,1
351 £ 35,1
340 + 34
340 + 34
283 + 28,3
340 = 34
374 x 37,4
289 + 28,9
272 £ 27,2
351 x 35,1
351 x= 35,1
351 + 35,1
328 = 32,8
272 £ 27,2



CtepxeHb META-TAN 13MM X
44cwm, neBblii/
META-TAN Nail 13mm x 44cm
Left
CtepxeHb META-TAN 13mm x
46cm, neBblii/
META-TAN Nail 13mm x 46cm
Left
CtepxeHb META-TAN 13mm x
48cm, neBblin/
META-TAN Nail 13mm x 48cm
Left
CtepxeHb META-TAN 13mMMm X
50cM, neBsbiin/
META-TAN Nail 13mm x 50cm
Left
CtepxeHb META-TAN 13mm «x
30cM, npaBblii/
META-TAN Nail 13mm x 30cm
Right

CtepxeHb META-TAN 13MM X
32cM, npasblii/
META-TAN Nail 13mm x 32cm
Riaht
CtepxeHb META-TAN 13mMmMm X
34cM, npaBblii/
META-TAN Nail 13mm x 34cm
Right
CtepxeHb META-TAN 13mm x
36¢cM, npaBblii/
META-TAN Nail 13mm x 36cm
Right
CtepxeHb META-TAN 13mm x
38cM, npaBblii/
META-TAN Nail 13mm x 38cm
Right
CtepxeHb META-TAN 13MM X
40cM, npaBbiii/
META-TAN Nail 13mm x 40cm
Right
CtepxeHb META-TAN 13MM X
42cM, npaBblin/
META-TAN Nail 13mm x 42cm
Right
CtepxeHb META-TAN 13mMMm X
44cM, npaBbiin/
META-TAN Nail 13mm x 44cm
Right
CtepxeHb META-TAN 13mm x
46cm, NpaBblii/
META-TAN Nail 13mm x 46cm
Right
CtepxXeHb META-TAN 13mm x
48cm, NnpaBbliin/
META-TAN Nail 13mm x 48cm
Right
CtepxeHb META-TAN 13mm x
50cm, npaBblii/
META-TAN Nail 13mm x 50cm
Right
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OnuHa/lLength:
440 % 0,25

OvnaveTtp/Diameter:

13 £ 0,051

OnnHa/lLength;
460 + 0,25

Ovnawvetp/Diameter:

13 + 0,051

OnnHa/lLength:
480 + 0,25

OnameTtp/Diameter:

13 + 0,051

OnvnHal/lLength:
500 + 0,25

OnaveTp/Diameter:

13 = 0,051

OnunHal/Length:
300 + 0,25

OnameTtp/Diameter:

13 + 0,051

OnunHa/lLength:
320 + 0,25

OnameTtp/Diameter:

13 + 0,051

OnuHa/lLength:
340 £ 0,25

Onavertp/Diameter:

13 £+ 0,051

OnuHa/lLength:
360 = 0,25

Ovnawvetp/Diameter:

13 £+ 0,051

OnuHa/lLength:
380 + 0,25

OnameTtp/Diameter:

13 £+ 0,051

OnuHa/Length:
400 % 0,25

OnameTp/Diameter:

13 + 0,051

OnuHal/lLength:
420 + 0,25

Onamvmetp/Diameter:

13 = 0,051

OnunHa/lLength:
440 + 0,25

OvnawveTp/Diameter:

13 + 0,051

OnvHa/Length:
460 * 0,25

OvnameTp/Diameter:

13 £ 0,051

OnuHnal/lLength:
480 = 0,25

OvawveTp/Diameter:

13 + 0,051

OnvnHal/lLength:
500 + 0,25

OunameTtp/Diameter:

13 £ 0,051

SHAYEHWNA CMMBO/TOB/ INTERPRETATION OF SYMBOLS

294 + 29,4

357 £ 35,7

357 x 35,7

300 = 30

283 £ 28,3

340 + 34

272 £ 27,2

340 + 34

369 + 36,9



4 |

n3rotosutens

Homep no kaTtanor
REF CATALOG P Y
NUMBER
YNONHOMOUYEHHBIW
EC REPI npeacrtasutens EC
I_oI-BATCH Kop naptum
CODE
Ctepunusauuns paagunauyuei
STERILE R
IRRADIAUON StERIIIZED
USE Mcnonb3oBaTh A0
S BY
He ncnonb3oBaTb NOBTOPHO
jfiSK -
OcTopoxHo! O6paTuTtech K
A MHCTPYKLMUMN MO NPUMEHEHWUIO

