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lussian text

1HCTPYKUMS NO MPUMEHEHUIO Pycckuii

:OMNOHEHTbI cnctembl D-RAD SMART PACK

ItTEHIim 4

;@KHas HGopmaLmsi

IOMIMOHEHTblI cucteMbl D-RAD SMART PACK ans octeocuHTesa AUCTa/IbHOrO
Toena NyyeBOM  KOCTM € MPUHAANEXHOCTAMM  MpefHasHayeHbl  Ans
CNoJIb30BaHUA TOMLKO B Ka4ecTBe BCMOMOraTe/ilbHOro cpefcTea Ans cpaleHuns

He SABNAIOTCA 3aMeHOli HOPMa/bHON HEMOBPEeXAEHHOW TKaHW WM KOCTW.
|HatTomnsi kocTeli 4YenoBeka HaknagblBaeT OrPaHWYeHWA Ha pa3mepbl K
O/ILMHY UCMOMb3YyeMbIX KOCTHbIX BMHTOB WM MAACTUH, U NMOTOMY MPOYHOCTb
MMNaHTaTOB OrpaHnyeHa. [lo MONHOrO 3aXXMBNEHWUA KOCTU MOJHaA Harpyska
poTusBornokasaHa. [pn NOBTOPSAIOLLUMNXCA Harpy3kax y nauueHToB ¢ MefJ/IeHHbIM
TacTaHWEM WAM  HecpalleHWeMm YCTPOMCTBO COFHEeTCs, CAoOMaeTcs  wum
Murpupyet n3 Koctu. MnactmHel D-RAD SMART PACK MOXHO MCnonb3oBatb C
nHTamu VLP™ u3 Ti-6Al-4V 2,4 mm (6-30 MmMm).

1peaHasHayeHo A1 UCNONb30BaHUs

OMMOHeHTbl cuctembl D-RAD SMART PACK npegHasHaudeHbl gns  gukcaumm
€pesloMOB ANCTaNIbHOTO OTAENa Sly4EBON KOCTU.

1okazaHuA

oMMnoHeHTbl cuctembl D-RAD SMART PACK npegHasHauyeHbl Ans dukcaumm
€peloMOB ANCTaNbHOTO OTAena Sly4eBoi KOCTW.

1poTMBOMNOKa3aHUA

KomnoHeHTbl cuctembl D-RAD SMART PACK He npegHasHayeHbl 15 fleyeHns
€penomMoB ApYrnx KOCTen, Kpome nyyeBoii KOCTU.

dur3nyeckne COCTOAHUA, UCKIOYAIOLWMe Haj1exalllyto UKcauuio nvniaHTata
M 3aMefnaloliMe cpalleHue, TakMe Kak HapylleHWe KpOBOCHaGXeHus,
ef0CTaTO4YHOEe KayecTBO WM KOMIMYECTBO KOCTHOM TKaHW, WHdekuns e

HaMHe3e, OXMWpPeHWe, CUIbHO BbIPQXKEHHbI U3rMG WM 3HAYUTENbHAs
pedopmaLiyis Ny4YeBoin KOCTU.
McuxmMyeckMe  COCTOSIHMSA,  WCKIoualowuve cobofeHne  NaluuMeHTOM

|porpammbl peabunurauun.
MonHas Harpy3ka 4o 3aXKMBeHUS.

MpepynpexxgeHusa

13npeLLgeTcs  UCMOJb30BaTh, E€CAIM  yMakoBKa MoBpexkAeHa. 3anpeluaeTcs
OMNONb30BaTb, E€CNN CTepUsbHbI Gapbep W3fenMa WM ero  ynakoBka
HapyLLEHb.

' Coflep>XMMOe CTEpPUSIbHO, TOMIbKO €CNU YMNakoBKa He BCKpblTa U He
toBpexkgeHa. TOBTOPHAA aEPUN3ALINA  3AMPELLEHA. Tonbko Ans
)AHOKpaTHOro nNpumeHeHns. OTKPbITOe u3genue, faXke Heucnosib30BaHHOeE,
IOO1IXUT yTUIM3aumMn. 3arnpeLlaeTcs UCMosb30BaTtb MO UCTEYEHUU CPOKa
Of1HOCTW.

* OTBETCTBEHHOCTb 38 O3HAKOMJIEHME C COOTBETCTBYHOLLMMU XNPYPrUYECKNMMN
MeToavKamy nepes NPUMeHeHNeM JaHHOrO YCTPOMCTBA NIEXUT Ha Xupypre.
*Mepe NPUMeEHEHNEM MpoYnTafiTe UHCTPYKLMM NOSTHOCTBIO.

* UpesBblyaliHO Ba>KeH MpaBW/bHbIA BbIGOP KOMMOHEHTOB ycTpoiicTea. [
K&XKOOTO naumeHTa [O/DKeH BblOMpaTbCA COOTBETCTBYIOWMI TUM U pasmep.
Vicronb3oBaHe KOMIMOHEHTOB He MakCMMaslbHO BO3MOXXHOrO pasmepa v
HenpasWbHOE MX PacrosioXKeHne MOoryT NpUBeCTU K ocnabrieHnto thkcauunm.
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English text

Instructions for Use English

D-RAD SMART PACK System Components
® IgTBMLgl R

Important Information

The D-RAD SMART PACK Single Use Volar Distal Radius
Plating System's fracture fixation components are only
used to aid in heating; they are not a substitute for
normal intact tissue or bone. The anatomy of human
bones presents limitations with respect to the size or
thickness of bone screws or plates, thus the strength of
implants is limited. Full load bearing prior to complete
bone healing is contraindicated. With repeated stress in
patients with delayed healing or nonunion, the
appliance will bend, break or pull out of bone. D-RAD
SMART PACK plates can be used with PN Ti-6Ai-4V 2.4
mm screws (6 mm-30 mm).

Intended Use

The D-RAD SMART PACK System components are
intended for the fixation of fractures involving the distal
radius.

Indications

The D-RAD SMART PACK System components are
intended for the fixation of fractures involving the distal
radius.

Contraindications

e The D-RAD SMART PACK System components are not
intended for use in bones other than the radius.

* Physical conditions that would preclude adequate
implant support or retard healing, such as, blood supply

impairment, insufficient bone quality or quantity,
previous infection, obesity, severe bow or gross
distortion of the

radius.

* Mental conditions that preclude cooperation with the
rehabilitation program. Contraindications
» Full load bearing prior to complete bone healing.

Warnings

Do not use if package is damaged. Do not

use if the product sterilization barrier or its

packaging is compromised.

« Contents are sterile unless package is opened
or damaged. DO NOT RESTERILIZE. For single use only.
Discard any open, unused product. Do not use after the
expiration date.

e It is the surgeon's responsibility to be familiar with
the appropriate surgical techniques prior to use of this
device.

* Read these instructions completely prior to use.

* The correct selection of device components

is extremely important. The appropriate type and size



rmbaHunto, pacTPeCKMBaHWIO W pa3fiaMbIBaHUIO YCTPOKCTBa /U KOCTW.

C ycTtpoiictBamu u3 TI-6A1-4V f0MXKHbBI UCMOSb30BaThCSA TOMIbKO BUHTLI U3 Ti*
Al-4vV.

YcTpoiicTBa 1 AONONHUTENIbHbIE KOMMOHEHThI cnucteMbl D-RAD SMART PACK
le JOMKHBI ycTaHaBNMBATLCA Ha 3NUdU3apHble MIACTUHKU Y MauneHToB
JeTcKoro Bo3pacTa.

Mepbl NpPesoCcTOPOXXHOCTU

D depepansHoe 3akoHopaTensctBo (CLUA) orpaHnuvMBaeT Npojaxy 3TOro
YCTPOWCTBa A/1f UK NO NPefjnucaHunio Bpava.

K onacHOCTAM, CBSi3aHHbIM C NOBTOPHLIM MCMNOMb30BaHNEM 3TOrO YCTPOWCTBA,
THo CATCH, B 4acTHOCTM, WH(pMUMPOBaHWE naumeHTa W/uan HeucnpaBHOCTb
cTpolicTsa.

Mepes NpuvMeHeHWEeM OCMOTPUTE YCTPOWCTBO Ha NpeAmeT NOBPEeXAeHWi,
anpeLaeTcs UCNonb3oBaTb YCTPOWCTBO, ECINM OHO NOBPEXAEHO,

' CnegyeT cobniopatb KpaiiHIO OCTOPOXHOCTb Mpy  obpalieHun ¢
IOMMOHEHTaMV MMMNIAHTATOB W WX XpaHeHWW. Pe3ka, crmbaHue, HaHeceHue
ap3nuH Ha NOBEPXHOCTb METANIUYECKUX KOMMOHEHTOB MOTYT 6bITb MPUYUHOWA
HYTPEHHUX HanpsXXeHW, KOTopble MOryT 3HaYUTENbHO CHU3UTb MPOYHOCTbL U
'CT/IOCTHOE CONPOTUBIIEHNE,

' Bo Bpemsa onepauuyv MOXeT MNPOW3ONTU YacTUyHas WM MOMHas MoJoMKa
IHCTPYMEHTOB.

' OuyeHb BaXHbIMW  SBNAKOTCA  MOCNEONEPaUMOHHbIE  WMHCTPYKUUU 1
Hafnexalmin yxoq 3a nauueHToM. Harpy3ka Ha paHHWX 3Tanax 3axuBieHus
XaunTeNnbHO yBENNUMBAET PUCK OcnabneHuns, nsrnbéa uam nonoMKy YCTPOCTBa,
BO3MOXHOCTb Harpy3ky Ha paHHWUX atanax 3aXuB/EHUA MOXHO paccmaTtpuBsatb
TO/IbKO MPU CTabWUJIbHbIX MEepPenomax ¢ XOPOLUIMM KOHTAKTOM PENOHNPOBaHHbIX
<ocTei.

