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MHCTPYKUWNA MO MPUMEHEHNIO MEAWL! AOENNA
«KOMIMOHEHTblI CUCTEMbI VLP MINI-MOD ANA &1 N MANbIX

®PACMEHTOB KOCTEW»
INSTRUCTION FOR USE OF MEDICAL DEVICE

«VLP MINI-MOD SYSTEM COMPONENTS FOR SMALL FRAGMENTS FIXATION»

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



NPUMEYAHUE/ NOTE

Pyccxmit/ Russian

Ancaiicio/ English

HaCTOAWEA MHCTPYRUMA MO NpUMeHeHo Asaserca obwel
ANA CUCTEM DUNCALMM MANLIX GPATMENTOB KOMMaHKK Smith
& Nephew, sxaiouan Komnonento cucrems: VLP MINI-MOD
ARA GurCaUIH Mannix PparmenTos Kocted. MoapobHui
nepeueHb PICCMATPUBACMBIX MIAGAUN YNAZaH B MYHKTe
NpunokeHun K UHCTPYKUMU no npumenesnio "ONUCAHUE
OCHOBHBIX ®YHKLIMOHANBHBIX INEMEHTOB, COCTABHDIX
YACTEA MW",

Bee paccmarpusaembie B AAHHON HHCTPYKUMY KOMNOHEHTH
cucrem VLP MINI-MOD san duncaumi massix dparmenton
KocTelt  mMpeAHasHaueHH! TOALKO AAA  OAHOKPATHOTO
UCTIOAB3OBAHUA.

Bce paccmaTpuBaembie 8 AANHOH UHCTPYKUMK KOMNOHEHTH
cncressl VUP MINI-MOD a8 duecaipms maavix $parmentos
KOCTEH ABANICTCH CTEPUNBHBIMK,

Cument Instruction for Use is common o small fragments
plating systems of Smith & Nephew inckuding VLP MINI-MOD
system components for small fragments fixation. The
detalled iist of subject products is indicated in Addition to
Instruction for Use “DESCRIPTION OF MAIN FUNCTIONAL
ELEMENTS, PARTS AND ACCESSORIES OF MD",

Subject VIP MINI-MOD system components for smoall
fragments fixation indicated in curent Instruction for Use
imended for single use only.

Subject VIP MINI-MOD system componants for small
fragments fixation indicated in cusrent Instruction for Use are
sterfle,
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Pyccuwil/ Russian Avrnmiicrads/ English

UNCTRYRUMA N0 NPUMEHEHHIO Pyockwid § Instruction for tise £nglish
Mini-Fragment Plating System

CHCcTemMa GMHCBUNM MaRbIX GPArMEHTOB HOCTEH *VIP MINI-MOD Small Bone Plafing System

* Cucrema VLP MINIVOD ann durcaumm maastx dparmeHTos KocTed VP Mini-Mod Talus Plates

* Tapaunbie naacTimel YLP MINI-MOD * EVOS Mini Plating System

* Cucrema EVOS Mini aan dvmcautnn maneix dparmentos soctelt

® [ETERsiar ®

* AR ONPEREAEHUA CTEPUADHOCTH HSALAMN CM, €10 JTHRETRY

Bamuan vndopmaLin

KOMIOHEHTDI CHCTEMBI A8 PHRCIUMM NEPEAOMOB NPEAMHAIHAUEHD ANA
HCNONLIOBAHWA TOABNO B KIUECTBE BCTOMOrSTENLHOTO CPEACTED ARN CPAWEHHA
W HE ABAAKDTCA 3BMEHOW HOPMANLHON HENOBPEIACHHON THAHN WAK KOCTM.
AHITOMHA ROCTER YSNOBEXD HAKNAALIGIST OTPINHUEHIA HA PIAZMEDL! H TOALLWHY
WCNOALSYEMBIX  KOCTHIIX BWNTOB MAW NASCTM, W NOTOMY NPOYHOCTL
UMNAIHTATOB OFPAHWUEND. A0 NOAHOTO CPAWEHNA KOCTM NOAHBA HArPYIKa
NPOTHRONOKAIANG. (IPH  NOSTOPRIOLYOKA  HArPYSRAX Yy  NaUMEHTO8 ¢
3AMOANCHHLMM  CPAWHMEM HAW  HECDIUIGHHEM, YCTPOWCTRO COTHETOR,
CAOMIETCA MW BYAET BLIPBANO W3 KOCTH. MATEPMAA KOMIIOHEHTS YRA3AH Ha
ITHKETRE HIPYHHOH RAPTONNOR KOPOGKK. UCNOALIYITE COBMECTHO TOABHO Te
ROMAIOHEHTDI, KOTOPLIE HITOTOBAGHD! H3 OAMOMO W TONO INE MATERMIAD. HW Npy
KARMX OGCTOATENBCTEAX HE CMEIMEANTE pasHOpoAHEIE MeTaanbl. He cneayer
COBMECTHO WCTIORLIOBATL ROMMOHEHTH OT PAZAWWMDLIX NPOMIBOAWTENeH, 33
MCKAICNEHHEM  COOTBETCTBYIOWEH  PENOMEHAAUMH  ApolmBoaMTest. Bee
HMNABHTHPYEMDBIE XOMNOHEHTH NPEOHAZHAUEHHM TOALKO QAR OAHOKPATHOO
NPUMEHEHMA. MHCTPYMEHTS TAKIKE NPEAHAHAYEHD TOABKO A1 OAHOKPATHOO
DPHMEHENNA, YTO YHAIAHO HD ITHRETHE YIAROBKM.

Mpumedanne.  YCTPOHCTBO  OAHOKPATHOIO  NPUMEHEHWA,  KOTOpOE
KOHTAKTHPOBAA0 € KPOBLI0 HAH TKIHAMM HEAOBEKA, 33NPEIEHO HCTIOABIOBATD
nostopo. OHO JAoAKHO OoiT>  BOSBP3WEHO NPOWIBOONTEAK  WAK

YTHAHSHPOBAHO HAANEKAUMM ODpazom.

Noskasanun

Komnanentbi cueremel VLP MINI-MOD moryT GuiTh HeNoAbEOBAHM Y NAUMEHTOD
noapoctiosoro [12-18 net) u 1uoweckoro 18-21 roal eospacTa, 3 Takme y
B3POCALIX NAUMEHTOB W NIUMNEHTOB € OCTeOneHHeH. KOMNOHENTH CHCTeMb
NPeAHAHAYEHM AN GUNCAMUMM  NEPEAOMOB, (HKCAUWN  BpTPOAS3s,
PEKONCTRYKUMM, PENASHTALIM WAH PENnd3nUMK Manbix Kocteldl W HeBoAWwHX
KOCTHLIX ParmeHToB. CucTema Taswe nonazana aan crabumoauwm Ges
HATPY3KU M PENG3MUMH KOCTHBIX GPIrmMeHTos ANMHHBIX kOCcTeld. ’
Taparupie naaciesl VLP MINEMOD moryr GuiTh HOOABIORaHH Y NALMEHTOR
noapocrkosoro (12-18 netl u onoweckoro (I8-21 roa) soapacta, @ Takme y
B3POCALIX NAUNEHTOB W TTAUMEHTOB C OCTEONEHWEH,

TapauHbie aaacTurs VLP MINFMOD npeanassavenn AA8 $UKCILMH Nepenoma,
PEHOHCTPYRUMM WA DUKCALMK APTPOAEI3 CYCTABOB MEAKHX KOCTeH, & ToM
uncne B Nepeasem, CREAHEM UNH 33AHEM OTACAAX CTONL.

NPOTHBONOKASEHIA

®  QuBMMECHME COCTONHMA, MCKMOMAIOWHE  HAGASWBIIO  PUXCAUNIO
HMOAGHNTATOM WAW 3aMEZ/IAIOWME  CPALEHWE, YaKHe Kak HapyweHWe
KPOBOCHAGMENNA, HEAOCTITONHOE KAYECTBO MM KOAMMECTBO KOCTHOH THAWM,
npeabiaywan mndekumn, owHpeHue, KpaliHe ebipameHubiil  HIWS MAW
IHIUWITENLHAN REPOPMALIME AYNEROH KOCTH.

* MMcuxwyeckne COCTOAHMA, WCKANAIWHE COOMDAEHWE NAMHEHTOM
NPOrpammet peabunvralum.

* Refer 1o the product labeling to determine if the product is
starfle or non-sterile.

important information

Fracture fixation devices are onty used %o &id in healing; they
are not @ substitute for normal intact tissue or bone. The
anatomy of human bones presents imitations with respect
1o the size or thickness of bone screws or plates, thus the
swength of implants is imited. Full load beering pricr 1o
complete bone healing is conlraindicated. Wih repeated
siress in patients with delayed healing or nonunion, the
appliance will bend, break or pull out of bone. The
component material s provided on the outside carton label.
Use only componenis made from the same material
fogether. Do not mix dissimiar melals at any time.
Components from different manufecturers should not be
mixed, except when advised by the manufaciurer. Al
implantable components are designed for single use only.
nstruments are also designed for single use only as noted
on the package label.

Note: A single usa device [SUD} which comes into contact
with human blood or lissue should not be reused, but
should be returned to the manufaciurer or disposed of

properly.

Indications

The Smith & Nephew VLP MINI-MOD System is indicated for
adolescent {12-18 years) and transitional adolescent (18-21
years] subpopulations and adults, as well as patients with
osteoperic bone. It is indicated for fracture fixation,
arthrodesis, reconsiruciion, replantation or reduction of
small bones and small bone fragments. This system is also
Indicated for non-load beering stabilization and reduction of
bone fragments in long bones.

The VIP MINI-MOD Talus Plates can be used in adolescent
(1218 years) and transitional adolescent 18-21 yeers}
subpopulations and adulls, as well as patients with
osteopenic bone.

The VIP MINFMOD Talus Plates are indicated for fracture
fixation, reconsiuction, or arhrodesis of small bones,
including those in the forefoot, midfoot, and hindfoot.

Contraindications

» Physical conditions that would preckide adequate implant
supportor retard heating, such as, blood supply impairment,
insuficient bone quslity or quantity, previous infection,
obesity, severe bow or gross distorion of the radius.

* Mental conditfons that preciude cooperation with the
rehabititation regimen,
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@ NpeaynpemAaeHNA

3anpewdercs WCNOABINESTh, €CAK YNINOBND NOBPEKACHI. JaNPeIETCn
WCNOALIOBATL, ECAH CTEPHALHLIN GapLep MW3IACAWA WAW er0 YNaKoBKa
Hapywennl.

* CoAepKUMOe CTEPHALHO, TOALKO EC/M YNAKOBK3 HE BCKPLITZ M He
noepewgena. MOBTOPHAA CTEPUAMIALIMA SANPEILEHA. Toaoko Aam
OQHOKPATHOTO NPUMEHEHNA,

3aNPeIETCA WENONLIORATH O WCTEYEHHK CPONS FOAHOCTH.

¢ O70eTCTERHHOCTD 33 OIHIKOMNCHME C COOTBETCTEVIOLMMI XHUPYPIMRTHIMIK
METOAMNIMU NEPEA NDHMENEHHEM AIHHOFO YCTPORCTB ACHMT HA XMpYpre.

© flepen, NPWMEHEHIKEM NPONHTIATE HHCTPYKUNH NONROCTHIO.

* lanHOe YCTPONCTBO HE YTBEPIKACHO ANA KPENACHHUA BUHTIMH MMM PUKCILMU
K 324HUM 3REMEHTAM [HOWKIM] WRIHOTD, TPYANOIC MM NARCHWNHOID OTARNIB
NO3BOHOYHWKA,

* Kpaline samuo Bui6paTe KOMNOHEKRTH COOTEETCTBYIOLLETO PAIMEPI M THNA.
MCNoALI0BIHNE KOMNOHEHTOD HE MAIKCHMIABHO BOIMOMKHOIO PIIMEPI WM
HENPABMALHOE UX PACTIOADIKEHME MOTYT NPUBECTH K OCAIGACHHIO DHKCIUMN,
cruBiannio, PACTPECKKBIHMIO MK PAINIMBIBAHUIO YCTPOIHCTEI U/WAK KOCTH.

© € yerpoicreamu u3 TH-6AL-4Y A0AKHB HCNOALIOBITLCA TONLKO BMNHTL! U3 Ti-
6Al-4Y. Hcnonbayiite ¢ yETPOHETBAMM U3 HEPIKABEIOWE! CTANN BMHTH TONLKO H3
Hepaseuei crann.

* YCTPOHCTBa M AONOAHUTENLHBIC KOMRONEHTH! CUCTEMbI PHNCILI NAICTUHIMN
MAALIX $PIrMEHTOB ¢ BIPHABEALHBIM YIAOM BBEREHUN BHHTOB OT KOMNAHWK
Smith & Nephew ne caeyer paamewaTs y 304 POCTa NAPK ACYEHHM NALMENTOD
AETCNOTO 803PacTa.

Mepol NPEAOCTOPOIKHOLTN

K

dPeaepancioe 3aKoH0A3TeALCTB0 CLUA 33npeilaey NPOAAMY ITOTO YLTPORCTEa
BPAYOM MAW NO 810 YHAIBHMIO.

* Cneayer cobMmoasTe xpaiiHIOn OCTOPOMHOLTL NpH  OGpaWeHHW ¢
HOMMNOHENTIMM MMONIHTITOD W WX XpaneHun. Peaka, crubawne, nanecenne
LAPINHH HA NOBEPXNOCTL METIAAHYECKHX KOMNOHEHTOB MOTYT BbiTh NPHUKNOHR
BHYTPEHHMX HANPAMEHWH, KOTOPLIE MOTYT 3HAYWTEALHO CHMIUTL NPOMHOCTD U
YCT3NOCTHO® CONPOTHBACHIHE.

¢ BO epemMA ONEPILMW MONMET NPOW3OHTM YACTHUHAA WAW NOAHAA NONOMKD
MHCTRYMEHTOS. MHCTRYMENTH), KOTOPLIE CUCTEMITUUECKH TPUMEHAITCA WAK
HCNOALIYIOTCA C NPHMEHEHWEM NPEIMEPHOTO YCUANN, NOABENHEHN NONOMKE,
Mepen BLHINOAHEHUEM XWMDYPIUUYECKOH RPOUSAYPH HHCTPYMENTH! CAGAYeT
NPOBEPUTE HA NPEAMET HIHOC WAH NOBPENALHHA, NOBTOPHOE HCNOALICBINKE
YCTPORCTS OAROKPATHOIO MPUMEHEHWA 33NPEIEHO 60 nIGemanwe pucka
NONOMKH, OTHAD YCTPORCTBA MAW 3AHECRHUA MHPLKUKH NALMENTY.

* inn NPeACTEPBIUEHHA CAYMARHOTO NPOABMIMEHHA HAM APOHMRNOBEHWN
HINPABAAIOLICA CNKULI B OKPYWBIOWME THIHH PEKOMEHAYETCA APUMEHATL
KAHIOAUPOBAHHLIE HANPABHTEAW W HENPEPLIBHLIA BUIYBMHLIN KOHTPOAL €
WCNONLIOBIHHEM BACKTPOHMO-ONTTHYECROTO npeobpasoparenn
(penTrenockonual npu NPOBEACHUN CINLL!,

® Bo wabemaHWe HAKONMNCHUA KOCTHOTO ACTPHTA B KAMIONE HHCTRYMEHTD
PEHOMEHAYETCH €10 KHTPIONEPIUMOHHIA ONHCTKI,

* Yrobu ofecnewwte Hapnewawee GYHKUMOHHPOBINWE OBOPYAOBAHUA B
CAYNAE  MCNOABLIOBAHUA NOMNLIOTEPHIOBAHHON XWPYPIUYECKOR CHCTeMDI,
O3HANOMBTECH €O  CPNPABOYHLIMM  PYNOBOACTEAMM  NPOMIBOAWTENR K
NPUMEHACMOMY PPOTPIMMIOMY H ANNAPATHOMY oecnedenmo.

* B CAYNIE MCNOALICEIHMA KOMMLIOTEPUIOBAHHBIX XHPYPIUNECKUX CHCTEM
KpaliHe BaMHO NPABHALHO BLIGPATL BXOAKLIE NAPIMETPLI (HANPHMED, KOCTHEIE
OpHENTUPbI). ONepaTopam AaNHOTO OBOPYACBAHMA CNEAYET OIHAKOMMTLLN C
AHATOMMNECKWM CTPOEMWEeM TOM uqacTy Tena, rae bGyaer npoBOAUTLEN
npoueaypa. BeeAenne HENPABMALHLIX BXOAHLIX AIHKLIX MOMET PPHBECTH K
NPOBAEMAM, HANPHMED, HAPYIIEHUIO GAMHLIX JHATOMMYECKUX CTPYKTYD
HENPABUALHOMY PACNONOMEHUID HMNASHTITOB.

A
®

Warmings
Do not use if package Is damaged. Do not use if the product
steriization barrier or its packaging is compromised.
* Confents are sierile unless package is opened or
damaged. DO NOT RESTERILIZE. For single use onty. Do not
use after the expiration date.
¢ i is ihe surgeon’s responsibility 1o be familiar with the
appropriate surgical techniques prior 1o use of this device.
» Read these instructions completely prior to use.
» This device 8 not approved for screw attachment or
fixation to the posterior elements (pedicles) of the cenvical,
thoracic, or lumbar spine.
» It is extremely important fo select the appropriate size and
type componenis. Failure to use the largest possible
components or improper positioning may result in
loosening, bending, cracking, or fraciure of the device or
bone or both,
¢ Use only Ti-6Al-4V screws with Ti-6Al-4V devices. Use
only stainless steel screws with stainless sieel devices.
* Smith & Nephew Variable-Angle Locking Mini-Fragmeni
Plating System devices and accessory components should
not be placed across growth plates in pediatric patients.

Precautions

U.S. Federal law resiricts this device to sale by or on

the order of a physician.
e Use exiteme care handing and sloring implant
components. Cutting, bending or scratching the surface of
metal componenis may cause inlernal stresses which may
significantly reduce the sirength and fatigue resistance.
 Iniraoperative fracture or breaking of instruments can
ocawr. Instruments which have experienced exiensive use
or excessive force are susceptible o fracture. instruments
should be examined for wear and damage prior to surgery.
Single use devices should not be reused due fo risks of
breakage, failure or patient infection.
+ Confinuous screening with an image intensifier
{fluoroscopy) during guide wire insertion and whenever
cannulated instruments are advanced over a guide wire is
recommended to prevent unintended guide wire
advancement and penetration into the surrounding tissues.
« Infraoperative cleaning of cannulated instruments fs
recommended to prevent accumulation of bone debris in
the cannulation.
» If a computer assisted surgery system is used, consuli the
applicable software and hardware reference manuals
provided by the mamufacturer to ensure proper operation of
this equipment.
* For computer assisted surgery systems, it is exiremely
jmportant to comrecily seleci input parameters le.g., bony
tandmarks}, Operators of this equipment shoukt be famitiar
with the anatomy relevant io the procedure. Failure to
provide proper input could cause problems such as violation
of critical anatomical structures and malpositioned implants.
* Postoperative instructions to patients and appropriste
nursing care are critical. Early load bearing substantially
increases implant loading and increases the risk of
loosening, bending or breaking the device. Eary load
bearing should onty be considered where there are stable
fractures with good bone-fo-bone contact.
» Patients should be directed to seek a medical opinion
before entering polentially adverse environments that coukd
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¢ (OMEeHb SIMNLIMM  FEARIOTOR  NOCACONBPIUMOHHLIE PEXOMEHABUUN W
HaANeMAUUH YO 33 NAUMEHTOM. HArpy3na H3 PINNUX 3TANAX CPAUCHHA
IHAMUTEALHO YBEAMUWBIBT PUCK OCAIBAEHUA GMRCALMK, HITUES HAK NOAOMIM
YCTPOWCTEa. BOIMOMHOCTL HAFPY3KM N3 PINHMX STANBX 3KUBNSHHA MOKHO
PACCMATPHBATL TONLKO APH CTIGHALHLIX NEPEAOMIX € XOPOIIUM KOHTAKTOM
MEMAY ODITMEHTIMM,

© NauMENTam CAAYET DEKOMEHAOBITL NPOKOHCYALTHROBATLCA C BPANOM Nepea
KOHTANTOM & NOTEHLMINALHO HEGNSTONPUATHON CPEAOH, CNOCOBHON NOBANATL N3
GYHXUMOHMPOBAHUE WMNAANTIT, HANDUMED, NCKTPOMITHNTHLIMK  HAN
MIFHUTHLIMA ROAAMM, BXAIONIR MAFHKTHO-PEONBHCHYIO Cpeay.

*  XOTA OMONNBTENBHOE PEIEHWE OTHOCHTRALHO BOZMOHOCTM W
uenscoobpasHOCTH YAIACHKA HMDAIHTATE JOMKEH NPUNUMATL XUPYDT,
GURCHPYIOIME YETPOHCTE3 AOAKHN YAINATLCA CPA3Y IKE NOCAR TOID, KIK OHM
BLINOAHKUAW CBOIO PYNKLMIO BCNOMOTATENLHOTO CPEALTE AR CPIWECHHA.

* flocAe NPUMEHEHHA ASHHBIE KOMIOHEHTH  MOIVT  NPEACTIBNATL
GUOROMUYECKYI0 ONacHocTb. ODpawaiTecs € HUMK 6 COOTBRTCTBMM C
MEAMLIHCKMM NPUMEHEHUEM H AEHCTBYIOUINMY MECTHLIMH U GEACDIALHLIMU
TReGOBANMAMK.

* UHPOPMALMIO MO XUPYPIHWIECKOH TeXHHKE MOKHO NOAYNWTDL NO 3ANPOCY.