PaspeweHa npojaxa TO/NbKO
KBanUMULNPOBaAHHbIM
cneuvanuctam  WUAM N0 UX
yKasaHUuIo

3Hak cooTBeTCTBMUA

CE

ctaHgapTtam EC

A KonnyecTtBo WTyK
QI-Y_ (1) ynakoske: 1
NeHTa mebuyca. Onsa
YN BTOPUYHON NMepepaboTKM
cla&te

JlorotTun KomnaHumn
Smith&Nephew

lsmth&nephew

BO3MOXHOCTb WU METOAbI

INTEGRATING WITH OTHER MEDICAL DEVICES
KOMMNOHEeHTHI npefgHasHa4vyeHbl ansa mcnonb3oBaHmsa
COBMECTHO C WHCTpyMeHTaMu [AN1A YyCTaHOBKW KOMMNOHEHTOB
cnctembl TRIGEN META-TAN, a Takxe pjgpyrumum obue
onepaunoHHbBIMW WHCTPYMeHTaMW, PeKOMeHJOBaHHbIMU AN
[LaHHOW npoueaypsl.

CoBMeCTHO co cTepXHAMM META-TAN mMoryT ucnonbsoBaThbca
6nokMpytoumme BUHTbBI MNpom3BoACTBa KomMmaHuu Smith &

Nephew.

Manufactured by:

REF CNAJGIB%% Catalog number
Authorized representative of
ECIREPI e e
BATCH Batch code
CODE
STERILE R Sterilized using irradiation
IRRADIATION STERILIZED
SE Use by date
BY

Do not re-use

Caution! Refer to the

instructions for use

Caution: U.S, Federal law
restricts this device to sale by
or on order of a physician
Conformity to EU standards

CE
Qry- (1)

QTY: (1)
The Mobius strip. Recyclable

Smith&Nephew company 's
?ismtth&fiephew  0go

WHTErPAUUWN C APYTUMW MW/ THE POSSIBILITY AND WAYS OF

The subject devices are intended for using together
with TRIGEN META-TAN Instruments and General
Instruments recommended for this inten/ention.
Smith & Nephew locking screws can be used with
META-TAN nails.

MEPEYEHb MATEPWANIOB XWBOTHOTrO U (Mnun) 4gJTOBEHECKOTO MPOUCXOXAEHWA/ DEVICES
INCORPORATING NON-VIABLE MATERIALS OF ANIMAL ORIGIN

N3pennsa Smith & Nephew He BKNOYalT HEXU3HECNOCOOHbIE
maTtepuanbl XWUBOTHOTO NpoOMCXOXaeHuns, nopfo6Hble
mMaTepuanbl He MPUCYTCTBYIOT B Mpolecce NMponu3BoAcTBa U B
KMHPMHAOM M3gennu.

The subject Smith & Nephew products do not
incorporate non-viable materials of animal origin,
nor are they present in the manufacturing process
or present in the final device.

MHOOPMALNA O NEKAPCTBEHHbIX MPEMNAPATAX U (MNWN) ®APMALEBTUYECKWNX CYBCTAHLMNAX B

COCTABE MW/
INCLUDED IN M D

INFORMATION ABOUT MEDICINES AND

(OR) PHARMACEUTICAL SUBSTANCES

Pasgen He MpUMEHWM K paccmMaTpuBaeMbiM u3AennaMm, Tak
KakK paccmMaTpuBaemMble nudgenua komnaHum Smith & Nephew
He copgepxart MeAULNHCKMNX cybcTaHuuii,
MeAuLNHCKME cyb6CcTaHUUM He y4yacTBylT B

Takxe
npouecce
npons3BoACTBA.

The subject Smith & Nephew products do not
incorporate a medicinal substance, nor is it
present in the manufacturing process or present in
the final device, therefore this section does not

apply.

