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1. Hanmenosanue | Cranial Perforator EasyDrill, bop nepdopatopbiit EasyDrill ¢ kynaukosbiM MexaHH3IMoM,
MeHUHHCKOro models: DMOOOSFAA; DMOO11FAA; DMO210FAA; | mogenu: DMOOOSFAA; DMOOIIFAA; DMO0210FAA;
H3QeAHsA DMOO10FAA, DMOO10FAA,
composed of? B COCTaBe:
- bur of one design - 1 pc. - 60p onHOro HenonaHeHHs — 1 wT,
- instructions for use - 1 pc. - MHCTPYKLUHA O NpuMeHenHio — | uir.
2.1 B orHowenuu | Manufacturer: [Tpoussoautesns:
NPOH3BOAHTESR Micromar Industria e Comercio Ltda. Micromar Industria e Comercio Ltda.
(u3roToBHTENIRA) Av. Marginal ao Corrego da Serraria, 168 - Serraria - [ Av. Marginal ao Corrego da Serraria, 168 - Serraria -
MERHLIHHCKOTr0 Diadema - Sao Paulo - 09980-390 - Brazil Diadema - Sao Paulo - 09980-390 - Brazil
H3AeNAHR - NOJHoE H (B
cayuae, eC/H
HMeeTCcR)
COKpalenHoe

HaHMEHOBaHHE, B TOM
qHCae ¢upmennoe
HaHUMEHOBaHHE,
OpraHH3auHOHHO-
npaBoBYyio dopmy
IOPHAHYECKOTO JIHUA,
aapec MecTa .
HAXOXKAEHHRA HAH
damuauio, HMA H (B
cayuae, €cJin
HMeEETCR) OTHeCcTBO,
PEKBH3HTDI
NOKYMeHTa,
yAOCTOBEPAIOUIErO
JHYHOCTD, aapec
MECTa  KHTeNbCTBA
HHAHBHAYAJIBHOIO
npeANpHHHMaTENN, a
TaKKe HOMepa
TenepooB H (B
cayuae, ecaH
HMeEeTCR) anpec
JEKTPOHHOH NOuTBI
IOPHAHYECKOT0 JHUA

npmnmmmc K HHCTPY KUHH TIPCIOCTABIACTCR B DNCKTPOHHOM BHIE.
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HHIWBHAYAABHOTO
NPeANPHHHMATENN;

22 B ovAOmMCHHH
YNOAHOMOICHHOIO
NpeACTABHTENN
MPOH3IBOAHTEIRA
(n3roToBuTeNn)
MeARUHHCKOr G
HINCTHA - HONHOE H (B
ciayuae, ¢CIH
HMeECTCR)
COKpamentoe
HAHMEHOBAHKE, B TOM
qucne dupmerHoe
HAHMEHOBANNE,
OprasM3IUHONHO-
Np3808Y1I0 $opmy
OPHAHYECKOTO JIHLA,
aapec (mecTo
HAXOKACHHA), a
TAKOKE HOMepa
Tenehonos w (B
cayuae, €CJaH
HMeeTCn) agpec
IMEKTPOHHOR MOMTHI
OPHAHYECKOro JHIA}

Authorized Representative of Manufacturer;

“Medtronic” LLC, 123112, Russia, Moscow, Presnenskaya
Naberezhnaya., 10, floor 9, office I, room 41

Tel: (495) 580-73-77, Fax: (495) 580-73-78
www.medtronic.ru

YronHOMO4EHHbIH NPEACTABHTEND IPOH3BOAHTEIA:

000 «Mearponuk», 123112, r. Mocksa, [Ipecnenckan uab.,
A.10, 51.9, nowm. I, xom. 41

Tel: (495) 580-73-77, Fax: (495) 580-73-78
www.medtronic.ru

3 HazHaueHue
MEAHNHHCKOro
H3ACANN ¢ yKa3aHHeM
NOTCHRUANLHOTO
noTpeburens
(sanpumep,
MeAHIHHCKHH
padoTHuk)

The EasyDrill Cranial Perforator is a sterile, single-use cutting
device intended for performing cranial bone trephination.

User: Surgeon.

Bop nepdoparopueiiit EasyDrill npeacrasnser coboi
CTEPUNLHOE  OAHOPA3OBOE  peXyllee  YCTpOHCTRO,
MpeAHa3HAUCHHOE IUTA TPenaHalHK KocTel uepena.

Ioas3oBaTens: Bpau-xupypr.

4. OYUKUAOHAABH
bie XAPAKTEPHCTHKH #
HajHAUECHHE
MEAWIHHCKOr0
HigeaHa

The EasyDrill Cranial Perforator comprises of an lnner and
Outer Drill, and a Hudson Shank that is designed to lock onto
a Pneumatic or an Electric Drill Motors.

The EasyDrill Cranial Perforator device is a bone cutting and
drilling instrument used in conjunction with a surgical motor
and a Hudson Chuck - speed reducer attachment, to drill
access holes through a patient’s skull. When properly used,

Bop nepdopaTopusiii ¢ xynaukoBbiM MexauusmoM EasyDrill
COCTOHT W3 BHYTPECHHEro M BHEWHEro Gopa W XBOCTOBHKA
Hudson, xoropeiit npeanasnaien ann GHKCAUNHKE HA MOTOpAX
MHEBMATHYECKHX WIH MEKTPHYECKHX aApeneit.

bop nepdoparopHslit ¢ KysnaukoBbiM MexaHusmoM EasyDrill
WCTIONG3YIOT B KA4ecTBE MHHCTPYMEHTA JNA pPe3Kd W
CBCPNICHHA KOCTHOH TKAHH B COUECTAHHH C XHPYPTHYECKHM

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

-




-

the EasyDrill Cranial Perforator employs a clutch mechanism
to automatically disengage once perforation is accomplished
and as the drill ceases to find resistance to bone.

The EasyDrill Cranial Perforator is a mechanically powered
tool, designed to create an access hole through the skull. The
subject Perforator device derives its mechanical torque and
rotational speed from various legally marketed Electric and/or
Pneumatic Drill Motors. The EasyDrill Cranial Perforator
device is latched onto a Hudson Chuck device, which is in
turn attached to the Drill Motors.

MOTOPOM M pellyKTOpPOM JUIA YCTaHOBKH XBocToBHMka Hudson,
LA CBEPJIEHUs OTBEPCTHH AOCTYyMNa B Yepene nauuenta. [Mpu
NpaBWIbLHOM MCMONb30BaHUKW B Gope nepdopatopHoM ¢
KynauykoBbiM  MexaHusMoM  EasyDrill  ucnonsayerca
MEXaHH3M CLIETUIEHHA, KOTOpbIit aBTOMATHYECKH
OTKJIIOYaeTcs Mnocie nepdopaunH u koraa Gop nepecraer
COMPOTHBIATHCA KOCTH.