He6AronpuRTHLIE PEBKUNW

o Ocnabaenue ¢uncagun, CruBanHe, PACTPECKHBARWE WM PAIPYWIEHHe
KOMAOHENTOB HMLNAHTATS.

# [1OTEPA AHATOMKIECKOH PENOIULMK C HENPABUALHLIM CPALIEHNEM.

* Mndenumus, K3 rayGoune, Tak U NOBEPRHOCTHDIE.

& CocyaucThie PaccrpoiicTea, Takme kak TpombodnaelnT, nerouHsie amboAb,
FEMITOMD ¥ 3BICKYMPNLIA HEKPO3, MOTYT GbiTh PE3YALTETOM XWPYPIHIECKON
NPOUEAYRPS W  OAHOBPEMEHHOTO WCNONB3OBAHMA YCTPOWCT® BHYyTpenHed
dencaumu.

® PRaKUMA H3 METAAAL W AN JANERTHYECKKE PEANUUK HI WHOPOAHLIR
MITEPUAALI.

& MNeHeTP3HA CIMLLY, BUHTS HAK NKHA B CYCTaD.

* Peanuuw TKaHeH, BHAIOUIN MAKPODITAALHVIO PEAKUMIO W PEaRUMID HI
UHOPOAHOE TEAD B TRINAX, NPHABTHOLMX K HMIATHTITAM,

Be30NACHOCTL NPH NPOBLALHUN MATHNTHO-PEIOHBHCHGH Tomarpadmn (MPT)
VevpoicTsa ann SuKcauum nepenomos komnannu Simith & Nephew ne
nNpoxXoANAM npodepxy 8 Ynpasnenun CLIA PO HOHTPOAID 33 NPOAYNTEMH W
Aewapcreamu [FDA) na 6e30nacHOCTL 1 COBMECTHMOCTL NIPK HCNOABLIOBIHMH D
MAHWTHO-DESONANCHONW CpeAe. KOMNOHEHTH AAA GWKCIUWY NEPeNomoB We
TECTHPOBAAWCH HA NPEAMET HArPEBa HAW MHIPAUMM B MIATHHTHO-PEIOHAHCHON
cpeae. UIBECTHLIC PUCKM NOMRILEHHA WMIAIHTITOB B MATHHTHO-PEIOHINCHYIO
CpEfly UKMOMAIOT CMBLIGNME, BPIWEHWE W HIPes NOA BOIAEHCTEHEM
PAaMONBCTOT, MMNABHTATE MOTYY COIAABATL KCHIWEHHA WIOBPINEHHA Npw
NPOBRAEHMI MATHUTHO-DEIOHAHCHOFO CRANWPOBANKA.

YRanoexa N MIPKNPOSKA

KOMRONEHTH CNEAYET MPMHUMBTL TOMKO B TOM CAYMAE, €CAH aHW Goaw
NAAYMEHS! MEAULMHCKUM YUPSIKACHUEM MAM XUDYRTOM @ HENOBPEAEHHOR
33B0MACKON YNANOBKE W C HEHAPYWENHOH MAPKUPOBKOH. Ecan cTepuabnan
YNaKoBK3 Gou1d Hapywena WM WUCTEX CPOX €rd FOAWOCTH, B03SPATUTE
xomnoHent & xomnanmo Smith & Nephew, Inc. Mcnonbaceanne nageaus ¢
NOBPEMACHHEM MAM  WCTEKIIMM  CPOKOM  [OANOCTH  NOBLILALT  PHCK
BOIHMKHOBEHMA HHOBKLIWM, YTO MOMET NPHBECTH i PEBWINOHHON ONEPALK.

CTepMAHSAUNS

AR ROMNOHENTOB, NOCTABAREMBIX CTEPHALHBIMKI, METOA CTEPHAKIAUMK YKIIAH
HB  FTMKETHe. CTEPMAbHLIE KOMNONEHTH  WMNNANTATOR  NOCTABAMIOTCA
CTEPUALHLIMM A0 YPOBHA rapaHTHK CTepuabHocTu [SAL} 10 Crepummo
YNAKOBANHLIE KOMMOHEHTH! NOCTABARIOTCA B YNIXOBKE €  JAWMTHBIM
crepumubim  Gapbepom. Flepes XuUPYPIMYECRO# Onepaumeil  ocmoTpHTe
YNAKOBKH HA NPSAMET NPOKONDE ¥ APYIMX NobpemaeHuil, ECan crepuabibii
Gapbep NOBPEMAEH, BOIBPATHTE KOMIOHEHT B komnanwio Smith & Nephew, Inc,
B CAY42E OTCYTCTBMA H3 STHUKETKE YNAIAHUA O CTEPHABLHOCTH KOMMONEHTH
NOCTABAAIOTCA HECTEPHALHDIMM ¥ ROMKHL! NPT SYHCTKY U CTEPNANIAUMIO 4O

affect the performance of the implanl, such as
electromagneic or magnetic fields, inchuding a3 magnetic
resonance erwironment,

* 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 ald to healing is complete.

« After use, these components may be a potential biohazard
and should be handled in accordance with acceplied
medical practice and applicable local and national
requirements.

» Surgical technique information is available on request.

Adverse Effects
* Loosening, bending, cracking or fracture of implant

components.

* Loss of anatomic pasition with malunion may occur.

* |nfections, both deep and superficial, have been reporied
with internal fixation devices.

« Vascular disorders including thrombophiebitis, pulmonary
emboli, wound hemalomas, and avascular necrosis may
result from the swigery and concomitant use of infernal
fixation devices,

* Melal sensitivity reactons and/or allergic reactions to
foreign maferials.

* Penetration of a K-wire, screw, or pag info a joint can
ocCur.

« Tissue reactions which include macrophage and foreign
body reactions adjacent to implants can occur.

Magnetic Resonance imaging (MRI) Salety

Smith & Nephew fracture fixation devices have not been
reviewed by the FDA for safety and compatibility in the MR
environment. Fraciure fixation components have not been
tested for heating or migration in the MR environmen.
Known risks of exposing implani devices lo the MR
environmen! include displacement, torque, and radio
frequency induced heating. Implant devices may also creale
image artifacts in MR scans.

Packaging and Labeling

Components should only be accepled i received by the
hospital or surgeon with the factory packaging and labeling
intact. ¥ the steriie barrier has been broken or is pasi the
expiration date, return the component fo Smith & Nephew,
Inc. Use of damaged or expired product increases the risk
of infection, which may lead fo revision surgery.

Sterilization
For components provided sterile, the sterilization mefhod is
noted on the label. Sterile implant components are supptied
sterile to a Sterility Assurance Levet ISAL) of 10°®, Sterile
packaged components are supplied in protective sterile
barrier packaging. Inspect packages for punctures or other
damage prior to surgery. If the sterlle barrier has been
broken, return the component fo Smith & Nephew, inc. If not
spacifically labeled sterile, components are supplied non-
slerile and must be cleaned and slerilized prior to surgery.
For non-sterile trauma implants (i.e. plates and screws),
remove all original packaging and labeling inserts prior to
sterilization, t is importan that adequate cleaning be carried
ot prior to steriizadon. Please see the document,
“Recommendations for decontamination and sterilization of
Smith & Nephew orthopaedic devices,” which is provided
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BbIMO/IHEHWNA XUPYPTUYECKOi npoueaypbl. NS HECTEPUIbHBIX UMNAHTaTOB ANs
ocTeocMHTe3a (T. e. MNNacTMH W BWHTOB): YyjanuTe BCE OPUTrMHaNbHblE
ynakoBOYHble W MapKMpOBOYHblE  BKNafblW  Nepef  BbIMNOJHEHUEM
cTepunusauun. [eped oOcCywecTBAEHMEM CTepUAM3auUun BaXKHO BbINOAHUTL
Hagnexaty  o4YnucTKy. [lononHWTeNbHble cBeAeHUs 06  ouucTke U
YTBEPXAEHHbIX Mpouegypax cTtepunusauum cm. B «Recommendations for
decontamination and sterilization of Smith & Nephew orthopaedic devices»
(«PekomeHAaumax no ob6essapaKMBaHWi U CTepuansauun opTonesuvecKnx
ycTpoiicTB  komnaHum Smith & Nephew»), nocTaBnsiemMbix ¢ Hab6opamu
MHCTpYMeHTOB Smith & Nephew.

3AMPELLAETCSHA NMOBTOPHOE MCMOJ/Ib3OBAHVE KOMNOHEHTOB MMNAaHTaTa unm
0lHOPa30BblX UHCTPYMEHTOB.

PekomeHAyemMble napameTpbl LMKIa NapoBoi cTepuamsaumm

e Lukn napoBoil cTepunusauum € AUHAMUYECKUM YyAaneHuem Bo3gyxa (C
npesakyymupoBaHuem): 132 °C B TeuyeHne 4 MuHyT mnm 135 °C B TeyeHue 3
MWUHYT. MUHUMaNbHOe BpemMa BaKyyMHOW CyLuKu:

— 06epHyTble ycTpoiicTBa — 15 MUHYT;

— MOMELLEHHble B KOHTeHepbl ycTpoiicTBa — 30 MUHYT

e Lukn napoBoli cTepunusauuu rpaBuTauMOHHbLIM MeTogom: 132 °C. Bpems
BO3/elicTBUA:

— 15 MWHYT [N WHCTPYMEHTOB, He TMOMELWEHHbIX B CTEPUIN3aLNOHHbIE
eMKOCTH;

— 30 MUHYT* onsi yCTPOWCTB, MOMELLEHHbIX B CTEPUIN3ALUOHHbIE EMKOCTH.
MuHUManbHoe BpeMsa BaKyyMHON Cylikn — 30 MUHYT.

« MNapoBas cTepununsaumnsa Ana HemeaneHHOro npumeHeHumsa 11USS): 132 °C.
Bpemsi Bo3geicTBuA:

— [AMHaMMyecKoe yaasnieHne Bo3dyxa |c npeBakyyMupoBaHnem) — 4 MUHYTHI.
Ansa knveHToB 3a npegenamu CLUA.

* Linkn naposoii cTepunmnsaunm gns Bennko6putaHuu: LkN npeaBapuTenbHOro
BaKyymupoBaHusi, 134 °C B TeueHne 3 MUHYT. MUHUMaNbHOe BPEMS BaKyyMHOM
CYWKN — 30 MUHYT.

(MpumeyaHve: OTKauka BO3dyxa M nojadva napa npu ctepunmsauun LO/DKHbI
NPOBOAMNTLCA B COOTBETCTBUM C MOMOXEHUAMMN foKyMeHTa H L 2010.)

* LiInkn napoBoii cTepunnsaunm, peKoMeHA0BaHHbIl BceMupHoW opraHusaymeit
3apaBooxpaHenmns (BO3): 134 °C. Bpems Bo3geicTBms — 18 MUHYT M BakyymMHas
cyllka He MeHee 30 MUHYT.

Ana ctepunusauny CTepunm3aumoHHble eMKOCTU [O/IKHbl 6blTb 06EPHYTHI B
CTepunn3auunoHHyto 06epTky (CSR) unu nomeleHbl B >KECTKWA KOHTeliHep
MHOTFOKpPaTHOro NpUMeHeHus.

MpumeyaHne gna knueHtos B CLIA. CTepunusatopbl U cTepuansaluoHHble
06epTKN, UCNOMb3yeMble B NpoLecce CTepuam3annm, AOKHbI ObiTb JONYLEHbI
K ucnonb3oBaHuio YnpassieHnem CLUA no KOHTPoOMO 3a nNpogykramu u
nekapcteamu (FDA). *3TOT UMK CTepunusaumm He SIBNSETCA CTaHAapTHbIM MO
knaccumkauum ynpasnenmsa CLUA no KOHTPONo 3a NpoAyKTamun 1 iekapcreamm
(US FDA). Ucnonb3yemMble CTEPUIN3ATOPBI U AOMONHUTENIbHbIE NPUHAAIEXHOCTN
(CTepunu3aLMoHHaa ynakoBKa, CTepuUIn3aluOHHble MakeTbl, XUMUYECKUe
MHAMKaATOPbI, 6oNornyeckne NHANKATOPbI U CTePUIN3ALNOHHbIE KOHTelHepbl)
[OMKHbI BbITb pa3peLleHbl K NpuMeHeHUto Ynpasnennem CLUA no KOHTponto 3a
npogyktamun un nekapctsamu (FDA) AN KOHKPETHOro BblIGPAHHOIO LUMKIa
cTepunusauun (1. e. BpEMeHU 1 TemnepaTypbl).

YpaneHvie n aHann3 ygaseHHbIX UMMIaHTaTos
Hanbonee BaXHOI 4acTbio XMPYPrMyeckoro n3BnedYeHUs UMnNnaHTaTa ABnseTcs
npefoTBpalleHe MOBPEXAEHWUNA, NUWAWMX CMbiCNa MNPOBEfEHNEe Hay4yHOi
akcnepTusbl. Heo6xoanMmo cobntofatb 0cobble NPefOCTOPOXKHOCTY ANA 3aNTHI
MMnnaHTaTa oT NOBpeXAeHWi npu obpalleHnn ¢ HUM 1 ero TPaHCMOPTUPOBKE.
Cnepyiite BHYTPEHHUM npoueaypam MeAULMHCKOTo yupexzaeHus
OTHOCWUTENbHO W3B/MIEYEHUS W MNOCNEAYHOWEro aHanusa umnaaHTaros. [pu
obpaleHnn C  yjaneHHbIMU nMnaaHTaTamu cobnogainte mepbl
nNpeAoCTOPOXHOCTU BO M36exaHune pacnpocTpaHeHs nepeAaroLLnxcs ¢ KPoBbo
naToreHHblX MWKpoopraHmamoB. Ecnn Ans  aHanu3a umnnaHtar  6yget
Bo3Bpalartbca B Smith & Nephew, Inc., cBsxwuTecb co cnyx60i pab6oTbl C
KAveHTaMun no TeneoHam, NPUBEAEHHbIM HUXE.
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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.

Recommended Steam Sterilization

Cycle Parameters

« Dynamic Air Removal (Prevacuum) Steam Cycle: 132° C
(270° P for 4 minutes or 135° C 1275° F) for 3 minutes.
Minimum vacuum drying time:

— Wrapped devices -15 minutes

— Containerized devices - 30 minutes

* Gravity Displacement Steam Cycle: 132° C (270° H.
Exposure time:

— 15 minutes for instruments not in a containment device
— 30 minutes* for devices in a containment device
Minimum vacuum drying time of 30 minutes.

« Immediate Use Steam Sterilization I1USS):

132° C 1270° H. Exposure time:

— dynamic air removal (prevacuum)

— 4 minutes.

For Non-U.S. Customers:

« United Kingdom Steam Cycle: Prevacuum cycle. 134° C
(273° F) for 3 minutes. Minimum vacuum drying time of 30
minutes.

(Note: Sterilization evacuation and pulsing should be carried
out in accordance with HTM 2010).

« World Health Orgnization (WHO) Steam Cycle: 134° C 1273°
H. Exposure time 18 minutes and a minimum vacuum drying
time of 30 minutes.

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

Note to U.S. Customers: Sterilizers and wraps used in the
sterilization process must be FDA-cleared.

This sterilization cycle is not considered by the United
States Food and Drug Administration IUS FDA) to be a
standard sterilization cycle. Only use sterilizers and
accessories (such as sterilization wraps sterilization
pouches, chemical indicators, biological indicators, and
sterilization containers) that have been FDA-cleared for the
selected sterilization cycle specifications (time and
temperature).

Retrieval and Analysis of Removed 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 Service using
the phone numbers outlined below.



NPUAOKEHUE K MHCTPYKLMM NO NPUMEHEHUIO MEAULIUHCKOTO
U3AENUA
«KOMMOHEHTBI CUCTEMbI VLP MINI-MOD A1 ®UKCALIUU MANBIX
®PArMEHTOB KOCTE»
ADDITION TO INSTRUCTIONS FOR USE OF MEDICAL DEVICE
«VLP MINI-MOD SYSTEM COMPONENTS FOR SMALL FRAGMENTS
FIXATION»
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Pycckunit/ Russian

Cnepgywle HaMMEHOBaHWS, WCNO/Ib30BaHHbIE MO TeKCTY [AaHHOro
[OKYMeHTa, SBASAITCA TOXAECTBEHHbIMW HaWMEHOBaHUIO MefULUHCKOro
n3genns «KomMnoHeHTbl cuctembl VLP MINI-MOD ansa dwukcayum manbix
hparMeHTOB KOCTeW»:

- KomnoHeHTbl cuctemsl VLP MINI MOD;

- Cuctema VLP MINI-MOD ans doukcauun manbix hparMeHTOB KOCTelk;

- Cuctema VLP MINI-MOD;

- KOMNOHeHTbI cuctemsl gns pukcauny nepenomos;

- KOMNOHEHTLI cUCTEMBI;

- N3penus;

HaunmeHoBaHue «bBnokvpyemble KOCTHble MNAACTWHbI», WCMNOMb3yeMble MO
TEKCTY, CUMTaTb TOXAECTBEHHbIMW HauMeHOoBaHW «MnactuHbl VLP MINI-
MOD».

HavmeHoBaHuA «TapaHHble NNacTuHbl», «TapaHHble nnactuHbl VLP MINI-
MOD>» ToXfecTBeHHbl HanmeHoBaHUAM «nactuHa VLP MINI-MOD tapaHHas
2.4MmM, natepanbHas», «lnactuHa VLP MINI-MOD TapaHHas 2.4mM,
meananbHas, L-obpasHasi», «lnactuHa VLP MINI-MOD TapaHHas 2.4MMm,
mMeguanbHas, T-obpasHasa».
CokpalleHus:

MW - meanumnHckoe unsgenvie
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AHrnuiickunii/ English

The following names used throughout this document refer to
the name of the medical device “VLP MINI-MOD System
components for small fragment fixation”:

- VLP MINI-MOD System components;

- VLP MINI-MOD Small Bone Plating System;

- VLP MINI-MOD System;

- Fracture fixation devices;

- System components;

- Devices;

Names «Locking bone plates» used throughout the
document’s text refer «VLP MINI-MOD Plates».

«The Talus Plates» and «The VLP MINI-MOD Talus Plates»
should be considered identical to «VLP MINI-MOD Talus plate
2.4mm lateral», «VLP MINI-MOD Talus L-plate 2.4mm medial»,
VLP MINI-MOD Talus T-plate 2.4mm medial».

Abbreviations:

MD - medical device



Pycckuii/ Russian AHrnuiicknii/ English

HAWMEHOBAHWE MEANLWHCKOIO U3AENNA (MW) N ETO KNACCUSGUKAL WA/ MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
KomnoHeHTbl cuctembl VLP MINI-MOD gns dukcaunu mansix oparmeHTos  VLP MINI-MOD system components for small fragments fixation
KocTel

OMUCAHWE OCHOBHbIX ®YHKLVNOHA/TbHbIX 3/IEMEHTOB, COaABHbIX YACTEN MW/ DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS.
PARTS AND ACCESSORIES OF MD

KomnoHeHTbl cuctembl VLP MINI-MOD ans dukcauumn mansix dparmeHtos  VLP MINI-MOD system components for small fragments fixation:

KoCTeiA: 1 Plates VLP MINI-MOD:

1 MnactuHbl VLP MINI-MOD: - VLP MINI-MOD T-plate 1.5mm;

- nnactuHa VLP MINI-MOD T-o6pasHas 1,5mm; - VLP MINI-MOD T-plate 2.0mm;

- nnactuHa VLP MINI-MOD T-o6pa3Has 2.0mMM; - VLP MINI-MOD T-plate 2.4mm);

- nnactuHa VLP MINI-MOD T-o6pasHas 2.4MM; - VLP MINI-MOD Y-plate 1.5mm;

- nnactHa VLP MINI-MOD Y-o6pa3Has 1.5mMwm; - VLP MINI-MOD Y-plate 2.0mm;

- nnactnHa VLP MINI-MOD Y-o6pa3Has 2.0MM; - VLP MINI-MOD Y-plate 2.4mm;

- nnactnHa VLP MINI-MOD Y-o6pa3Has 2.4MMm; - VLP MINI-MOD column plate 1.5mm, left;

- nnactuHa VLP MINI-MOD konoHHas 1.5MMm neBasi; - VLP MINI-MOD column plate 1.5mm, right;

- nnactuHa VLP MINI-MOD konoHHasa 1.5MM npasas; - VLP MINI-MOD straight plate 1.5mm;

- nnactuHa VLP MINI-MOD npsimas 1.5mm; - VLP MINI-MOD straight plate 2.0mm;

- nnactuHa VLP MINI-MOD npsivast 2.0MM; - VLP MINI-MOD straight plate 2.4mm;

- nnactuHa VLP MINI-MOD npamas 2.4Mm; - VLP MINI-MOD mesh plate 2.4mm;

- nnactuHa VLP MINI-MOD ceTt4yatas 2.4MM; - VLP MINI-MOD talus plate 2.4mm, lateral;

- nnactuHa VLP MINI-MOD TapaHHasa 2.4MM, natepanbHas; - VLP MINI-MOD talus L-plate 2.4mm, medial;

- nnactuHa VLP MINI-MOD TapaHHasa 2.4MM, MeguanbHas, L-o6pa3Has; - VLP MINI-MOD talus T-plate 2.4mm, medial.