NMEPEYEHb CTAHOAPTOB/ LIST OF APPLICABLE STANDARDS
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CraHgapt
BS EN 62366

BS EN ISO
14602

BS EN ISO
14630
BS EN ISO
13485

BS EN ISO
14971

BS EN ISO
11607-1

AAMI TIR 12

AAMITIR30

AAMITIR 34

ANSI/AAMI
ST79
BS EN 1ISO

11135

BS EN ISO
11137

BS EN ISO
10993-1

1ISO 14644-1

1ISO 14644-2

I1ISO 17664

BS EN ISO
11607-2

OnwucaHune
nspennsa MeAVNLUUHCKNE.
MpoekTupoBaHue MeAULUHCKNX

n3pgennii ¢ yueTom aKcnayaTayMoOHHON

npnurogHocTwn

MmnnaHTaThl
Xupyprmyeckune.
0CTeOoCUHTe3a.
Tpe6oBaHua
MmnnaHTaThl

HeaKTUBHbIE
MmnnaHTaThbl ana
CneuynanbHble

Xupyprnyeckue
HeakKTUBHble, Ob6wune TpeboBaHusA
N3penns MeAULUHCKNE. Cuctembl
ynpaBneHusa kKavyecTBomM. TpeboBaHuA
K OerynnooBaHuio

Nn3penna mepanunHckue. NMpumeHeHune
ynpaBieHNsa puckamm K MEAULUHCKAM
n3gennam
YnakoBka MEeAUNLUHCKNX nsgenuin,
nognexatuyunx PUHNIWHOW
ctepunuzayum. Yactb 1. TpeboBaHuA
K MaTepunanam, 6apbepHbM cucTemam
ona cTepunusauum wm
cucrtemam
Paspab6oTka, TecTupoBaHue 7]
MapKMpoBKa MeLULUWHCKUX un3genunii
MHOropa3oBoro wucnonb3oBaHua Ans
nepepaboTku B MeANLUNHCKNX
yuypexaeHunax: PYyKOBOACTBO ana
npousBoauTenei MeANLNHCKOTO
obopypoBaHusa

Peslome

ynakoBO4YHbIM

npoueccos,
MeTOLO0B TecTUpoBaHUSA

mMaTepuanos,
N KpuTepues
npMeMKN ANS OYUCTKM JONyCKatlo W ux
noBTOpPHOE mcnonb3oBaHue
MEeANLUHCKUX YyCTPOWKCTB

Bopga gna nepepaboTKu MeAULUHCKUX
npnbéopos

KomnnekcHoe pPYKOBOACTBO no
cTepunu3aumnm napom v o6ecrneveHnto
CTEPUNBHOCTU B yupexpgeHusx

34paBoOXpaHeHuns
Ctepunusaumns
3qpaBoOXpaHeHuns. dTmneHokcup
(Okcupg aTuneHa). TpeboBaHuA K
paspaboTke, Banmgauum n Tekylwemy
KOHTPON npouecca cTepunmsauunmn
MeOULUHCKUX N3[enni
Ctepunusauyunsa
MPOAYKLU MU

npoayKToB

MeANLMNHCKON

OueHKa 6uonornyeckas MefULUHCKNX
nspenwnii. YacTb 1, OueHka n
McnblTaHmsa B pamkax npouecca
MeHeXXMeHTa pucka
YncTtble NOMEUWeHWs U CBS3aHHble C
HUMU KOHTpONMpyeMmble cpefbl. YacTb
1: Knaccudpumkauusa 4nMcTtoTbl BO3fyXa
YncTble MNOMELWEHWA U CBsi3aHHble C
HUMU KOHTpoOnupyembie cpefbl. YacTb
2. MOHUTOPUWHT KOHLUEHTPaLWUN YyacTul
AN NOATBEPX[AEHUS XapakKTepucTuk
YMCTOro MNoOMelweHus no  4ucTtoTe
BO3AyXa

CTepunusaums MeLULUHCKUX U3gennii
MHopmayus, npepgoctaeBnsemas
M3roToBUTENEM ans
NOBTOPHOM

npoBefeHuns
cTepunmsauum
MEeAULUUHCKNX U3Aennii
YynakoBka MeAULUHCKUX
nognexatymnx

n3penuni,
PUHMWHON
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Standard
BS EN 62366

BS EN 1SO
14602

BS EN 1SO
14630

BS EN 1SO
13485

BS EN 1ISO
14971

BS EN ISO
11607-1

AAMI TIR 12

AAMITIR 30

AAMI TIR 34
ANSI/AAMI

ST79

BS EN 1SO
11135

BS EN 1SO
11137

BS EN 1SO
10993-1

I1ISO 14644-1

ISO 14644-2

Descnpdon

Medical devices.