Bop nepdoparophbiit ¢ kynaukoBbiM Mexanusmom EasyDrill
npeacrasiser coboit  MHCTPYMEHT € MEXaHUYECKUM
NpPUBOAOM, MPEHA3HAYEHHbIA AN CBEPIEHHA OTBEPCTHI
IocTyna B yepene. MexaHM4YeCKHH BpallaloWuA MOMEHT M
CKOpOCTb  BpailleHus nepdopatopa obecrneuuBaiotcs ¢
NOMOLLbIO PA3NIHYHBIX OJOOPEHHBIX INEKTPHYECKHX U (WIH)
nHeBMaTH4YeCKHX MoTopoB. bop nepdoparopHbiii ¢
KynaykoBbIM MexaHu3MoM EasyDrill 3awenkusaercs Ha
xBoctoBuke Hudson, koTopblii, B cBOIO ouepenb, 3aKpenseH
Ha MoTope nepdoparopa.

s. Puckn
npUMeHeHHust
MeAMUHHCKOTo
H3neaus,
NPOTHBONOKA3aHHSA,
OXKHAAEMbIE
npeackasyembie
nobounble ABJEHHNA
CBA3AHHbIE c
pHMeHEeHHEM
MEAHLIHHCKOTO
HINENAHA
HAIHAYEHHIO

no

INDICATION FOR USE:

The device can be used in neurosurgical operations with the
following pathologies:

« installation of implants (eg brain stimulator) or insertion of
instruments;

* remove a sample of abnormal tissue (biopsy);

* reduce intracranial pressure;

» treatment of skull fractures;

* benign and malignant brain tumors;

* bleeding from a stroke, trauma, or blood clots (hematomas)
from trauma (subdural and epidural hematomas);

+ weakness in the wall of the artery (cerebrovascular
aneurysm);

+ damage to tissues covering the brain;

+ foci of infection in the brain (brain abscesses);

* nerve damage or facial pain (eg, trigeminal neuralgia);

« epilepsy;

« extract foreign objects from the head or brain, as well as, if
necessary, the surgeon's access to certain areas of the brain
tissue.

CONTRAINDICATIONS:

No contraindications associated with the use of the device
have been identified. As the surgeon can foresee risk
situations due to his/her knowledge and experience, the device

INoka3aHus K NpHMEHEHHIO:

HU3snenne MoxeT ucnonb3oBaThbCA NpPH HEHPOXHPYPrUUECKHX
onepauuax npH cleaylolMX NaToaorHsaX:

* JNA YCTAHOBKH WMIUIAHTATOB (HanmpHUMep, CTUMYNATOpa
rOJIOBHOTO MO3ra) WiH BBEAEHHA HHCTPYMEHTOB;

* [UiA yaaneHus obpasua aHoManbHO# TkaHu (6uoncus);

* INA CHHOKEHHA BHYTPHUEPENHOIO JaB/ICHHS;

* npn o6paboTke nepenoMoB KocTei yepena;

e pnobpokayecTBeHHble U  3OKA4ECTBEHHbBIE
rOJIOBHOTO MO3ra;

* KpOBOTEHYEHMA (KPOBOM3NMAHHA) B pe3ynbTaTe HHCYAbTa,
TpasMbl HWIH CrFyCTKOB KpOBH (reMaTtoMml) OT TpaBM
(cybaypansHas 1 InuaypanbHas reMaToMbl);

* cnabocTH B CTEHKE apTepUH (aHEBpH3Ma COCYN0B FOMIOBHOTO
MO3ra);

* MOBPEXIACHHUSA TKaHEH, NOKPbIBAIOLIMX MO3T;

* oyaru HHpekunH B Mo3re (abcuecchl rojIOBHOro Mo3ra);

* MoBpexAeHWs HepBoB Wiu Jnuuesas OGonb (Hanpumep,
HeBpanrus TPOMHHYHOIO HepBa);

* SMHIENCHA;

* AN U3BNEYCHHS MOCTOPOHHHX APEAMETOB H3 rOJOBBbI HIH
MO3ra, a TaKkkKe NpH HEOOXOAWMOCTH ROCTYNa XMpypra K
onpeneneHHbIM y4acTkaM MO3roBo#i TKaHH.

OImyXO0nH
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must not be used in these cases.

Adverse events (Potential complications)
- damage to the dura mater

- trauma

- hematoma

- blood loss

- contusion

- ingress of metal particles into bone tissue

WARNINGS

- Failure to follow this Instructions for Use manual and of the
associated use equipment can lead to incorrect use of the
device and therefore misuse, which increases the risk of death
to the patient.

- To avoid involuntary movements during the surgical
procedure, it is recommended that the patient’s head be
properly secured to a skull fixation device, which in turn
should be properly fixed to the operating table.

- Do not use the drill in a hole or an area that has already been
drilled, or the surrounding areas. The composition of
reconstructed bone differs from that of healthy bone,
increasing the risk of unwanted breakage. Leave a minimum
spacing of 15 mm from one hole to another.

Note: The device may stop and/or shut down in the middle of
trephination, there is the likelihood that the device may not
reengage.

- It is essential to keep the drill perpendicular (90°) (according
to Figure 3) at the predetermined point of the skull to be
drilled, as an excessive deviation from perpendicularity may
cause the product to fail and lead to serious patient injury.

- Select a drill bit suitable for the thickness according to the
table on the last page. This prevents the drill from tearing the
bone or brain tissue (similar effect when the bit is not
positioned at 90°).

- If the components of the EasyDrill Cranial Perforator
become loose during trephination, discontinue use and contact
Micromar or its representative.

- Take extra care with the pressure applied when drilling the
skull of infants, children, and the elderly or pathological bone.
- The drill can cut or tear the dura mater when it unlocks.
Check some conditions before performing the procedure, such
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MpoTmBoONokasaHua:

MpoTMBONOKa3aHWA, CBA3AHHbIX C UCMOMb30BaAHWEM W3Lenus,
He BblfIBNEHO. MOoCKOoMbKY Bpady 6narofaps CBOMM 3HaHUAM U
onbITY MOXeT npeaBuAaeTb onacHble  cuTyauuu,
NMPOTUBOMOKA3aHNA ONPEeAensatnTCa B KaKAOM KOHKPETHOM
C/ly4ae fleyaLlmm Bpavom.

Mo6oyHble 3P heKTbl (BO3IMOXKHbIE OCIOXHEHUSA)

- MOBPEX/EeHWe TBepAO MO3roBoli 060/104KM

- TpaBMa

- rematoma

- NOTeps KPOBU

- KOHTY3WS

- nonajiaHne MeTasIMyeckKnxX YacTuL, B KOCTHYHO TKaHb

MpeaynpexaeHus
HecobntoaeHue
NpuBEAEHHbLIX B

WHCTPYKUMIA MO 3KchayaTtauyuu,
PYKOBOACTBE, W  WMHCTPYKUMiA  no
aKcnayataumMm  Apyroro  MCronb3yemoro  060pynoBaHus
MOXET MNPUBECTM K  HEHaANeXallemy  WCnob30BaHUo
YCTPOWCTBA, YTO YBE/IMYMBAET PUCK CMEPTU MaLyMeHTa.

- Bo wusbexxaHne HeNpPOM3BO/bHBLIX [ABWKEHWIA BO BPEMS
OMepaTUBHOIO BMELLATE/IbCTBA PEKOMEHAYETCA HaAeXallum
06pa3oM *uKcmpoBaTb TrOMIOBY MauyeHTa B YCTPOMCTBe
(hmKcaumm Yepena, KOTOPOE B CBOH 04epedb AOMKHO ObITb
Hagnexalimm obpasoM 3aKpenseHo Ha ornepaLyoHHOM CTOofe.
- He wcnonb3yiiTe gpenb B OTBEPCTUM WM Ha Y4acTKe, Ha
KOTOPOM Y)Ke BbIMOMHANOCL CBEP/IEHNE, WM B CMEXHbIX
yuyacTkax. CTpyKTypa BOCCTaHOBNEHHON KOCTU OTAMYaeTCs
OT CTPYKTYpbl 340pPOBOW KOCTW, 4TO YBENMYMBAET PUCK
HeXenaTenbHOro  noBpexaeHus.  OTBepCTMS  AO/MKHbI
OTCTOSTb APYT OT Apyra Kak MUHUMYM Ha 15 mm.

MpumeyaHne. YCTPOCTBO MOXET MPeKpaTuTb paboTy w/umm
OTK/OYUTLCSH BO BpeMs TpenaHauuw, npu 3TOM CyLLecTByeT
BEPOSITHOCTb, YTO OHO MOBTOPHO HE BK/IKOUMTCS.