*MNauueHTam creflyeT peKOMeHA0BaTb MPOKOHCY/IbTUPOBATLCA C BPayOM repej
<OHTaKTOM C MOTEHUMa/IbHO HeGNaronpuATHOM Cpefoi, CNOCOGHOM NOBAUATL
H (PYHKUMOHUPOBaHWe WMMAaHTata, Hanpumep, 3M1eKTPOMAarHUTHbIMU Wn
MarHUTHbIMU NOMAMK, BK/IHOHYAasA MarHMTHO-Pe30HaHCHYIO cpegy.

e XOTA  OKOHYaTe/lbHOE  pEeLleHMe  OTHOCUTE/IbHO  BO3MOXHOCTU U
LienecoobpasHoCT!  yaaneHus UMNnaHTata [O/DKeH MpuHUMaTb  XUpypr,
(3UKcupytoLwWe YCTPOICTBa AOMKHbI YAANATLCA Cpa3y Xe rocne Toro, Kak OHu
BbIMO/HWM CBOKO (PYHKLMIO BCOMOTaTe/lbHOro CpeAcTBa f/15 CpaLeHuns.

e YCTPONICTBO OAHOKPATHOrO MNPUMEHEHUS, KOTOpPOe HenocpeACTBEHHO
KOHTaKTUPOBAIO C KPOBLIO WM TKaHAMU 4YefioBeKa, 3anpeLeHo UCnonb30oBarb
NOoBTOPHO. OHO AOJ/IXHO 6bITb YTUAN3NPOBAHO Haf/exalumMm o6pasom.

e T[llocne nNpWMeEHEHWS  faHHble  KOMMOHEHTbl  MOFYT  MpeacTaBnsTb
6uonormyeckyto onacHoOCTb. O6palLanTecb C HUMU B COOTBETCTBUM C MPUHATON
MeMLMHCKOM NPaKTUKOW W AeNCTBYIOWMMN MECTHbIMU U dedepasibHbIMK
TpeboBaHMAMM.

* VIHhopmaLmio Mo XMPYPruyeckoin MeTofmKe MOXKHO NOYUYnTL MO 3anpocy.

HeGnaronpusiTHble peakumu

e OcnabneHne d¢ukcaumm, crmbaHue, pacTpeckuBaHue WM pasnambliBaHue
KOMIMOHEHTOB MMMaHTaTa.

* MOXET NPOU30IATU CMELLEHNE U HEMPaBU/IbHOE cpacTaHue.

* Mpn MCNONb30BaHUN BHYTPEHHUX YCTPOWCTB A/ hrKcaumy coobLianoch o
Pas3BUTUN UHEeKUUIA (KaK rTyBoKKX, Tak N MOBEPXHOCTHBIX).

« CocyancTble paccTpPOWCTBa, Takme Kak TpoM6ogiebuTt, neroyHble aM60Osbl,
reMatoMbl paH W aBacKynsipHble HEKPO3bl MOryT ObiTb Pe3ynbTaToM
XVPYPrUYecKo mpouegypbl ¥ OAHOBPEMEHHOTO WCMONb30BaHWSA YCTPOWCTB
BHYTPEHHEN (hrKcauum.

« Cooblanocs 0 peakuum Ha MeTannbl W/uAM annepruyeckme peakumum Ha
MHOPOZAHbIE MaTepuabl.

e MOXeT Npous3oiiTU NPOHWKHOBEHWE cnuulbl KMpLliHEpa, BUHTA WM MUHA B
cycTaB.

* MoryT BO3HWKHYTb peakuun TkaHel, BKIoYas MakpodaranbHylo peakuuio v
peakLyito Ha MHOPOAHOE Tefl0 B TKaHAX, MpueraloLmx K uMniaHTaram.
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should be selected for the patient. Failure to use the
largest possible components or improper positioning
may result in loosening, bending, cracking, or fracture
of the device or bone or both.

« Use only TI-6A1-4V screws with Ti-6Ai-4V devices.

* D-RAD SMART PACK System's devices and accessory
components should not be placed across growth plates
in pediatric patients.

Precautions

U.S, Federal law restricts this device to sale by or

on the order of a physician,
« Hazards associated with reuse of this device include,
but are not limited to, patient infection and/or device
malfunction,
e Prior to use, inspect the device to ensure it is not
damaged. Do not use a damaged device.
e Use extreme care handling and storing implant
components. Cutting, bending or scratching the surface
of metal components may cause internal stresses which
may significantly reduce the strength and fatigue
resistance.
« Intraoperative fracture or breaking of instruments can
occur.
« Postoperative instructions to patients and appropriate
nursing care are critical. Early load bearing substantially
increases implant loading and increases the risk of
loosening, bending or breaking the device. Early load
bearing should only be considered where there are
stable fractures with good bone-to-bone contact.
» Patients should be directed to seek a 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.
 While the surgeon must make the final decision
regarding implant removal, wherever possible and
practical for the patient, fixation devices should be
removed once their service as an aid to healing is
complete.
* A single use device which comes in direct contact with
human blood or tissue should not be reused and should
be disposed of properly.
* After use, these components may be a potential
biohazard and should be handled in accordance with
accepted medical practice and applicable local and
national requirements.
» Surgical technique information is available on request.

Adverse Reactions

« Loosening, bending, cracking or fracture

of implant components.

* Loss of anatomic position with malunion may

occur.

« Infections, both deep and superficial, have been
reported with internal fixation devices.

« Vascular disorders including thrombophlebitis,
pulmonary emboli, wound hematomas, and

avascular necrosis may result from the surgery and
concomitant use of internal fixation devices.

« Metal sensitivity reactions and/or allergic reactions to
foreign materials have been reported.



€30MacHOCTb NpY NPOBeAEeHNN MarHUTHO-Pe3oHaHcHol TomMorpagun (MPT)

KOMMOHeHTOB cuctembl D-RAD SMART PACK komnanun Smith & Nephew
le npoBoaMnn oLeHKy 6e30MacHOCTM U COBMECTUMOCTU MpY UCMO/b30BaHUN B
MarHUTHO-pPe30HaHCHOW cpede. KOMMOHEHTbI He TeCTMPOBaINCb Ha MpefMeT
larpeea unM Murpauuy B MarHUTHOPE3OHAHCHOW cpefe. V3BecTHble pucku
cpepy
MelleHne, BpaLlleHne 1 HarpeB Moj BO3AeiCTBMEM pajuoyacToT. iMnnaHTatsl
MOIYT CO34aBaTb WCKaXKEeHWsi W306paXKeHUst Npy NPOBEAEHUN MarHWUTHO-

OMeLWeHna  uMnaaHTatoe B MarHUTHOPE3OHaHCHYHO BKNKO4aKT

E30HaHCHOro CKaHMpoBaHuA.

'NakoBKa U MapKnpoBKa

(OMMNOHEHTLI MOTYT GbiTh MPUHATLI AN UCMO/L30BaHWS TO/ILKO B TOM Cly4ae,
ICM OHWU GbINN MOMYYEHbl MEAULMHCKUM YUpPEeXAeHUeM WM XMpYproMm B
HEMOBPEXXAEHHOV 3aBO/CKO YNaKOBKE U C HEHAPYLLIEHHO! MapKUPOBKOWA.

Crepunusauus

ViB KOMNOHEHTOB, MOCTaBAAEMbIX CTEPU/bHBIMUW, METOJ, CTEPUM3ALMN YKa3aH
H 3TMKeTKe. CTepu/ibHble  KOMMOHEHTbl  MMMJAHTaTOB  MOCTaB/AOTCA
rTepunbHbBIMA L0 YPOBHS rapaHTumM ctepunbHocTn (SAL) 10~ CrepusibHO
/naKoBaHHblE  KOMMOHEHTbI  MOCTABNAIOTCA B YNaKoOBKe C  3alUTHbIM
TepunbHbIM - G6apbepom. [eped  Xxupypruyeckoil onepauuein  ocmoTpuTe
/NakoBKM Ha NpefMeT NPOKOJIOB 1 APYTMX NOBPeXAeHuii. B cnyyae HapyLleHus
TEPUNBHOCTN COAEPXKMMOE CUCTEMbI MOXET 6biTb CTEPUIN30BAHO MOBTOPHO
|He Gonee opHOro [ONONHUTENLHOTrO ULMKAa). CM. NpUBEAEHHble HWKe
pekoMeHgauuM MO  MOBTOPHOM  CTepuamn3aumnm  COAEPXXMMOro  CUCTEMBI,
/CTPOIACTBO  OAHOKPATHOrO  MPMMEHEeHUsi,  KOTOpoe  HemnocpeacTBeHHO
KOHTaKTUPOBA/IO C KPOBLIO WM TKaHAMW YenoBeka, 3anpeLleHo UCrnosb3oBarb
NOBTOPHO. OHO A0/MKHO ObITb YTUAN3NPOBAHO Haf/exallumMm 06pasom.

PekoMeHayemble napameTpbl LMKIa NapoBoii CTepuansauun

M3genna [OMKHbI ObiTb OOEpHYTbl B LEHTPa/bHYl OOyl 06epTKy Wam
NOMeLLIEHbI B KECTKUIA KOHTEHEpP ANs cTepuan3aLmm,

MpumeyaHve ana KNMeHTOB 3a npegenamu CLIA

Livkn naposoi ctepunusaumn gnsa BennkobpuTaHuu: B Te4eHMe 3 MUHYT npu
Temniepatype 134 C 1 BakyymHas cywka He MeHee 30 MuHyT. (OTKauka Bo3gyxa
1 nojaya napa npu cTepununsaumn JOMKHbI MPOBOANTLCA B COOTBETCTBUM C
MosIOXXeHNsAMN JokyMmeHTa HTM 2010.)

Vi3BneyeHve n aHann3 nmnnaHrara

Hanbonee Ba)KHOI 4aCTbiO XMPYPrMUECcKOro U3BfeyeHnss UMnaaHTata sBaseTcs
npegoTepalleHe NOBPEXAEeHW, NMLWaloLWmMX CMbicia NPOBEAEeHNe Hay4yHO
akcnepTusbl. Heobxoanmo cobntofare 0cobble NPefOCTOPOXHOCTM 418 3aLUUTHI
MMMaHTata 0T NOBPEXAEHWI Npu 06paLleHny ¢ HUM U ero TPaHCMOPTUPOBKe.
Cnepyvite npouegypam
OTHOCUTENBHO M3BNEYEHMS W aHain3a MMMNaHTarta.
mmnnaHTaT 6yaeT Bo3Bpawarbca B Smith & Nephew,

cTaHAapTHbIM MeANLNHCKOTo yupexzaeHus
Ecrm  pgna  aHanusa
Inc.,

cny>x6oi paboTbl ¢ KNMeHTamu Mo TenieoHam, NPUBEAEHHbIM HIKE.

CBAXNTECb CO

KoHTaKTHas Hjopmauus

s nonyyeHnst [ONOMHWTENbHBIX CBEAEHMIn 06paTuTech K ynosiHOMOYeHHOMY
NpeAcTaBUTeNto
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« Penetration of a K-wire, screw, or peg into a joint can
occur.

e Tissue reactions which include macrophage and
foreign body reactions adjacentto implants can occur.

Magnetic Resonance Imaging (MRI) Safety

Smith & Nephew fracture fixation 0-RAD SMART PACK
system components have not been evaluated for safety
and compatibility in the MR environment. Fracture
fixation 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.

Packaging and Labeling

Components should only be accepted if received by the
hospital or surgeon with the factory packaging and
labeling intact.