Application of usability

engineering to medical
devices

Non-active surgical

implants - |Implants for
osteosynthesis - Particular
reauirements

Non-active surgical
implants. General
reauirements

Medical devices. Quality
management systems.
Requirements for
reaulatorv purposes
Medical devices.
Application of risk
management to medical
devices

Packaging for terminally

sterilized medical devices,

Requirements for
m aterials, sterile barrier
systems and packaging
systems

Designing, testing, and
labeling reusable medical

devices for reprocessing in
health care facilities: A
guide for medical device
manufacturers

A compendium of
processes, materials, test
methods, and acceptance
criteria for cleaning
reusable medical devices

W ater for the reprocessing
of medical devices

Comprehensive Guide to
Steam Sterilization and
Sterility Assurance in

Health Care Facilities
Sterilization of health-care
products - Ethylene oxide -
Requirements for the
development,
and routine
sterilization

validation
control of a
process for
medical devices
Sterilization of health care
products

Biological evaluation of
medical devices.
Evaluation and testing

within a risk management
process

Cleanrooms and associated
controlled environments —
Part 1: Classification of air
cleanliness by
concentration
Cleanrooms and associated
controlled environments —
Part 2: Monitoring to
provide evidence of
cleanroom performance
related to air cleanliness by
particle concentration

particle



cTtepunusaynm. Yactbe 2. Tpe6oBaHus

K Banmpjauumn npoueccos
opmuposaHus, repmeTmsanunm "
cbopku

BS EN ISO KnuHunyeckune nccnepoBaHus

ISO 17664

Processing of health care
products — Information to
be provided by the medical
device manufacturer for
the processing of medical

14155 MeAULUHCKUX wu3pgenuith ans nwopei. devices
Hapgnexauwaa KAMHMYeckasa npakTuka BS EN 1SO Packaging for terminally
ICH GCP EG6, Hapgnexauwaa KAMHM4YecKas npakTuka 11607-2 sterilized medical devices.
E8, E9, EIO Validation requirements for
MEDDEV MocnenpogaxHsle KIMHUYEeCKUuE forming, sealing and
2.12/2 Ha6bnwaeHns assembly processes
MEDDEV KnuHunueckas oueHka BS EN 1SO Clinical investigation of
2.7.1 14155 medical devices for human
NB-MED MocTMapkeTUHrosblii Hagsop (PMS) subjects - Good clinical
2.12-1 NOYTOBbLIA PbIHOK / NMPOM3BOACTBO practice
ICH GCP EB6, Good Clinical Practice
E8, E9. EIO
MEDDEV Post Market Clinical Follow -
2.12/2 up Studies
MEDDEV 2.7.1 Clinical Evaluation
NB-MED 2.12- Post-Marketing
1 Surveillance (PMS) post
market/production
TPEBOBAHMA K TEXHUWUECKOMY OBCNYXWBAHWIO N PEMOHTY MW/ REQUIREMENTS FOR

TECHNICAL SUPPORT AND REPAIR OF MD

HenpumeHumo, T.K. nsgenus
OAHOPAa30BOTr0 NPUMEHEHUS.

YCNnoBna NPUMEHEHWA N SKCMAYATAUWN MN/ USE &OPERATION CONDITIONS OF MD

npegHa3Ha4vyeHbl ansa Not applicable as devices are single use only.

n3penns npegHasHa4yeHbl ansa The products are intended for use in the internal
BHYTPeHHell cpefje opraHusma yenoseka. [lpu akcnnyatauyunm environment of the body. Avoid deliberate ingress
cnepayetT n3beratb NnpefgHaMepeHHOro nonajaHua snaru. lMpwu of moisture during operation. If the rules of
cobnwgeHMn npasuna akcnnyatauuum paHHOEe MeAULMWHCKOe operation are observed, this medical device does
n3penne He oOKasblBaeT BO3jeicTBMA Ha nwogeil ¢ not affect people with medical products implanted
UMMNNaHTUPYEeMbIMU B OPraHm3m 4YenoBeka MEAULUHCKUMMN into the human body, pregnant women, and
n3fennsaMu, 6GepeMeHHbIX J>KEeHWWH, >XEeHWWH B TMNepuos women during breastfeeding, children, adults with
rpyAHOro BCKapMnuMBaHuA, petveli, B3pPOCAbIX, chronic diseases.