- BaxxHO gepxaTb Apenb nepneHAnkynsapHo (nog yrinom 90°;
COrnacHo puc. 3) K npefBapuTeslbHO BblIBPaHHOMY Y4acTKy
CBEpeHNs yepena, NOCKOMbKY 4Ype3MepHOe OTK/IOHeHWe OoT
NeprneHANKYNApHOro NMofoXKEeHUs MOXET MPUBECTU K COOK B
paboTe yCTPOWCTBA U TSHKENOW TpaBMe NauueHTa.

- Bblbepute cBepno, NpUrogHoe ANs [AaHHOW TOMLMHBI,
cornacHo Tabnuue Ha  mocnefHei  cTpaHuue. 370



as the existence of adhering dura mater or other anomalies
adjacent to the drilling site.

PRECAUTIONS

- Do not use the EasyDrill Cranial Perforator if the sterile
packaging is opened or damaged.

- Do not use the EasyDrill Cranial Perforator if the label is
damaged or missing from the outer plastic drive body.

- The EasyDrill Cranial Perforator is a single-use device
which must never be used on more than one patient.

- Do not re-use, reprocess, or re-sterilize this product. Using
an EasyDrill Cranial Perforator device that has already been
used may cause injury to the patient, operator and/or
operating room staff; Re-use, re-processing or re-sterilization
may compromise the structural integrity of the device and/or
create a risk of contamination of the device, which could
result in patient injury, illness, or death.

NpeoTBpallaeT  packaibiBaHHE  KOCTH  [penbio  w |
NoBpeXACHHE TKAHU TONOBHOrO Mo3ra (Tako# xe 3ddexT
BO3MOJXKEH MPH YCTAHOBKE CBEpia He noa yraom 90°).

- Ecnu komnoweHTn nepdopatopHoro 6opa EasyDrill
pacliaTanuch BO BpeMs TpENaHaUWHW, MpeKpaTHTe ero
MCNONb30BaHHE W obpaTuTech B koMnaHHio Micromar unu k
€e NpeACTaBUTENIO.

- Cnenyer ¢ ocoboii OCTOPOXKHOCTBIO MpWiaraTh JaBjieHUE
NpH CBEPNEHUHM Yepena MIalcHLEB MW JETEH ApYyrux
BO3PACTHBIX TPy, MOXHILIX NtoAeH, NPU MATONOrHYECKHUX
M3MEHEHHUAX KOCTH.

- Koraa apenb pa3bnokHpoBaHa, OHa MOXET pa3pe3arb WIH
pasopsaTb  TBepayld  MosroByio  obonouky. [lepen
BbINOJIHEHHEM MpOLEAYPb! NMPOBEPLTE BO3MOXHOE HANH4HE
HEKOTOPbIX COCTOAHMM, TaKMX Kak CpallleHHe TBepAOi
MO3roBoii 000N0UYKH U APYTHX MATONOrHYECKHX H3IMEHEHHH,
PAIOM C MECTOM CBEPJICHHA.

Mepbl NpeaocTOPOXKHOCTH

- He wucnonw3yiite nepdoparopHsuii Gop EasyDrill, ecnu
CTepwibHas YNaKoBKa OTKPbITa WK MOBPEXACHA.

- He ucnonb3yiire nepdoparopHseiii 60op EasyDrill, ecnu Ha
BHEWIHeM TUIaCTMAacCOBOM KOpMyce MpHBOAA 3THKETKa
NOBPEXAGHA UINH OTCYTCTBYET.

- TMepdoparopusiii Gop EasyDrill npeacrasnser coboii
OQHOPa30BOE YCTPOKHCTBO, KOTOPOE HUKOraa He cneayer
MCMOMIb30BaThb Y HECKONBLKHX MaLMEHTOB.

- TMoBTopHoe wHcnonb3oBaHHWe, NOBTOpHas oOpaboTka wiM
NOBTOPHas CTEPWIM3AUMA NAHHOTO H3AENHA 3anpelleHbl.
Hcnonb3osaunue ObiBliero B ynorpebnennu nepgpoparopHoro
Gopa EasyDrill MoxeT npHYHHHTL Bped [AUMUEHTY,
oneparopy Wunu nepcoHany onepaudoHHOH. [losropHas
cTepuaM3auMsA, MNOBTOpHaA oOpaGoTka wWiaM nNOBTOpHOE
MCMONIb30BAHWE  MOIYT  OTPHLATENbHO  NOBJIHATE  Ha
CTPYKTYPHYIO LENOCTHOCTb YCTPOHCTBA WWIH MNPHBECTH K
PMCKY KOHTAMHMHALUMH W3JENHA M, KaK CNEACTBHE, K
NPUYHHEHHIO Bpe/ia NALIMEHTY, BO3HMKHOBEHHIO 3aboneBanuii
M NIETATLHOMY HCXOMY.

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




6. TexHuuyeckne
XapaKTepucTmMKun
MeAULIMHCKOIO
n3aenusi

7. OnwucaHne

NPUHAaANEXHOCTER,
MeANLMHCKINX
n3aenuin nnm
n3genuii, He
ABNSAOLLNXCA
MEANLUHCKUMW,  HO

npeaycMoTPEHHbIX
ON15 UCMOJIb30BaHNSA B

KOM6UMHaumm c
MeLULMHCKUM
n3genmem (npwn
Ha/IM4mnn)

8. MHpopmaums o
Ha/IMumm B

i i Total Length,
Medical device .
cm Cutting edges Shelf, m T
code

O6was AnuHa, Konnyectso BbicTyn, mm

Kog
cM pexywmnx
MeANLMHCKOTO
KPOMOK + 0,5 mm
nsgenns
+ 0,6 cm
3
DMOO0O0BFAA 8 3
3
DMOOUFAA 8 3
1,5
DMO0210FAA 8 3
3
DMOOIOFAA 8 3

Other additional credentials for ail burs :

1- The strength of the neck - > 133.447

2 - Rockwell hardness - 57-66 HRC

3 - Surface roughness Characteristics - max 32 micro-inches
torque strength

EasyDrill Cranial Perforator is intended to be used for IPC
Console (RC # ®C3 2011/09133) and (or) with various
approved electric (Legend EHS (RU &®C3 2008/02599),
Midas Rex MRS) and (or) pneumatic (RU ®C3 2017/6542)
drill motors.

Additionally, it is necessary to use the perforator attachment
(RU P3H 2017/6156).

Do not use any parts other than Medtronic system components
as damage or substandard performance could result!

No ways of integrating with other medical products is known.

The EasyDrill Cranial Perforators are not incorporated with
medicinal substance.
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Diameter of the
shaft of the
product,

Ouer Diameter, Inner Diameter, .
Drill Depth, mm
mm mm

mm

. . Fny6uHa
HapyXHbl i1 BHyTpeHHMNI

CBEPNIEHUA, MM
OnameTtp, MM

AvnameTtp, Mm NwnawmeTp Bana

ngennsa, Mmm

+0,1 mMm
+ 0,5 mm + 0,5 mm

+ 0,2 Mm
7,7

9 6 3
7,7

11 7 3
7,7

14 n 1,5
7,7

14 n 3

[pyrvie [ononHUTENbHbIE faHHbIe 418 BCeX 6OPOB:
1- MpoyHOCTb LWelKK - He MeHee 1334 H

2- TeepgocTtb no Poksensny - 57-66 HRC

3 - LLlepoxoBaToCTb NOBEPXHOCTM - He 60nee 0,8 MKM

bop nepdopaTopHbIli ¢ KynadkoBbiM MexaHusmom EasyDrill
OIS XMPYPrUYecKnX 3NeKTPOMHCTPYMEHTOB MpefHa3HaueHbl
4NA MCnonb3oBaHus ¢ YHusepcanbHolt Konconsto IPC (PY
$®C3 2011/09133) u (Mnm) € pasMYHbIMU OJ0OPEHHBIMU
anekTpuyeckumn (Legend EHS (PY ®C3 2008/02599),
Midas Rex MR8) u (unm) nHeBmatnyeckumn (PY P3H
2017/6542) moTopaMu apenw.