- nnactuHa VLP MINI-MOD TapaHHasa 2.4MM, MeaunanbHas, T-obpa3Has. 2. VLP Screws:

2. BWHTHI VLP: - VLP screw cortical T4 self-tapping 1.5mm;

- BUHT VLP KopTuKanbHbIil T4, camoHapesanwuii 1.5Mm; - VLP screw cortical T6 2.0mm;

- BUHT VLP KOopTuKanbHblii T6 2.0MM; - VLP screw cortical T7 2.4mm;

- BUHT VLP KOopTuKanbHblii T7 2.4 MM; - VLP screw locking self-tapping 1.5mm;

- BUHT VLP 6nokupytowuii T4, camoHape3atwowmii 1.5Mm; - VLP screw locking T6 2.0mm;

- BUHT VLP 6nokupyowuii T6 2.0MM; - VLP screw locking T7 2.4mm;

- BUHT VLP 6nokupyowuii T7 2.4mm; - VLP osteopenia T7 3.0mm.

- BUHT VLP ocTeoneHnyeckuii T7 3.0Mm. 3. Washers for VLP screws:

3. LWaiibbl gns BUHTOB VLP: - washer for VLP 2.0 screw;

- waiiba ans BUHTOB VLP 2.0MM; -washer for VLP 2.4 screw.

- wailiba ans BUHTOB VLP 2.4MM. 4. VLP MINI-MOD drills:

4. Csepna VLP MINI-MOD: - VLP MINI-MOD 1.1mm with MINI quick connection;

- CBepno VLP MINI-MOD 1.1mm ¢ 6bicTpbiM coefunHeHnem MINI; - VLP MINI-MOD 1.5mm with MINI quick connection;

- Ceepno VLP MINI-MOD 1.5MMm ¢ 6bIcTpbiM coeguHeHnem MINI; - VLP MINI-MOD 1.5mm with MINI quick connection, short;
- CBepno VLP MINI-MOD 1.5mMm ¢ 6bicTpbiM coeguHeHnem MINI, kopoTkoe; - VLP MINI-MOD 1.5mm with MINI quick connection, long
- CBepno VLP MINI-MOD 1.5mMm ¢ 6bicTpbiM coeguHeHnem MINI, gnnHHoe; - VLP MINI-MOD 1.5mm with AO quick connection, short;
- CBepno VLP MINI-MOD 1.5mMm ¢ 6bICcTpbIM coefunHeHnem AO, KOpOTKoe; - VLP MINI-MOD 1.5mm with AO quick connection, long;
- CBepno VLP MINI-MOD 1.5Mm ¢ 6bIcTpbIM coeagnHeHnem AO, ANIMHHOE; - VLP MINI-MOD 1.8mm with AO quick connection, long;
- Ceepno VLP MINI-MOD 1.8mM ¢ 6bIcTpbIM coeanHeHnem AO, ANIMHHOE; - VLP MINI-MOD 2.0mm with AO quick connection, long;
- CBepno VLP MINI-MOD 2.0mMM ¢ 6bICcTpbIM coeguHeHnem AO, KOPOTKOE; - VLP MINI-MOD 2.4mm with AO quick connection, long.
- Ceepno VLP MINI-MOD 2.4MM ¢ 6bICTPbIM coeaguHeHnem AO. 5. Taps:

5. MeTuuku: - Tap 2.0mm with AO connection;

- MeTumk 2.0MM ¢ coeguHeHunem AO; - Tap 2.4mm with AO connection.

- MeTunk 2.4mM ¢ coegnHeHunem AO. 6. Wires:

6. Cnuupl: - Provisional fixation wire 1.1mm, tip 6mm;

- Cnuua ana BpeMeHHoOW dukcaummn 1.1MM, KOHUMK 6MM; - Provisional fixation wire 1.5mm, short;

- Cnuua ana BpeMeHHO dmkcaummn 1.5MM, KOpoTKas; - Provisional fixation wire 1.5mm, long;

- Cnuua ans BpeMeHHoW dukcauun 1.5Mm, AnnHHaS; - Provisional fixation wire 1.8mm, short;

- Cnuua ana BpeMeHHoW dukcauun 1.8Mm, kopoTkas; - Provisional fixation wire 1.8mm, long.

- Cnuua ana BpeMeHHoW dukcauun 1.8Mm, ANUHHASA.
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Cuctema VLP MINI-MOD npepcTaBnseT co6oii peleHne Ans dukcaumm
Manbix (parMeHToB, pa3paboTaHHoe KomnaHueit Smith & Nephew [SN|
ANS cpalleHns nepesioMOB MasnbiX (PparMeHToB W OT/IOMKOB KOCTeW.
dunpmeHHoe HavMeHoBaHue BK/IlOYaeT HanMeHoBaHue VLP,
o603Havatolee [OCNOBHO 610KMPYyeMyl MaacTMHy ¢ BapuabenbHbIM
yrnom, n MINI-MOD, o603Hayvaloliee CUCTEMY MOJY/IbHbIX KOMMOHEHTOB
ana  manbix parmeHToB. CemelicTBo npoayktoB VLP MINI-MOD B
HacToslee BPeEMS BK/OYAET B Ce651 UeTbipe pas/inyHble CUCTEMbI:

. BcnomoraTenbHble NAACTUHbI U BUHTbI 1,5 MM

Il. BcnomoraTesnbHble NAacTUHbl U BUHTbI 2,0 MM

lll. BcnomoraTesibHble NAacTUHbl U BUHTbI 2.4MM

IV. TapaHHble NNacTuHbI

YeTblpe cuctemsl
nnacTuH,

MINI-MOD cocToAT ©3 pas3nyHbiIX 6G10KMPYeMbIX
6NOKMPYEMbIX W KOPTUKANbHbIX KOCTHbIX BWHTOB W Laii6.
HasBaHusi cuctem nnactmH 15 mm, 2,0 MM 1 2,4 MM OTHOCATCA K
Hapy>HOMY AnameTpy pe3bbbl GMOKMPYEMbIX U KOPTUKa/bHbIX BUHTOB,
noAXOAALMX K COOTBETCTBYIOWMM MnacTuHam. CUCTeMbl BKOYAOT B cebs
UMMNNaHTUPYeMble KOMMOHEHTbI 13 cnniasa TutaHa (T1), KoTopble UMeloT
pasnuyHble  A/INHbI, hopMbl, 4TOGbI
npejnucaHHbIM MeTodaM ukcauum.

MnacTuHbl

TONWWUHBLI W~ COO0TBETCTBOBATb

MCnonb3ylTca Ans ¢ukcaunn nepenoMoB Manblx KocTei u

parMeHTOB KOCTeil B COOTBETCTBMM C aHaToMueil nauueHta. ITn

nnacTuUHbl NpejHa3HayeHbl ANs cTabunusayum nNepenomMoB W dukcauum
KOCTHbIX (PparMeHToB 6e3 Harpy3ku. BNIOKMPYeMble KOCTHble MAacTUHbI
MMelT nonepeyHoe cevyeHUMe C TOHKUM pagumycoMm W OTBepcTUs ANns
(PUKCUPYOLWMX BUHTOB, CTpaTernyecku pPacnosioXeHHbIX No Bcel AnuHe
NNacTUHbl U TFONOBKM MMAACTWHbI, FAe 3TO NPUMEHUMO. [lnacTuHbI
npefHasHayeHbl AN UCNOMb30BAHUS ¢ 61OKMUPYEMbIMU U KOPTUKANbHbLIMU
KOCTHbIMU BUHTaMM. MnacTUHbI AOCTYMHbI B pa3fMYHbIX 4NMHAX, KOTOpbIe
o6o3HavalTCcA 06WUM

AvadunsapHoii

KONMYecTBOM BUHTbI  Ha
LW ain6b!

npegHasHa4yeHbl 4717 NCNO/TIb30BaHNA TO/IbKO C KOPTUKaTbHbIMU KOCTHbIMU

oTBepcTUin  nop

YyacTu nNNacTWHbI, KpPOMe ceTyaTblX MAACTWH.
BUHTAMW W AOCTYNHbI ANsi BUHTOB 2,0 MM 1 2,4 MM.
Bnokupyemsle VLP MINI-MOD
nonuakcuanbHyl  ukcauuo 610KUpYyOLWEM  OTBEPCTUU
NNacTuHbl. «3Be3ayaran» KOHCTPYKLMSA OTBEPCTUA NO3BONSET OTKNOHATL OT

OCU KaXAbli KOCTHbIA BUHT Nog yriom Ao 15 °. Kaxablii BUHT MOXeT 6blTb

KOCTHble nAacTUHbI nmerwT

BUHTa B

OTK/IOHEeH B N1060M HanpasneHWu, BbIGPAHHOM XMPYProm B KayecTse
onTuManbHoro. CTepusiibHO ynakoBaHHble KOMMOHeHTbl VLP MINI-MOD
cTepunnsyroTes ¢ pagunaunMoHHOro U3NyvyeHUs
NnocTaBNsAOTCS B 3alMTHON CTepunbHON 6apbepHOil ynakoBke.

N3penns

ncnonb3osaHnem

He npoBepAnWcb Ha 6e30MacHOCTb MarHUTHO-Pe30HaHCHO
Tomorpacum (MPT). 3Tu ycTpolicTBa He coaepXaT HUKaKUX NeKapCTBEHHbIX
BelecTB, TKaHel WM NPOAYKTOB KPOBW.

Pa3nnuHble BapuaHTbl A0CTyna MO3BONSAT C FMOKOCTbIO NOAXOAWUTb K
BbIOOPY NOAXOAAWEro uMNAaHTaTa Ana Kaxgoro nauveHTa. Kaxpgas
naacTuHa COAEepPXWUT NATb OTAE/IbHbIX YIIEK, KOTOPble BXOAAT B KOHTaKT C
pe3b60oil roNoBKU BUHTA, 4TO6bLI ChOpMUPOBATb (PUKCMPOBAHHBIN Yron.
Bnokupyemble BUHTbI MOFYT ObiTb OTK/IOHEHbI W 3aMKCUMPOBaHbI MOJ
yrnom ao 15° B 11060M HanpasfieHUN, YTO MO3BOJIAET MO3MLMOHNPOBATL
nnacTvHy B COOTBETCTBMU C aHATOMUEl 1 xapakTepoMm nepesioma, a Takxe
no3sonsieT co3fjaBarTb MHAMBUAYaNbHbIE 6/10KMPYeMble MonnMakcuasbHble
KOHCTPYKUUKN. KOHCTPYKUMA NAacTUHbl C 3Be3fyaTbiMW  OTBEPCTUAMU
no3BoNseT UCNOMb30BaTb Kak 6/10KMPYIOLLNE, TAK U KOPTUKa/IbHbIEe BUHTbI,
a TakKXke O0CTeONneHUYecKne BUHTbI. cuctembl MINI-MOD
MMEeIT LBETOBY0 KOAMPOBKY C MCMO/Ib30BaHWEM aHO4MPOBaHWA, YTOObI
nosib3oBaTteslb MOT JIEFKO ONpeAesinTb, Kakne NacTuHbl U BUHTbI SBASAIOTCA
YacTblo OAHOW CUCTEMbI U COBMECTUMbI. B TO BpeMs Kak nnacTuHbl 1.5 MM
N TapaHHble MNacTUHbl CcofepXaT TOJIbKO 6/10Kupyole OTBePCTUs,
nnacTuHbl 2.0 MM 1 2.4 MM, KpOMe CeTHaTol NNacTuHbI, Tak)Ke BKIYalT
KOMMPECCUOHHbIe C/OTbl A5 KOPTWKaNbHbIX BWHTOB. bnokupywouimne
BUHTbI U KOPTUKa/bHble BWHTbI JOCTYMHbI ANA KaXAOW CUCTEMbI, TaK Xe
cuctema nAacTvH 2,4 MM U TapaHHble NAacTWHbI NPefoCcTaBAAoT OMNLUUI0
610KMpoBaHnA KopTukanbHble
HebnoKMpyemble BUHTbI YCTaHaBAMBAOTCA B 6/10KMpYOL e OTBEPCTUSA C 5

KomMnoHeHTbI

OCTeOoneHn4YecKnmu BUHTaMu.
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The VLP MINI-MOD system is a modular mini-fragment system
designed by Smith & Nephew Orthopaedics ISNO) to proyide a
trauma plating solution for the treatment of small bone fractures
and fragments. The brand name stands for yariable-angle
locking plate IVLP) mini-fragment modular (MINI-MODI system.
The VLP MINI-MOD product family currently includes four
different systems that are within scope of this CER:

I 1.5mm Utility Plates and Screws

Il. 2.0mm Utility Plates and Screws

lll. 2.4mm Utility Plates and Screws

IV. Talus Plates

The four MINI-MOD plating systems are comprised of assorted
locking bone plates, locking and non-locking bone screws, and
washers. The 1.5mm, 2.0mm and 2.4mm plate system names
refer to the outer thread diameters of the locking and non-
locking screws that each plate system accommodates. The
systems include implantable titanium (Ti) alloy components,
which are proyided in a yariety of lengths, thicknesses and
shapes to accommodate the prescribed fixation techniques.
The plates are utility style plates that are used in fracture fixation
of small bones and fragments as required over the patient’s
anatomy. These plates are intended for use in non-load bearing
stabilization procedures and for fixation of bone fragments. The
locking bone plates include a thin-radius cross-section and
locking screw holes strategically positioned over the length of
the plate and plate head, where applicable. The plates are
designed to be used with the locking or non-locking bone
screws. With the exception of the mesh plates, the plate types
are available in a variety of lengths that are designated by the
total number of screw holes along the plate shaft. The washers
are designed for use with independent non-locking bone screws
only, and are available for use with the 2.0mm and 2.4mm
systems.

The VLP MINI-MOD locking bone plates incorporate a poly-axial
screw-to-plate locking feature in the locking screw holes. The
‘star-shaped” hole design permits each individual bone screw
to be angled in an orientation up to a maximum of 15° of
angulation off-axis 1-3. Each screw may be angled in any
direction that the surgeon desires to facilitate optimal fracture
fixation. The VLP MINI-MOD Plates and Screws sterile packaged
components are sterilized by irradiation and supplied in
protective sterile barrier packaging.

These devices have not been tested for magnetic resonance
imaging IMRI) safety. Devices do not contain any medicinal
substances, tissues, or blood products.

Multiple approach options allow flexibility in selecting the
appropriate implant for each patient. Each MINI-MOD plate
locking screw hole contains five separate tabs that engage with
the threads of the locking screw head to form a fixed angle
locked construct. Locking screws can be angled and locked up
to 15° in any direction, allowing the plate to be positioned in
response to the anatomy and the requirements of the fracture,
as well as enabling the creation of customized multidirectional
locked plating constructs.!-3 The screw-to-plate 5-tab feature
permits the use of locking and non-locking screws, as well as
non-locking osteopenia screws. The various MINI-MOD systems
are color-coded using anodization so that the user can easily
distinguish which plates and screws are part of the same system
and compatible. While the 1.5mm and Talus plates only include
locking holes within the plates, the 2.0mm and 2.4mm plates,
except the mesh plate, also include compression slots that
accommodate non-locking cortex screws. Locking screws and
cortex screws are provided with each system, and the 2.4mm
plate system and Talus plates also include the option of using
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ylKamu, a TakKxxe B KOMMPECCUMOHHble C/I0Tbl Pa3/InyHbIX NaactmH 2,0 Mm
n 2,4 MM 6€3 UCnonb3oBaHNUA Walibbl. TapaHHble NAACTUHBI UMEIDT TE Xe
0CO6EHHOCTM NAacTUHbI C MOJIMAaKCUaNbHbIMW OTBEPCTUAMU, HO MUMEIT
cneuvanbHylo opMmy W npeAHasHayeHbl [ UCMONb30BaHWA  Mpu
nepenomax TapaHHOi TapaHHble MoryT
MCMNOMb30BaThCS B COYETAHUU C CUCTEMOI NAACTUH 2,4 MM. VMHCTPYMEHTbI
CUCTEMbl OAMHAKOBbLI, 3a WCKAIOYEHWeM LWabMoOHOB ANA  KOHKPETHOM
nnactuHel. OTBepCTMA [N TapaHHbIX MNAacTUH nNpejHasHauveHbl Ans
pasMelleHnsa  KOPTUKa/IbHbIX W O/IOKMPYIOWNX BUHTOB, a Takxe
OCTEOMNEHNYECKNX BUHTOB 3,0MM. C KOMMOHEHTaMM UCMOJb3YTCSA YeTbipe
KOHTeliHepa ANf WHCTPYMEHTOB; 06LiMe WHCTPYMEHTbl, UHCTPYMEHTbl 1,5
MM, 2,0 MM U UHCTPYMEHTbI 2,4 MM. KOHTeliHepbl MOryT GblTb C/IOXEHbI 1
MCNONMb30BaHbl BMeCTe WAW NO OTAeNnbHOCTU. KoHTeliHep ¢ o6WUMK
MHCTPYMEHTaMN COAEPXUT PENO3ULNOHHbIE UHCTPYMEHTbI, MHCTPYMEHTbI
AN KOHTYPHO 06paboTKM W CKyCblBAHWA, PeTpakTopbl W 3n1eBaTopbl,
KOTOpble MOXHO WCMNO/b30BaTb COBMECTHO CO BCEMW KOMMOHEHTaMu.
WNHCTpyMeHTbl 1,5MM, 2,0 MM 1 2,4 MM BKNKOYAKOT B CE6S MHCTPYMEHTHI AN
onpefieeHHoOro  pasmepa HeobxoAuMble ANA  3TOrO
KOHKPETHOro Moayns.

Xupypruyeckas TexHuka, ucnonb3yemas A18 UMNAaHTaLMM KOMMOHEHTOB
cuctembl MINI-MOD, oanHakoBa AN KaxAoW cuCTeMbl, HO MOXeT UMeTb
He3HauuTesbHble OTAINYKA 13-3a TUMNA NNACTUHbI, aHaTOMUYECKOW obnacTtu,
nepenoma npeAnoyTeHns  xupypra.
XVUPYPruyeckoi MCNonb3yTca Ans  Toro,
nosib3oBaTe/it0 NpU WUCMOb30BAHUN COOTBETCTBYIOWMNX WHCTPYMEHTOB U
[ANS 3aBepLUeHNs ONTUMaNbHOW UMNAaHTaUun ycTpoicTea Ans xenaemoro
mMeToza ukcaymu.

KOCTU  CTOMbI. nAacTUHbI

mMmnnaHTaTta,

™na nnm PykoBoacTBa Mo

TeXHUKe 4TO06bl MOMOYL

8000000
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MnactuHa VLP MINI-MOD T-o6pa3Han 2.4MM (MMNnaHTaT, CTEPUIBLHO)
BapvaHTbl € 2 1 3 OTBEPCTUAMU B rONOBKe

BapvaHTbl ¢ 6 1 8 OTBEpPCTUAMU NO ANIVHE

Bce nnactuHbl 2,4MM UMEIOT 3eeHbIN UBeT. BUHTbI 2.4 1 3.0 MM, KOTOpbIE
MOXHO MCNOMb30BaThb C 3TUMU NAACTUHAMU, TaKXKe OKpalleHbl B 3eMEHbIN
uBeT. BONMbWMWHCTBO WHCTPYMEHTOB, WCMNO/b3yeMblX COBMECTHO C
MMnaaHTaTaMu, UMeKT Monocy 3efeHoro ugeTta. KoHTellHepbl Ans
MMMNIAHTATOB U UHCTPYMEHTOB MPOMapKMPOBaHbl 3€/1€HbIM LBETOM.__

0000000

S000000

MnactuHa VLP MINI-MOD T-o6pa3Hasi 2.0MM (MMNNaHTaT, CTEPUSIbHO)
BapuaHTbl ¢ 2 1 3 0TBEPCTMAMU B rO/I0BKE

BapuaHTbl ¢ 6 1 8 oTBEPCTUAMM MO A/INHE

Bce 2.0MM nnacTvHbl MUMeOT (hMONETOBbIN LBeT. BUHTbI 2.0MM, KOTOpble
MOXHO WCMOMb30BaTb C 3TUMU MJIaCTUHAMM, TaKXe OKpalleHbl B
¢uoneToBbIl  LBET.  BONbIWMHCTBO  WHCTPYMEHTOB,  WCMO/b3yeMbIX
COBMECTHO C MMNAaHTatamu, umetoT uonetToBylo nonocy. KoHTelHepsl
[ANS UMMNNAHTATOB U MHCTPYMEHTOB TakXe MMetoT (hMoNeToBbIN LBeT.
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osteopenia screws. The non-locking cortex screws are installed
in the locking 5-tab holes, and also into the compression slots in
the various 2.0mm and 2.4mm plates, without the use of a
washer. The Talus fracture plates incorporate the same polyaxial
locking plate features, but are shaped and designed specifically
for use with fractures of the talus bone in the foot. Similarly to the
other MINI-MOD plates, the Talus plates are anatomically
contoured, low-profile, locking plates, which incorporate the
polyaxial screw-to-plate locking feature. The Talus system may
be used in conjunction with the 2.4mm plate system. The system
instruments are the same except for the device-specific
templates. The Talus plate holes are designed to accommodate
the 2.4mm cortex and non-locking screws, as well as the 3.0mm
osteopenia screws. There are three different instrument trays in
the system; a general instrument set, a 2.0mm instrument set,
and a 2.4mm instrument set. These trays can be stacked
together or used individually. The general instrument kitincludes
reduction instrumentation, contouring and cutting
instrumentation, retractors and elevators that can be used
across the whole system. The 2.0mm and 2.4mm sets include
all of the plates, screws and size specific instruments needed for
that particular module.

The surgical technique used for implantation of the MINI-MOD
plates and screws is similar for each system, but may have minor
variations due to plate type, anatomical area, fracture type, or
surgeon preference. The surgical technique guides are used to
guide the user through the use of the associated instrumentation
and to complete the optimal implantation of the device for the
desired fixation method.