Sterilization

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. In instances of breached sterility, the system's
contents may be resterlized up to one additional cycle.
Refer to the recommendations below for resterilization
of the system's contents. A single use device which
comes in direct contact with human blood or tissue
should not be reused and should be disposed of
properly.

Recommended Steam Sterilization Cycle Parameters

Containment devices should be wrapped with a central
supply wrap or placed in a reusable rigid container for
sterilization.

Note to non-US Customers: United Kingdom Steam
Cycle: 134*C (273”"F) for 3 minutes and a minimum
vacuum drying time of 30 minutes. (Sterilization
evacuation and pulsing should be carried out in
accordance with HTM 2010.)

Retrieval and Analysis of Implants

The most important part of surgical implant retrieval is
preventing damage that would render scientific
examination useless. Special care should be taken to
protect the implant from damage during handling and
shipment. Follow hospital procedures for the retrieval
and analysis of implants. If the implant will be returned
to Smith & Nephew, Inc. for analysis, contact Customer
Service using the phone numbers outlined below.

Information

For  further
Representative

information, contact  Authorized
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MPUNOXEHVE K MHCTPYKLMW MO MPUMEHEHWIO MEANLMHCKOrO
V3OENVS

«KOMMOHEHTbI CUCTEMbI D-RAD SMART PACK /11 OCTEOCUHTE3A

AVCTANBHOMO OTAENA NYYEBOW KOCTU C MPUHALNEXHOCTAMM»

ADDITION TO INSTRUCTION FOR USE OF MEDICAL DEVICE

COMPONENTS OF D-RAD SMART PACK SYSTEM FOR DISTAL RADIUS
OSTEOSYNTHESIS WITH ACCESSORIES"

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Russian text
7lepyowme HauMMeHOBaHWS, WCMONb30BaHHble MO TEKCTYy JaHHOro
iOKyMCHTa, fBNAlOTCA TOXAECTBEHHbLIMW HaVMEeHOBaHUI0 MEULMHCKOIO
Baenna «KomnoHeHTbl cuctembl D-RAD SMART PACK ans ocrteocuHTesa
1MCranbHOro oTAeNa Ny4eBOi KOCTW C MPUHAANEXHOCTAMM!
13penve(st), KOMNOHEHTbl, KOMMNOHeHTbl cuctembl D-RAD SMART PACK,
:OMMOHeHTbI cncteMbl D-RAD SMART PACK gna ocTteocuHTesa guctasbHOro
TAena ny4yeBoii KOCTW,
Wa/IMEHOBaHMS «OfHOpa3oBble Habopbl D-RAD SMART PACK», «Habopbl»,
O/iHOpa30Bble HaAbOPbI», «HAabOPbl A/1A OAHOPA30BOr0 WUCMO/b30BAHUNAY
unTaTb TOXAECTBEHHbIMU HanMMeHoBaHuO «Habopbl D-RAO SMART PACK
[HOPa3oBbIe».

lavmeHoBaHVe  «BNIOKMpYEMble  BUHTbI» cymTatb  TOXAECTBEHHbIM
BUMEHOBaHNIO «BUHTbI 6110Knpyemble D-RAD».
4anmeHoBaHMEe  «OJIOKMPYEMbIE  MUHBI» cuntatb  TOXAECTBEHHbIM
BlmeHoBaHUIO «[MUHbI 6n0KMpyemMble D-RAD».
NaUMEHOBaHVE  «KOPTUKasibHble BUHTbI» cunTatb  TOXAECTBEHHbIM

(ameHOoBaHUIO «BUHTbI KOpTUKanbHble D-RAD».
HanmeHoBaHVe «WabnoHbl fly4eBOl MNACTUHBI» CUUTATb TOXKAECTBEHHbIM
~MeHoBaHUIO «LLabnoHbl nnactuHbl D-RAD».

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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English text
The following names used throughout this document are
identical to the name of the medical device "The
components of D-RAD SMART PACK System for distal radius
osteosynthesis with accessories™:
Device{s)) Components, D-RAD SMART PACK System
components. Components of D-RAD SMART PACK System for
distal radius osteosynthesis.
Names "Single use D-RAD SMART PACK kits", "kits", "single
use kits" need to be considered identical to "Single use D-
RAD SMART PACK Kkits".
Name "locking screw" need to be considered identical to "D-
RAD Locking screw".
Name "locking peg" need to be considered identical to "0-
RAO Locking peg".
Name "cortex screv/' need to be considered identical to "D-
RAD Cortex screw".
Names: "distal radius plate template”, "templates' need to
be considered identical to "D-RAD plate template".
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English text

1AMEHOBAHVE MEOVLUMHCKOIO N3AENNA (M) U EFTO KNACCNPUKALIMA/ MEDICAL DEVICE (MD) NAME AND CLASSIFICATION

lanmsHOBaHWe MW, moaenun nnu sapuaH T bl UCMONHEHNA M

;OMMOHeHTbl cuctembl D-RAD SMART PACK gna ocTeocuHTe3a AucCTanibHOro
yTAena ny4yeBOW KOCTU C NPUHALNEXHOCTAMMU.

JANCAHVE OCHOBHBIX ®YHKLIMOHA/TIbHbBIX 3TEMEHTOB, COCTABHbIX YACTEK

*ARTS AND ACCESSORIES OF MD
O6LLee onmcaHme PYHKLNOHAbHbIX 31eMeH T 0B M

(omnoHeHTbl cucTeMbl D-RAD SMART PACK npegctaBneHbl MMMaaHTataMm W
HCTPYMEHTaMu 418 NeYeHUs nepenomoB AWCTaNbHOrO OTAena Ny4eBOi KOCTW.
1nactTuHbl, BUHTBI, MAHbI npefycMoTpeHbl  And uMniaHTaumum "
NacCUPULIMPYKITCA KakK [ONTOBPEMEHHbIE XMPYPrMUYeckn WHBa3VBHblE U3Aenuns.
)CTasibHble WUHCTPYMEHTbI CUCTEMbI, BXoslme B coctaB Habopa D-RAD SMART
'ACK  paccmaTtpmBaroTcs  Kak  XMPYPrMYecknm  WHBA3UBHbIE  YCTPOWACTBA,
ipefHa3Ha4yeHHble 415 BPEMEHHOIO UCMO/b30BaHuA.

labopbl AnA  O4HOPA30BOro WCMNo/b30BaHWA: Habop Ans  ogHOPa3oBOro
~NOMb30BaHNA COAEPXWUT UMMMIAHTAT U BCe HEOOXOAMMblE WHCTPYMEHTbI ANA
wnnadtaumn. CnegyeT OTMETUTb, YTO KaxAblli HA60p ynakoBaH TOIbKO C O4HUM
)asMepom UMMMnaHTata W OAHWM pasMepoMm Harnpasfswouero 650ka. Bce
)CTaNlbHble  OAHOPAa30Bble WHCTPYMEHTbI TakXe npefcraBfeHbl B O4HOM
X3emrnaspe, Kpome Cnuy C TpOoakapHbiM KOHLIOM, KOTOPble BK/IOYEHbl B
(onnyecTBe 4WT Ha Habop.

nabnoHsl nnactnHel D-RAD: 1ns BbibOpa Habopa Co cTaHAAPTHOW WM LLUMPOKOA
v1acTMHaMn npefocTaBnAoTea WabnoHb!

MHTbl U MHbI D-RAD: ®ukcauma nnactuHel D-RAD oGecneumBaeTcsi 3a cyeT
MCMOMb30BaHNS BUHTOB U GNOKMPYeMbIX MWHOB. BWHTbI [JOCTYMHbI Kak B
3/10KMPYEMOW, TaKk U He 6OKMPYeMOl KOHMMrypaumsax B Kax4oM pa3mepe.
jMHTbi, unmetowme abbpesmatypy ST (self-tapping) B onucaHwn SBNSAKOTCS
:aMOHape33loLWMMU. BUHTBI, NWHbI 1 WabnoHbl nNpeacTaBieHbl B ynakoBaHHOM
A€ B CneLmnanm3vpoBaHHOM KOHTelHepe.
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MD naTe, models or variations of MD

Components of D-RAD SMART PACK System for distal
radius osteosynthesis with accessories.

MW/ DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS,

General description offunctional elements of MD

The D-RAD Smart Pack system components are
presented by implants and instruments intended for
the treatment of fractures of the distal radius (i.e. D-
RAD). The plates, screws, and peg implants are
considered as implantable devices and long-term
surgically invasive devices. All other instrumentation in
D-RAD Smart Pack kit is considered as surgically
invasive devices intended for transient use.

Single Use Procedural Kits: The single-use disposable
procedural kit will contain the implant construct and
all of the necessary instrumentation to implant the
construct. It should be noted that each kit would only
be packed with one size of implant and one size of the
guide block. All other single use instruments will also
be included in quantities of one with the exception of
the Trocar Tip Wire which will be included in quantities
of four per kit.

D-RAD Template Packs: Prior to selecting the wide or
standard procedure kit, template packs are provided.
Screws and pegs: Fixation of the D-RAD plate is aided
through the use of screws and locking pegs. The
screws are available in both locking and non-locking
options in each size. All of the screws and pegs are
available in sterile variants. Screws with "S-T" in the
description are self-tapping screws. Screws, pegs and
templates will be provided in their fully packaged form
in an organizing tray unit.