XpoHunuyeckne 3abonesaHus,

ncnonb3oBaHNMA BO

nMmerw wnx

YC/NTOBUA TPAHCMNOPTUPOBKU UXPAHEHNA/ TRANSPORTATION AND STORAGE CONDITIONS
YNnakoBKW wu3genuit He nNojBepXeHbl BAUSHUIO BRaru, 3a
UCKNMOYeHUEM cnyvyaeB, Korga ynakoBKM
HaxogATcs noj yrpo3oi, BO3AENCTBYS Ha MWKPOOHbIN
6apbep, UMM e€cNu nakeTbl LNUTENbHOE BPeMs HaxoAsTCcs B
HenocpeACTBEHHOM KOHTAKTe C BOAOIA.

The packages are not affected by humidity, unless
package seals are compromised affecting the
microbial barrier or packages are in direct contact
with pooled water for an extended period of time.

ynnoTHeHUA

Recommended
ranges

transporatation and storage
Huxe npuBefeHbl peKOMeHAyeMble fAuanasoHbl

XPaHEHUS W TPAHCNOPTUPOBKMU.

ycnosuun
Transportation conditions
Ycnosusa TpaHCNOPTUPOBKMU Humidity -20...35®C

TemnepaTypa -20...35®C Temperatur 40 ...90%
BnaxHocTb 40 ...90% e

NasneHune 86.6...106.7klMa Pressure 86.6,..106.7klMa
YcnoBusa xpaHeHuUs Storage conditions
TemnepaTtypa -20...35°C Humiditv -20,..35®C
BAa>XHOCTb 40 ...90% Temperatur 40 ...90%
NaBnenue 86.6...106.7kMMa e

Pressure 86.6...106.7kMa

MOPAAOK n YCNoBUA YTUNTUSAUWNN nnn YHUUYTOXEHNA mu/ DISPOSAL RULES AND CONDITIONS

4

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



PaccmaTtpuBaeMbl e
OAHOpas3oBOro

n3fenns npegHasHavyeHbl TONbKO Ans
MCNONb30BaHUSA. BUHTHI n WTUG Thl
MUMMNNAHTUPYK TCS B OPraHn3m 4yenoseka,

YpaneHHble MMNNaHTaTbl, KOHTAKTUPYKLW ,Me C MaLUEHTOM,
nognexaTt yTunmsauuum B COOTBETCTBUM C TpebGOBaHWMAMMYU
3akoHoAaTenNbcTBAa Kak anujemMuonornvyeckue
oTxofnbl (knacc onacHocTu B).
Hevcnonb3oBaHHbIe NPOAYKTHI

6bITOBbIE OTXOAbI

onacHble

MOXHO yTunusnposaTb Kak
(knacc omacHoctTu A). Ecnu wmmnnanTat
Heo6Xxo0A4MMO BepHYTb KomMnaHum Smith & Nephew, Inc, gns
aHanusa, CBSIXUTECH no TenedoHYy, YyKa3aHHOMY B

MWHCTPYKUUN NO NPUMEHEHUID.

FAPAHTUA N PEKNTTAMAUNAZ WARRANTY AND CLAIM

KomnaHmsa Smith & Nephew, Inc, (S&N) npepocTaBnsieT
rapaHTMilo Ha BCe CBOM MNpPOAYKTbl MNepBOHayallbHOMY
nokynatento (3aka3yumky) OT fedeKToOB MW3roToOBieHWA 1

MaTepuanoB BTeuyeHUe cTa BocbMupaecatn (180) aHeli ¢ gaThbl
nokynku y Smith & Nephew; 3a ucKkNl4YeHMeM MNPOAYKTOB
NAVIO, B OTHOWEHUN KOTOPbIX yCTaHaB/IMBaeT CPOK B OAUH
(1) rog c gatbl yctaHoBKKU (FapaHTWiiHbIA Cpok). AnsA nto 6blX
NpoAYyKTOB, KOTOpble 6bl K npu3HaHbl He
COOTBETCTBYO W UMK rapaHTum B TeyeHue
FapaHTuiiHoro Cpoka, Takaf rapaHTus npegycmaTtpuBaeT u
orpaHuuyusaeTcsa, no Bbl6opy S&.N, nu6o (I) pemoHTOM, MK