8000000

VLP MINI-MOD T-plate 2.4mm (sterile implant)

2 and 3-hole head options

6 and 8-hole length options

All 2.4mm plates are colored green. The 2.4mm and 3.0mm
screws that can be used with these plates are also colored
green. Most of the size specific instruments that are used with
these implants have a green colored stripe. The implants and
instruments trays are also colored green.

0000000
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VLP MINI-MOD T-plate 2.0mm (sterile implant)

2 and 3-hole head options

6 and 8-hole length options

All 2.0mm plates are colored purple. The 2.0mm screws that can
be used with these plates are also colored purple. Most of the
size specific instruments that are used with these implants have
a purple colored stripe. The implants and instruments trays are
also colored purple.




MnactnHa VLP MINI-MOD T-o6pa3Has 1.5Mm (MMNnaHTaT, CTEPU/IbHO)
BapunaHTbl € 2 1 3 OTBEPCTUSAMU B FONOBKE

BapunaHTbl ¢ 6 1 8 oTBEPCTUAMM NO ASINHE

Bce 1,5 MM nnacTUHbl UMEKT KOPUYHEBLINA LBET. BUHTLI 1,5 MM, KOTOpble
MOXHO MCNOMb30BaTb C 3TUMW NAacTUHaMW, WMEKT KOPUYHEBBIA LBET..
BoNblWINHABO WMHCTPYMEHTOB OMpejesieHHOro pasmepa, WCNosib3yemble
COOBMECTHO, WMEKT Mosocy KopuyHeBOoro LugeTa. KoHTeliHepbl
MMNAaHTaTOB U MHCTPYMEHTOB MMEIOT KOPUYHEBbIV LIBET.

ans

nnactuHa VLP MINI-MOD Y-o6pa3Has 2.4mm (MMNNaHTaT, CTepusibHO)

3 0TBEpCTUA B ronoBke

BapuaHTbl ¢ 6 1 8 oTBEpPCTUAMU MO fINHE

Bce nnacTuHbl 2,4MM MMEIOT 3eneHblii UBET. BUHTbI 2.4 1 3.0 MM, KOTOpble
MOXHO MCNOMb30BaTb C 3TUMU NAACTUHAMM, TakXke OKpalleHbl B 3eMeHbli
LBer. MNHCTPYMEHTOB, COBMECTHO C
MMnaaHTaTamy, MMelT Mosocy 3eneHoro useta. KoHTeliHepbl Ans
UMMNaHTaTOB U MHCTPYMEHTOB NPOMapKMpOBaHbl 3e/1€HbIM LBETOM.__

BonblWNHCTBO NCcNonb3yemMblX

nnactuHa VLP MINI-MOD Y-o6pa3Hasa 2.0MM (MmMnnaHTaT, CTepusibHO)

3 oTBEepcTUA B ronoske

BapuaHTbl ¢ 6 1 8 oTBEpPCTUAMMU MO ANNHE

Bce 2.0MM nnacTUHbl UMeT (PUONeTOBbLIN UBET. BUHTbI 2.0MM, KOTOpble
MOXHO MCMOMb30BaTb C 3TUMMU MacTUHaMW,
¢uoneToBbIi  UBET.  BONbLLWKWHCTBO

TaKkXe OKpalleHbl B
MNHCTPYMEHTOB,  UCNO/b3YEMbIX
COBMECTHO C MMMNaHTatamu, UMeT (MoneToByl nonocy. KoHTeliHepbl

ANA NMNNAaHTaTOB U NHCTPYMEHTOB TakXXe UMeKT (*)I/IOI'IeTOBbIl‘/‘I uBeT.

nnactmHa VLP MINI-MOD Y-o6pa3Hast 1.5mm (MMnnaHTaT, CTepusibHO)

3 0TBEpCTUA B ronoske

BapuaHTbl ¢ 6 1 8 0TBEpPCTUAMU NO ANINHE

Bce 1,5 MM NiacTUHbl MMET KOPUYHEBLIM UBET. BUHTHI 1,5 MM, KOTOpbie
MOXHO MCNOMb30BaTbh C 3TUMU NAACTUHAMU, MMEKT KOPUYHEBLIW LBET.
BONbLWWHCTBO WHCTPYMEHTOB OMNPeeneHHOro pasmepa, MCMNofb3yemble
COOBMECTHO, MMEKT MO0M0oCYy KOpUYHeBOro LuBeTa. KoHTelHepbl Ans
MMMAAHTATOB U MHCTPYMEHTOB MMEIOT KOPUYHEBbI LBET.

nnactmHa VLP MINI-MOD npsamas 2.4MM (MMNNaHTat, CTepUIbHO)
BapunaHTbl ¢ 6 1 8 OTBEPCTUAMMU MO ANUHE

Bce nnacTuHbl 2,4MM UMEIT 3e/eHbliA UBeT. BUHTbI 2.4 1 3.0 MM, KOTOpble
MOXHO MCNOMb30BaThb C 3TUMK MACTMHAMM, TaKXe OKpalleHbl B 3e/1eHbll
uBeT. BONbWWHCTBO WHCTPYMEHTOB, WCMOMb3YyeMblX COBMECTHO C
UMNIaHTaTaMu, UMeKT Moaocy 3eneHOro uBeta. KoHTelHepbl ans
MMMNIAaHTaTOB U MHCTPYMEHTOB NPOMAapKNpPOBaHbl 3e1€HbIM LUBETOM.

nnactmHa VLP MINI-MOD npsimasi 2.0MM (MMMNIaHTaT, CTEPUIILHO)
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VLP MINI-MOD T-plate 1.5mm (sterile implant)

2 and 3-hole head options

6 and 8-hole length options

All 1.5mm plates are colored brown. The 1.5mm screws that can
be used with these plates are also colored brown. Most of the
size specific instruments that are used with these implants have
a brown colored stripe. The implants and instruments trays are
also colored brown.

VLP MINI-MOD Y-plate 2.4mm (sterile implant)

3-hole head option

6-hole and 8-hole length options

All 2.4mm plates are colored green. The 2.4mm and 3.0mm
screws that can be used with these plates are also colored
green. Most of the size specific instruments that are used with
these implants have a green colored stripe. The implants and
instruments trays are also colored green.

VLP MINI-MOD Y-plate 2.0mm (sterile implant)

3-hole head option

6-hole and 8-hole length options

All 2.0mm plates are colored purple. The 2.0mm screws that can
be used with these plates are also colored purple. Most of the
size specific instruments that are used with these implants have
a purple colored stripe. The implants and instruments trays are
also colored purple.

VLP MINI-MOD Y-plate 1.5mm (sterile implant)

3-hole head option

6-hole and 8-hole length options

All 1.5mm plates are colored brown. The 1.5mm screws that can
be used with these plates are also colored brown. Most of the
size specific instruments that are used with these implants have
a brown colored stripe. The implants and instruments trays are
also colored brown.

VLP MINI-MOD straight 1.5mm (sterile implant)

6-hole, 8-hole and 12-hole length options

All 2.4mm plates are colored green. The 2.4mm and 3.0mm
screws that can be used with these plates are also colored
green. Most of the size specific instruments that are used with
these implants have a green colored stripe. The implants and
instruments trays are also colored green.

VLP MINI-MOD straight 2.0mm (sterile implant)
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BapuaHTbl ¢ 6 1 8 OTBEPCTUAMM MO ASINHE

Bce 2.0MM nnacTvHbl UMeT (PUONETOBLIN LBET. BUHTbI 2.0MM, KOTOopble
nnacTvHamu, TakXe OKpalleHbl B
¢uoneToBbIli  LBeT. WHCTPYMEHTOB,  MCMOJIb3yeMbIX
COBMECTHO C MMNAaHTaTamu, MMeT ¢moneToByto nonocy. KoHTeliHepbl
AN UMNNAHTATOB M MHCTPYMEHTOB TaKkXXe UMeloT MoneToBbIl LBET.

MOXHO UCNonb3oBaTtb C 3TUMU

BonblWKHCTBO

nnactuHa VLP MINI-MOD npsimas 1.5Mm (MMnnaHTat, cTepusibHO)
BapunaHThbl € 6, 8 1 12 oTBEpPCTUAMM NO ANNHE

Bce 1,5 MM NiacTuUHbl MMEIOT KOPUYHEBBIN LBET. BUHTHI 1,5 MM, KOTOpble
MOXHO WCNOMb30BaTb C 3TUMW NNACTUHAMWU, UMEKT KOPUYHEBbIN LBET.
BONbWWHCTBO MHCTPYMEHTOB OMNpeAeNieHHOro pasmepa, WCNosb3yemble

COOBMECTHO, MMEIT Mo/ocy KOpUuYHeBOro LugeTa. KoHTeliHepbl Ans
VIMMIQHTaTOB N UHCTPYMEHTOB MMEIOT KOPUYHEBbINA LBET.
n168tmHa VLP MINI-MOD KonoHHasi 1.5MM npaBas (MMMiaHTar,

CTepusbHO)

BapuaHTbl ¢ 6 1 12 oTBEpPCTUAMYU

Bce 1,5 MM NnacTUHbl UMEKT KOPUYHEBLIA LBeT. BUHTbI 1,5 MM, KOTOpble
MOXHO WCNONb30BaTh C 3TUMKU MAACTUHAMU, UMEKT KOPUYHEBLIA LBeT.
BOMBWWHCTBO MHCTPYMEHTOB OMpe/ie/ieHHOro pasmepa, WCnojb3yemble
COOBMECTHO, WMEKT Mosocy KopuyHeBOoro LugeTa. KoHTeiiHepbl Ans
MMNAAHTaTOB U MHCTPYMEHTOB MMEIOT KOPUYHEBbIN LBET.

SIMSS SSSSSSSSSSSS

nbAtuHa VLP MINI-MOD 1.5mMM neBas (MMNNaHTaT,
CTepusbHO)

BapunaHTbl ¢ 6 1 12 oTBEpCTUAMU

Bce 1,5 MM NiacTUHbl MMET KOPUUYHEBBIN LBET. BUHTHI 1,5 MM, KOTOpble

KO/10HHas

MOXHO MCNONb30BaTb C 3TUMMU NAACTVHAMU, UMEIT KOPUYHEBbIV LBET.
BO/bLWMHCTBO MHCTPYMEHTOB OMpefesieHHOro pasmepa, MCNofb3yemble
COOBMECTHO, MMEKT MO0M0CY KOPWYHEBOrO UBeTa. KoHTeliHepbl Ans
MMMNNAHTaTOB U MHCTPYMEHTOB UMEIT KOPUYHEBBIN LiBET.

PPPOPPPPPPOP
6666666C6666

nnactmHa VLP MINI-MOD ceTyatas 2.4MM (MMNAaHTaT, CTEPU/IbHO)
BapuaHTbl ¢ 3 1 12 0TBEpPCTUAMU AN BUHTOB

Pa3paboTaHbl C BO3MOXHOCTbIO OTpe3a W u3rmba pAna paboTbl Cco
CNOXHbIMU nepenomamMu. Bce nnacTuHbl 2,4MM UMEKT 3eeHbI LBeT.
BuHTBI 2.4 1 3.0 MM, KOTOpPble MOXHO MCNOMb30BaTb C 3TUMU NAacTUHaMu,
TaKke OKpalleHbl uBeT. BONbLWWHCTBO WHCTPYMEHTOB,
MNCNONb3yeMblIX COBMECTHO C WMMMANaHTaTaMu, WMEKT MNO0A0CYy 3eNeHOro
uBeTa. KoOHTeliHepbl ANt UMNIAHTATOB U MHCTPYMEHTOB NPOMapKUpOBaHsbI

B 3e/leHbli

3e/1eHbIM LUBETOM.

nnactuHa VLP MINI-MOD TapaHHas 2.4MM, MeguwanbHas, L-o6pasHas
(umnnaHTaT, cTepusibHO)

4 oTBEpCTUA

Bce nnactuHbl 2,4MM UMEIOT 3e/eHblii UBeT. BUHTbI 2.4 1 3.0 MM, KOTOpble
MOXHO MCMNOMb30BaTh C 3TUMU MACTUHAMK, TaKXKe OKpPalleHbl B 3e/1eHbIi
ugeT. BonbWWUHCTBO NCMOMb3yeMblX COBMECTHO C
nmnaaHTaTamm, KoHTeliHepbl  ans
MMNAAHTaTOB Y UHCTPYMEHTOB NPOMapKMpPOBaHbl 3€/1€HbIM LBETOM.

MHCTPYMEHTOB,
MMelT Mo/ocy 3e/IeHOro  LseTa.
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6-hole and 8-hole length options

All 2.0mm plates are colored purple. The 2.0mm screws that can
be used with these plates are also colored purple. Most of the
size specific instruments that are used with these implants have
a purple colored stripe. The implants and instruments trays are
also colored purple.

VLP MINI-MOD straight 1.5mm (sterile implant)

6-hole, 8-hole and 12-hole length options

All 1.5mm plates are colored brown. The 1.5mm screws that can
be used with these plates are also colored brown. Most of the
size specific instruments that are used with these implants have
a brown colored stripe. The implants and instruments trays are
also colored brown.

VLP MINI-MOD column right 1.5mm (sterile implant)

6-hole and 12-hole length options

All 1.5mm plates are colored brown. The 1.5mm screws that can
be used with these plates are also colored brown. Most of the
size specific instruments that are used with these implants have
a brown colored stripe. The implants and instruments trays are
also colored brown.

VLP MINI-MOD column left 1.5mm (sterile implant)

6-hole and 12-hole length options

All 1.5mm plates are colored brown. The 1.5mm screws that can
be used with these plates are also colored brown. Most of the
size specific instruments that are used with these implants have
a brown colored stripe. The implants and instruments trays are
also colored brown.

VLP MINI-MOD mesh 2.4mm (sterile implant)

3-hole X 12-hole screw configuration

Designed to be cut and bent to address unpredictable fractures
All 2.4mm plates are colored green. The 2.4mm and 3.0mm
screws that can be used with these plates are also colored
green. Most of the size specific instruments that are used with
these implants have a green colored stripe. The implants and
instruments trays are also colored green.

VLP MINI-MOD Talus 2.4mm medial L-plate (sterile implant)
Number of holes 4

All 2.4mm plates are colored green. The 2.4mm and 3.0mm
screws that can be used with these plates are also colored
green. Most of the size specific instruments that are used with
these implants have a green colored stripe. The implants and
instruments trays are also colored green.
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nnactnuHa VLP MINI-MOD TapaHHas 2.4MM, MeguanbHas, T-o6pa3Has
(uMnnaHTaT, CTepubHO)

5 oTBEpCTUIA

Bce nnacTvHbl 2,4MM MMeIOT 3eneHblii useT. BUHTbI 2.4 1 3.0 MM, KOTOpble
MOXHO MCNONb30BaTh C 3TUMMN NIACTUHAMM, TaKXKe OKpalleHbl B 3e/eHbll
uBer. MHCTPYMEHTOB,  UCMO/b3yeMbIX
MMnaaHTaTamMu, WMeT Mofocy 3efneHoro useta. KoHTeliHepbl
MMMAaHTaTOB U MHCTPYMEHTOB NMPOMapPKUPOBaHbl 3e/1EHLIM LIBETOM.

BonblnHCTBO COBMECTHO C

ans

nnactuHa VLP MINI-MOD TapaHHas 2.4MM, natepasbHasi (MMMNnaHTar,
CTepusibHO)

| konuuecteo oTBepcTuii 6 | Konuuectso oTBepctuii 7 |
Bce nnacTuHbl 2,4MM UMeIOT 3eneHbli UBeT. BUHTbI 2.4 1 3.0 MM, KOTOpble
MOXHO MCNONb30BaTh C 3TUMU NAACTUHAMM, TaK)Ke OKpalleHbl B 3e/eHbll
uBeT. bBonbwwuHCcTBO
nMnaaHTaTamu,

MNHCTPYMEHTOB,
MMelT Mo/ocy 3efeHOro  LgeTa.

MCNONb3yeMbIX COBMECTHO C
KoHTeliHepbl ans

MMNNaHTaTOB N NHCTPYMEHTOB NPOMapKNpPOBaHbl 3e/IeHbIM LIBETOM.

BUHT VLP KopTuKanbHblii T4 camoHape3awowuii 1.5MM (MMnnaHTar,
CTepusbHO)

BapuaHTbl ANIMH OT 6 A0 24 MM C Warom 1mm

L n n ) T 4

BUHT VLP KopTuKanbHblii T6 camoHape3awowmuii 2.0MM (MMAAaHTar,
CTepusibHO)

BapuaHTbl A4/IMH OT 6 0 24 MM C Wwarom 1mm
BapuaHTbl AnmH ot 26 fo 40 ¢ warom 2mm
Wnuy T6

BUHT VLP KOpTUKanbHbli T7 camoHapesawwuini 2.4 MM (MMMNAaHTar,
CTepusbHO)

BapuaHTbl A4/1IMH OT 6 40 24 MM C Wwarom 1mm

BapuaHTbl A/IMH OT 26 A0 40 MM C LWIArom 2Mm

BapuaHTbl gnvH ot 55 o 80 Mm ¢ warom 5mm

WwnuuT7

BUHT VLP 6nokupylowmini T4 camoHapesawuwuii 1.5Mm (MMnnaHTar,
CTEpU/IbHO)

BapuaHTbl AnnMH OT 6 A0 24 MM C Wwarom 1mMm

Wnuny T4

BUHT VLP 6nokupywwnii T6 camoHapesawowmnii 2.0MM (MMNAaHTaT,
CTEpU/IbHO)

BapvaHTbl 4nH OT 6 A0 24 MM C Wwarom 1mm
BapuaHTbl gnvH oT 26 o 40 MM C Wwarom 2mm
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VLP MINI-MOD Talus 2.4mm medial T-plate (sterile implant)
Number of holes 5

All 2.4mm plates are colored green. The 2.4mm and 3.0mm
screws that can be used with these plates are also colored
green. Most of the size specific instruments that are used with
these implants have a green colored stripe. The implants and
instruments trays are also colored green.

oL— »

VLP MINI-MOD talus 2.4mm lateral (sterile implant)
| Number ofholes 6 1Number of holes 7

All 2.4mm plates are colored green. The 2.4mm and 3.0mm
screws that can be used with these plates are also colored
green. Most of the size specific instruments that are used with
these implants have a green colored stripe. The implants and
instruments trays are also colored green.

VLP cortical screw T4 self-tapping 1.5mm (sterile implant)
6mm - 24mm, 1mm increments
Drive mechanism T4

VLP cortical screw T6 self-tapping 2.0mm (sterile implant)
6mm - 24mm, 1mm increments

26mm - 40mm, 2mm increments

Drive mechanism T6

VLP cortical screw 17 self-tapping 2.4 mm (sterile implant)
6mm - 24mm, 1mm increments

26mm - 50mm, 2mm increments

55mm - 80mm, 5mm increments

Drive mechanism T7

VLP locking screw T4 self-tapping 1.5mm (sterile implant)
6mm - 24mm, 1mm increments
Drive mechanism T4

VLP locking screw T6 self-tapping 2.0mm (sterile implant)
6mm - 24mm, 1mm increments

26mm - 40mm, 2mm increments

Drive mechanism T6
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Wnuy T6

BUHT VLP 6nokupywowmnini T7 camoHapesalwmini 2.4vnn (MMnnadTar,
CTepU/bHO)

BapuaHTbl A4nnMH OT 6 0 24 MM C Wwarom 1mMm

BapuaHTbl AnmH ot 26 4o 40 MM C warom 2mm

BapuaHTbl AnvH 0T 55 10 80 MM C Wwarom 5um

wWanuTy

BMHT VLP ocTeoneHnyeckuii T7 3.0MM (MMNnaHTat, CTepUIbHO)
BapuaHTbl AnvH o1 10 o 50 MM C Wwarom 2mm

BapuaHTbl AnnH ¢ 55 o 80 MM C warom 5mMm

wanyTy

Wai6a ana BuHTOB VLP 2.0MM (NypnypHbIii) (MMNAaHTaT, cTepusibHO)
Wai6a ans BUHTOB VLP 2.4MM (3eneHblil) (MMNnaHTaT, CTepUsibHO)

Csepno VLP MINI-MOD 1.5MM c 6bicTpbiM coeguHeHunem MINI
(WHCTPYMEHT, cTepunbHo) u Ceepno VLP MINI-MOD 1.1mm ¢ 6bIiCTpbIM
coeaguHeHnem MINI (MHCTPYMEHT, CTepU/IbHO)

Csepno VLP MINI-MOD 1.5mm c 6bICTpbIM coeguHeHnem MINI, KopoTkoe
n Csepno VLP MINI-MOD 1.5mMm c 6bicTpbiM coeguHeHuem MINI,
OANNHHOE (MHCTPYMEHT, CTEPUSIbHO)

Csepno VLP MINI-MOD 1.5mm c 6bICTpbIM coegnHeHnem AO, KOpPOTKoe
(VWHCTPYMEHT, CTEPW/IbHO)

Csepsio VLP MINI-MOD 1.5MM ¢ 6bICTPbIM coeanHeHnem AO, ANNHHOe
(WHCTPYMEHT, cTepunbHO)M CBepno VLP MINI-MOD 2.0MM c 6bICTpbIM
coeguHeHnem AO, KOPOTKOE (MHCTPYMEHT, CTePUbHO)

1- CBepnio VLP MINI-MOD 1.8mm c 6bICTpbIM coeanHeHnem AO, AIMHHOE
(MHCTPYMEHT, CTepUNbHO)

2- Cepno VLP MINI-MOD 2.4mMm c 6biCTpbiM coeguHeHuem AO,
KOPOTKOE (MHCTPYMEHT, CTEPUSIbHO)

MeTunk 2.0MMm ¢ coeguHeHnem AO (MHCTPYMEHT, CTepUsIbHO)
MeTunk 2.4Mm ¢ coeguHeHnem AO (MHCTPYMEHT, CTepUsIbHO)
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VLP locking screw T7 self-tapping 2.4mm (sterile implant)
6mm - 24mm, 1mm increments

26mm - 50mm, 2mm increments

55mm - 80mm, 5mm increments

Drive mechanism T7

VLP osteopenia screw TY 3.0mm (sterile implant)
10mm - 50mm, 2mm increments

55mm - 80mm, 5mm increments

Drive mechanism TY

Washer for VLP 2.0mm screw (purple) (sterile instrument)
Washer for VLP 2.4mm screw (green) (sterile instrument)

VLP MINI-MOD 1.5mm with quick overdrill MINI connection
(sterile instrument) and VLP MINI-MOD 1.1mm with MINI
connection (sterile instrument)

VLP MINI-MOD 1.5mm with quick MINI connection, short
(sterile instrument)and VLP MINI-MOD 1.5mm with quick
MINI connection, long (sterile instrument)

1.5mm with quick AO connection, short
(steme instrument)
VLP MINI-MOD 1.5mm with quick AO connection, long
(sterile instrument) and VLP MINI-MOD 2.0 mm with quick
AO connection, short (sterile instalment)

1- VLP MINI-MOD 1.8MM DRILL

connection (sterile instrument)

2- VLP MINI-MOD 2.4MM OVERDRILL short with quick AO
connection (sterile instrument)

2.0mm Tap with AO quick connect (sterile instrument)
2.4mm Tap with AO quick connect (sterile instrument)
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1- Cnuua gns BpeMeHHol dukcaumm 1,5MM, ANvHHasA (MHCTPYMEHT,
CTEpU/IbHO)
2- Cnuua pns BpeMeHHol dwmkcaumm 1,5MM, KopoTkas (MHCTPYMEHT,
CTepU/bHO)
3- Cnuua Ana BpeMeHHol dmkcaumm 1,8MM, KopoTkas (MHCTPYMEHT,
CTEpU/IbHO)
4- Cnuua Ans BpeMeHHol dukcaummn 1,8MM, A/IMHHAs (MHCTPYMEHT,
CTepU/bHO)

Cnuua Ans BpeMeHHoW dukcaumm 1,1MM, KOHYMK 6MM (MHCTPYMEHT,
CTEpU/IbHO)

OMUCAHUE MPUHALJIEXXHOCTEN/ DESCRIPTION OF ACCESSORIES

1- 1.5mm Provisional Fixation Wire Long (sterile instrument)

2- 1.5mm Provisional Fixation Wire Short (sterile instrument)
3- 1.8mm Provisional Fixation Wire Short (sterile instrument)
4- 1.8mm Provisional Fixation Wire Long (sterile instrument)

1.1mm Provisional Fixation vrire 6mm tip length (sterile
instrument)

MpuHaane>xxHoam OTCyTCTBYHOT. There are no accessories included.