Standard Wide

Implant
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DriB

Instruments

Ha6opbl D-RAD SMART PACK ogHopasoBble / D-RAD SMART PACK Single-Use Kits
31BepTKa - Screwdriver, Cnuupl ¢ TPOakapHbIM KOHLOM (4wT) - Wires with Trocar Tip, HanpaButenb ¢ hkcnMpoBaHHbIM yriom - Fixed-angle
drill guide, HanpaBuTtenb ¢ BapuabensHbiM yrnom - Variable-angle drill guide, Bnok Hanpasnstowmin - Guide block. lep>katenb NaacTuHbl -
Plate holder. ameputens rnyéuHsl - Depth gauge. CBepno - Drill

34HOpa30Bble Habopbl yNakoBaHbl CTEPUALHO C IEBOW MM NPaBOW AMCTaNIbHON
1y4eBOW MNACTMHOW M BK/IOYAIOT OLHOPA30Bble WHCTPYMEHTbl, Heo6XoAuMble
Vifl umnnaHTtaumun. Jlesas v npasas NAacTWHbl AOCTYMHbI B [BYX LUMPUHAX
ACTaHAapTHas 1 WNpokas), NoAxXoaalme ANA pasMYHOM aHaTOMUM naumeHTa.
MnactuHa D-RAD B cocTtaBe Habopa npegnaraet Xupypram BO3MOXHOCTb
/1Cnonb3oBatb GNOKMPYEMbIE BWHTBI WAN MWHbI C PEryivpyemMbiM YraoM uan
He6NOKMpyeMble BUHTbI B OTBEPCTUSAX NNACTUHBI

1 Ha6opbl D-RAD SMART PACK ogHOpa3oBble, BapuaHTbl;

- Habop D-RAD SMART PACK 4H LEFT STANDARD PLATE ofgHOpa3o0Bblii:
nnactMHa  iydyeBas fieBas  CTaHfapTHas € WHCTpymeHTamu (610K
HanpaBAAOLWMIA -1 WT., Aep>KaTeb NNaCTUHbI, CAMLbI C TPOAKapHbIM KOHLIOM -
4 wT., HanpaBuTe/lb C (DUKCMPOBAHHLIM YrnoMm - 1 wWT., HanpasuTesb C
BapvabesibHbIM yrnom - 1 wT., ceepno -1 wrt., oTBepTka - 1 WT., u3mMepuTenb
ryouvHbI -1 wWr.);

- Habop D-RAD SMART PACK 4H LEFT WIDE PLATE oaHOopasoBblii: niaanHa
NyyeBas fieBast LIMPOKas C MHapymeHTamu (610K Hanpasnswowmi - 1 wr.,
gepxkaresib MnactvHbl - 1 WT., CnNuubl C TPOakapHbIM KOHLOM - 4 W,
HanpasuTesib C (PUKCMPOBAHHbLIM YoM -1 LWT., HanpasuTeNb ¢ BapnabesibHbIM
yrnom -1 wr., ceepno -1 wr., otBepTKa -1 LWT., usmeputenb ryouHbl -1 LwT.)

- Ha6op D-RAD SMART PACK 4H RIGHT STANDARD PLATE ofHOpa3soBblii:
nnactTmHa fiyyeBast npaBasd CTaHgapTHad € MHCTpymMeHTamu  (6710K
HanpasnstowmiA - 1 WT., gep>katesb NAacTuHbl - 1 WT., CNWLbl C TPOaKapHbIM
KOHLIOM * 4 LUT., HanpasuTeslb C (PUKCUPOBAHHBLIM Yr/1I0M -1 WT., HanpasuTesib C
BapviabesibHbIM Yr/iom -1 wWT., cBepso - 1 wrT., oTBepTka - 1 Wwrt., u3mepuTesb
ry6UHbI © 1 LWT.);

 Ha6op D-RAD SMART PACK 4H RIGHT WIDE PLATE oaHOpa3oBbilt nnactuHa
NlyyeBasi NpaBas LUMPOKasi C MHCTpyMeHTamu (610K HanpaBnswowmin - 1 wr.,
gepxkartefib MiacTvHbl - 1 WT., Cnvubl C TpPoakapHbIM KOHUOM - 4 T,
HanpasuTesb C (PUKCUPOBaHHLIM YIIoM -1 WT., HanpasuTesib ¢ BapuabeibHbIM
yrnom -1 wr,, cBepno -1 wr., oTBepTKa -1 WT,, usmepuTesib rybuHbl -1 )

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

Single-Use Kits are packaged sterile with a left or right
volar distal radius plate and Include single-use
instruments needed for implantation, Left and right
plates are available in two widths (standard and wide)
to accommodate varying patient anatomy.

The D-RAD plate offers surgeons the ability to use
variable angle locking screws or pegs, or non-locking
screws in the holes of the plate.

1. Single Use D-RAD SMART PACK Kit, variants:

- D-RAD SMART PACK 4H: Left Standard distal radius
plate with instruments D-RAD SMART PACK 4H: Right
Wide distal radius plate with instruments (guide
Block Ipc, K-Wires 4 pcs, fixed 1 pc &VA Drill Guides
Ipc, Drill bit Ipc, self-retaining screwdriver Ipc and
depth gauge Ipc);

- D-RAD SMART PACK 4H: Left Wide distal radius
plate with instruments D-RAD SMART PACK 4H: Right
Wide distal radius plate with instruments (guide
Block Ipc, K-Wires 4 pcs, fixed 1 pc &VA Drill Guides
Ipc, Drill bit Ipc, self-retaining screwdriver Ipc and
depth gauge Ipc);

- D-RAD SMART PACK 4H: Right Wide distal radius
plate with instruments (guide Block Ipc, K-Wires 4
pcs, fixed 1 pc &VA Drill Guides Ipc, Drill bit Ipc, self-
retaining screwdriver Ipc and depth gauge Ipc);

- D-RAD SMART PACK 4H; Right Wide distal radius
plate with instruments (guide Block Ipc, K-Wires 4
pcs, fixed 1 pc &VA Drill Guides Ipc, Drill bit Ipc, self-
retaining screwdriver Ipc and depth gauge Ipc).
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LLla6noHbl D-RAD nnactuHbl / D-RAD Plate Templates

nabnoHbl JOCTYMNHbI B 060MX BapuaHTax: /IEBOM U MpaBoM, KaxKAas yrnakoBKa
1abnoHbl AOCTYMNHbI B 060MX BapuaHTax: /IeBOM W MPaBOM, KadKAas yrnakoBKa
:0[ePXKUT 2 pasMepa: CTaHAaPTHbIN Y LUMPOKUIA.
2 LWa6bnoHbl D-RAD nnacTuHbl, BapyaHThbl;

LlabnoH 0-RAD nnacTuHbI NeBblii (2 LT B YNaKOBKE);
milla6noH D*RAD nnacTuHbl NpaBbiii (2 WT B YNaKoBKE).

The template packs are available in either Left or Right
and each pack contains two templates sizes. Wide and
Standard.

2. D-RAD Plate Templates:

- D-RAD Plate Template Left (2pcs);

- D-RAD Plate Template Right (2pcs).

BuHTbI KOpTUKasibHble D-RAD, BUHTbI 6n10kunpyemblie D-RAD, MuHbl 61oknpyemble D-RAD/ D-RAD Cortex Screws, D-RAD Locking Screws,

D-RAD Locking pegs
BVWHTbI M MWHBI, MCMOMb3yeMble COBMECTHO ¢ Habopom D-RAD SMART PACK,
yrnakoBaHbl B OTAefbHble YNakoOBKW. bBbriokMpyemble nNWHbI  NpeacTaBneHbl
AnameTpom 1.8MM B gnanasoHe AavH ¢ 12 o 24mm. CaMoHapesatoLwme BUHTbI
npefcraeneHbl B 060MX BapuaHTax: 6M10KMPYeEMbIX U HEe6MOKMPpYeMbIX. BUHTbI
[OCTYNHbI B AnameTpe 2.4MM W B ANIMHAX B AnanasoHe ¢ 10 4o 24 mM. V1 BUHTLI 1
M1HbLI NOCTaBAOTCA CTEPUSbHBIMU.

3 BUHTBI KOpTUKaUbHbIE D-RAD.

BuHTbI KOpTUKanbHble D-RAD npefcrasfieHbl B cnefytow,nux pasmepax (anametp,
MM X AnvMHa, MM): 2,4x10 MM, 2,4x12 MM, 2,4x14 MM, 2,4x16 MM, 2,4x18 MM,
2,4x20 MM, 2,4X22 MM, 2,4X24 MM.

4. BUHTbI 610KMpyemble D-RAD.

BuHTbI 6nokmpyemMble D-RAD npefcTaBfieHbl B cregylowmx pasMepax (aunametp,
MMX A/INHA, MM):

2,4x10 MM, 2,4x12 MM, 2,4x14 MM, 2,4x16 MM, 2,4X18 MM, 2,4x20 MM, 2,4X22 MM,
2,4x24 Mwm.

5. MuHbl 6nokupyemble D-RAD.

MuHel D-RAD 6n10Knpyemble npeacTasneHbl B CRefyloLWnX pasmepax (guamerp,
I MM XavHa, Mm):

[1,8x12 Mm, 1,8x14 mm, 1,8x16 mm, 1,8x18 mm, 1,8x20 MM, 1,8x22 MM, 1,8x24 mMm.

10

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

The screws and pegs that are used with the D-RAD
SMART PACK will be packaged separately. Locking pegs
will be provided in 1.8 mm diameter in a range of
12mm to 24mm in length. Self- tapping screws will be
provided with both locking and non-locking features
available. The screws will be 2.4mm in diameter and a
range of 10 to 24 in length. Both the screws and pegs
will be offered sterile.

3. D-RAD Cortex Screws.

D-RAD Cortex Screw are presented by the following
sizes (diameter, mm x length, mm). 24xI0mm,
2,4x12mm,  2,4xl4mm, 2,4xI6mm,  2,4xI8mm,
2,4x20mm, 2,4x22mm, 2,4x24mm,;

4. D-RAD Locking Screws.

D-RAD Locking Screw are presented by the following
sizes (diameter, mm x length, mm):

2,4x10 mm, 2,4x12 mm, 2,4x14 mm, 2,4x16 mm,
2,4x18 mm, 2,4x20 mm, 2,4x22 mm, 2,4x24 mm.

5. D-RAD Locking pegs.
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D-RAD Locking are presented by the following sizes
(diameter, mm x length, mm):
,.8xI2mm,  [,8xl4dmm, [8xI6mm,
1,8x20mm, [,8x22mm, 1,8x24mm

1,8xI8mm,
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KoHTeliHep AN BUHTOB, NMHOB 1 WAGNOHOB C KpbIWwKoi / Tray for screws, pegs and templates with Lid

Cneumanv3vpoBaHHbIii KOHTeliHep NpeAHasHayveH TONbKO A1 Lenein nomeLeHuns
TyAa BWHTOB, MWHOB W LWabnoHOB. KOHTeiHep He MOANEeXWUT cTepuauMsauun u
npefHasHayeH Ana NoMeLleHNs TyAa TObKO MOAHOCTBI0 YNaKoBaHHbIX U34eNniA.
KoHTeliHep Ao/mMKeH pacrnonaratbcsa 3a npegenamu CTEPUIbHOIO MONS, NOCKONbKY
YCTPOWCTBO ~ HecTepuNbHO, KpbIWKY MOXHO CHSTb W PacrnonoXuTb MOA
KOHTeHepoM.

MpuHagnexxHocTu:

1. KoHTeliHep Ans BUHTOB, NMHOB M WabnoHoB D-RAD.

2. KpblwKa KOHTeliHepa Ana BUHTOB, MMHOB U Wa6noHoB D-RAD.

BO3MOXHOCTb N METOAbI NHTEFPALN C OPYTUMW MW/ THE POSSIBILITY
DEVICES

KomnoHeHTbl cuctembl D-RAD SMART PACK npegHasHayeHbl TONbKO ANs

O[JHOPa30BOr0 MCMOMb30BaHWA U He MpefHa3HayeHbl AN WUCNOMb30BaHUS C

OpYyrummn cuctemamu.