LononHnTenbHO  HEOGXOAMMO  MCMO/b30BaTb  Hacagky
natpoH-nepgopatop (PY P3H 2017/6156).
He pgonyckaeTcsd  MpUMEHeHMe  Kakux-nnbo  Apyrux

KOMMOHEHTOB KPOME KOMMOHEHTOB CUCTEMbl «MeaTPOHMKY,
TaK Kak 3TO MOXET TMPUBECTM K TMOBPEXAEHUAM UIN
HeHaanexawleMmy OyHKUMOHMPOBaHNIO 060pyf0BaHNS!
Kakue-nnéo  cnocobbl  WHTErpupoBaHUs € Apyrumu
MeAULUNHCKAMUW U3LeIUAMU OTCYTCTBYIOT.
JlekapcTBeHHbIe cpefcTBa M (hapmaueBTMUeckue cybcTaHLmMm
B NepgopatopHbIxX 6opax EasyDrill oTcyTcTBYIOT.

Weight, g
(+10%)

Macca

(gonyck ang
BCEX 3HAHUMU

cocTaBnfaeaTt

+10%)

, T

53

57

65

62



B S

MEeAHIBHCKOM The EasyDrill Cranial Perforators are not designed or Marephans! sXHBOTHOTO MK YENOBEUECKOTO NPOHCXOXNCHN |
H3Zenun manufactured with any known biological origin components. | 8 neppoparopubix 6opax EasyDrill orcyrersyior.
JIEKAPCTBEHHOTO
cpeacTea ans
MeAHIHCKOr o
nNpuMeHeHud,
MATEPHANOB
XKABOTHOTO H (HAH)
YeNI0BEYeCKOro
TNPOHCXOKACHHS

9. Hadopmauws o
nOpAaKe YCTRAHOBKH,
MOHTAXA, HACTPoHiKH,
KRNHOPOBKH H HHBIX
neficTBHAX,
HeoSxoanMbIX ann
B8B08 MEIHLUHHCKOro
W3ACAHR B
IKCILAYSTALHIO
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System Setup

- The EasyDrill Cranial Perforator should only be used with a
motorized driver with a Hudson-type chuck.

- The EasyDrill Cranial Perforator must be used with the
drilling equipment’s motor rotation in clockwise direction.
Note: Verify your drilling equipment’s type of connection and
request an adapter if it is not of the Hudson-type.

EasyDrill Cranial Perforator Functional test
Perform the following function test
trephination.

Use sterile disposable gloves to perform the test.
CAUTION: Ifthe sterile protective cover is not available, use
sterile gauze (as a protective barrier) when handling the
cutting end of the EasyDrill Cranial Perforator.

NOTE: Do not use the product and contact customer service if
either of the two function tests below fail to present the
indicated results:

1 Firmly hold the EasyDrill Cranial Perforator’s plastic drive
shank (Hudson shank) and the protective cover, turning the
cutting end of the EasyDrill Cranial Perforator device in a
clockwise direction. The cutting end of the device should turn
freely; see Figure 1

2. Next, grasp the EasyDrill Cranial Perforator by the plastic
drive shank (Hudson shank) and press the protected cuj ng
end of the device into the opposite hand, turn the drill
clockwise until it locks; see Figure 2; to unlock, cease to
apply pressure.

before each

CRANIAL BONE DRILLING PROCEDURE:
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MEPES WCMOJIbBOBAHVUEM: HACTPOUKA U
OYHKUNOHANBHAA NMPOBEPKA CUCTEMBbI
HacTpoiika cuctembl

- MepdopatopHblii 60p EasyDrill cnegyeT wmcnonb3osath
TO/MbKO C MOTOPK30BaHHbLIM MPUBOAOM C LIaHTrOBbIM NaTPOHOM
Tmna Hudson.

- MepdopatopHbiin 60p EasyDrill cnegyeT mcnonb3oBaTb €O
CBEPAULHbLIM 060pyA0BaHMEM, NPUBOS, KOTOPOrO BpaLlaeTcs
Mo YacOBOW CTPenke.

MpumeyaHve. [MpoBepbTe TUM pasbemMa Yy CBEPIUILHOIO
060pyfoBaHMA 1, €CAM OHO He CHabXeHO pa3beMoOM TuMa
Hudson, 3akaxuTe nepexofHuK.

P yHKLMOHaNbHasA
EasyDirill
BbinonHsinTe cnegyowyo QyHKUUMOHaNbHYH MNpPOBEPKY
nepef KaXgoin TpenaHaumen.

MpoBepKy cfieflyeT BbIMOMHATL B CTEPU/IbHBIX O4HOPA30BbIX
nepyaTkax.

BHVUMAHWE! Ecnu cTepu/bHbIA  3alWTHBIA  KOANAQYOK
HeLOCTYMeH, WUCMONb3yHTe CTEPUbHYD Mapato (B KadyecTse
3aWmUTHOro Gapbepa) MpyM 06paLLEHUM C PexyLuM Kpaem
neptopatopHoro 6opa EasyDrill.

MPUMEYAHWE. Ecnun pe3ynbTaTbl O4HOI U3 MPUBEAEHHBIX
HUXe  (DYHKLMOHANbHBIX  MNPOBEPOK  OT/MyalTcd  oT
yKa3zaHHbIX, HE UCNOMb3YITe U3aenve 1 0bpaTUTeCh B CTYXOY
Mo paboTe C KMeHTamu.

1 Kpenko AepXXUTe  MNacTMaccoBbll XBOCTOBUK
nepcopaTopHoro 6opa EasyDrill (xBocToBMK Tna Hudson) u
3aLMUTHBIA  KOMNa4yoK, MOBOpauMBas  PeXyLiWMid  Kpaid

npogepka 6opa nepopaTopHOro



Note: Recommended speed range for drilling using the
EasyDrill Cranial Perforator is 800 to 1000 RPM.

- After the functional tests, attach the EasyDrill Cranial
Perforator to the Hudson-type chuck of the motorized driver.
Verify that the EasyDrill Cranial Perforator is firmly fixed to
the Hudson-type chuck before proceeding.

- Remove the protective cover from the cutting end of the
EasyDrill Cranial Perforator device before drilling.

- Position and press the cufting end of the EasyDrill Cranial
Perforator gently against the skull to be perforated.

- Manually turn the EasyDrill Cranial Perforator until you
feel the drill engagement.

- Position the EasyDrill Cranial Perforator perpendicular to
the skull (90°) on the point of perforation (see Figure 3).
Supply power to the drilling system and begin trepanation.

- Maintain a gentle and continuous pressure while drilling.

- Irrigate the point of perforation with physiological serum
while drilling to prevent bone necrosis.

- At the drilling depth where the EasyDrill Cranial Perforator
device ceases to find resistance to bone, it automatically
disengages the cutting end of the device which stops rotating.
Note: At this stage, the plastic drive shank of the device will
appear to continue to rotate.

Note: At this point, discontinue powering the system.

- Carefully remove the EasyDrill Cranial Perforator from the
skull.

- There may still be a thin bone layer in the hole that must be
carefully removed with appropriate surgical instrument. If this
layer is adhered to the brain material, take appropriate care
not to injure the dura.

- Before performing another perforation, wipe the cutting end
of the EasyDrill Cranial Perforator removing the residues
from the previous drilling. Perform testing procedures again.

nepgopatopHoro 6opa EasyDrill no uacoBo#t crpenxe.)
Pexxymuii kpa#i ycTpoiicTBa AOMKEH TMOBOPaYHBaTHCA

cBoboaHo (cM. pHc. 1).