TEXHUYECKWNE XAPAKTEPUCTUKWN M U /TECHNICAL CHARACTERISTICS OF MD

avadms/  VLP  MINI- .24 £01
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" Macca B ynakoBke, 1/
KOMMNOHEHTbI cuctembl/System Pasmepbl, MM /Sizes, Package weight, g
components mm

MnaanHbl VLP MINI-MOD/ VLP MINI-MOD plates
[NnnHa/Length;
35,78 £01
MnactHa VLP  MINI- WupuHa/Width;
MOD T-o6pasHas 4,24 =01
1,5mMm, 2 otBepcTuATonwumna/Thickness; 22,68 +2,26
ronoeka, 6 otBepcTuii 099 +0,1
umnacpua/VLP MINI-MOdpa3smep oTeepauii (BHyTpeHHUiA)/bole size (inscribed)
5MM T-PLATE 2X6 HL 211 +0,1
Pasmep oTBepawnii (BHewHwii)/ hole size (circumscribed)
2,79 01
nnactmHa VLP  MINI- Lnuna/Length;
MOD T-o6pasHasn 45.79 +01
,5Mm/ VLP MINI-MOD MnactuHa VLP  MINI- .
5MM T-PLATE MOD  T-oGpasra L vPuHa/Width;
! 15nm, 2 "4,24 +01 .
ronoska, 8 oreepcri 1 mHa/Thickness; 28,35 +2,83
0,99 =01
Anacus/  VLP - MINI Pasmep oTeepawii (BHyTpeHHuit)/bole size (inscribed)
MOD 1.5MM T-PLATE
211 +01
2X8 HL Pa3mep oTeepawii (BHewHwnit)/ hole size (circumscribed)
2.79 =01
MnaanHa VLP MINI
MOD T-06pasHas, AnvnHa/Length;
15mm, 3 oTBepaus 3531 +£01 22,68 £2,26
I)) ronoeka, 6 oTeepauii LnpuHa/Width:



MOD 1.5MM T-PLATE MonuwmHa/Thickness:

3X6 H 39401
Pasmep oTBepauli (BHyTpeHHui)/bole size (inscribed)
21 +01
Pasmep oTBepauii (BHeLLHUMA)/ hole size (circurnscribed)
279401

[ViHHa/Length:
11531 +0.1
Mnactvia  VLP - MINI- [MipunHa/Width:
MOD T-o6pasHas, 4,24 +01
15mm, 3 oTBepcTviA MonuyHa/Thickness:
ronoeka, 8 oreepctuin 3.99 +0.1
usagms/  VLP  MINI- Pasvep oTeepauii (BHyTpeHHuii)/bole size (inscribed)
MOD 1.5MM T-PLATE 211 +0.1
3X8 H_ Pa3mvep otBepauii (BHewwHWiA)/ hole size (circumscribed)
279+0.1

LmHa/Length:
36,60 +01

MnactvHa VLP  MINI-
WHpMHa/Width:
MOD T-o6pazHas, 546 +01

2,0mm, 2 OTBEpans TonumHa/Thickness:
rofioska, 6 oTBEPCTUIA 19401

uadgwms/  VLP - MINI- ;) '
MOD 2.0MM T-PLATE

2X6 HL

'a3mep oTBepcTUin (BHyTpeHHUA)/bole size (inscribed)
241401

Pa3mep otepcTuin (BHeLWHMIA)/ hole size (circumscribed)
3,05 +01

[nunHa/Length:
46,58 10,1
MnactvHa  VLP  MINI- Linpuna/Width:
MOD T-o6pasHas, 5,46 +01
2,0mm, 2 oTBepausi FonumHa/Thickness:
rofioBka, 8 oteepauii 1,1940,1
upadms/  VLP MINI- Pasmep oTepcTuii (BHyTpeHHuiA)/bole size (inscribed)
MOD 2.0MM T-PLATE241 +0,1

2X8 HL Pa3mep otBepcTuii (BHeLwHWIA)/ hole size (circumscribed)
nnaanHa VLP 3,05 +01
MOD
3
2.0MMT-PLATE [nuvHa/Length:
MnaavHa VLP MINI- 36,47 +£01
MOD T-06pazHas LLnpuHa/Width:
2,0mm, 3 oTBepawa 5,46 +01
rofoBka, 6 otepawii TonumHablckreee:
uagwms/  VLP - MINI-11940,1
MOD 2.0MM T-PLATE Pa3mep otBepcTwii (BHyTpeHHWiA)/bole size (inscribed)
3X6 HL 241 40,1
Pa3mep oTBepcTuii (BHeLHWIA)/ hole size (circumscribed)
3,05+0,1
[nunHa/Length:
46.46 +01
MnaavHa VLP  MINI LLinpuHa/Width:
MOD T-o6pasHast 546 +01
2,0mm, 3 oTBepaur — - . i
TonuwwHa/Thickness:
ronoeKa. 8 oTBepank
3/ VP MINI 119201
Wadm Pa3vep oTBepaunii (BHyTpeHHuiA)/bole size (inscribed)
MOD 2.0MM T-PLAT 2 A1 01
B H. Pa3mep oTBepanii (BHeLwHMIA)/ hole size (circumscribed)
3,05+0.1
MnaamHa VLP  MIN .,El,nMHa/Length:
42,39 0,1
1 MOD T-o6pasHas .
nnactuHa  VLP 24 > orBepant LLvpvHa/Width:
MOD P Pa%.6 42 40,1
roriosa, oTBEpan TonwwHa/Thickness:
umagms/  VLP MIN
2.4AMMT-PLATE MOD  2.4MM T_PLATg|,24iO,I
’ Pa3mep oTBepauii (BHyTpeHHWI)/bole size (inscribed)
26 H 2,69 +0.1
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28,35 +2,83

22,68 +2,26

28,35 +2,83

22,68 +2,26

28,35 +2,83

22,68 +£2,26
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Pa3smep otBepcTuin (BHewwHMIA)/ hole size (circumscribed)
3,52 40,1

[nunHa/Length:
MnaavHa VLP MINI-54,38 £01
MOD T-o6pasHas, LLnprHa/Width:
2,4mm, 2 otBepcTusio 42 +01
rosioBka, 8 oreepcTUl[TanyHa/Thlcl<reee:
mvacHs/  VLP - MINI 24 +01
MOD 24MM T-PLATE|PB3Mep oTBepcTuii (BHyTpeHHUiA)/bole size (inscribed)
2X8 HL 2,69 40,1
Pa3mep oTBepcTuin (BHeLHWIA)/ hole size (circumscribed)
3,52+01

[nunHa/Length:
4252 +01
LLnpuHa/Width:
6,45 +01

MnactvHa VLP - MINI-
MOD T-06pasHas
2,4mm, 3 oTBepcTUs

. Toni4HHa/Thic)tness:
rofioBka, 6 OTBEPCTUIA 24401
umagms/  VLP MINI- 7 o o e
MOD 24MM  T-PLATE 236391\/153 iTBepC‘ﬂ/II/I (BHyTpeHHuin)/bole size (inscribed)
X6 H Pa3mep otBepcTuin (BHeLHWiA)/ hole size (circumscribed)
352 H0,1
[JnvHa/Length:
54,50 +£01
MnaanHa VLP  MINI- LWinpyHa/idth:
MOD T-o6pasHast 6,45 +01
24mw, 3 OTBEpCTWJ TonuwwHa/Thicltness:
rofioBka, 8 orBepcTuin
24 +01
pvacws/ VLP - MIN- Pa3mep oTBepcTuii (BHYTpeHHUIA)/bole size (inscribed)
MOD 2.AMM T-PLATE2 69 +0.1
X8 H. Pa3mep otBepctuin (BHeLwHWIA)/ hole size (circumscribed)
3,52 40,1
[OnvHa/Length:
37,44 £01

MnactvHa VLP  MINI- LLivpuHa/Width:
MOD  Y-ofpasHas 424 +01
15mm, 6 or%mmwg?g':_”gfblc)mz
VLP MINI-MOD 1.5mm Pa3mep oTBepcTuin (BHyTpeHHWIA)/bole size (inscribed)
Y-Plate 6 Hole 211+01
Pa3mep oTBepcTuin (BHeLHWiA)/ hole size (circumscriloed)
miactHa VLP  MINI ", 79+0,1
MOD Y-o6pa3Has
5mm/ VLP MINI-MOD [OnvHa/Length:
5mm Y-Plate 47,45 +01
Mnactiha VP MINI LLpuna/Width:
MOD Y-o6pasHas, 4,24 01 .
Smm, 8 OTBEPCTAW/ TonwwHa/Thickness:
e 0,99 10,1
VP MINI-MOD l-5”'mPas|v|ep oTBepcTuiA (BHyTpeHHWiA)/bole size (inscribed)
Y-Plate 8 Hole 211+01
Pa3mep oteepcTwii (BHeLLHMIA)/ hole size (circumscribed)
1P+01

[nnHa/Length:
36,60+ 01
MnactvHa  VLP - MINI- LLinpuHa/Width:

nnaansa VP MNil-MOD Y-00pasHast 546 +0,1

MOD Y-06pa3Haf 2,0mm, 6 OTBEPCTUA|/[TonyHa/ TucKneee:

2,0Mm/ VLP MINI-MODVLP MINI-MOD 2.0mm|l , 1940,1

2.0mm Y-Plate Y-Plate 6 Hole Pasmep otBepcTuin (BHyTpeHHWI)/bole size (inscribed)
241 401
Pa3vep oTtBepcTuii (BHeLLHWIA)/ hole size (circumscribed)
3,05 40,1
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22,68 +2,26

28,35 +2,83
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[nuHa/Length:
46,58 +0,1
LLinpurHa/Width:
MnaavHa VLP  MINI-s 4 ~+o1
MOD Y-06pasHas, TonwmHa/Thickness:
2,0mm, 8 oTBepawnii/119+ 01
VLP MINI-MOD 2 o mm (BHyTPeHHuiA)/bole size (inscribed)
Y-Plate 8 Hole 241+ 01
Pa3mep otBepauii (BHelHWiA)/ hole size (circumscritied)
3,05+01

[nunHa/Length:
45,08 +01
LLinpuHa/Width:
MnaavHa VLP  MINI- 6,45 +0,1+01
MOD Y-o6pasHas, TonuwHa/Thickness:
2,4mm, 6 oTBepawii/124+01
VLP MINI-MOD 2.4mm Pasmep oTBepauii |BHyTpeHHWi|/bole size (inscribed)

Y-Plate 6 Hole 2,69+01 N, o . . )

Pa3mep otBepauii (BHelwHWiA)/ hole size (circumscribed)
3,52 40,1

nnaavHa VLP  MINI

MOD Y-o6pasHas

2.4mm/ VLP MINI-MOD [rura/Length:

2.4mmY-Plate 57,0701
LLinpuHa/Width:

MnaavHa VP MNI845+01

MOD Y-obpastias T(;Ti:)Hfﬁ hickness:

24mm, 8 orsepaniy I}’asmep oTBepauii (BHyTpeHHui)/bole size (inscribed)
VLP MINI-MOD 2.4m4; gg 401

Y-Plate 8 Hole Pasvep oTBepauii (BHewwHui)/ hole size (circumscribed)
352+01
[JnuHa/Length:
63,14 +01
Mnaanra P LLnpuHa/Width:
MINI-MOD
9,80 +01
KO/IOHHast  1,5mm, )
TonwwHa/Thickness:
neBas, 12 x 2 99 +01
orsepans/  VLP e oTBepanii (BHyTeHMii|/bole size (inscribed)
MINI-MOD  15mm zn+c§)1 paui (sryTpe
Colum  Plate 12 Pasn;e : oTBepawii (BHelwHWiA)/ hole size (circumscribed)
nnaamHa VLP  MINI- Hole X2 Hole Left 279 +%'1 P
MOD KoroHHast 1.5Mm U
nesast/ VLP MINI-MOD .
1.5mmColumn Plate Left Anna/Length:
MnaamHa VLP  MINI- 3157201
LLvpuHa/Width:

MOD komoHHast 1,5mm,
nesast, 6x2 oTBepaus/
VLP MINI-MOD 1.5mm
Column Plate 6 Hole x 2
Hole Left

9,80 +01
TonwwuHa/Thickness:
0,99 +01
Pa3mep otBepauii (BHyTpeHHUiA)/bole size (inscribed)
2,10+01
Pasmep otBepauii (BHelwHWiA)/ hole size (circumscribed)
279+01
[vHa/Length:
MnaavHa VLP MINI- 63,14 +01

nnaavHa VLP  MINI-IMOD KonoHHast 1,5mm LLnpuHa/Width:
MOD koroHHast 1.5wmmn|psBast, 12 x  29,80+01
npagasy/ VLP MINI-MOD dreepavisi/  VLP MINI- TonwmHa/Thickness:

5mm Column PlateMOD 1.5mm  ColuminO,99 +01

rigth Plate 12 Hole x 2 Hole Pa3mep oTBepauii (BHyTpeHHuiA)/bole size (inscribed)
I I Right 211+01
Pa3vep otBepauii (BHewwHWiA)/ hole size (circumscribed)
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2,79+01

JnmHa/Length:

3157 +0,1
MnactvHa  VLP MINI'LUMpMHa/\Mdth:

MOD KonoHHas 1,5mm 0,80 +01

npasas, 6 x 2 . i
otBepcTsy VLP MIN- lonuwwHa/Thickness:

MOD 1. Column gi?\nqume auii |Bl HHUIA|/bole size (inscribed)
Plate 6 Hole x 2 Hole o1 +(§),1 P HyTpel
Right Pa3mep oTBepawii (BHelwHWiA)/ hole size (circumscribed)
2,79+01
[nnHa/Length:
30,78 +01
Mraca WP MINI- pvHa/idth:
4,24 +01
MOD nipsivast 1,5mv, 6 . i
o FonwmHa/Thickness:
otBepcTM/VLP  MINI- 0,99 +01
MOD 1.5MM STRAIGHI '™~ "~ o = o
Pa3mep otBepaunii (BHyTpeHHUiA)/bole size (inscribed)
PLATE 6 H
211 +01
Pa3mep otBepawii (BHeLHWiA)/ hole size (circumscribed)
2,79+01
[nvHa/Length:
40.79 01
LLinpurHa/Width:
Mecnra VP M- VoCMH VP MINE o) 01
WOD npsavast 1,5mm, 8 . i
MOD npswmas l,5MMOTBe cTvii/ VP MINI- TonwmHa/Thickness:
/NLP MINI-MOD l'SMMMODpl 5MM STRAIGHTO’QQ +01
STRAIGHT PLATE . Pasmep oTBepaunii (BHyTpeHHUiA)/bole size (inscribed)
PLATE 8 HL
21401
Pa3mep otBepawii (BHeLHWiA)/ hole size (circumscribed)
279 01
JnvHa/Length:
60,81 0.1
LLivpuHa/Width:
nactvHa  VLP MINI-4’24 +01

WOD npsivast 1,5mm, 12.
oteepcTwiAi/ VLP MINI-
MOD 1.5MM STRAIGHT
PLATEI2 H

TonwwHa/Thickness:

0.99 0,1

Pa3mep otBepcTuii (BHYTpeHHUA)/bole size (inscribed)
211401

Pa3mep oTBepcTuii (BHeLHWIA)/ hole size (circumscribed)
279401

[nnHa/Length:

31,98 40,1

LLnpnHa/Width:

5,46 £01

TonwwHa/Thickness:

11940,1

Pa3smep otBepauii (BHyTpeHHWiIA)/bo(e size (inscribed)
241+01

Pasmep otBepauii (BHewwHuIA)/ hole size (circumscribed)
3,05 +01

[nunHa/Length:

41,98 0,1
MnactvHa VLP  MINI- WinpuHa/\Width:

MOD npsivasi 2,0Mwm/ MnactuHa  VLP - MINI- 546 +01
VLP MINI-MOD 2.0MM \AOD nipsivasi 2,0mm, 8T,OI1LLI,T/IH a/Thickness:
STRAIGHT PLATE oteepcTuii/ VLP MINI- 119401 ’
MOD 2.0MM STRAIGHT ;7 o . N
PLATE 8 HL Pa3mep oTBepauii (BHyTpeHHWiA)/bole size (inscribed)
241 +01
Pa3zmep otBepauii (BHewwHWiA)/ ho(e size (circumscribed)
3,05 +0,1

[nnHa/Length:
MnactvHa  VLP - MINI- 31,95 0.1

VAQD mpsmast 2,0MM, | o it
TonuyHa 15 MM, 6

3 5,46 0,1
orBepcTUiA/ VLP MINI'TonUJ,MHa/T hickness:
MOD 2.0MM STQJT]_,49-|_-O,1

PLATE 6 H. Pa3mep oTBepawii |BHyTpeHHUA)/bole size (inscribed)

MnactvHa VLP - MINI-
MOD npsimasi 2,0mm, 6
oteepcTviAi/ VLP MINI-
MOD 2.0MM STRAIGHT
PLATE 6 HL
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22,68 +2,26

28,35 +2,.83

34,01 +34

22,68 +2,26

28,35 +2,83

22,68 2,26
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241+01
Pa3mep oTBepcTuin (BHelHWIA)/ hole size (circumscribed)
3,05+01
[JnunHa/Length:
41,9 0,1
MnactvHa  VLP  MINI- LLnprHa/Width:
MOD npsvas 2,0mm, 5,46 =01
TonupHa 15 wmv, 8TonwwHa/Thickness:
oreepctuit/ VLP MINMLA49 +0,1
MOD 2.0MM STOUfjPasmep oTBepcTuii (BHyTpeHHUiA)/bole size (inscribed)
PLATE 8 H 241 +01
Pa3mep otBepcTuii (BHeLwHWiA)/ hole size (circumscribed)
3,0540,1
[JnuvHa/Length:
61,95 0,1
Mnactvia  VLP  MINI-LLnpuHa/Width:
MOD npsvas 2,0mm,5,46 =01
TonuyHa 15 MM, 12TonuwmHa/Tb|ckness:
oreepctui/ VLP MINI 1,49 #0,1
MOD 2.0MM STOUT Pa3mep oTBepcTwiA (BHYTpeHHMIA)/bole size (inscribed)
PLATE 12 HL 241401
Pa3mep otBepcTuin (BHeLHWiA)/ hole size (circumscribed)
3,05+01
[nunHa/Length:
37,87+01
LLinpuHa/Width:
6,35 +01
TonwwHa/Thickness:
124401
Pa3mep oTBepcTuin (BHyTpeHHUiA)/bole size (inscribed)
2,69 40,1
Pa3mep oTBepcTuii (BHeLLHWIA)/ hole size (circumscribed)
351+01
[JnunHa/Length:
49,86 +01
LLnpuHa/Width:
6,35 +0,1

MnactvHa VLP  MINI-
MOD npsivast 2,4mm, 6
oteepctui/ VLP MINI-
MOD 24MM STRAIGHT
PLATE 6 HL