TEXHUYECKWE XAPAKTEPUCTUKIW/ TECHNICAL CHARACTERISTICS

KoMMoHeHTbI cucTeMbl/System components Pasmepsbl/Sizes

OpHopasoBble Habopsbl/ Single use Kits

The organizing tray unit will serve not any purpose
other than to assist in organizing the screws, pins and
templates. The organizing tray unit will not be
sterilized, and will only contain fully-packaged items.
The Tray should be positioned outside of the sterile
field as the unit is non-sterile. The lid can be removed
and nested underneath the tray

Accessories:

1. D-RAD Screw, Peg and Template Tray.

2. D-RAD Screw, Peg and Template Tray Lid.

AND WAYS OF INTEGRATING WITH OTHER MEDICAL
The D-RAD SMART PACK system components are

intended for single use and is not intended to be used
in combination with any other system

MnaanHa wnookas/Plate WIDE

Ha6op D-RAD SMART PACK 4H RIGHT WIDE PLATE [Onvnna/Length:

ofHopa3oBblii /D-RAD SINGLE USE KIT RIGHT WIDE
55.88 £0.25MmM/TT

LWnpuHa (nonato4yHas 4aab)/Width

(scapular part):

1.048 £0.010 groiim/inch

HaGop D-RAD SMART PACK 4H LEFT WIDE PLATE 26.61£0.25mMMm/TT

oaHopa3sosblii/ D-RAD SINGLE USE KIT LEFT WIDE
(rectangle part):

2.200 +£0.010 atorim/inch

WnpuHa (npsamoyronbHasa 4acrb)/Width

FonwwuHa/Thickness;

D.064 +£0.010 groinm/inch
1.63+0.25MM/TT
M3rmn6/Curvature;

0.273 £0.010 grovim/inch
6.93 £0.25mMMm/TT

Macca nnaauHsbl, r/ Weight
of Plate, g:

3.33+0.16

0.333 £0.010 groinm/inch

8.46 £0.25mMm/TT
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Ha6op D-RAD SMART PACK 4H RIGHT STANDARD
PLATE ogHopa3oBblii/
D-RAD SINGLE USE KIT RIGHT STANDARD

Ha6op D-RAD SMART PACK 4H LEFT STANDARD
PLATE ogHopa3ossblii/ D-RAD SINGLE USE KIT LEFT
STANDARD

HanpaBuTenb ¢ BapnabenbHbIM YoM (Kak 4acTb
Habopa D-RAD)
Drill Guide VA (as a part of D-RAD Kit)

HanpaButenb ¢ PUKCMPOBaHHLIM YFNOM(KakK YacTb
Habopa D-RAD)
Drill Guide Fixed (as a part of DAD Kit)

Csepno/
Fluted tip Kirschner Wire

Cnunubl cTpoakapHbIM KOHLOM (4LT)
Trocar Tip Wires (4pcs)
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MnactuHa ctaHgaoTHas/Plate
STANAOARD

OnnHal/Length:

2.200 +£0.010 grovim/inch

WnpuHa/Width (Scapular part):
0.858 +£0.010 pgrovim/inch

21.80 £0,25mm/TT
WunpuHa/Width (rectangle part):
0.333 +£0.010 atorim/inch

8,45 +0.25mMMm/TT

Hanoasutens/Orl1ll Guide
OnnHa/Length:

2.235 +£0.010 groiim/inch
56.76 £0.25MM/TT

LWnpuHa (MakCHManbHafl)/Width (max):

0.250 £0.003 groiim/inch
6.35+0,07MM/TT

LOnameTp BHyTpeHHuit/Diameter
(inner);

0.079 £0.002 groiim/inch

2.00 £0.05mm™m/TT

Diameter (BHewHu kKoHew,) (outer tip);
0.142+ 0.002 atoim/inch

3.60 +£0.05mMm/TT

Pasmep wkanbl/Scale size:

0.394 +0.003 grovim/inch

10+ 0,07MMm/TT

Hanoasutens/OHU Guide
[OnnHa/Length:

2.23 £0.02 groiim/inch

56.64 £0.25mMM/TT

WunpnHa makcnumanbHaa/width (max):
0.250 +£0.003 groiim/inch
6.35+0.07MM/TT

[OvameTp BHyTpeHHui/Diameter
(inner):

0.079 +£0.002 gronim/inch

2.00 +0.05mMm/TT

[OnameTp BHewHuii/Diameter (outer
tip):

0.142+ 0.002 groiim/inch
3.60+0.05MMm/TT

Pasmep wkanbi/Scale:

0,394 +£0,003 gronm/inch

10+ 0,07mMm/TT
OnnHa/Length:

5.91 +0,02 gronm/inch

150.11 £0,25MMm/TT
Onametp/Diameter:

0.071 £0.001 aroim/inch
1.80+0,25Mm/TT
OnnHal/Length;

3.94 £0,04 groiim/inch

118.11 +0,25mm/TT
Onametp/Diameter:

0.054 +0.001 groinm/inch
1.37+0,25mMm/TT
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FonwwmHa/Thickness:
D.064 £0.003 groiim/inch
162 +0.08Mm/TT

0.289 +£0.010 groim/inch
734 +0.25MM/TT

IHacca nnacTtuHel, r/ Weight
of Plate, g:

3.05 £0.15

I>VKonTKa/Handle
LinvHa/Length:

4.0 £0.1 groiim/inch
101.6 £2.5MM/TT
LWHpHHa/Width:

0.150 +£0.010 gtoiim/inch
381+ 0.25MM/TT
BbicoTa/Height:

0.275 +0.005 grotim/inch
598+ 0.13MM/TT
[unawvetp BHewHwnin/Diametei
[outer):

0.35 £0.02 groiim/inch
S9+0.5mMm/TT
Anamvetp
3HyTpeHHWIA/Diameter
[inner):

0.255 +0.002 atoiim/inch
547 £0.05mm/TT

r>VKOfITKa/Handle
[OnvHa/Length:

4.0 £0.1 gronm/inch
101.6 £2.5mMmm/TT
lUnpHHa/Width:

0.150 +£0.010 gronim/inch
381+ 0.25MMm/TT
BbicoTa/ Height:

0.275 +£0.005 paroiim/inch
6.98+ 0.13mm



N3ameputens rny6uHbl/
Depth Gauge

OTBepTKa/
Screw driver

Bnok Hanpasnsiownin/
D-RAD Drill Guide Block

[epxxatenb nnactuHbl/
D-RAD Plate Holder

La6noHbl nnactnHbl D-RAD/ D-RAD Plate Template

AUHTLI/ Screws

BuHT kopTrkKanbHbii D-RAD/D-RAD Cortex Screws

BuHT 6n10knpyembiii D-RAD/
D-RAD Locking Screws
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OnnHal/Length:
4.65 +£0,02 groim/inch
100.07+0,25mMMm/TT

LWunpunHa (wupokoi 4acTH)/Width (wide

part):
0.86 0,02 groiim/inch
21.84 £0.25 mm/mm

Onvna/Length:

5.72 +0,02 groiim/inch
145.29 £0.05MM/mm
Wunpuna/Width:

0.69+ 0.02 groiim/inch
1753 £0.50mMm™m/TT
[lns ctaHoaoTHOV nnacTuHbl/ For
Standard Plate
OnvHa/Length:
1.171+0.010 atoiim/inch
29.74+0,25mMm /7T
WnpuHa/Width:

0.814i 0.010 groiim/inch
20.67 £0,25mMMm/TT
TonwmHa/Thickness:
0.225 +0.010 groiim/inch
571 +0,25mMm/TT

[OnvHa (6e3 KOHita)/Length (w/o tip):

0.333+ 0.010 grorim/inch
8.46 £0.25 mm
WnpuHa/Width:

0.200 +£0.010 grorim/inch
5,08+ 0,25MM/TT
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lonwmHa/Thickness:
D.050 £0.005 atoiim/inch
1.27+0.13mm/TT

[OnameTp (LWMpPOKOW yactn
pyKOBTKM)/Diameter (handle
wide):

0.88 £0.02 gtoinm/inch
22352 +£0.05mMm/TT

[nst LWimookom nnactuHbl/ For
Wide Plate
[OnvHa/Length:
1.182+0.010 grorim/inch
30.03+0,25mMMm/TT
WnpuHa/Width:

0.814 £0.010 groiim/inch
20.67 £0,25mMMm/TT
FonwwmHa/Thickness:
0.248 £0.010 gronm/inch
6.29 £0,25MM/TT

OnameTp (onucaHHbIn)/Diameter (circumscribed):

0.0868+ 0.010 gtoiim/inch
2.20 £0.25 mm

LLnpokuii (ans npaBoli 1 NeBOW NAacTuH)

[OnnHa/Length:
55.88 +0.25MmM/TT
WwnpuHa/Width:
26.61 +0.25mMM/TT

CTaHfapTHbIN (g5 NpaBOW 1 NeBOI NaaaunH)

OnnHa/Length:
5588 £0.25MM/TT
WwnpuHa/ Width:
2179 £0.25mm/TT

OnnHa/Length:

10+0.25mMMm/TT
12+0.25MMm/TT
14+0.25Mmm/TT
16 £0.25mm/TT
18 +£0.25mMMm/TT
20+£0.25Mm/TT
22+0.25MM/TT
24 +£0.25MM/TT
OnnHa/Length:

10+0.25mMMm/TT
12+0.25mm/TT
14+0.25mm/TT
16 £0.25mm/TT
18+0.25mMm/TT
20+0.25MM/TT
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[OnameTtp pe3bbbl/Diameter
[thread):

D.095 +0.003 groinm/inch
241 x0.25mMm/TT

OnameTp (pe3b6bi)/Diameter
[thread):

1098 +0.006 atoinm/inch

2.49 £0.15mm



MuHbl/ Pegs

MuH 6nokmpyemsblii D-RAD/
D-RAD Locking Pegs

MpUHaLNEXHOCTU:

KpbllKa KOHTelHepa ANs BUHTOB, MUHOB U
wa6noHos D-RAD/
D-RAD Screw And Template Tray Lid

KoHTeliHep A5 BUHTOB, MMHOB U WabnoHos D-RAD/
D-RAD Screw And Template Tray

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

22 +£0.25MmM/TT
24 +£0.25MM/TT

AOnnna/Length:

0.393 +£0.010 gtoiim/inch (9.98 +
0.25MM/TT)

0.471 £0.010 groiim/inch (11.96 +
0.25Mm/TT)