2. 3arem Bo3bMHTE nepdopartopHbiii Gop EasyDrill 3a
ractmaccoBbiii  xBoctoBuk (tuna Hudson), wHanasute
3aLMLICHHBIM PEXYIUHM KpaeM Ha JpYrylo pYKy H
NOBEpHUTE ApeNib MO YAaCOBOH CTpenke A0 ee GNOKHUPOBKH
(cM. puc. 2). ins pa3baoKHpOBKH NPEKPATHUTE AABNIEHHE.

MPOLEAYPA CBEPJEHUA YEPEMHOHW KOCTH
INpumeyanue. [N cBepieHus ¢ noMowpio nepdpoparopHoro
6opa EasyDrill pekoMeHayercs ckopocTb B auanasoHe ot 800
o 1000 06./MuH.

- Tlocne ¢yHKUHOHANBHBLIX MPOBEPOK  MOACOCAMHHTE
nepdopatopubiii 6op EasyDrill k narpoHy tuma Hudson
MoTOopH3oBaHHoro  npusoaa. [lepean  npomomkeHuem
npoBepbTe HameKHOCTH ¢HUKcauuu nepdopatopHoro 6Gopa
EasyDrill k narpony Tuna Hudson.

- [llepen cBepneHHeM CHHMMHTE 3alUMTHBIK KOMMA4YOK C
pexyutero kpas nepgoparopHoro 6opa EasyDrill.

- Pasmecture pexywmii kpaii nepdoparopHoro 6Gopa
EasyDrill HanpoTHs nepdopupyeMoro ydactka uepena M
npuxMuTE.

- BpyuHyw mnosepuute neppopatopHsiit 6op EasyDrill,
4TOObI OLYTHTH €ro CLEIUIEHHE C KOCTBIO.

- VYcranoeute nepdoparopbiit 6op EasyDrill B Touke
nepdopauny NEpNeHIHKYNSPHO K MOBEPXHOCTH yepena (90°)
(cM. puc. 3). TMonaiite nuTaHWe K CBEpAWIbLHOH CHCTEMe H
Ha4yHHTE TPENaHaLKIo.

- Bo BpeMmsi cBepneHHA NMOCTOAHHO OkasbiBaiiTe Hebonbuioe
DaBJICHHE.

- Jlns npenoTBpalleHHs HEKPO3a KOCTH BO BpeMs CBEPICHHA
opolaiite TOUKy nepdopauny pU3HONOTHYECKHM PaCTBOPOM.
- Ha rny6une cBepnenus, Ha koTopo#t nepdopatopHslit 6op
EasyDrill npekpaTHT BcTpeyaTb CONMPOTHBICHHE KOCTH, OH
aBTOMAaTHYECKH pacUEnHUT pexylui Kpail yCTpo#cTBa, 4TO
NpHUBENET K OCTAHOBKE BPalICHHA.

[Mpumeuanue. Ha 3Toll craauu niacTMaccoBbiif XBOCTOBHMK
yCTPOHCTBa MPOAO/DKHT BpalllaThCA.

Ipumeuanne. B 3TOT MOMEHT npekpaTuTe NOAaBaTh
NUTaHHE K CHCTEME.

- AkkypatHo orBeauTe nepdoparopHbiii 6op EasyDrill ot
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yepena. x‘

- B 0TBepCTHH MOXET OCTaTbCA TOHKHIA CNOM KOCTH, KOTOpbIH
HeoOXOAMMO  OCTOPOXKHO  YNANHTb  COOTBETCTBYIOLIHM
XMpYpruueckuM HHCTpyMeHTOM. Ecnaum ator cno#t mioTHo
NPUIEKUT K TKAaHW TONOBHOrO MO3ra, HeOOXOAHMO
cobnogaTh COOTBETCTBYIOLLYID OCTOPOXHOCTb, UYTOOBI He
NOBPEAHTH TBEPAYIO MO3rOBYIO 000/I0UKY.

- Ilepen nanbHeiiweli nepdopauueit nNpoTpuTe pexywui
kpaii nepdoparopHoro Oopa EasyDrill, 4tobbl ynanuthb
MaTepHaibl, OCTaBIINECA OT Npeablayilero ceepneHus. CHOBa
BbIMOIHKTE NpOUEAYPbl NPOBEPKH.

10. Tpeboaunus « | User: Surgeon. INons3oBarens: Bpay-xupypr.

NMoOMeIeHHAM, B

KOTOPbIX

npeanoJaaraeTcs

ycTaHOBKA (MOHTAX)

MEAHUHHCKOTO

H3leJIMSl, A TaKKe

TpeGoBaHHun K

TIOATO0TOBKE HAH

KBaJHPHKAUHH JHU,

OCYWeCTBJISIOUIHX

yCTaHOBKY (MOHTAXK)

MeAHUHHCKOTO )

H3OeNHS (npu

HAJIHYHH)

11. MHndopmauus

ans NpoBepKH

NPaBHALHOCTH

YCTAHOBKH (MOHTaXa)

MeAHLHHCKOro

H3aeaHs " ero

TOTOBHOCTH K

Ge3zonachoit

IKCMIYATAUHH

a) Copepxanne wu | Not applicable. He npumenunmo.

NEPHOAHYHOCTD Do not re-use, reprocess, or re-sterilize this product. Using an | [TosTopHoe Kcnonb3oBaHue, noBTOpHas o6paGoTka WM
TEXHHYECKOro EasyDrill Cranial Perforator device that has already been used | moBTopHas cTepuaM3alUMs NAHHOTO H3AENHA 3anpelleHbl.
00cayKHBAHKS, may cause injury to the patient, operator and/or operating | Mcnons3oBanue GuiBwero B ynotpeOnexnuu nepdopatopHoro
BKatouas o4ucrky M | room staff, Re-use, re-processing or re-sterilization may | 6opa EasyDrill Moxer npuuMHMTR Bpea  MNauMeHTy,
ae3nHdexunIo compromise the structural integrity of the device and/or create | onepatopy Wwin nepcoHany onepauuoHHo#. IlosTopHas
MEAHUHHCKOro a risk of contamination of the device, which could result in | crepunuzauus, nosTopHas o6pabGoTka WIH MOBTOPHOE
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H31eNHN; patient injury, illness, or death. UCMONB30BAHHE  MOTYT  OTPHUATENIBHO  NOBAMATL  Ha
CTPYKTYPHYIO UENOCTHOCTh YCTPOWCTB2 W/WIH NpPHBECTH K
PHMCKY KOHTAMHHAaLUMM H3AENMA M, Kak CNeACTBHe, K
NPHYHHEHHIO Bpela NMaUMEHTy, BO3HMKHOBEHHIO 3a601eBaHuil
M IeTaIbHOMY MCXOny.

6) [Ilepeuenn Not applicable. He npumenunmo.

NpeaocTaBAeHHbIX

NpoH3BOAHTEIEM

(u3roroBHTENIEM)

MEXHUHHCKOTO

H3ZeHA  CcBeaeHMmid,

KJII0veH, napoJei

A0CTYNna, Nporpamm,

Heo0x0AHMBIX ans

MOHTaXA, HAJAAKH,

IKCNAYATAUMH H

TeXHHYEeCKOro

00CNYKHBAHHS

MeHUHHCKOro

H3eaHs;

B) [Ilepeuensn Not applicable. He npumenumo.

PACXOaHbIX Do not re-use, reprocess, or re-sterilize this product. Using an | [TosropHoe ucnons3osaHue, nosTopHas o6pabotka uan

MaTepHAJIoB EasyDrill Cranial Perforator device that has already been used | noBropHas cTepunH3auMs AaHHOTO W3JAENHA 3aNpPELLCHBI.