MnactmHa  VLP  MINI-
MOD npsivast 2,4mm, 8 . i
oTBepcTWil/ VLP MINI- TonumHa/Thickness:

MOD 2.4MM STRAIGHT ,24£01 o o o
PLATE S HL Pasmep oTBepcTuii (BHYTpeHHWIA)/bole size (inscribed)

2,69+01

Pa3mep otBepcTuii (BHelwHWIA)/ hole size (circumscribed)
351+01

[nvHa/Length:

73,86 +01

LLnpuHa/Width:

6,35 0,1

TonuwwHa/Thickness:

12440,1

Pa3mep oTBepcTuii (BHyTpeHHUiA)/bole size (inscribed)
2,69+01

Pa3mep otBepcTuii (BHeLwHWIA)/ hole size (circumscribed)
351+01

[OnvHa/Length:
37,87 +01
MnactvHa VLP  MINI- LLnpuHa/Width:
MOD npsavas 2,4mm,6,35 =01
TonumHa 16 mMm,  6TbawmHa/Thickness:
oreepctuit/ VLP MINI- .62 +£01
MOD 2.4MM STOUdpasmep otBepcTwii (BHyTpeHHWIA)/bole size (inscribed)
PLATE 6 HL 2,69 0,1
Pa3mep otBepcTuin (BHelHWiA)/ hole size (circumscribed)
351+01

MnactvHa VLP MINI MnactvHa VLP - MINI

MOD npsivasi 2,4mm/MOD npsmas 2,4mm, 1*

VLP MINI-MOD 2.4MM|d1BepcTui// VLP MINI-

STRAIGHT PLATE MOD 2.4MM STRAIGHT
PLATE 12 HL

JnmHa/Length:

MnactvHa VLP  MINI- 49,86 +01

MOD npsvast 2,4mm LUvpuHa/Width:

TonuyHa 16 mm, 86,35+01

otBepcTuit/ VLP  MINI- TonwwmHa/Thickness:

MOD 2.4MM SIQJIT1 62 +01

f PLATE 8 H Pa3vep oTtBepcTwin (BHyTpeHHUiA)/bole size (inscribed)

2,69 +01
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34,01 +34

22,68 +2,26
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Pa3mep oTBepcTuii (BHeLHWIA)/ hole size (circumscribed)
351 40,1

[nnHa/Length:

73,86 0,1

LLinpurHa/Width:

6,35 40,1

TonwwHa/Thickness:

1,62 40,1 34,01 +34
Pa3mep oTBepcTuii (BHyTpeHHUA)/bole size (inscribed)
2,69 +01

Pa3mep otBepcTuii (BHeLwHWIA)/ hole size (circumscribed)
351 40,1

MnactvHa VLP  MINI-
MOD npsmvass 2,4mm,
ToNuwHa 16 mm, 12
orBepcTwi’/ VLP MINI-
MOD 2.4MM STOUT
PLATE12HL

JnvHa/Length:
91,74 +01
MnactHa VLP MINI- Lapuia/\Wicith:

mnactHa  VLP - MINI- Tob - 2.4um, 21,9 40,1

MOD cetvarast 2.4vm/ 2x3 oTeepcT/ VLPTonu.MHa/T hickness: 01 +34
VLP MINI-MOD 2.4MM 24 +£01
MESH PLATE MINI-MOD 2.4MM Pa3mep otBepcTuii (BHYTpeHHUA)/bole size (inscribed)
MESH PLATE 12X3 HL
2,69 +01
Pa3mep otBepcTuii (BHeLLHWiA)/ hole size (circumscribed)
351+01
JnvHa/Length:
25,09 +£01
MnactvHa  VLP  MINI- LLinpnHa/Width:
TOD TapaHHast 2,4mm, 6.50 0,1
natepanbHas, nesas, 4 TonwwyHa/Thickness:
oTBepcTVs/2.41nn 37+01
Talus Plate Lateral 4-Pa3vep otBepcTuin (BHyTpeHHWIA)/bole size (inscribed)
Hole Left Sterile 1S 2,69 0,1
Pasmep oTBepcTuii (BHeLwHWIA)/ hole size (circumscribed)
351+01
JnvHa/Length;
25,09 +£01
Tnactvia  VLP - MINI- LinpunHa/Width:
TOD TapaHHasa 2,4mm, 6.50 +£01
narepasibHasi, npasasi, TonmHa/ Thickness:
4 otBepctua/2.41T 1,3740,1
Talus Plate Lateral 4-Pa3smep oTBepcTuii (BHyTpeHHWIA)/bo(e size (inscribed)
Hole Right Sterile 1T~ 2,69 + 01
MnactvHa VLP - MINI- Pa3mep otBepawii (BHeLuHWA)/ hole size (circumscribed)
MOD TapaHHas 2,4MM, 351+01
natepanbHas/2.4TT [Omna/Length:
Talus Plate Lateral 21,79 40,1
MnactvHa VLP  MINI- LLnpuHa/Width:
OD TapaHHasi 2,4Mm, 6.50 = 01 22,67+ 2,26

narepanbHas, nesasi, 3TonwmHa/Thickness:
oTBepCTUs/2.4TT 137+0,1
Talus Plate Lateral 3-Pa3mep oTBepauii (BHyTpeHHui)/bole size (inscribed)
Hole Left Sterile 1U 2,69 + 01
Pasmep otBepauii (BHelwHWiA)/ hole size (circumscribed)
351+ 01
[nvHa/Length:
21,79+40,1
MnactvHa  VLP  MINI- LLnpuHa/Width:
MOD TapaHHas 2,4mm 6.50 #0,1
narepanbHas, npagasi TonwwHa/Thickness:
3 ortBepcTua/2.41713740,1
Talus Plate Lateral 3-Pa3mep oTBepauii (BHyTpeHHui)/bole size (inscribed)
Hole Right Sterile 2,69 +01
Pasmep oTBepauii (BHeLwHWIA)/ hole size (circumscribed)
351+01

Mracia WP MiNi-YVHa/Length:

MnactvHa VLP MINI MOD TanaHHas: 2. 4vm 20.37 + 01
MOD TapaHHas 2,4Mm Ve anafHaﬂ ! L LLinpuHa/Width;
MeanasibHas, _Mem ! 6,75 +0,1

o6pasHasn, nesas/ . .
obpasHas/ 2.4mrr oamm  Talus  Plate TonwmHa/Thickness:

Talus Plate Medial L ; . 137 H01
Medial L Left Sterile 10 Pasmep oTtBepcTuii (BHyTpeHHMIA)/bole size (inscribed)

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

22



2,69 40,1

Pa3mep oTBepcTuii (BHeLHWiA)/ hole size (circumscribed)

351+01

[OnvHa/Length:

20,37 +01
MnactuHa  VLP  MINI- LnpurHa/Width:
MOD TapaHHas 2,4mwm, 6,75 +01

MeavasibHas, L= FonwyHa/Thiokneee:

obpasHas, npasas/l 37 +01

24mm  Talus  Plate Pasmep otBepcTwii (BHyTpeHHWIA)/bole size (inscribed)

Medial L Right Sterile 1PR,69 0,1

Pa3mep otBepcTuin (BHeLHWIA)/ hole size (circumscribed)

351+01
[OnvHa/Length:
20.37+01
LLinpnHa/Width:

MnactvHa VLP  MINI- 67301

MOD TapaHHas 2,4Mm
MeauasbHas,

o6pasHasn, nesasi/ 137 #01

oamm  Talus Pt Pa3mep oTBepcTuii |BHYTpeHHMIA)/bole size (inscribed)

Medial T Left Sterile 1 289 #0.1

T_/'IOI'ILIJ,I/IHa/T hickness:

Pa3mep otBepcTuii (BHeLLHUIA)/ hole size (circumscribed)

Maciia VLP MINI- 351 +01

MOD TapaHHas 2,4mm,

MeananbHas, T-

obpazHas/ 2.4mm [vHa/Length:
Talus Plate Medial T 20,37 =01

MnactvHa  VLP  MINI- LLnpuHa/Width:
MOD TapaHHast 2,4mm, 6,73 0,1

MeapasbHas, T TonwwHa/Thickness:

obpasHas, npasasi/l .37 +01

24mm Talus  Plate Pa3vep otBepcTuin (BHyTpeHHUIA)/bole size (inscribed)

Medial T Right Sterile 1R2,69 +0,1

Pa3mep oTBepcTuii (BHeLLHWiA)/ hole size (circumscribed)

351+01
BuHTbI VLP/ VLP screws
HomuHanbHoe — dakTndeckoe
3HaueHve 3HaueHve
onvHbl/Nomial — /ViHHbi/Actual
length value length value
6 713
7 812
8 914
9 1013
10 nwe
il 1214
2 1313
3 1414
11 1513
IS 1612
16 17,14
Self-Tapping 17 1813
18 1912
19 20,14
20 2113
2 22,14
22 2313
23 2413
24 25,14
JnmHa (roaoBKH)/Length (head):
165+0,1

HwxHas

rpaHiua
OTK/OHeHusi/lo

wer
limit
-0,2
-0,2
-0,2
-0,2
-0,2
-0,2
-0,2
-0,2
-0,2
-0,2
-0,2
-0,2
-0,2
-0,2
-0,2
-0,2
-0,2
-0,2
-0,2

[vnawmeTp (ronosku)/ Diameter (head):

271401

deviation

[vameTtp (BHYTpeHHuiA)/0)aTeler (inscribed):

0,76 +01

[LunameTp (pe3b6bi)/Diameter (thread):

149+0,1
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1]

BepxHss
rpaHvLa
OTK/IOHEHVS/
pper deviation
limit
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2

22,67 2,26

23



BUHT VLP KOpTUKa/bHbIM T6 camoHapesatoLLmii
2,0mMm/ VLP TL2.0MM CTX SCRT6 S-T
ST

24 mm/ VLPTL2.4MMa X SCRT7 ST

LWar pe3b6bl/ Thread Pitch:

051 +01

Wnpuxa pe3b6bi/thread

0,10+0.1
HomuHanbHoe — PakTuyeckoe HwkHAs
3HaueHre 3HaueHre rpaHvLa
ovHbl/Nomial — gnvHbl/Actual  OTKMoHeHus/lo
length value length value wer deviation

limit
6 7,26 -0,25
7 8,28 -0,25
8 9,27 -0,25
9 10,26 -0,25
10 1n27 -0,25
n 12,26 -0,25
12 13,25 -0,25
13 14,27 -0,25
14 15,26 -0,25
15 16,28 -0,25
16 17,27 -0,25
17 18,28 -0,25
18 19,27 -0,25
19 20,26 -0,25
20 21,28 -0,25
2 22,27 -0,25
22 23,29 -0,25
23 24,28 -0,25
24 25,29 -0,25
26 27,30 -0,25
28 29,31 -0,25
30 31,31 -0,25
32 33,32 -0,25
34 35,33 -0,25
36 37,33 -0,25
39,34 -0,25

[nuHa (ronoeku)/Length (head):

165+0,1

[NvameTtp (ronosku)/ Diameter (head):

3,20 +01

[NvawmeTp (BHyTpeHHHH)/Diameter (inscribed):
0,96 £01

[NunameTp (pe3b6bi)/Diameter (thread);

201 +01

LWar pe3b6bl/Thread Pitch:

061 +01

WnpuHa pe3b6bi/thread

0,10 +01
HomuHanbHoe — dakTuyeckoe HuxHsAsA
3HaueHre 3HaueHve rpaHvLa
anmHbl/Nomial — amHbl/Actual  oTkoHeHus/lo
length value length value wer deviation

limit

40 41,35 -0,25

[AnuHa (ronosku|/Length (head):

1656 +0,1

[OwawmeTp (ronoskun)/ Diameter (head):

3,20 =01

[OvawmeTp (BHyTpeHHHnN)/Diameter (inscribed):
0,96 0,1

[NunameTp (pe3b6bi)/Diameter (thread):

201 +01
LWar pe3b6bl/Thread Pitch:
061 +01
LWnpuHa pe3b6bi/thread
010+01
HomuHanbHoe — PakTuyeckoe HwiHss
3HaueHve 3HayeHve rpaHvLa
OTK/oHeHUs/lIo
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width:

BepxHsa
rpaHuLa
OTK/IOHEHWA/n
pper deviation
limit
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+012 22,67 +2,26
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12

width:

BepxHsia
rpaHm1La
OTK/IOHEHWA/n
pper deviation
limit

+0,12

28,35 +2,83

width:

BepxHss

rpaHuLa
OTK/IOHEHVSI/

22,67 +2,26

24



AnvHbl/Nomial
length value

6

7

8

9

10

n
12
13
14
15

OnmnHbl/Actual
length value
7,62
8,63
9,62
10,61
1,63
12,62
13,61
14,63
15,62
16,63
16,62
18,61
19,63
20,62
21,61
22,63
23,62
24,63
25,62
26,61
27,63
28,62
29,61
30,63
31,62
33,62
35,63
37,61
39,62
41,63
43,63
45,61
47,62
49,63
51,63

[AnunHa (ronoskun)/len§lb |head):

1,90 40,1

wer deviation
linit
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25
-0,25

[AnameTp (ronosku)/ Diameter (head):

3,75 40,1

[vnameTp (BHYTpeHHuiA)/0laTeler (inscribed):

1,39+0,1

[namveTp (pe3b6bi)/Diameter (thread):

241+01

LLar pe3b6bl/ Thread Pitch:

0,99 £ 0,1

WnpuHa

0,10+ 01
HomuHansHoe
3HayeHve
OnnHbI/Nomial
length value

55
60
65
70
75
80

pe3bbbl/thread
dakTnyeckoe HwkHAsA
3HayeHvie rpaHuua
LnvHbl/Actual OTKoHeHus/1o
length value wer deviation
limit

26,61 -0,25

61,62 -0,25

66,62 -0,25

71,62 -0,25

76,63 -0,25

81,63 -0,25

[nuHa (ronosku)/Length (head):

1,90+0.1

[JnameTp (ronosku)/ Diameter (head):

3,75 0,1

[OvamveTp (BHyrpeHHHtij/DiaiT eter (inscribed):

1,67+0.1

AnamveTp (pe3bébi)/Diameter (thread):

2,41 0.1

LLar pe3b6b]/ Thread Pitch:
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pper deviation
linrit
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
40,12
40,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
40,12
40,12
40,12
40,12
+0,12
40,12
40,12
+0,12

width:

BepxHsis
rpaHuua
OTK/IOHEHUA/ N
pper deviation
linit

+0,12

+0,12

40,12

+0,12

+0,12

+0,12

28,35 +2,83

25



0,99 £ 0,1
WnpuHa
0,10+ 01

HomuHanbHoe
3HaueHve
AvHbI/Nomial
length value

© o N o

kSR

17

18

Self-Tapping 1
20

2

24

pe3b6bbl/thread

dakTnyeckoe HwxHAs
3HayeHvie rpaHvua
AnvHbI/Actual OTK/IoHeHus/1o
length value wer deviation

limit
7,13 -0,2
8,12 -0,2
9,14 -0,2
10,13 -0,2
ne -0,2
12,14 -0,2
13,13 -0,2
14,14 -0,2
15,13 -0,2
16,12 -0,2
17,14 -0,2
18,13 -0,2
19,12 -0,2
20,14 -0,2
21,13 -0,2
22,14 -0,2
23,13 -0,2
24,13 -0,2
25,14 -0,2

[AnuvHa (ronoskun)/lenalb (head):

1,65+0,1

[AnawmeTp (ronosku)/ Diameter (head):

2,1+01

Anametp (BHyrpeHHHH)/Diameter (inscribed):

0,76 £ 0,1

AvaveTp (pe3b6bl)/0laTeler (thread):

1,49 +0,1

Lar pe3b6bl/ Thread Pitch:

0,51 +01

LnpuHa

0,10+ 0,1
HomuHansHoe
3HaveHve
AnvHbl/Nomial
length value

2,0mm/ VLP T12.0MM LCK SCR T6 S-T

=
RNBRRIBEEBRRBOe® Y

N
N

23

pe3bbbl/thread
dakTnyeckoe HwxHAA
3HayeHvie rpaHuua
OmnHbI/Actual OTK/I0HEeHus/1o
length value wer deviation
limit

7,26 -0,25
8,28 -0,25
9,27 -0,25
10,26 -0,25
n27 -0,25
12,26 -0,25
13,25 -0,25
14,27 -0,25
15,26 -0,25
16,28 -0,25
17,27 -0,25
18,26 -0,25
19,27 -0,25
20,26 -0,25
21,28 -0,25
22,27 -0,25
23,26 -0,25
24,28 -0,25

[AnuHa (ronosku}/Length (head):

1,93+0,1

AnawveTp (ronoskwu)/ Diameter (head):

3,20 +0,1

[AnameTp (BHyrpeHHHfij/Diameter (inscribed):
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width:

BepxHsasa
rpaHvua
OTK/IOHEHUA/ N
pper deviation
limit
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2
+0,2

width:

BepxHsia
rpaHuua
OTK/IOHEHUA/ Y
pper deviation
lirit
+0,12
+0,12
+0,12
+0,12
+0,12
40,12
40,12
40,12
+0,12
+0,12
+0,12
+0,12
+0,12
40,12
+0,12
+0,12
+0,12
+0,12

9,67+ 2,26

22,67+ 2,26
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0,96 +01

[NvawmeTp (pe3b6bi)/Diameter (thread):

201 +01

LLar pe3b6b|/ Thread Pitch:

061 +01
LLinpuHa
01001

HomuHansHoe
3HaueHve
OnHbI/Nonnial
length value

24
26
28
30
32
34
36
38
40

pe3b6bi/thread
PaxTnyeckoe HwkHsAs
3HaueHne rpaHvLa
AnvHbl/Actual  oTKMoHeHws/lo
length value wer  deviation
limit

25,27 -0,25

27,27 -0,25

29,26 -0,25

31,26 -0,25

33,27 -0,25

35,28 -0,25

37,26 -0,25

39,26 -0,25

41,27 -0,25

[OnuHa (ronosku)/Length (head):

198401

[NvawmeTp (ronoskun)/ Diameter (head):

3,20 +01

[NvawmeTp (BHyTpeHHH(fi)/Diameter (inscribed):

0,96 +01

[NunameTp (pe3b6bi)/Diameter (thread):

201 +01

LWar pe3b6bi/Thread Pitch:

061 +01

LLinpuHa

010+01
HomuHasnbHoe
3HaueHve
onHbI/Nomial
length value

2,4vm/ VLP T 2.4MM LCK SCRT7 ST

BNNRNBEBRBEREBRRBO® YO

B RN
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pe3b6bl/thread
dakTnyeckoe HwkHsst
3HaueHvie rpaHvLa
onmHbl/Actual OTK/MOHeHus/lo
length value wer deviation
limit

7,95 -0,25
8,96 -0,25
9,95 -0,25
10,97 -0,25
11,9 -0,25
12,95 -0,25
13,97 -0,25
14,9 -0,25
15,95 -0,25
16,97 -0,25
17,9 -0,25
18H -0,25
19,9 -0,25
20,95 -0,25
21,97 -0,25
22,96 -0,25
23,95 -0,25
24,96 -0,25
25,95 -0,25
26,94 -0,25
27,94 -0,25

width:

BepxHsia
rpaHmLa
OTK/IOHEHWA/n
pper deviation
limt

+0,12

+0,12

+0,12

+0,12

+0,12

+0,12

+0,12

+0,12

+0,12

width:

BepxHsia
rpaHvLa
OTK/IOHEHUSI/n
pper deviation
limit
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12

28,35 +2,83

TI,blxVLb
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27 28,95 -0,25
28 29,97 -0,25
29 30,96 -0,25
30 31,95 -0,25
32 33,95 -0,25
34 35,96 -0,25
36 37,97 -0,25
38 39,95 -0,25
40 41,9 -0,25
42 43,96 -0,25
44 45,94 -0,25
46 47,95 -0,25
48 49,96 -0,25

LimHa (ronoskm)/Length (head):

,93+01

LivameTp (ronosku)/ Diameter (head):

371+ 01

LivameTp (BHyTpeHHWiA)/o1aTe1er (inscribed):
6701

LivameTp (pe3b6bi)/Diameter (thread):

248 H0.1

Uar pe3b6bl/ Thread Pitch:

3,99 :0.1

LLinpuHa pe3bbbl/thread

310401
HomuHanbHoe — daxTndeckoe HwxHssA
3HaueHve 3HaueHve rpaHmLa
AnvHbl/Nomial — anvHbl/Actual  OTKIOHEHUAS 10
length value length value wer deviation

limit

50 5191 -0,25
55 56,97 -0,25
60 61,95 -0,25
65 66,95 -0,25
70 N,95 -0,25
15 76,96 -0,25
80 81,96 -0,25

LimHa (ronoekun)/1en3XK (head):

93+01

Linametp (ronosku)/ Diameter (head):

371+01

“viavetp (BHyrpeHHHNI/Diameter (inscribed):

,67 01

[Jvametp (pe3b6br)/Diameter (thread):

2,48 +0.1

LLar pe3bbbl/ Thread Pitch:

0,99 +0.1

LLnprHa

0,10+0.1
HomuHasnbHoe
3HaueHre
OnHbI/Nomial
length value

10
12
14
16
18
B/HT VLP ocTeoneHunqecknii T7 3,0mm/ VIP T oq
3.0MM nbl bCK I/ H 2
24
26

28

8YRYY
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pesbbbl/thread
PaxTnyeckoe HuwxHsasA
3HaueHre rpaHvLa
omHbl/Actual  OTK/IOHeHus/To
length value wer  deviation
limit