0.550 +0.010 groiim/inch (13.97 +
0.25MM/TT)

0.628 +0.010 groiim/inch (15.95 +
0.25Mm/TT)

0.707 £0.010 atorim/inch (17.96 +
0.25mMm/TT) 0.786 £0.010 groiim/inch
(19.96 £0.25MM /TT)

0,865 +0.010 gronm/inch (21.97 +
0.25MM/TT)

0.943 +£0.010 gronm/inch (23.95 =
0.25MM/TT)

1.022 +£0.010 groiim/inch (25.96 +
0.25mMM/TT)

1.101 +£0.010 grotim/inch (27.96 +
0.25MM/TT)

OnnHa/Length:

20.25 +£0.02 groiim/inch
51435 +0.25mMMm/TT
WunpuHa/Width:

15.60 +£0.02 gtoinm/inch
396.24 £0.25mMMm/TT
BbicoTa/ Height:

1.00 £0.02 groim/inch
254 +0.25mMmm/TT
[OnnHa/Length;

21.45 +0.02 groinm/inch
544.83+ 0.25 mm
WunpuHa/Width:

smith&nephew

Linametp/Diameter:
0.066 +0.004 gtoiim/inch
0.060 +£0.004 gtorim/inch
152+0.25mMm/TT

4.06 +4.62+ 3.59 +2.97+ 0.02 groiim/inch (15.60 aroiim/inch)
103.12 +117.35 +91.19 +75.44 +0.25 mm (396.24 £0.25Mm/TT

BbicoTa/ Height:
2.94+ 0.02 atolim/inch
74.67 £0.25 mm

14
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MEPEYEHb 1 ONMNCAHUNE MATEPUAIOB M/ LIST AND DESCRIPTION OF MD MATERIALS

HanmeHoBaHune/ Name

MnactnHbl D-RAD, BUHTbI KOPTUKa/bHbIE N
6nokmpyemble D-RAD, nuHbl D-RAD
/D-RAD Plates and D-RAD Cortex and Locking
Screws, Pegs

CBepno, cnuua ¢ TpoakapHbIM KOHL,OM
/Drill and Trocars tip Wires

Lep>xaTenb NnacTvHbl U U3MepUTeNb rNy6uHbI
/Plate Holder and Depth Gauge

Bnok Hanpasnstowmii n LWa6noHbl
/Guide Block and D-RAD Template
OTBEpTKA
/Screwdriver

Hanpasutenb ¢ PUKCMPOBaHHbLIM YINOM U
HanpasuTe/b ¢ BapnabenbHbIM yrnom (¢
PYKOATKOI)
Drill Guides (Fixed and VA with handle)
MpuHagnexHocTu:
KoHTeliHep ans BUHTOB, MMHOB U WabnoHoB D-
RAD/ Tray for screws, templates and pegs
KpbllwKa KOHTeliHepa AN1s BUHTOB, MWHOB 1
wabnoHoB D-RAD/ Lid for D-RAD Tray

Marepuan/ Material of MD Tun n AnNMTeNbHOCTL KOHTakKTa/ Contact type
and duration
ViMnnaHTpyemble MefuLMHCKNE U3aenmns
ANNTENBHOMO NPYMEHEHNS N KOHITakTOM C
BHYTPEHHeN cpefoi 1 TKaHAMM opraHu3ma
(6onee 30 gHeli)/ - Implantable medical
device for long-term use with the internal
environment and body tissues contact (more
than 30 days)

CnnaB KobanbT-XpoM B COOTBETCTBUN  XMPYpPruyeckne MHBasnBHbIE MegULMHCKME
co cTaHgaptom ASTM F90/ Cobalt n3genmsa KpaTkoBpeMeHHOro NpYMeHeHus,
Chrome in accordance with ASTM F90  nmetoLlime KOHTaKTe BHYTPEHHel cpeaoii
yenoseka/ Surgical invasive medical devices
for short-term use, having contact with the
internal environment of a human

Cnnas TI-6AI-4V B COOTBETCTBUM CO
cTaHpgapTom F1472/ Ti-6Al-4V in
accordance with ASTM F1472

Hep>kaBetowwas ctanb/ Stainless Steel

Monnkap6oHart/ Polycarbonat

MonugeHnncynbgoH/ PPSU
Hepxxasetowasa ctanb/ Stainless Steel

MonugennncynbdoH/ PPSU

AntomyHKeBbIl cnnas/ Aluminum OnocpefoBaHHbI KOHTAKT ¢ BHYTpeHHe

alloy cpepoii yenoseka/ Indirect contact with
AntoMunHMeBbIn cnnas/ Aluminum internal environment of a human
alloy

OAHHBIE OB YMAKOBKE 1 MAPKMPOBKE/ PACKAGING AND LABELLING INFORMATION

KomnoHeHTsl HabopoB D-RAD SMART PACK ynakoBaHbl B MIacTUKOBbI/ NOTOK,
KOTOPbI/ yNnakoBbIBaeTCA B NakeT U3 NOAN3TUNEHA U TaliBeka. [MakeT nomeLyaeTcs
B KAPTOHHYIO KOPOOGKY.

LLlabnoHbl ynakoBaHbl B MOMMITU/IEHOBLIA MNaKeT, KOTOpbIi YynakoBaH B
KapTOHHYIO KOPOGKY.
BWHTBI M NWHbI MOMELLAlTCA B yAepXuBawoLWme (UKcaTopbl. ®PUKcaTOpbI

rnomMeLLaroTcsl BO P1akOH, KOTOPbI yNaKOBbIBAETCA B MOMANITUIEHOBbLIA Maker.
TpaHCNopTHas ynakoBKa 13roToB/eHa U3 NPecoBaHHOIO KapToHa.
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Components of the D-RAD SMART PACK kit are
packaged in a plastic tray, which is packaged in a
polyethylene and Tyvek bag. The package is placed in a
cardboard box.

Templates are packed in a plastic bag, which is packed
in a cardboard box.

Screws and pegs are packaged in sterile retainers. The
retainer is placed in a vial, which is packaged in a
plastic bag.
Transport

cardboard.

packaging made from compressed



1AHHBIE 0 MAPKMPOBKE/ LABELING DATA

la nepBMYHYO yNakoBKY 0AHOpPa30Bbix Ha6opoB D-RAD SMART PACK HaHocuTtcs
nefytowias MapK1MpoBKa:

HavMeHoBaHVe U3genus,

KOJINYECTBO;

HOMep Mo Karasory;

HOoMep noTa/Kof napTuu;

NOroTUMN U3roTOBUTESS;

ITPUX-KoA 1 QR-KOA;

3HaK «/icnonb3osatb 40...»;

3HaK «PagnalnoHHas aepunmsauns»,

3Hak CE;

3HaK «3anpeT Ha NPYMEHEHNE B C/lyyae HapyLleHNs LieIOCTHOCTU YNaKOBKU»;
Ha nepBMYHYlO ynakoBKy LwWwab6noHoB nnactuH D-RAD SMART PACK HaHocuTcs
:NnefytoLlas MapKMpoBKa:

HavMeHOoBaHWe n3fenns;

KO/MINYECTBO;

HOMEp Mo Katasory;

HOMep noTa/Kog napTuu;

NOTrOTUM U3rOTOBUTENS;

wTpux-Kog u QR-kopg;

-3HaK «/cnonb3oBarb fo...»;
- 3HaK «PagnaLnoHHasa cTepuinsanms»,
-3Hak CE;

Ha nepBuyHyto ynakoBKy 6/10KMPYEMbIX U KOPTUKa/bHbIX BUHTOB 1 6/1I0KMPYEMbIX
nvHoB D-RAD HaHoCUTCA criefytoL,ags MapKnMpoBKa:
-HanmeHoBaHWe n3fenus,
*KO/INYECTBO;
*HOMEp Mo Katasory;

HOMep floTa/Kog napTum;
*/1OrOTUM U3rOTOBUTENS;

wTpmx-Kog n QR-kog,;
*3Hak «licnonb3osarb f0...»;
-3HaK «PafmalnoHHas ctepunusaumns»;

Ha BTOpU4Hyl0 ynakoBkKy HabopoB ogHopa3oBbix D-RAD SMART PACK HaHocuTcs
nefyroLas MapkMpoBKa,;

-HaMeHOBaHWe n3genus;

* KO/INYECTBO;

mOMep Mo Karasory,

-HOMep noTta/Kof naptuw,

- 3HaK EBponelickoro cooTBETCTBUS;

- 3HaK «PagnaumoHHaa ctepunmnsaunsa»;

- 3HaK «Mcnonb3osarb Ao...»;

- 3HaK «3arpeT Ha NOBTOPHOE MPUMEHEHMEY;

- 3HaK «OCTOpOXHO! OBpaTUTECh K MHCTPYKLMKN MO NPUMEHEHUNIO,

- 3HaK «3arnpeT Ha NPUMeHeHUe B cllyyae HapyLleHNs LIefIOCTHOCTU YNaKOBKU»;
- 3HaK «3anpeT NOBTOPHO CTEpUAN3aLUNY;

- 3HaK «ObpaTnTeCh K MHCTPYKLMMW MO MPUMEHEHUIOY;

- N3rOTOBUTEIb;

- YNO/IHOMOYeHHbI NpefcTaBuTeNb B EBponeiickom coobLu,ecTBe;

-7I0TOTUM N3rOTOBUTESISA;

- wTpux-kog v QR-Kog;

Ha BTOpWYHYIO ynakoBKy LWa6noHoB nnactuH D-RAD HaHocuTcA
MapK1poBKa;

- HaMeHOBaHne U3genus;

- KO/IN4ecCTBO;

- HOMep Mo Katasory;

- HoMep noTa/Kof napTuu;

- 3HaK EBponeiickoro cooTBeTCTBUS;

- 3HaK «PagmnaLmoHHas cTepunansauns»,

cnefytoLas
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The following labeling is applied on the primary
packaging of D-RAO SMART PACK Kit;
- name;

-quantity;

-catalogue number;

- LOT number/ BATCH code;
-company logo;

- bar code and QR-code;

- Use by sign;

- Sterilized using irradiation;

- CE marking sign;

- Do not use if open or damaged sign;
The following labeling is applied on the primary
packaging of D-RAD Plate Template:
- name;

- quantity;

- catalogue number;

- LOT number/ BATCH code;

- company logo;

- barcode and QR-code;

- Use by sign;

- Sterilized using irradiation;

- CE marking sign;

The following labeling is applied on the primary
packaging of D-RAD Screws, Pegs:

- name;

- quantity;

- catalogue number;

- LOT number/ BATCH code;
-company logo;

- bar code and QR-code;

- Use by sign;

- Sterilized using irradiation;