LaHHOW

3aMeHoil Takux nNpoayktoB 6GecnnaTHO W B TeuyeHwue
pasymMHOro nepuoga BpemeHu (ii) BO3MeweHMeM unn
npejocrtaBneHMeM Kpeauta B pa3mMepe MNOKYNHOW LeEHb

Takux MNPOAYKTOB.
nsgenve B

Ecnn S&N OTpeMOHTMUpPYeT WAU 3aMEHUT
COOTBETCTBUM € HacTosweiln rapaHTueid u
nonpocuT KnuneHTa BepHYTb Takoi ToBap. KnuveHT fonxeH
oTNpaBWTb Takoli ToBap B KomnaHutiw S&N, npeaBapuTeNbHO
onnaTue cYeT 3a NepeBO3KY. KNnueHTy 6yaeT BbicTaBneH cyeT
3a /w060l 3amewarwmMii NMPOAYKT, €CANW OH He BepHeT
3anMpoWEeHHbIA 3aMeHEeHHbIi NPOAYKT B TeyeHue Tpuauatwu
(30) pgHeli nocne otnpaBKkM S&N 3amMeHsAl W ero npoaykra.
[laHHaA rapaHTua He pacnpocTpaHAeTca W aHHynupyeTcsa B
cneayo W nx cnyvasx; n npoAyKT ynakoBaH nnu
MapKuposaH kem-nn6o, Kpome S&N unu ero
YyNONHOMOYEeHHbIX areHToB; (11) NPOAYKT He ucnonb3yeTcs B
COOTBETCTBUM CO cheundukaumamm, UHCTPYKUUAMU WK
TpeboBaHuAMMK no MCNONb30BaHUIO npoAykTa; (iii)
obopyfoBaHMe MCNONb30BaHO B COYETaHUM C pPacxofHbiMU

maTepuanamu nnmn npuHapgnexXHocTamm, He
npeAHa3Ha4YeHHbIMK ans Mcnonb3oBaHus c Takum
obopyfoBaHuem; (iv) o6bopypoBaHue uMCNoONb30BaHO B

coyeTaHMn ¢ nepepaboTaHHbLIMU pacXOAHbLIMU MaTepuanamwu
UM npuHagnexHocTamun; (V) NpoAYKT moagudunymnposaH; (vi)
y MPOAYKTa MCTeK CPOK rogHocTtm; (vii) HOpManbHbIi M3HOC;
(viii) yuepb n3-3a HenpaBWNbHOTO mcnonb3oBaHusa,
nepepaboTku, n3MeHeHun, HeCaHKLMWOHWPOBAHHOTO
peMoHTa WM HebGpexXHOoW sKcnayaTauuu UAW NOBPEXeHus
n3-3a HEOCTOPOXHOCTK co
noTpe6uTens unu nonb3osaTens
orpaHmyunBasce,
mnun (ix) nw6on

CTOPOHBI Bnagensua,
npoAykKTa, BKAYas, HO He
XpaHeHue, akcnayaTtauuil WAUM OYUCTKY;
Apyroin yuep6, HaHeCeHHbIi NPOAYKTY
BnajenbuemMm, notpeébutenem mnun nonb3osaTtenem, 90-
[AHEeBHas rapaHTMa Ha PeMOHT pacnpocTpaHaeTcs Ha
OTPEMOHTUPOBAHHLI HeucnpaBHbI i1 KOMMOHEHT. JTa
rapaHTus pacnpocTpaHAaeTCsAs TONbKO Ha NepBOHa4yYalbHOTO
nokynartens y S&N (nnnu ero
avctpubbroTopa) " He
MCKNIOYEHUWEM CNYYAEB,
TPEBYETCHA B

aBTOPMU30BAHHOTO

nognexur nepepave. 3A
KOrA4A 3TO 3ANPEWEHO WAN
COOTBETCTBUMN C NMPUMEHUMbBIM

3AKOHOOATE/NNbCTBOM, 3TA FTAPAHTNA ABNAETCA
ELWHCTBEHHOW TAPAHTUEW S&N, n BCE [APYIUE
FAPAHTUWM NKOBOITroc BWAA WAN YKA3AHWUA, BK/HOYAA
FTAPAHTUN KOMMEPYECKOW BblFOAbl TOBAPA,
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Considered products are intended for single use
only. The plates, screws and washers are
implanted into the human body,

Remoted implants in contact with the patient,
subject to disposal in accordance with the
legislation requirements as epidemiologically
hazardous waste (hazard class B).