11,65 -0,25
13,63 -0,25
15,64 -0,25
17,65 -0,25
19,65 -0,25
21,64 -0,25
23,64 -0,25
25,65 -0,25
27,66 -0,25
29,64 -0,25
34,64 -0,25
33,65 -0,25
35,66 -0,25
37,64 -0,25
39,64 -0,25
41,65 -0,25

+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12

width:

BepxHsia
rpaHmLa
OTK/IOHEHVSI/
pper deviation
limit

+0,12

+0,12

+0,12

+0,12

+0,12

+0,12

+0,12

width:

BepxHaa
rpaHmLa
OTK/IOHEHWA/n
pper deviation
limit
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12
+0,12

28,35 +2,83

Tl.bl2rxb
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42 43,66 -0,25 +0,12

44 45,64 -0,25 +0,12
46 47,65 -0,25 +0,12
OnvHa (roaoBKH)/Length (head):
O 233201
[vnameTp (ronoskun)/ Diameter (head):
3,70+01
[NvawmeTp (BHyrpeHHHTri)/Diameter (inscritied):
139401
[NnamveTp (pe3b6bi)/Diameter (thread):
3,07+01
LWar pesb6b|/ Thread Pitch:
1,49+0,1
LWnpuHa pe3b6bi/thread width:
010401
HomuHanbHoe — dPakTnyeckoe HwxHAs BepxHsia
3HaueHve 3HaueHve rpaHvLa rpaHvLa
AnvHb/Nomial — fnmHb/Actual  OTKIOHEHUs/Io  OTK/IOHEHUA/W
length value length value \Wer deviation pper deviation
limit limit
48 49,65 -0,25 +0,12
50 51,66 -0,25 +0,12
55 56,64 -0,25 +0,12
60 61,64 -0,25 +0,12
65 66,64 -0,25 +0,12
70 71,65 -0,25 +0,12
75 76,65 -0,25 +0,12
80 81,66 -0,25 +0,12 28,35 +2,83
[OnuHa (ronosku)/Length (head):
2,33 #0.1
[vawmeTp (ronosku)/ Diameter (head):
3,70 +0.1
[vnawmeTp (BHYTpeHHui1)/Diameter (inscribed):
139401
[NvnawmeTp (pe3b6bi)/Diameter (thread):
3,07 0.1
LWar pe3b6bl/ Thread Pitch:
149 +0.1
LWnpuHa pe3b6bl/thread width:
0,10+01
LLai6b! ansa BuHTOB VLP/ WASHER FOR VLP SCREWS
TonwpHa/Thickness:
0,99 +01
waii6a anA BuHTOB VLP 2.0Mm/ WASHER FOR/nameTp (BHyTpeHHMiA)/ diameter (inscribed)
VLP 2.0 SCREWS 2,36 10,1
[JunameTtp (BHeLuHuiA)/diameter (circumscribed)
5,00 +0,1
FonwwHa/Thickness: 267+226
0,99 +01
waii6a ana BuHTOB VLP 2.4mm/ WASHER FORZMameTp (BHyTpeHHUiA)/ diameter (inscribed)
VLP 2.4 SCREWS 3,09 +£01
[LvameTp (BHemHHfi)/diameter (circumscribed
5,99 +0,1
Csepna VLP MINI-MOD/ VLP MINI-MOD Diill
[OnnHa/Length:
67,81 +01

[Anuna (pykoatkun)/ Length (handle):
Csepnio VLP MINI-MOD 1,1mv ¢ 6bICprIM,3’7li01

coepyHerviem MINI/ VLP MINI-MOD 1.2 Dril . 28,35 +2,83
WMINI QC [AnuHa cnupanw/Length (helix):

18,28 +0,1
[vnameTp/Diameter:
116401
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Ceepno VLP MINI-MOD 1,5mm ¢ 6bicrpbin
coeguHeHviem MINI/ VLP MINI-MOD  1.5mn
Overdrill Mini Quick Connect

Ceepno VLP MINI-MOD 1,5mm ¢ 6bICTpbIM
coeguHeHviem MINI, kopoTtkoe/ VLP MINI-MOC
1.5MM DRILL SHORT MINI QC

Ceeprio VLP MINI-MOD 15mm ¢ 6biCTpbIM
coeauHeHviem MINI, gavHHoe/ VLP MINI-MOD
1.5MM DRILL LONG MINI QC

Ceepno VLP MINI-MOD 1,5mm ¢ 6bICTpbIM
coeguHeHvem AO, kopoTkoe/ VLP MINI-MOD
1.5MM DRILL SHORT AO QC

Ceeprio VLP MINI-MOD 1,5mm ¢ 6biCTpbIM
coepguHeHviem AO, annHHoe/ VLP MINI-MOD
1.5MM DRILL LONG AO QC

Ceepio VLP MINI-MOD 1,8mm ¢ 6bICTpbIM
coeanHeHvem AO, gnnHHoe/ VLP MINI-MOD
1.8MM DRILL LONG AO QC

Ceeprio VLP MINI-MOD 2,0mm ¢ 6bICTpbIM
coefnHeHviem AO, kopotkoe 7 VLP MINI-MOD
2.0MM OVERDRILL SHORT AO QC

Csepno VLP MINI-MOD 2,4mm ¢ 6bicTpbiM AO!
coeguHeHvem, kopoTkoe/  VLP  MINI-MODY

2.4MM OVERDRILL AO QC

MeTnku/TAPS

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

[JnunHa/Length:
63,75+ 01

[nvHa (pykositkm)/ Length (handle):

1371+01

[viHa cnvpanu/Length (helix):
1828 +01
[unameTp/Diameter:

15740,1

[nvHa/Length:
63,75 40,1

[OnvHa (pykositkm)/ Length (handle):

1371+01

[nvHa cnvpanw/Length (helix):
1828 +01
[unametp/Diameter:

149401

[vHa/Length:

83,82 +01

[OnvHa (pykostkm)/ Length (handle):

137140,1

[OnvHa cnvpanw/Length (helix):
1828 40,1
[vametp/Diameter:

149+01

[JnuHa/Length:

76,708 +01

[nunHa (pykostkm)/ Length (handle):

26,64 +01
[rvnHa cnvpanu/Length (helix):
18,28 0,1
[unameTp/Diameter:

49401
[JnvHa/Length:
96,77+ 01

[OnvHa (pykostkm)/ Length (handle):

26,64 + 01

[OnvHa cnvpanu/Length (helix):
8,28+ 01
LinameTtp/Diameter:

49+01

[nunHa/Length:

44,52 + 01

[OnvHa (pykosTkn)/ Length (handle):

26,64+ 01

[OnnHa cnvpann/Length (helix):
8,28 01
[vaveTp/Diameter:

80+ 01

[JnvHa/Length:
76,0 01

[OnmHa (pykositku)/ Length (handle):

26,64 40,1

[OnuHa cnvpanu/Length (helix):
8,28 0,1

[yametp/Diameter:

205: 01

[JvHa/Length:
14,48 = 01

.6,64 10,1

[OwHa cnnpanu/Length (helix):
8,54 : 01
[Oyametp/Diameter:

A 01

ADZOR.RU

[JwHa (pykositkm)/ Length (handle):

28,35 +2,83

28,35 +2,83

36 +3,6

39,68 +3,96

A: 34

FH+3,6
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[OnvHa/Length:

67,66 +01

OnvHa (pykositkv)/ Length (handle):
Metunk 2,0MM C coeguHenrem AO/ 2.0MM 26,64 +0,1 28428
TAP W/AO QC [nnHa pesb6bl/Length (thread):

2392 +01

[unametp/Diameter:

201 +01

[nvHa/Length:

39,7401

OnvHa (pykositku)/ Length (handle):
MeTuMK 2,4MM C coeguHeHrem AO/ 2.4MM 26,64 20,1 3968 +3.96
TAP W/AO OC [nvHa pe3bbbl/Length (thread): ’ ’

49,47 40,1

[unameTp/Diameter:

241 +01
Cnuubl/wires ~

[nnHa/Length:
Crm BpEMeHHON  dvkcalm  1,1vm 15001 201
KOH:":K gﬂl\jM/ Ir.Jlmm Provisionalcalli-ianIim Wré'g'ggHio(‘iesbm)/Length (thread): 36 +£3,6
Short, 6mm ! ’

[vameTp/Diameter:
114401

[nvHa/Length:
5 15001 +01
Crua  AnA BpeMeHHOW  dumkcalymm  LSMM, nnypa (pe3bbi)/Length (thread):

KopoTkasi/ 1.5MM PROVISIONAL FIXATION WIREL oq 0 1 39,68 +£3,96
SHORT [unameTp/Diameter:
14740,1
[OnvHa/Length:
o i 15 150,01 40,1
nMua 418 BpeMeHHOW Keaun  1,5MM, fnana (ne3b6bil/Lenath (thread):
AnvHHas/ 1.5MM PROVISIONAL FIXATION V\ARE'?SH99 +((‘),)i ) gth (thread) 39,68 +3,96
LONG [unametp/Diameter:
14740,1
[JnvHa/Length:
on i o 18 15001 40,1
Mg 1A BpeMeHHON dukcaum L8MM fnuna (pedb6bi)/Length (thread):
KopoTkasi/ 1.5MM PROVISIONAL FIXATION WHE'g'gg io(ze VLength (thread) 39,68 +3,96
SHORT [Jvamvetp/Diameter:
201 +01
[JnvHa/Length:
G - 18 15001 +01
nMua  Ans BpemMeHHoW  dmkcalym  1,8MM f1nna (ne3bsbi)/Lenath (thread):
fmHHas/ 1.5MM PROVISIONAL FIXATION WRE'f'Sngg 4{()p1e /Length (thread) 39,68 £3,96
LONG [vametp/Diameter:
201 +01

NEPEYEHb 1 ONNCAHUE MATEPUANTOB MW/ LIST AND DESCRIPTION OF MD MATERIALS
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HaumeHoBaHue/ Name MaTepuan/Material Tun KOHT akT a/ Type of contact

MnactuHbl VLP MINI-MOD, BuHTbI VLP, waii6bl gns Cnnas TI-6A1-4V/ TI-6Al-4V alloy  VIMnnaHTupyemble MefULMHCKUE

BuHTOB VLP/ VLP MINI-MOD plates, VLP screws nspenvs ANNTeNbHOro

VLP screw washers NPYMEHEHNA U KOHTaKToM ¢
BHYTPEHHell cpefoli U TKaHAMMW
opraHusma (6onee 30 pgHein]/
Implantable medical device for
long-term use with the internal
environment and body tissues
contact (more than 30 days)

Csepio VLP MINI-MOD 1.8mm < 6bicTpbiM HepxaBetowas crasb, LipetoBasiXvupypruyeckue NHBa3NBHblE
coeguHernnem AO, panuHHoe/ VLP MINI-MOD KOAMpOBKa  3e/eHblii/  Stainless|iMefnunHckne n3genvs
8MM DRILL long with quick AO connection Steel, color coding green KpaTKOBPEMEHHOro npuMeHeHus
nMmeruine KOHTaKT C BHyTpeHHeVI
Ceepno VLP MINI-MOD 2.4mm ¢ GbICTPbIM cpepoit yenoseka/  Surgical
coeguHeHnem AO, Kopotkoe/ VLP MINI-MOD invasive  medical devices for
2.4MM OVERDRILL short with quick AO connection short-iterm use, having contact
Ceepno VLP  MINI-MOD 1.5mm < 6bicTpbiM Hepxasetoujasi cranb, usetosaslWith the internal environment of a
coeguHenunem MINI, kopoTkoe/  VLP MINI-MOD KoanpoBka duonetosuiiti/human
5mm with quick MINI connection, short Stainless Steel, color coding purple

Csepno  VLP MINI-MOD  1.5mm ¢ ObICTPbIM
coeguHeHnem MINI, gnuHHoe/ VLP MINI-MOD
5mm with quick MINI connection, long

Csepno  VLP MINI-MOD  1.5mm ¢ 6bICTPbIM
coeagnHeHnem AO, kopoTtkoe/  VLP MINI-MOD
.5mm with quick AO connection, short

Csepno  VLP MINI-MOD  1.5mm ¢ 6bICTPbIM
coeanHennem AO, AnuHHOe/ VLP MINI-MOD
5mm with quick AO connection, long

Csepno  VLP MINI-MOD  2.0mm ¢ ObICTPbIM

coeguHeHnem AO, kopoTtkoe/ VLP MINI-MOD 2.0

mm with quick AO connection, short

Csepno  VLP MINI-MOD 1.5mm c 6bicTpbiM Hepxaselollasd cTa/b, LBeTOBas
coeguHexnviem MINI/ VLP MINI-MOD 1.5mm with KOAMpPOBKa KOPUYHEBbIA/
quick overdrill MINI connection Stainless Steel, color coding brown
Ceepno  VLP MINI-MOD 11mm ¢ ObICTPbIM

coeanHennem MINI/ VLP MINI-MOD 1.1mm with

MINI connection

MeTHUK 2.0mm ¢ coeguHeHnem AO/ 2.0mm Tap|Hepxasetowas crtanb/ Stainless
with AO quick connect Steel

MeTuuk 2,4mm ¢ coeguHeHnem AO/ 2.4mm Tap

with AO quick connect

Cnunusl/ VLP MINI-MOD wires HepxaBetowasi ctanb/ Stainless
Steel

3HAYEH/A CMMBOJTOB/ INTERPRETATION OF SYMBOLS

3HayveHnss CUMBOJIOB, YKa3aHHbIX Ha yrnaKoBKe: Interpretation of symbols used on the package:
W3rotoButens ManufacturedrNjy:
m M
Homep no karanory Catalog number
["CATALOG [a ¢ "CATALQG
NUMBER 12£1J number
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YNONHOMOYEHHbI Authorized
EC IREPI npeactasmtens EC ECIREPI representative of
K the EU
oj naptuu
BATCH A nap Batch code
LOT CODE i BATCH
ioTIl cobEe
Crepununsaumsa - .
STERILE R . Sterilized using
paguaumeii STERILE R o
IRRADIATION STERILIZED irradiation
|/|C|'|O]'|b3OBaTb 'qo IRRADIATION STERILIZED
S'USE USE Use by date
S BY
He MCNonb30BaTb
Do not re-use
NOBTOPHO
OCTOpPOXHO! ism s - )
Caution! Refer to the
O6paTtutechb K . .
A instructions for use
MNHCTPYKLUN no
NPUMEHEHUIO
PaspelleHa  npogaxa Caution: us.
TONMBKO Federal law restricts

KBaNU(ULMPOBaHHbIM
cneunanuaam uaM no

this deyice to sale
by or on order of a

NX yKa3aHuto physician

3Hak COOTBETCTBUSA <D Conformity to EU
‘ € ctaHgapTtam EC ‘ € g) standards

Konunyectso LWITYK QTY: ID

oTY: (1)

ynakoBke: 1

QTY: (1)

NleHta wmebuyca. [Ana The Moblus strip.

BTOPUYHO Recyclable
“aveCiabte nepepatoTku Recdafate i
L Smith&Nephew
A . NoroTun KOMnaHum Tecedritti&nephew company's logo
Sy thd B Smith&Nephew
Shelf life

CpoK rogHocTH The subject VLP MINI-MOD are supplied sterile and are intended

KomnoHeHTbl cuctembl VLP MINI-MOD nocTaBnsitoTcst CTepunbHbIMU U for single use. The components are marked with a 10 year shelf life
npefHasHa4yeHbl  Ans  O[HOPA30BOrO  WCMOMb30BaHWA.  M3fenns  based on the validated shelf-life testing of the components after
MapKupoBaHbl CPOKOM roAHOCTV B 10 NeT Ha OCHOBE MPOBEPEHHOIO  gamma irradiation.

TeCTUpOBaHUA Cpoka TOAHOCTU KOMMOHEHTOB Mocfe cTepuansayuu

paguauMoHHbIM U3NyYEHUEM.

BO3MOXHOCTb 1 METOAbl MHTErPALUWW C OAPYTUMW mwn/ THE POSSIBILITY AND WAYS OF INTEGRATING WITH OTHER MEDICAL
DEVICES

KOMNOHeHTbl  NpefHa3HayeHbl AN UCNOMb30BaHMsi coBMeCcTHo ¢ The subject devices are intended for using together with MINI-
WHCTPYMEHTaMN [AN18 YCTaHOBKM KOMMOHEHTOB cuctembl VLP MINI-MOD n  MOD instruments and are not intended to be used with any other
He npeAHasHayeHbl [N WCNONb30BaHWA C KakuMu-nn6o Apyrumm  systems.

cucTemMamn ans yCTaHOBKM. It is possible to evaluate the results of the operation and the
Bo3moXHa  oueHka pesynbTaToB npoBefeHHON onepayumn n location of the implant using x-ray studies.

pacnosioXXeHUs uMnaaHTaTa npy NOMOrAn PeHTreHOBCKUX UCCnefoBaHWiA.

NEPEYEHb MATEPWANOB >XWBOTHOIo W (WNW) YENOBEYECKOIO MPOUCXOXAOEHWA/ DEVICES INCORPORATING NON-VIABLE
MATERIALS OF ANIMAL ORIGIN

n3genus Smith & Nephew He BK/OYalOT HEXM3HecNoco6Hble maTtepuansl  The subject Smith & Nephew products do not incorporate non-
XXMBOTHOIO NMPOMUCXOX/AEHUS N He NPUCYTCTBYIOT B npoL”~ecce Npon3BoacTBa  Viable materials of animal origin, nor are they present in the

N B KOHEYHOM M3genunu. manufacturing process or present in the final deyice.

MH®OPMALNA O JIEKAPCTBEHHbIX MPEMAPATAX W (W) ®APMALIEBTUYECKWX CYBCTAHUMAX B COCTABE MW/ INFORMATION
ABOUT MEDICINES AND (OR) PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
Pasgen He npuMeHUM K paccMaTpuBaeMbiM UM3AenusM, Tak kak The subject Smith & Nephew products do not incorporate a

paccmaTpuBaemblie u3genusi komnaHum Smith & Nephew He cogepxat medicinal substance, nor is it present in the manufacturing
MeLUUMHCKMX cyBCTaHUuiA, Takxe MeAMUMHCKME cybcTaHumMum He  process or presentin the final device, therefore this section does

y4acTBYIOT B npoLecce Npov3BoACTBa. not apply.
MNEPEYEHb CTAHAOAPTOB/ LIST OF APPLICABLE STANDARDS
CraHpapT OnucaHue CraHpapT OnucaHue
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BS EN 1SO 14630

BS EN ISO 10993-1

BS EN ISO 149/

BS EN 1SO 13485

BSEN ISO 11607-1

BS EN I1SO 11607-2

BS EN 556-1

BS EN 980

BS EN1041

BS EN ISO 15223-1

BS EN ISO 14155

BS EN I1SO 14937

BS EN 1SO 11137-1

BS EN ISO 11137-2

BS EN 1SO 11137-3

BS EN 1SO 14602

BS EN 62366

ICH GCP EG6,E8,E9,10

MMnnaHTatbl XMpypruyeckme HeakTUBHbIE.
O6wune TpeboBaHnA

OueHka 6uonornyeckas  MegULUHCKUX
n3genunii. Yacte 1 OueHka W UCNbITaHUS B
pamkax npoiecca MeHe[>KMeHTa pucka
N3penusa MpumeHeHne
ynpaBieHnss puckamm K MeLULUHCKUM
n3genvam

MefNLUHCKWe.

N3penua MefULUHCKNeE. Cucremsl
ynpasneHnss Ka4vyecTBoM. TpeboBaHMA K
perynuposaHuio

YnakoBska MeULNHCKNX n3genuii,

nognexawmx GOUHULWHOW CcTepuansayuu.
Yacte 1 TpeboBaHua K MaTtepuanam,
6apbepHbIM cucTemam Ana crepunusaymm
1 YyNaKoBOYHbIM CUCTEMAM

YnakoBska MeAULUHCKNX nsgenwuii,
nognexawimx (UHUWHOW cTepunnsaymu.
Yactb 2. Tpeb6oBaHuss K Banujauuu
npoweccos (opMUpoBaHus, repmeTusalmm
n c6opkun

CTepunnsauma MeAULMHCKUX  WU3LeNnii.
TpeboBaHUA K MeEAULUHCKUM U3Lennsam
Kareropuu «CTEPUSIbHbIE. Yactb 1
Tpe6oBaHMA K MeAULUHCKUM W3AENUAM,
nognexatmm UHULWHOWK cTepuansayum
CnmMBObI ans MCMNoNb30BaHnA B
MapKMpoBKe MeAULMHCKUX U3genunii
WHopmaums, npegocrtasnsiemMas
npon3BoAUTENEM MeAULUHCKUX U3Lennii
N3pennsa CumBONbI,
MCMNo/ib3yemMble Ha sip/iblkax MeAuLUHCKUX
n3genuii, npu MapKnpoBke " B
npepocTasnsemoit uHgopmauyun. Yacte 1
O6wune TpeboBaHmA

MeLNLUHCKWE.