(KOMNOHEHTOB, may cause injury to the patient, operator and/or operating | Mcnons3osanue GbiBLiero B ynorpebnenuu nepgopartopHoro

pearentoB), a Ttaioke | room staff; Re-use, re-processing or re-sterilization may | 6opa EasyDrill Moxer npuYMHHTL Bpel MNauMEHTY,

npoueaypy ux | compromise the structural integrity of the device and/or create | onepatopy wunu nepcoHany onepaunoHHoi. [losTropHas

NpHMeHEHHS u | a risk of contamination of the device, which could result in | crepunusaumns, nosropHas o6paboTka WIM ROBTOpHOE

3aMEHbI; patient injury, illness, or death. HCNOMb30BAHWE  MOrYT  OTPULATENIBHO  MOBIMATHL  Ha

CTPYKTYPHYIO LEJIOCTHOCTb YCTPOWCTBA W/HAM NPUBECTH K
PHCKY KOHTAMMHALMH HU3JENHA M, KaK CNeACTBHE, K
NPUYHHEHHIO Bpela NAUMEHTY, BOSHHKHOBEHHIO 3a601eBaHHi
M JIETAIbHOMY HCXOAY.

r) Heobxoaumoctsb

KaaubpoBxH aan
obecnevwenus
Hajaexauen H
Oe3zonacnoft  pabothi
MEHUHHCKOro

H3leIHA B TeuveHHe
CpOKa ero cayxobi;

Not applicable.

He npumeHumo.

o) MeToanbi

CHHIKCHHA PUCKOB,

Not applicable.

He npumenumo.
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CBA3AHHLIX C

yCTaHOBKO#H,

xanubposxoii HIH

TEXHHYECKHM

00CcayKHBAHHEM

MeAHUHHCKOro

H3geaHs;

e) Hudopmauua o | System Setup NEPEJ] MCHOJIb30OBAHHEM: HACTPOUKA H
MOHTaXke, Hanaake, | - The EasyDrill Cranial Perforator should only be used witha | ®YHKIIMOHAJIBHASA NMPOBEPKA CUCTEMbI
HacTpoiike, motorized driver with a Hudson-type chuck. HacTtpoiixa cucremni

Kaaubposke n uubiM | - The EasyDrill Cranial Perforator must be used with the | - Tlepdoparopustit 6op EasyDrill cneayer ucnons3osath
neficTBHAM, drilling equipment’s motor rotation in clockwise direction. TOJILKO ¢ MOTOPH30BaHHBIM MPUBOZOM C LIAHTOBbIM MAaTPOHOM
HeoOxoanmbiM s | Note: Verify your drilling equipment’s type of connection and | Tuna Hudson.

BBOA2 MeQHUHMHCKOro | request an adapter if it is not of the Hudson-type. - Mepdoparopuwiii 60p EasyDrill cneayer ucnonbsosats co
H3/1eJHRA B CBEPAWIbHLIM 060py10BaHHEM, IPMBOA KOTOPOTO BpallaeTCa
Ikenayarauuio u ero | EasyDrill Cranial Perforator Functional test No 4acoBO# CTpenke.

NpaBHILHOMH Perform the following function test before each | [lpumeuanue. [lpoBepbTe THN pasbeMa y CBEPIWIBHOIO
IKCAAYATAUHH trephination. 0o60OpyROBaHHA M, €CJIH OHO He CHabXeHO pa3beMOM THNA
(npuMeHeHunR); Use sterile disposable gloves to perform the test. Hudson, 3akaxuTe nepexoqHuk.

CAUTION: If the sterile protective cover is not available, use
sterile gauze (as a protective barrier) when handling the
cutting end of the EasyDrill Cranial Perforator.

NOTE: Do not use the product and contact customer service if
either of the two function tests below fail to present the
indicated results:

1. Firmly hold the EasyDrill Cranial Perforator’s plastic drive
shank (Hudson shank) and the protective cover, turning the
cugting end of the EasyDrill Cranial Perforator device in a
clockwise direction. The cutting end of the device should tumn
freely; see Figure 1.

2. Next, grasp the EasyDrill Cranial Perforator by the plastic
drive shank (Hudson shank) and press the protected cuy ng
end of the device into the opposite hand, turn the drill
clockwise until it locks; see Figure 2; to unlock, cease to
apply pressure.

CRANIAL BONE DRILLING PROCEDURE:
Note: Recommended speed range for drilling using the
EasyDrill Cranial Perforator is 800 to 1000 RPM.
- After the functional tests, attach the EasyDrill Cranial
Perforator to the Hudson-type chuck of the motorized driver.
Verify that the EasyDrill Cranial Perforator is firmly fixed to

PyHKUHOHAIBHAA NpoBepKa uepenHoro nepdoparopa
EasyDrill

Boinoausiite caenyromyo PyHKUHOHANBHYIO NPOBEPKY
nepea Kaxao# TpenaHauueit.

[TpoBepky: cneiyer BbIMONHATD B CTEPUIbHBIX OAHOPA3OBbIX
nep4arkax.

BHUMAHHE! Ecau cTepwibHbIil 3alUMTHBINA KOMMAuyoK
HEMOCTYMNEH, UCTIONb3YATE CTEPHIBHYIO Mapiio (B KauecTse
3aliMTHOrO Oapbepa) npu oOpallleHUH C PEeXYIIHM Kpaem
nepgopartopHoro 6opa EasyDrill.

NPUMEYAHHE. Ecnu pe3ynbTaTh! 011HO#M U3 NpHBEAEHHBIX
HWXKe  (QYHKUMOHANbHLIX TMPOBEPOK  OTIAMYAKOTCA  OT
yKa3aHHbIX, HE UCTIONB3YHATE H3aenue u obpaTuteck B cnyx6y
no pabote c KJIMEHTaMH.

1. Kpenko  gepxuTe  NIacTMaccoBbiii  XBOCTOBHK
nepdoparopHoro 6opa EasyDrill (xBoctosuk Tuna Hudson) u
3aUIMTHBIA  KOMMAYoK, [MOBOpPayYyMBas  pexyluii  kpafi
nepdoparopioro 6opa EasyDrill no w4acoBo#i crpenke.
Pexxymuii kpaii ycTpoiicTBa O0MmKeH MNOBOPa4YMBATLCA
cBobonHo (cM. puc. 1).

2. 3atem Bo3bMHTe nepdoparopHbiii Gop EasyDrill 3a
nnacrmaccoBsiii  xsoctoBuk (tuna Hudson), HanasuTe
3aLIHLICHHBIM _ PEOXYWHM  KpPaeM Ha ApYryi0o pYKY H
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the Hudson-type chuck before proceeding.

- Remove the protective cover from the cufting end of the
EasyDrill Cranial Perforator device before drilling.

- Position and press the cufting end of the EasyDrill Cranial
Perforator gently against the skull to be perforated.

- Manually turn the EasyDrill Cranial Perforator until you
feel the drill engagement.

- Position the EasyDrill Cranial Perforator perpendicular to
the skull (90°) on the point of perforation (see Figure 3).
Supply power to the drilling system and begin trepanation.

- Maintain a gentle and continuous pressure while drilling.

- Irrigate the point of perforation with physiological serum
while drilling to prevent bone necrosis.

- At the drilling depth where the EasyDrill Cranial Perforator
device ceases to find resistance to bone, it automatically
disengages the cutting end of the device which stops rotating.
Note: At this stage, the plastic drive shank of the device will
appear to continue to rotate.

Note: At this point, discontinue powering the system.

- Carefully remove the EasyDrill Cranial Perforator from the
skull.

- There may still be a thin bone layer in the hole that must be
carefully removed with appropriate surgical instrument. If this
layer is adhered to the brain material, take appropriate care
not to injure the dura.