The following labeling is applied on the secondary
packaging of D-RAD SMART PACK Kits:
- name;

- quantity;

- catalogue number;

- LOT number/ BATCH code;

- CE marking sign;

- sterilized using irradiation;

- Use by sign;

- DO NOT reuse sign;

- Caution! Consult instructions for use;
- Consult instructions sign;

- Do not use if open or damaged sign;
- Do not resterilize sign;

- manufacturer;

- EC representative;

-company logo;

- bar code and QR-code;

The following labeling is applied on the secondary
packaging of D-RAD Plate Template:

- name;

- quantity;

- catalogue number;

- LOT number/ BATCH code;

- CE marking sign;

- sterilized using irradiation;



3HaK «/Icnonb3oBarb f0...»;

3HaK «3anpeT Ha NOBTOPHOE NPUMEHEHUEY;

3HaK «OCTOPOXHO! O6paTUTECh K MHCTPYKLMMW NO MPUMEHEHNIO»;
3HaK «OGpaTUTECh K MHCTPYKLMM MO NPYMEHEHNIO»;
N3roTOBUTENb;

YNOMIHOMOYEHHbIV NpeAcTaBuTeNb B EBponelickom coobLecTse;
NOroTUN U3rOTOBUTENS;

WTPMX-Kog 1 QR-Kog;

Ha BTOpWMYHYlO ynakoBKY BWHTOB W NWHOB D-RAD HaHocuTCA crepyrowias

NapKNpoBKa:

' HauMeHoBaHue U3aenus;

*KO/INYECTBO;

*HOMEp Mo Karasiory;

*HOMep noTa/Kof napTuu;

*3HaK EBpoOnenckoro cooTBeTCTBYUS;

mHaK «PagnaumoHHaa ctepunnsaunsa»,

*3HaK «lcnosb3osathb f0..»;

*3HaK «3arnpeT Ha NOBTOPHOE NMPUMEHEHUE;

mHaK «OcTopoxxHO! O6paTnTeCch K MHCTPYKLMU MO MPUMEHEHUIOY;
- 3HaK «O6paTUTeCh K UHCTPYKLUMM MO NPUMEHEHUION;

- U3roTOBUTENb;

- YNONHOMOYEHHbIV NpescTaBuTENb B EBPOMNECKOM COO6LLECTBE;
-NOroTUN N3roToBUTENS;

- WTpUX-Koa n QR-KopA;

-3HaK Rx ONLY;

MpoeKT MapKUPOBKM YMakoBKWM [ANs Npojaxu B Poccuiickoit ®eaepauun

COLEPXKMT CeaytoLLyo MHDOPMaLMIO:
-apTUKyYN/Kof NpoaykTa
- HaMeHOoBaHue;
- pasmep;
* KO/-BO LUT. B YMaKOBKE;

* flaTa W3rotoB/ieHNA, WUCNONb30BaTb A0, HOMep I'IapTI/IVI/CEpVIVIZ CM.

yMaKoBKE;
* HaMMEHOBaHVe 1 agpec U3roToBUTENS;
-YNONHOMOYEHHbIV NpefcTaBuTeNb Ha TeppuTopun Po;
-CBefleHNs 0 CTePUNbHOCTM C YKaszaHWeM MeToga cTepunnsanmm;
- HOMep PerncrtpayoHHOro Y40CTOBEPEHMS;

- Ha3HayeHwue, cnocob NpUMeHeHNA, NPOTUBOMNOKa3aHNA: CM. MHCTPYKUMNIO;

- YCNOBUSA XpaHEHWS;
- Mepbl NPeAOCTOPOXHOCTH;
- H(hopMauma 0 NPOXoXaeHun cooTeeTcTBua (3Hak PCT);

- WHCTPyKUMA NO TMNPUMEHEHUKD: CCblJIKa Ha CTpaHuuy, cogepxxallyro

WNHCTPYKLUMIO, B ceTu HTepHer.
3HayeHns CUMBO/OB, yKa3aHHbIX Ha YNakoBKe._
CATALOGUE “omep no karanory
REF NUMBER

Mcnonb3oBatb go (MTT-MM-NVAY)
YYYY/MM

PagnaumoHHas cTepunmnsaums

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

smtth&nephew

« Use by sign;

- DO NOT reuse sign;

- Caution! Consult instructions for use;
- Consult instructions sign;

- manufacturer;

- EC representative;

-company logo;

- barcode and QR-code;

The following labeling is applied on the secondary
packaging of D-RAD Screws, Pegs:

- name;

- quantity;

- catalogue number;

- LOT number/ BATCH code;

- CE marking sign;

- sterilized using irradiation;

- Use by sign;

- DO NOT reuse sign;

- Caution! Consult instructions for use;
- Consult instructions sign;

- manufacturer,;

- EC representative;

- company logo;

- bar code and QR-code;

- Rx ONLY prescribed;

The Labelling Project on the territory of Russian
Federation will contain following information:

- articul/catalogue number;

- name;

- size

- date of manufacture, use by, LOT number/ BATCH
code see on original package;

« name and address of Manufacturer;

- information about authorized representative;
-information about sreility and sterility method;

- Registration Certificate number;

- intended use, operation, precautions see Instruction
for Use;

- storage conditions;

- safety precutions;

-information on conformity (RST sign)

- Instruction for Use: link to the page containing the
instructions on the Internet.

Interpretation of symbols used on the package.



3anpet Ha NOBTOPHOE NPUMEHeHne

KoXuH
OcTtopoxkHo! ObpatnTech K
A WNHCTPYKLUMW MO NPUMEHEHWNIO
CAUTION
3anpeT Ha NOBTOPHYO
cTepmnmsaumio
RSSTRieE

He ncnonb3osarb B cny4vae
HapylweHna LenoCTHOCTU YNaKOBKU

£
S

QTY

Obpatntecb K MHCTPYKLMK

Konuyectso

depepanbHOe 3aKOHOAATENIbCTBO
(CLLIA) orpaHuumBaeT npogaxy
3TOro ycTpoiicTBa ANd UM rno
npeanucaHnio Bpada

Mpownssogutens (V3rotoBuTeNb)

- -\J
Nlorotmn koMnaHun Smith&Nephew

7% enrithfiinephew
i ir ™
lL QI':BDE

CO

Homep nota/kog naptu

EBpOI'IEI7ICKO€ COOTBETCTBME

CPOKropgHocTu/ SHELF LIFE

PaccmaTtpuBaemble ofHopa3oBble Habopbl D-RAD SMART PACK noctaensitoTcs
CTEepPU/IbHLIMW U MNpeAHa3Ha4yeHbl [N OAHOPA30BOr0  WCMOJ/Ib30BaHUA.
KoMnoHeHTbl Habopa 06beAUHAIOTCS BMECTE U CTEePUIN3YIOTCS C NPUMEHEHUEM
pafvaLnoHHOW cTepunmnsaummn. 4na HabopoB ycTaHOBMEH CPOK rogHocTty 10 ner,
OCHOBaHHbIV Ha MPOBEPEHHOM WCMbITAHUM Ha CPOK FOHOCTM KOMMOHEHTOB Lexan
1 Radel nocne pagnayOHHOro 06nyyeHus.

LLIabnoHbI CTEepUAN3YIOTCA C NMOMOLLBIO MeTOoAa PaguauoHHON cTepunmnsaumnm v
NnocTaBNATCA CTEPUIbHLIMU. N5 WabnoHOB yCcTaHOB/IEH CPOK rOAHOCTU 5 NeT.
CTepunbHble BUHTbI M MUHbI ByAyT ynakoBaHbl UHAMBUAYANbHO, YCTAHOBNEHHBI
CPOK rogHocTh Ans Hux 10 nert.

MpUHaANeXHOCTN, TaKne KaK KOHTEHEpPbl U KPbILWKW, He UMEIOT OrpaHuyeHnii no
CPOKY rogHocTn. CpoK cAyx0bl 3aBUCUT OT 4acTOTbl MCMONb30BaHWA, a Takxe
MaHepbl  UCMOJIb30BaHUA  KOHKPETHbIM nofb3oBatenem. OKOHYaHuWe Cpoka
cny>6bl, KaK npasuno, onpeensercs Mo CTeneHn usHoca n MoBpexpeHns npu
MCMOJIb30BaHUW.
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A

Caution! Consult
nstructions for use

CAUTION
Do not resterilize
oN—
RESTBUSE
Do not use if open or
damaged
C I/I Consult instructions for
use
CBUXAT
INFiw CnON |
QTY Number of Units

Federal Law (United
States of America)
‘estricts this Device to
sale by, or on the order
of a physician,

= \J Manufacturer

) Smith & Nephew Logo

7% smith&nephew

LOT number/Batch
code

i- O TlcobE

Ce€

European Conformity

The subject D-RAD SMART PACK Kits are supplied
sterile and are intended for single use. The products
are kitted together and are sterilized via gamma
radiation. The kit is marked with a 10 year shelf life
based on the validated shelf-life testing of the Lexan
and Radel components after gamma irradiation.
Templates will be sterilized via gamma irradiation and
provided sterile. Templates will be initially labeled with
a 5 year shelf life.

Sterile screws and pegs will be packaged individually
and initially labeled with a 10 year shelf life.

Sterile screws and pegs will be packaged individually
and initially labeled with a 10 year shelf life.
Accessories, such as containers and lids, are not
limited by shelf life. Service life depends on the
frequency of use, as well as the manner of use by a
specific user. End of life, as a rule, is determined by the
degree of wear and damage during use.
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®OPMA MOaABKIWN/ HOW SUPPLIED

KOMNOHeHTbI MOryT 6biTb [OMyLieHbl TOMbKO B cflydae, ecay oHu nonydeHbl  Components should only be accepted if received by
6GONMbHULEN WM XMPYPrOM C HEMOBPEXAEeHHbIMU 3aBOACKONM ynakoBkol u  the hospital or surgeon with the factory packaging and
MaOK1POBKOIA. labeling intact.

MEPEYEHb MATEPWANIOB XWBOTHOIO W (UNWN) YENOBEYECKOIO MNPOUCXOXAEHWNA/ DEVICES INCORPORATING NON-VIABLE

MATERIALS OF ANIMAL ORIGIN

M3genus Smith & Nephew He BKIHOYAlOT HeXWM3HECNocoGHble MaTtepuanbl The subject Smith & Nephew products do not

YVBOTHOTO MPOUCXOXAEHUS, Takke MOAOGHbIE MaTepuanbl He NPUCYTCTBYIOT B incorporate non-viable materials of animal origin, nor

npovecce NPOV3BOACTBA W B KOHEYHOM U3AeNnN. are they present in the manufacturing process or
present in the final device.