KnuHuueckune nccnefoBaHns
MEAUUMHCKMUX — U3fennin  ans  nwopen.
Hagnexaljas KiMHu4eckas npaktnka
CTepunusaums MefuLMHCKON NpoAyKLuUn.
O6wune TpeboBaHMA K ONpefeneHunto
XapaKTePUCTUK CTEPUIN3YIOLWLEro CPeacTBa
1N paspaboTke, Banujauuv un TeKyllemy
KOHTPO/0 npouecca cTepununsaunu
MeAULUHCKUX n3fennii

CTepunusauma MefuLMHCKOW NpoayKuum.
PaguaunoHHaa ctepunmsaumsa. Yacte 1
TpeboBaHuns K pa3paboTke, Banugauum u
Tekyuliemy KOHTPO/0 npouecca
cTepunmnsaunm MeauLUHCKUX nsgennii
CTepunusauma MeguLMHCKOW NpoAyKuuu.
PaguaunoHHaa cTepunusaumsa. 4Yacte 2.
YcTaHOB/IeHWE CTEPUNU3YIOLLLeil A03bl
CTepunusauma MefuLUHCKON NPoAYyKLUHN.
PagnaunoHHasa cTepunmsaumsa. Yacte 3.
PykoBoacTBO no MCMNONb30BaHNI0
[o3vMeTpumn npu paspaboTke, Banugauunu
1 TeKyLLEM KOHTpOsie

MMnnaHTaTbl HeakTUBHblE XUPYPruyeckue.
MmnnaHTatbl ans oCcTeoCuHTe3a.
CneymasnbHble TpeboBaHus

N3penna meguunHckue. MpoekTuposaHue
MeAULNHCKNX n3genuni C  y4yeToMm
3KcnayaTalMoHHON NPUrogHocTH
Hagnexalas KaMHUYeckas npaxkTuka
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BS EN ISO 14630

BS EN ISO 10993-1

BS EN ISO 14971

BS EN ISO 13485

BS EN ISO 11607-1

BS EN ISO 11607-2

BS EN 556-1

BS EN 980

BSEN 1041

BS EN ISO 15223-1

BSEN ISO 14155

BS EN ISO 14937

BS EN ISO 11137-1

BS EN ISO 11137-2

BS EN ISO 11137-3

BS EN ISO 14602

BS EN 62366

ICH GCP E6,E8,E9,10
NB-MED 2.12-1 rey.8

Non-active surgical implants -
General requirements

Biological evaluation of medical
devices. Evaluation and testing
within a risk management process
Medical devices. Application of risk
management to medical devices

Medical devices. Quality
management systems.
Requirements  for  regulatory
purposes

Packaging for terminally sterilized
medical devices. Requirements for
materials, sferile barrier systems
and packaging systems

Packaging for terminally sterilized
medical devices. Validation
requirements for forming, sealing
and assembly processes
Sterilization of medical devices.
Requirements for medical devices
to be designated "STERILE”.
Requirements for terminally
sterilized medical devices

Symbols for use in the labelling of
medical devices

Informafion  supplied by the
manufacturer of medical devices
Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1 General
requirements

Clinical investigation of medical
devices for human subjects - Good
clinical practice

Sterilization of health care
products. General requirements for
characterization of a sterilizing
agent and the development,
validation and routine control of a
sterilization process for medical
devices

Sferilizafion  of health care
products. Radiation. Requirements
for development, validation and
routine control of a sterilization
process for medical devices
Sferilizafion of healfh care
products. Radiation. Establishing
the sterilization dose

Sterilization of healfh  care
producfs. Radiation. Guidance on
dosimetric aspects

Non-active surgical implants -
Implants for osteosynthesis -
Particular requirements

Medical devices. Application of
usability engineering to medical
devices

Good Clinical Practice
Post-Marketing Surveillance (PMS)
post market/production
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NB-MED 2.12-1 rev.8 PykoBogsiwue ykasaHusa Mo cucteme
Hafj3opa Haj MeAULMHCKUMU npubopamu
MocnenpopaxHbie K/IMHUYeCcKne
HabnwoaeHna

KnuHunyeckue ncnoitaHnsa

MEDDEYV 2.12/2 rev.2

MEDDEV 2.71/2 rev.4

MEDDEV 2.12/2 rev.2 Post Market
Studies

Clinical Evaluation

Clinical  Follow-up

MEDDEV 2.71/2 rev.4

TPEBOBAHUA K TEXHUYECKOMY OBC/TY>XVUBAHUIO U PEMOHTY MW/ REOUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF MD

HenpumeHumo,
NpUMEHeHNs.

T.K. U3henua npeAHasHauyeHsl ANsS  OfHOPA30BOro

Not applicable as devices are single use only.

YCNOB/A MPUMEHEHUA W 9KCMNYATAUUN MW/ USE &OPERAT10N CONDITIONS OF MD

K pa6oTe ¢ U3Aenmsamm 4onycKaloTcs TOMbKO MeAULMHCKME CMEeLManCTl,
MMeloLMEe COOTBETCTBYIOLLYI0 KBA/M(MUKALMIO U  O3HAKOMMIEHHbIE C
COOTBETCTBYIOLUMMU XUPYPTAYECKAMN METOAUKAMU.

Ycnosus okpyxatwolein cpefbl

TemnepaTypa +15...25°C
Bna)kHoCTb 30 ...75%
[asnexune 86.6...106.7kMa
Ycnosus akcnnyartauuu

TemnepaTtypa +32...+42°C
BnaxkHocTb 100%
[asneHune 86.6...106.7klMa

Mpy aKcnayaTauMu cnegyet usberatb npeaHaMepeHHOro nonagaHus
Bnarn. Mpu co6/I04eHNM NpaBWA 3KCMyaTaunn AaHHOE MeAWUMHCKOoe
n3fenve He OKasbiBaeT BO3AENCTBUA Ha MIOfEl C UMMNIAHTUPYEMbIMU B
opraHn3m 4enoBeKa MeANUMHCKUMU M3LeUAMU, 6EPEMEHHbIX XKEHLLVH,
KEHLLWH B NEPUOA rpyAHOr0 BCKapMANBaHUS, AETEN, B3POC/bIX, MMEOWMX
XPOHUYECKME 3a60M1eBaHMS.

Only professional surgeons familiar with relevant surgical
techniques are allowed to work with the products.

Environmental conditions

Temperature +15...25"C
Humidity 30 ...75%
Pressure 86.6...106.7kPa

Operation conditions

Temperature 4-32...+42°C
Humidity 100%
Pressure 86.6,..106.7kPa

Avoid deliberate ingress of moisture during operation. Ifthe rules
of operation are observed, this medical device does not affect
people with medical products implanted into the human body,
pregnant women, and women during breastfeeding, children,
adults with chronic diseases.

YCNOBUA TPAHCMOPTUPOBKU n XPAHEHUA/ TRANSPORTATION AND STORAGE CONDITiONS

YNaKkoBKWN U3Aenuii He NoABEPXKEHbI BAUSHUIO Bfiarv, 3a UCK/IYEHWEM
CrlyyaeB, KoOrfa YMIOTHEHWSI YMAaKOBKW  HAxoAsTcs MNoj  Yrpo3oi,
BO3eliCcTBYS Ha MUKPOGHBIA Gapbep, WK ecv NakeTbl ANUTeNIbHOE BPEMS
HaxXoAsTCS B HENOCPEACTBEHHOM KOHTaKTe C BOJOMA.

Hwxe npusegeHbl pekoMeHAyeMble Auana3oHbl YCNOBWIA XpaHeHus ©
TPaHCNOPTUPOBKN.
Ycnosus TpaHCNoOpTUPOBKN

TemnepaTtypa -20...35°C
BnaxkHocTb 40 ...90%
[asnexne 86.6...106.7kMa
Ycnosusa xpaHeHusa

Temnepatypa -20...35"C
BnaxHoCTb 40 ...90%
[aBneHune 86.6...106.7kMa

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.
Recommended transporatation and storage

ranges are

Transportation conditions

Humidity -20...35“C
Temperature 40 ...90%
Pressure 86.6...106.7klMa

Storage conditions

Humidity -20...35°C
Temperature 40 ...90%
Pressure 86.6...106.7kMMNa

NOPAAOK N YCNOBUA YTUAUSALNN nnun YHUUTOXEHWNA mun/ DISPOSAL RULES AND CONDITIONS

PaccmaTpuBaemMble M3fenus npeaHasHaueHbl TONbLKO NS 04HOPA30BOro
MCNonb3oBaHUs. MNacTyHbl, BUHTLI U Wai6bl MMMNIAHTUPYIOTCA B OpPraHn3M
yenoBeKa, a MHCTPYMEHTbI, Takne Kak CBep/ia, MeTUMKW, CruLbl AO/KHbI
6bITb YTUNN3MPOBAHLI B COOTBETCTBUM C TPEGOBaHUAMI 3aKOHOAATENLCTBA
KaK anuemMmonoruyeckre onacHble otxofpl [knacc onacHocTu Bl
YpaneHHble WMNAaHTaThl, KOHTaKTMpylolWme € nauueHToM, nognexar
yTUAM3aLUMN B COOTBETCTBMM C Tpe6OoBaHUAMM 3aKOHOAATENbCTBA Kak
3NMAeMUoNorMyeckme onacHble 0TxoAbl [knacc onacHoctu By
Heucnonb3oBaHHble NPOAYKTbl MOXHO YTUAM3NPOBATb KaK GbITOBblE
oTxoabl [knacc onacHocTM A]. EcnM MMmnnaHTaT Heo6XOAMMO BepHYyTb
komnaHun Smith & Nephew, Inc. gnsa aHanmsa, cBXUTECH MO TenedoHy,
yKasaHHOMY B MHCTPYKLMW MO NPUMEHEHWIO.
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Considered products are intended for single use only. The
plates, screws and washers are implanted into the human body,
the instruments such as drills, taps, wires, and the templates
must be disposed in accordance with the legislation
requirements as epidemiologically hazardous waste [hazard
class Bl

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 AJ]. Ifthe implant needs to be returned to Smith & Nephew,
Inc. for analysis, contact by the phone number listed in
Instructions for Use.
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FAPAHTUA N PEKJTAMALNA/ WARRANTY AND CLAIM

KomnaHus Smith & Nephew, Inc. IS&N) npegocTtaBnsieT rapaHTUIO Ha Bce
CBOW MPOAYKTbl NepBoHayanbHOMY nokynaTtento (3akasuuky) oT AedeKToB
N3roTOB/IEHWS W MaTepuanoB B TeyeHue cTa BocbMupecaTu (180) gHelt c
patbl nokynku y Smith & Nephew; 3a ncknioyeHunem npogyktos NAVIO, B
OTHOLLEHMMN KOTOPbIX ycTaHaBnnBaeT CpoK B o4uH () rof ¢ Aatbl yCTAHOBKM
(TapaHTUiiHbIl Cpok). Ans Nto6bIX NPOAYKTOB, KOTOPbIE 6GbIIN NPU3HaHbI He
COOTBETCTBYIOLWWMN [aHHO! rapaHTun B TedyeHue lapaHTuiiHoro Cpoka,
Takas rapaHTua npegycMaTpuBaeT WM orpaHuymBaeTcs, no Bbi6opy S&N,
nn6o (I) peMOHTOM, UM 3aMEHOI Taknx NPoAYKTOB 6ecniaTHO 1 BTeYEHNEe
pasymHoro nepuoga spemeHun () Bo3melleHMEM WAK npefocTaB/ieHNnEM
KpegMTa B pasmepe MOKYMHOM LeHbl Takux npogyktos. Ecnm S&N
OTPEMOHTUPYEeT WM 3aMeHWT u3fenve B COOTBETCTBMM C HacToOsLei
rapaHTveit n nonpocuT KnueHTa BepHYTb Takoi ToBap. KAMeHT AonxeH
0TNpaBuTL Takoli ToBap B KoMnaHuo S&N, npefBapuTeNbHO ONiaTuB cYeT
3a nepeBo3Ky. KnueHTy 6GyaeT BbiCTaB/ieH cyeT 3a N060I 3ameLiatoLmnii
NpOAYKT, €Cn OH He BepHeT 3amnpoLieHHbli 3aMeHEeHHbIli NpoayKkT B
TeyeHne Tpuguatu (30) AHeit nocne oTnpaBkM S&N  3ameHsowWwero
npogykra. [laHHas rapaHTWs He pacnpocTpaHAeTcs W aHHynupyeTcs B
cnegyowmx cnyydasx: () NpoAyKT ynakoBaH WAM MapKMpoBaH Kem-nn6o,
kpome S&N 1AM ero Yno/SIHOMOYEHHbIX areHToB; (1) nNpoAykT He
MCMOMb3yeTcsi B COOTBETCTBUAM CO CreundukaymaMm, UHCTPYKLUAMU WK
TpeboBaHMAMM no wucnonb3oBaHuto npogykrta; (i) o6opyposaHue
MCMO/Ib30BAHO B COYeTaHWM C pacxofHbIMW  Matepuanamu  wnu
NPUHAANEXHOCTAMU, He NpefHa3sHaYeHHbIMU 415 UCMO/b30BAHMUA C TaKUM
obopypoBaHueM; (ly) obopynoBaHMe UWCNONb30BAHO B COYeTaHUM C
nepepaboTaHHbIMW PacxXxofHbIMU MaTepuanamv UAn NPUHaANEXHOCTAMU;
(Y) npoaykT mogmduumnposaH; (M) y npoaykta uUcTek cpok rogHoctu; (M1
HOpMasnbHbI n3Hoc; (L) yuwep6 n3-3a HenpaBUIbHOIO WCMOMb30BAHUSA,
nepepaboTkn, W3MeHEeHUs, HeCaHKLMOHUPOBAHHOIO pemMOoHTa  Wan
He6peXHOW akcnayaTaymn WM NOBPeXAeHWsA K3-3a HeOCTOPOXHOCTU CO
CTOPOHbl  BNajenbua, noTpebutens WM nNosb3oBaTens npoaykra,
BK/IIOYAsA, HO He OrpaHMuMBasiCb, XpaHeHWe, IKCMyaTaluuio U OYUCTKY;
mnn (Y nw6oii apyroii ywep6, HaHECEeHHbI NPOAYKTY Bnafenblem,
norpe6utenem wnam nonb3osateneM. 90-AHEBHas rapaHTUs Ha PEMOHT
pacnpocTpaHseTcd Ha OTPEMOHTWPOBAHHbI/ HeWUcrnpaBHbIi KOMMOHEHT.
OTa rapaHTus pacnpocTpaHaeTcsi TO/IbKO Ha NepBoHavasbHOro nokynarens
y S&N (wwm ero aBTOPM30BAHHOIO AUCTPUOLIOTOPA) W HE NOANEXUT
nepepgaye. 3A NCK/HOYEHVEM C/TYYAEB, KOrJA 3TO 3AMPELWEHO WK
TPEBYETCSH B COOTBETCTBUN C NMPUMEH/MbIM
3AKOHOJATE/IbCTBOM, 3TA TAPAHTUA ABASETCA EAWHCTBEHHOW
TAPAHTUEM S&N, W BCE APYTME TAPAHTUM JIIOBOrO BUAA WU
YKA3AHWSA, BK/IIOYAA TAPAHTUN KOMMEPYECKOW BbIFOZbl TOBAPA,
YOOB/ETBOPUTE/IbHOIO KAYECTBA n npProgHoCcTn  And
OMPELENIEHHOM LIEIN UCK/FOYEHbI.

YMOJIHOMOYEHHOW NPEACTABUTENb
TEPPUTOPUN POCCUNCKOW ®EOEPALNN:
000 3HA  Hedbto», Poccusa, 105120, .
CbIpOMATHUYECKUIA Nepeynok, 4. 1, 31.9, nom.1, kom.1
Ten: +7 (495) 755-55-03

NMPOUN3BOANTENA HA

«CMuT MockBa, 2-i

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 (D 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 proyides 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. IfS&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 inyoiced for any replacement
product if Customer does not return the requested replaced
product within thirty (30) days after S&N’s shipment of the
replacement product. This warranty does not cover and is voided
by any of the following: () product packaged or labeled by
someone other than S&N or its authorized agents; (i) product
not used in compliance with the specifications, instructions or
claims for use of the product; (i) equipment product used in
conjunction with disposables or accessories not specified for
use with such equipment; |iv) equipment product used in
conjunction with reprocessed disposables or accessories; (V)
modification of product; |v) product past its expiration date; (vii)
normal wear and tear; (vii) 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 lor its authorized distributor) and is not
transferable. EXCEPT TO THE EXTENT PROHIBITED OR
OTHERWISE REOUIRED 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.

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 1495) 755-55-03

HAVMEHOBAHWE W IOPUANYECKNI ALPEC MPON3BOANTENA MW/ NAME AND LEGAL ADDRESS OF MANUFACTURER

PA3PABOTH/IK:
Smith & Nephew, Inc. (CmMuT ang Hedbto, MHK.)
1450 Brooks Road Memphis, TN 38116, USA (CLLA)

NMPOUN3BOAUTE/b:
Smith & Nephew, 1nc.|CmuT aHA Hedbto, UHK.)
1450 Brooks Road Memphis, TN 38116, USA (CLLA)

MECTA MNMPOWV3BOACTBA:

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

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

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

MANUFACTURING FACILITIES:
1 Smith & Nephew, Inc.(CMuT aHg Hedbio, VHK.)
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Smith & Nephew, 1nc.(Cmut aHa Hedbto, VHK.), 1450 Brool<s Road,
Memphis, TN, 38116, USA (CLLA)

Smith & Nephew Orthopaedics GmbH (CmuT 3Hp Hedblo
Optoneaukc I'mM6X), Alemannenstrasse 14, Tuttlingen, Baden-
Wurttemberg, 78532 Germany (FepmaHus)
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1450 Brool<s Road, Memphis, TN, 38116, USA (CLLA)

2. Smith & Nephew Orthopaedics GmbH (CmuT 3Hg
Hedbto OpToneamkc vm6X), Alemannenstrasse 14, Tuttlingen,
Baden-Wurttemberg, 78532 Germany (l'epmaHus)
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Subsjoribed (or affirmed) before me this —

of (month), 2019. by Maureen Whitson
(nam”wsigner), whose identity was proven to me b
)<nowledNe or satisfactory-"tTidence.

(Signature o

(Seal of

Total number of pages; >,

MaTtP~ ;270

Title;
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JNTat TeHHeccu
Kpyr LLlen6n

MoanucaHo (MM NOATBEPXAEHO) B MOEM MPUCYTCTBUU 24-
ro ceHTa6pa (mecsy) 2019 roga MopuH YUTCoH (1o,
nojnucasLUee JOKYMEH T), TMYHOCTb KOTOPOM Obina
[0KazaHa MOVM NINYHBIM 3HAHWEM WU

YLOBNETBOPUTEN bHBIMU JOKA3aTe1bCTBaM U.

/Moanunce/ (Moanunck HoTapuyca)
(MevaTb HOTapuyca)

/Meyvatb: MNHAN PUTA * OKPY1 111H/BA *
FOCYOAPCTBEHHbBIVI HOTAPUYC LU1 ATA
TEHHECCW/

O6Lee KonnyecTso cTpaHul: 37

Mmsi: MopuH YnTcoH /nognuce/

JomkHocTb: CnBuMauncT 0T Aena HopMaTUBHO-NPABOBOCO
obecneyeHus

MepeBof C aHINMIACKOTO A3blKa Ha PYCCKUiA A3bIK
CornacoBaHo

«CMnT 3HA Hadbto, NHK.» (Smith & Nephew. Inc.)

1450 bj;))yKC MVag Memdme, TeHHecen 38116 CLUA (1450
Brooks Road Memphis. Tennessee (TN) 38116, USA)
Nnpec

CneunanucT 0T /ena HopmaTMBHO-NPaBOBOro
obecneyeHus

J0mKHOCTL

MopuH YW TCOH

damununsa, Nvsa

24.09.2019

flata 4. MM [TTT

/nognunce/

Mopgnuce

MHCTPYKUNA no NMPUMEHEHNIO MEAVNUWNHCKOI O N3AEJTNA
«KOMMNMOHEHTbI CUCTEMbI VLP MINI-MOD /1A PUNKCALNN MAJIbIX
®PATMEHTOB KOCTE»
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LLtat TeHHeccu
Okpyr Len6u

MoanucaHo (MM NOATBEPXKAEHO) B MOEM MPUCYTCTBUKN 24-ro ceHTA6pa (mecau) 2019 roga MopuH
YWUTCOH (nL0, NofnucasLlee JOKYMEHT), MMYiNOCTb KOTOPOIA Oblfia J0Ka3aHa MOMM JIMYHBIM 3HAHWEM
UIN YAOBNETBOPMTENbHLIMU A0KA3aTeIbCTBAMMU.

/Mognucs/ (Moanucb HoTapuyca)
(MeyaTb HOTapuyca)

/Meyats: MMHAA PUCA * OKPYT LUMBW * TOCYAAPCTBEHHbIV HOTAPUYC LUTATA
TEHHECCW/

O6Lee KoNMYecTBo cTpaHuy: 37

ms: Mopun YuTcoH /nognuce/
[omkHocTb: CneunanucT 0TAesn HOpMaTUBHO-NPABOBOro 0becneyeHns
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MepeBoA TeKCTa BbINOMHEH MepeBonUMKOM Kyprnosoit C'BCLnaHoi J1IeOHUA0BHOA

Poccuiickasa ®egepauyns
opog MockBa.
Bl opo10 oK | a6ps AgBe ThicA4YM ACBAT HaguaT oro roga.

A. VBaHoBa BuKTOpMs 17a,TepbCBHA. BPEMEHHO WEMNOHAOWMA 0653aHHOCTM HOTapuyca
ropoga MockBbl HAKyLIeHKO EBreHun AnekcaHApOBHbI, CBUAETENbCTBYH MOAIMHHOCTL MOAMUCU
nepesofumka Kypunosoit CeTnaHbl JIEOHWAOBHBI.

Mognuck caenaHa B MOEM MPUCYTCTBUMN.

JlnyHoCTb NoAnMcasnTero JOKYMeHT YCTaHOB/eHa.

3apervncTpumpoBaHo B peect pe: Ne 77/721 H/77-2019
B3bICkaHO rocyfapCTBeHHOM MoLwmHbI (Mo Tapudy): 100 py6.00 kon.

YnnayeHo 3a oKasaHve ycnyr npasoBOro
N TEXHNYECKOrO XapaKTepa: 2XKEDH)- OOKOH.
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