- Before performing another perforation, wipe the cutting end
of the EasyDrill Cranial Perforator removing the residues
from the previous drilling. Perform testing procedures again.

MOBEPHUTE peib M0 HaCOBOW CTpenke 10 ee GNoKMpoBkw |
(cMm. puc. 2). Jlns pa3OnokHpOBKH NMpeKpaTHTE AaBIEHHE.

MPOLUEAYPA CBEPJIEHHA YEPEITHOH KOCTH
IMpumeuanue. Jns cBepierus ¢ nomollsio nepdopaTtopHOro
6opa EasyDrill pexomeHayeTcs ckopocTb B AManasoke ot 800
ao 1000 06./Mun.

- Tlocne ¢yHKUMOHANBHBIX TNPOBEPOK  MOICOEAHMHHTE
nepdopatopHsiii 6op EasyDrill k narpoHy tuma Hudson
MOTOpH3OBaHHOro  npusoga. Ilepen  nponomkeHuem
nposepbTe HaleXKHOCTb (puKkcaunu nepdoparopHoro 6Gopa
EasyDrill k natpory Tuna Hudson.

- Tllepen cBepneHHeM CHUMHTE 3aIUMTHBIA KONMA4YOK C
pexyuero kpas nepgoparopHoro 6opa EasyDrill.

- Pasmecture pexywmii kpaiti nepdopatopHoro Oopa
EasyDrill nanpotus nepdopupyeMoro yuacrka udepena H
MPHKMHTE.

- Bpyunyio nosepHute nepdopatopHslit Gop EasyDrill,
4TOObI OLLYTHTD €10 CUETUIEHHE C KOCTbIO.

- Ycranosure nepdoparopHbiii 6op EasyDrill B Touke
nepdopauny nepneHANKYNSpHO K NOBEPXHOCTH yepena (90°)
(cM. puc. 3). lMonaiite nuTaHKHe K CBEPIUNBLHOH CHCTEMe M
Ha4YHWTE TpenaHauMIo.

- Bo BpeMs cBepneHHAs MOCTOSHHO OkasbiBaiiTe Hebonsbuioe
JaBleHHe.

- J1na npenoTBpalleHHA HEKPO3a KOCTH BO BpEMsA CBEpIEHUA
opousaiite Touky nepdopauny GU3HONOrHHECKMM PaCTBOPOM.
- Ha rny6une cBepaeHus, Ha koTopoit nepdopatopHsiii 6op
EasyDrill npekpaTtutr BCTpeuyaTrb CONMpPOTHBIEHHE KOCTH, OH
aBTOMaTHYECKH pacUenMT pexyLiWit Kpai ycTpoiicrea, uyTo
MpHBEAET K OCTAHOBKE BpaLLEHHA.

INpumeuanue. Ha 31oli craguu mnacTMaccoBblii XBOCTOBUK
YCTPOHCTBA NPOJOMIKHT BpaLLATHCA.

Ilpumeuanne. B 3TOT MOMEHT mnpekpaTuTe MoAaBaTh
NUTaHHE K CHCTEME.

- AkkypatHo otBeaute nepdgoparopubiii 6op EasyDrill or
yepena.

- B oTBepCTHH MOXET OCTaTbCA TOHKHIA ClO# KOCTH, KOTOPbIH
HeoOXONMMO  OCTOPOXHO  YAaNHThb  COOTBETCTBYIOLINM
XHPYPruueckuM HHcTpyMeHToM. Ecnu 3toT cnoit nnotHo
NPUNEXHT K TKaHM TONOBHOrO MO3ra, Heobxoaumo
cobnonaTh COOTBETCTBYIOUIYIO OCTOPOXHOCTb, 4TOOBI He
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CT——

NOBpeUTh TBEPAYIO MO3rOBYIO 0GONOUKY. ]
- Tepen nanvHelwel nepdopaumedt NpoTpuTe peXylHit
kpait nepdoparopHoro 6Gopa EasyDrill, 4to6sl ynanuts
MaTepHalibl, OCTaBLIHECA OT NpeablIyllero ceepneHus. CHosa
BBINOJIHHTE NPOLEYPbl MPOBEPKH.

x) Hndopmauus o
nmepeyHe  OCHOBHBIX
XapaKTepPHCTHK no
IKCMAYATAUHH
(npuMeHenHI0)
MEAHUHHCKOro
H3eJHNl, YCJAOBHSM

TPaHCIIOPTHPOBKH H
XpaHeHHus (Hanpumep,

TemMnepaTypa H
BJAAXKHOCTL  BO31YyXAa,
OCBeIIEHHE #  HHbIE

X8paKTEePHCTHKH)

Operating conditions:

EasyDrill Cranial Perforators must function in temperatures
ranging from 15° to 30° C temperature at the standard
conditions of hospital operating room environment. (humidity
40 - 75%, pressure 700-1060 kPa)

Storage Conditions:

Store with other sterile devices in normal operating room
temperatures in a dry place and in a manner that protects the
integrity of the package and the sterile barrier. Rotate
inventory so that device is used before the expiry date on the
package.

(Temperature +15° to 30° C Humidity 40 - 75%, Pressure
500-1060 kPa)

Transport Conditions:

Can be transported in temperature level -40 °C to +70 °C,
humidity levels 10-95%, atmospheric pressure 500-1000 kPa
and in a manner that protects the integrity of the package and
the sterile barrier.

Packed by the manufacturer products are transported by all
modes of transport in closed vehicles in accordance with the
rules of carriage of goods, operating in each mode of
transport.

Yc10BHR IKCILTYATALHH:

bop nepdoparopuslit EasyDrill ¢ kynaukoBsIM MexaHH3MOM
JOMKEH HCMonb3oBaThCA Nnpu Temneparype 15 — 30 °C B
CTAaHAApTHBIX  YCNIOBHSX  OMEpauMoHHOH  CTauMoHapa.
(BnaxHoctb 40 - 75%, nanenne 700-1060 kIla)

YcnoBus xpaHenus:

XpaHHTb ¢ NPYrMMH CTEPWIbHBIMH M3JENHAMH B OOBIYHBIX
YCNOBHAX OMNEPaUHMOHHON B CYXOM MeCTe M B MOpAAKe,
ofecneunsalowleM COXPaHHOCTb UENOCTHOCTH  YMaKOBKH
crepunbHoro Gapeepa. OGecneynts 00OPOT 3anMacoB TakHUM
obpa3oM, 4TOObI HM3ZEAHA HCMONB3OBANMCL A0 HWCTEYEHMA
Cpoka rOAHOCTH, yka3aHHoro Ha ynakoske. (Temnepartypa
+15° ... +30°C, BnaxHoctb 40 - 75%, nasnexue 500-1060
kl1a)

YcA0BHS TPAHCNOPTHPOBKH:

Pazpewdercs TpaHcnoprupoBka npu Temneparype ot -40 °C
po +70 «°C, ¢ yposHeM Bnaxsoctd 10-95%, npu
atMocdepHom pasnenun 500-1000 kfla u B nopsake,
ofecneynBalollleM COXPAHHOCTb LEIOCTHOCTH YMAaKOBKH H
crepuibHoro 6apbepa.

H3nenua, ynakoBaHHble MPOU3BOAMTENEM, TPAHCMOPTHPYIOT
BCEMHM BHMIAMH  KpPBITBIX TPAaHCMOPTHBIX CPEACTB B
COOTBETCTBHM C  MNpaBWIaMH  TIEPEBO3KH  TpY30B,
JEeHCTBYOLIMMH JUIA KQKA0r0o BUAa TPaHCNOpPTa.