Unused products can be disposed as household
waste (hazard class A). If the implant needs to be
returned to Smith & Nephew, Inc. for analysis,
contact by the phone number listed in Instructions
for Use.

Smith & Nephew LLC (S&N) warrants all of its
products to the original purchaser (Customer)
against defect in workmanship and materials for
one hundred eighty (180) days from date of
purchase from Smith & Nephew; except for
NAVIO® products, one (1) year from date of
installation (Warranty Period). For any products
found to not be in conformance with this warranty
during the Warranty Period, this warranty provides
and is restricted to, as elected by S&N, either (i)
repair or replacement of such products without
charge and within a reasonable period of time or
(ii) a refund or credit in the amount of the
purchase price of such products, If S&N repairs or
replaces product under this warranty and requests
Customer to return such product. Customer must
ship such product to S&N freight prepaid by
Customer. Customer shall be invoiced for any
replacement product if Customer does not return
the requested replaced product within thirty (30)
days after S&N's shipment of the
product, This warranty does not cover and is
voided by any of the following: (i) product
packaged or labeled by someone other than S&N
or its authorized agents; (ii) product not used in
compliance with the specifications, instructions or
claims for use of the product; (iii) equipment
product used in conjunction with disposables or
accessories not specified for wuse with such
equipment; (iv) equipment product wused in
conjunction with reprocessed disposables or
accessories; (v) modification of product; (vi)
product past its expiration date; (vii) normal wear
and tear; (viii) damage due to misuse,
reprocessing, alteration, unauthorized repair or
negligent handling or damage due to lack of care
by the owner, user or handler of the product
including but not limited to storage, handling or
cleaning; or (ix) any other damage inflicted to
products by the owner, user or handler. A 90-day
warranty on repairs applies to the defective
component repaired. This warranty applies only to
the original purchaser from S&N (or its authorized
distributor) and is not transferable. EXCEPT TO
THE EXTENT PROHIBITED OR OTHERWISE
REQUIRED BY APPLICABLE LAW, THIS WARRANTY
IS THE SOLE WARRANTY OF S&N, AND ALL OTHER
WARRANTIES OF ANY KIND OR DESCRIPTION
WHATSOEVER, INCLUDING WARRANTIES OF
MERCHANTABILITY, SATISFACTORY QUALITY AND
FITNESS FOR A PARTICULAR PURPOSE,
EXPRESSED OR IMPLIED, ARE EXCLUDED.

replacement



YOLOBNETBOPUTENBHOIO KAYECTBA W MNPUTOAHOCTMU
ANA ONPELENEHHOW LEAN WCKNKYEHDI.

YMNOMHOMOYEHHOW NMPEACTABUTE/1b
MPOVN3BOAUNTENA HA TEPPUTOPUW POCCUNCKOW
PENEPALNIN:

000 «CwmuT 3Hpg Hedbio», Poccusi, 105120, r.
CbIpOMSATHUYECKNA nepeynok, 4. 1, at.9, nom.1, kom.1
Ten: +7 (495) 755-55-03

MockBa, 2-i

AUTHORIZED REPRESENTATIVE ON THE
TERRITORY OF THE RUSSIAN FEDERATION:
Smith & Nephew, LLC, Russia, 105120, Moscow,
2nd Syromyatnichesky iane., 1, floor 9, prem. 1,
room 1

Tei: +7 (495) 755-55-03

HAUMEHOBAHWE W IOPUANYECKUIN AOPEC MPOW3BOAUTENS MW/ NAME AND LEGAL ADDRESS OF

MANUFACTURER

PA3PABOTUUK;

Smith & Nephew, Inc. (Cmut aHg Hedblo, VHK.)

1450 Brooks Road Memphis, Tennessee (TN) 38116, USA
(CWA)

NMPOVN3BOAWNTENDb:
Smith & Nephew, Inc.(CMuT 3aHg Hedblo, NHK.)

1450 Brooks Road Memphis, Tennessee (TN) 38116, USA
(CLWA)

MECTA MPOUN3BOACTBA:

1. Smith & Nephew, Inc.(Cmut ang Hedbiw, NHK.),

1450 Brooks Road Memphis, Tennessee (TN) 38116, USA

(CWA);

2, Smith & Nephew Orthopaedics GmbH (CmuT aHp Hedblo
OpTtonepgunkc Tm6X), AlemannenstraBe 14, Tuttiingen, D-
78532, Germany (FepmaHuns).
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DEVELOPER:

Smith & Nephew, Inc.