COJEPYXAHWE MEOVLIMIHCKX CYBCTAHLMIA/ DEVICES INCORPORATING A MEDICINAL SUBSTANCE

Pasgen He nNpUMEHUM K paccMaTpuvBaeMbiM U3genusMm, Tak Kak usgenua The subject Smith & Nephew products do not

KkomnaHun Smith & Nephew He cogepaTl MeAMLMHCKMX Cy6CcTaHuwuiA, Takke incorporate a medicinal substance, nor is it present in

MeAULMHCKME CybCTaHL MM He y4acTBYHOT B MpoLiecce NPOU3BOACTBA. the manufacturing process or present in the final
device, therefore this section does not apply.

MEPEYEHb aAHOAPTOB/ LIST OF APPLICABLE STANDARDS
BS EN ISO 14630:2012 - HeakTuBHble xupypruyeckue umnnaHtatel. O6wwme BS EN ISO 14630:2012 Non-active surgical implants -

Tpe6oBaHus General requirements;
BS EN ISO 10993-1 October 2009 - Buonorudeckasi oueHka meamumHckmx — BS EN ISO 10993-1 October 2009 Biological evaluation
n3genuin. OueHka 1 NpoBepKa B paMKax npoLecca ynpasieHns puckaMmm of medical devices. Evaluation and testing within a risk
BS EN ISO 16061:2015 - WHCTpyMEHTbI, MWCNOMb3yeMble COBMeaHO ¢ Mmanagement process;
HEaKTUBHbIMU XMPYypPruyeckumMu nMmnnaHtaramu. O6uime tpeboBaHuns BS EN ISO 16061:2015 Instrumentation for use in

association with non-active surgical implants-General
requirements.

TPEEOBAHUNA K TEXHNYECKOMY OBC/TYXXUBAHWIO I PEMOHTY MW/ REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF MD
HenpumeHUMO, T.K. U3g4enus npefHasHavyeHbl Ansi O4HOPA30BOro NMPUMEHEHMSI. Not applicable as devices are single use only.

YCNOBUA NMPUMEHEHWA, TPAHCMIOPTUPOBK U XPAHEHSA/ CONDITIONS OF OPERATION, TRANSPORTATION AND STORAGE
K pa6oTe ¢ wusgenusmMu [onyckawTcsa TONbKO MpodieccuoHanbHble xupypru,  Only professional surgeons familiar with relevant

03HaKOMJIEHHbIE C COOTBETCTBYHOLLUMM XUPYPrUYECKUMN METOANKAMM. surgical techniques are allowed to work with the
products.

YcnoBusi oKpy>KatoLLeri cpegpl
Temneparypa +15..25'C Environmental conditions
BnaxkHOCTb 30 ..75% Temperature +15..25*C
[aBneHve 86.6...106.7klMa Humidity 30 ..75%
Ycnosusa akcnnyarauum Pressure 86.6...106.7kPa
Temnepatypa +32..+42'C Operation conditions
BNaskHOCTb 100% Temperature +32..+42*C
[NasneHne 86.6...106.7kMa Humidity 100%

Pressure 86.6...106.7kPa

Hwxke npvBeaeHbl peKkoMeHAyeMble fnana3oHbl YCI0BUIA XpaHeHUs 1
Recommended transporatation and storage

YCNOBUSA TPAHCTIOPTV POBKU presented below.

Temnepatypa -20..35"C Transportation conditions

BNaXKHOCTb 40 ..90% Humidity -20..35"C

[Jasnexue 86.6...106.7kMNa Temperature 40 ..90%

Ycnosus xpaHeHus Pressure 86.6..106.7kMa

Temnepatypa -20..35'C Storage conditions

BRaXkHOCTb 40 ..90% Humidity -20..35"C

[asnenune 86.6.,.106.7kMa Temperature 40 ..90%
Pressure 86.6...106.7kMa
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smith&nephew

FOPAAOK 1 YCTOBUA YTUNUSALMN nnn YHUUTOXEHNA m 1/ DISPOSAL RULES AND CONDITIONS

‘acCMaTpUBaeMble  U3Aenua npefjHasHayeHbl TONbKO ANA  OAHOKPATHOro
|puMeHeHUs. TNacTMHbl, BUHTBI U MWHBI UMMNAHTUPYOTCS B TENO YENOBEKA,
WHCTPYMeHTbl B Habope, a Takxke LWabnoHbl JOMKHbI ObiTb YTUAN3MPOBaHbI B
00TBECTBMM C TpebOBaHMAMM 3aKOHOAATENbCTBA KaK 3MUAEeMUONOTNYeCcKn
lwacHble OTXofbl (kKnacc onacHoct bB). Heucnonb3oBaHHble — U3genus
TUAN3NPYIOTCS, KaK 6bITOBble OTXOAbl (Knacc onacHocty A). Ecnv umnnaHTtart
|y>kHO BepHyTb B kKomnaHuto Smith & Nephew, Inc. gna aHanu3a, obpaTtuTech no
enedoHy, yKasaHHOMY HUXe.

APAHTUA N PEKTTAMALINA/ WARRANTY AND CLAIM

apaHTVsi Ha W3Aenne PacnpoCTPaHSETCA Ha MaTepuansl, (yHKLMOHUPOBaHWE 1
ACYTCTBME MPOM3BOACTBEHHOTO 6Gpaka MpW YCMOBUM UCMOb30BaHWS TOMBKO Y
)JAHOO nauueHTta. HE WCMONb3OBATL MOBTOPHO. AAHHAA TAPAHTUA
3AMEHSAET BCE APYTVE TAPAHTUW, BbIPAXEHHbIE ABHO, NMOAPA3YMEBAEMbIE
/1WA YCTAHOBJ/IEHHbBIE 3AKOHOM, B TOM YUC/IE, HO HE OTPAHNUYMBASACH,
'APAHTUIO MPUTOAHOCT K MPOOAXE, COQOTBETCTBUA nmnn
MPUrogHoOCTM A4 OI'IPE,EI,EI'IEHHOI7I LIEIN 1 BCE APYITME OBA3ATE/IbaBA
/UM OTBETCTBEHHOCTb CO CTOPOHbI KOMMAHWI SMITH&NEPHEW INC.

/NOSTHOMOYEHHOM MPEACTABUTE/Ib MPON3BOAUVTENA HA TEPPUTOPUIA
POCCUNCKOW ®EAOEPALINA:

300 «CmuntaHgHedbo», Poccusi, 105120, r.MockBa, 2-i CbIpOMATHUYECKMIA
Tepeynok, 4. 1, 3t.9, nom.1, kom.1

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

Considered products are intended for single use only.
The plates, screws and pegs are implanted into the
human body, the instruments in the kit, and the
templates must be disposed in accordance with the
legislation requirements as epidemiologically
hazardous waste (hazard class B). Unused products
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
below.

The warranty on the device, its materials, operation
and lack of manufacturing defects applies only if it was
used on one patient. DO NOT REUSE. THIS WARRANTY
IS IN LIEU OF ALL OTHER WARRANTIES, EXPRESS,
IMPLIED AND/OR STATUTORY, INCLUDING, BUT NOT
LIMITED TO THE IMPLIED WARRANTIES OF
MERCHANTABILITY, FITNESS AND / OR FITNESS FOR A
PARTICULAR PURPOSE AND ALL OTHER OBLIGATIONS
OR LIABILITY ON THE PART OF SMITH & NEPHEW INC.

AUTHORIZED REPRESENTATIVE ON THE TERRITORY
OF THE RUSSIAN FEDERATION:

Smith & Nephew, LLC, Russia, 105120, Moscow, 2nd
Syromyatnichesky lane., 1, floor 9, prem. 1, room 1
Tel: +7 (495) 755-55-03

HAMMEHOBAHVIE U FOPUAMYECKNIA ALPEC MPOV3BOAMTENA M/ NAME AND LEGAL ADDRESS OF MANUFACTURER

PA3PABOTUVIK;
Smith & Nephew, Inc. (CmuT 3Hg Hedbto, MHK.), 1450 Brooks Road Memphis,
Tennessee TN 38116, USA

MPOM3BOANTE/b:

Smith & Nephew Inc.

(CmuT aHp Hedbto, NHK.), 1450 Brooks Road Memphis, Tennessee TN 38116, USA
(Bpykc-Poyg 1450, Memdmc, TeHHeccn 38116, CLUA)

MECTA MPOV3BOACTBA:

1. Smith & Nephew, Inc. (CmuT 3Hg Hedbto, VIHK.)

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

2. Smith & Nephew Orthopaedics GmbH (CmuT aHg Hedbto OpToneguke Mm6X)
Alemannenstrasse 14, D-78532 Tuttlingen, Germany (TepmaHus)
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DEVELOPER:
Smith & Nephew, Inc., 1450 Brooks Road Memphis,
Tennessee TN 38116, USA

MANUFACTURER:
Smith & Nephew, Inc., 1450 Brooks Road Memphis,
Tennessee TN 38116, USA

MANUFACTURING SITES:

1. Smith & Nephew, Inc. (CMuT ang Hedbto, VIHK.)
1450 Brooks Road Memphis, TN 38116, USA (CLUA)
2. Smith & Nephew Orthopaedics GmbH (CMuUT 3HA
Hedtbto OpToneamkc M6X)

Alemannenstrasse 14, D-78532 Tuttlingen, Germany



Iltar Ternecca )

Oxpyr lllenGa )

Iomacaro (AMH TOATBCPAXACHO) IPH MHE
B 9707 Aeub 9 ¢enpanx, 2022 rona Mopan
Varcon (Maureen Whitson), 98 THUHOCTS
GEina MEE ZOXA34HA THIHLIM JHARRCM MM
JOCTATOYHLIN CBHACTCALCTROM.

Tloonucy
TNommces HoTApHYCA

Ilewats BOTApHYCA:
JIMHJIA PETA (LINDA REGA)

LITAT TEHHECCH* HOTAPHYC
OKPVT LIEJIBH

Boero crparmm:

Hus: Mopas YETCOR nodnuce
JomxEocTs: CICIHAMHCT N0 BONPOCAM HOPMATHRHO-NIPABOBOID pery.m:ponm

Cumr 558 Hednto, Hax.
Hodnucsy
Hommacs

Tlepeson ¢ aurHACKOrO FILIXA HA PYCCKHY sank BamonEwn Kpanmn Jlenac ANCKCaspoBad
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Poccuilickas @exepanay
Topon Mocksa.

JBauaTsh ACBATOrO ANPES ABE THICAIR ABAANATL BTOPOro rofia.
A, Tipoxomenxosa Encna EpreHbeBHa, HOTApHYC ropoja MOCKBEI, CBHACTENECTRYIO
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