1450 Brooks Road Memphis, Tennessee (TN)
38116, USA (CWA)

MANUFACTURER;

Smith & Nephew, Inc.

1450 Brooks Road Memphis, Tennessee (TN)

38116, USA (CLIA)

MANUFACTURING FACILITIES:

1. Smith & Nephew, Inc,(Cmut aHg Hedbto, VHK.),
1450 Brooks Road Memphis, Tennessee (TN)
38116, USA (CLUA);

2, Smith & Nephew Orthopaedics GmbH (Cmut
aHA Hedbio Optonegukec Tm6X), AiemannenstraBe
14, Tuttiingen, D-78532, Germany (FepmaHus).
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state of Tennessee
County of Shelby

Subscribed (or affirmed) before me this KJLL” day
of (month), 2019, by Leah Hawkins
(namferf~”~r), whose identity was proven to me by persona)

knc/wledge cr satisfactory e”jdenc®-

(Signature of Notary)

(Seal of Notary)
Total number of pages: %\ . \Aniul\A~j

Title:



MepeBof C aHINMIACKOIO A3blKa Ha pyccto4(4 a3biK
CornacosaHo

«CmMuT 3Hg Ha(bbto. NHK.» (Smith & Nephew, Inc.)

1450 6py«c Poag Memduc. TeHHeccun 38116 CLUA M450

Brooks Road Memphis. Tennessee (TNI 38116, USA)
Anpec

CneunamucT oTpgena HOPMaTWBHO-NPAaBOBOIo

perynmposaHunsa
JamkHocTb

JIrAAX0KunHC
damumnms. Piva

30.12.2019
Jara A4.MM.MTC

/nognuce/
Mognmcs

WHCTPYKUWMA MO NPUMEHEHWNIO MEAUULWHCKOTO U3AENUSA
«KOMMOHEHTbBI CWCTEMblI BEPTE/TbHOTO AHTETPAAHOTO CTEPXHHA
TRIGEN META-TAN ANA NHTPAMEAYNNAPHOIO OCTEOCUHTE3A»

L taT TeHHeccH )
Okpyr LWen6u )

MognucaHo (MU NOLTBEPXAEHO) B MOEM MPUCYTCTBUN
30-ro aekabps (mecsau) 2019 roga Sineit XoKUHC (MULL0, NOANKUCABLLEE AOKYMEHT), NMYHOCTb KOTOPOI
Oblna foKaszaHa MOMM NUYHbLIM 3HAHWEM WK YA0BNETBOPUTENbHBIMU OKA3aTeNbCTBAMMY.

/Mopnucs/ .(Mognuck HoTapuyca)
(MeyaTb HOTapuyca)

/Mevats: NMHAOA PUTA * OKPYT WWENBW * TOCYOAPCTBEHHbI HOTAPUYC LUTATA
TEHHECCW/

O6uiee KonnyecTso cTpaHuy,; 31

Wwms: Jlus XokuHc /nognuce/
LomkHocTe: CnenvauncT oTAena uorMMaTUBHO-NPaBOBOro perynnpoBaHus
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MepeBof AOKYMeHTa BbINO/HEH MNepeBoaUnKom LLinaesoit Mapueii BUKTOPOBHOI

Poccuitckasa depepaums

Fopog Mocksa.
YeTblpHagLaToro sHBapsa Ase TbiCAYM ABaALAaTOro roga.

A, AkyweHko EBreHmsa AnekcaHApoBHa, HoTapuyc ropoga MOCKBbI, CBWAETENLCTBYHO
MOAJ/IMHHOCTbL NOANMUCK NepeBoyrka LLinaesoii Mapumn BMKTOPOBHBI.
Mognuce caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NognucasLLlero AOKYMeHT YCTaHOB/EHa.
3apeructpupoBaHo B peecTpe: Ne 77/721-H/77-2020
B3bICkaHO rocyapCTBeHHOM MoLwIMHbI (Mo Tapudy): LU

YnnayeHo 3a oKasaHue yCnyr npaBoBoro
N TEXHUYECKOro XapakTepal” - 30~~. OOxonN

Bceroapownto*boHymMepoBaHo 1

ckoéaneX(?uQnk~:fio ~ 3 nucTa(oB)
CYLLEVIKO.
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