3) Nepeuensn

EasyDrill Cranial Perforator meets the requirements of a

Bop nepdoparopubiit EasyDrill ¢ kynaukoBbIM MexaHH3MOM

NPHMEHREMBIX series of international standards EN [SO 10993, EN ISO | orBeuyaer Tpe6OBaHHAM CepHH MEXIYHApOAHBIX CTaHIapTOB
NPOH3IBOAHTENEM 11137. A complete list of international requirements is [ EN ISO 10993, EN ISO 11137. TIlonusiii cnucok
(H3roTOBHTENEM) available upon request. MeXIyHapoaHbIX TpeboBaHHii NpeaocTaBAAETCA MO 3anpocy.
MeaHUHHCKOTO

H3/1eHSA

HALUHOHANbHbIX

CTaHAapTOB

12. Hudpopmaunsa o | 1. This device is single-use. 1. JaHHoe wu3nenue npeaHa3HAYeHO IS OIHOKPATHOro
CTEPHILHOM 2. Device is sterile. MPUMEHEHHS.

COCTOSIHHH 3. Sterilized by Gamma Radiation. 2. U3aenne aBnseTcs CTEpWIbHbIM.
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MegULMHCKOro

n3genns, MeToge ero
cTepunmusauum un o
nopsigke AencTtevini B

cnyyae  HapyLleHus
CTepUIbHOW
yNakoBKW (ecnn
MeMLNHCKOE U3fenue
nocrassisieTcs B
CTePUSIbHOM BUIe)
nnw, ecnm
MefMLMHCKOe n3genve
noctasnsieTcs
HeCTepW/ibHbIM,
yKaszaHue Ha
Heo6X0AMMOCTb  ero
cTepuamsaumm nepeg
NCMO/Ib30BaHNEM

13.  WHdopmauyms o

4. Sterility Assurance Level (SAL)- 10"

Do not use the EasyDrill Cranial Perforator if the sterile
packaging is opened or damaged.

Do not re-use, reprocess, or re-sterilize this product. Using an
EasyDrill Cranial Perforator device that has already been used
may cause injury to the patient, operator and/or operating
room staff; Re-use, re-processing or re-sterilization may
compromise the structural integrity ofthe device and/or create
a risk of contamination of the device, which could result in
patient injury, illness, or death.

See labeling:

Do not use if package is damaged

@

If the single use symbol is on the device label then this device
is designed for single patient use only. Do not re-use,
reprocess, or resterilize this product. Reuse, reprocessing, or
resterilization may compromise the structural integrity of the
device and/or create a risk of contamination of the device,
which could result in patient injury, illness, or death.

1Sl

Do not resterillize

STERILE
Sterilized by Gamma Radiation

Not applicable.
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3. CTepnnun3oBaHo C UCMOMb30BaHEM FraMMa-n3nyyeHus.
4. MuHMManbHbIV rapaHTVPOBaHHbIN YPOBEHb CTEPUTBHOCTM
(ryc): mo»

He wcnonb3yinte nepdopatopHblii 6op EasyDrill,
CTEpUNbHAs YNakoBKa OTKPbITa UIN NOBPEX/eHa.
MoBTOpPHOE WCMONb30BaHME, MOBTOPHas 06paboTka WK
MOBTOpPHas CTepuAM3aumus [JaHHOTO MW3Aenus  3anpeLyeHbl.
Vcnonb3oBaHWe GbIBLLErO B YNOTpebaeHUM nepdopaTopHOro
6opa EasyDrill MOXeT nNpUYUMHWUTL Bped  NauWeHTY,
onepatopy W/wWauM nepcoHany OnepauuoHHOi. [loBTOpHas
cTepunusaymsa, nosTopHas o06paboTka WAM  MOBTOPHOE
NCMOMb30BaHWe  MOTYT  OTpULATENlbHO  MOBAMSATbL  Ha
CTPYKTYPHYH LENOCTHOCTb YCTPOCTBA W/WAKM NPUBECTU K
PUCKY KOHTaMUHaUMW M3genns W, Kak Cneacteue, K
MPUYMHEHNIO Bpeaa NauueHTy, BO3HNKHOBEHWIO 3a60/1eBaHNI
1 NeTanbHOMY MCXOAy.

ecnn

CM. MapKUpPOBKY:

He wcnonb3yiite u3genve, ecnvm ynakoBKa BCKpbITA WM
noBpexaeHa

Ecnn Ha MapkupoBKe M3genus ecTb CUMBOM OAHOPA30BOrO
CMONb30BaHMA, TO 3TO YCTPOIWCTBO NpefHa3HaYeHO TONbKO
AN MCMONb30BaHMA OAHUM naumeHTOM. He ucnonb3yiite
MOBTOPHO, He o06pa6aTbiBaiiTe W He CTepunusyiiTe 3TOT
MPoAyKT MOBTOPHO. MoBTOpHOE 1CMOMb30BaHWe,
nepepaboTka UM NOBTOPHas CTEPUAN3ALMA MOTYT HapyLUUTb
CTPYKTYPHYIO LENOCTHOCTb M3genus u / wuam co3gaTb puUcK
3arpasHeHVs W3genus, 4YTo MOXeT MpuWBeCTUM K Tpasme,
60ne3HM UM CMepTH NauueHTa.

He nognexuT nosTOPHON CTepunmnsaumm
STERILE

CTepunnsoBaHo raMmMa-u3nyyeHuem
He npumeHuMo.



nopsake obpaboTku
MEJHUHHCKOTO
HIZeHA AR
NOBTOPHOI O
HCMONbL30BaHHH,
BKJOYAA  OMHCTKY,
ae3nndexuHIo,
yNakoBKY H nNpH
HeobxoaumMocTH MeTOn
NOBTOPHOI
CTEPHAH3AUHH  (ECAH
MEAHUHHCKOE HIleNaHe

ero

Do not re-use, reprocess, or re-sterilize this product. Using an
EasyDrill Cranial Perforator device that has already been used
may cause injury to the patient, operator and/or operating
room staff; Re-use, re-processing or re-sterilization may
compromise the structural integrity of the device and/or create
a risk of contamination of the device, which could result in
patient injury, illness, or death.

MoBTOpHOE HCTONb30BaHKE, MOBTOpHas o06pa6oTka wam |
MOBTOPHAA CTEPH/IM3AUMA NAHHOrO M3JCNHA 3anpelueHbl.
Ucnonws3oBaHue GbiBliero B ynotpebnennu nepdoparopHoro
6opa EasyDrill MoxeT npHYHHWT Bpel MNalUMEHTy,
onepatopy W/wunM nepcoHany omnepaunoHHo#. [loBropHas
cTepwinzaiug, MoBTOpHas o6paGoTka HIM  NOBTOpHOE
MCNIONb30BAHHE  MOTYT  OTPULATENLHO  MOBIAMATL  Ha
CTPYKTYPHYIO UENOCTHOCTb YCTPOWCTBA WWIM NPUBECTH K
PHCKY KOHTAMHUHALMH M3JeIMs M, Kak ClIeACTBHE, K
MPHUYMHEHHIO Bpella MALMEHTY, BO3HMKHOBEHHIO 3a60neBaHuUi
W NETANLHOMY HCXOLy.

npeaHas’HaYeHo AR

MHOropa3oBoro

HCMOJAbL30BAHHS), a

TaKKe KPHTEpPHH

HeMPHTOAHOCTH

MEAHLHHCKOIO

H3aenus AnR

npUMeHeHnst;

14. Hnpopmauns, EasyDrill Cranial Perforator is intended to be used for IPC | Bop nepdoparopHsiit ¢ KynaukoBbiM Mexanu3mom EasyDirill
HeoOxoaHmasn aan | Console (RC # ®C3 2011/09133) and (or) with various | Ans XMpPYPruyeckMx 3AEKTPOMHCTPYMEHTOB MpEAHA3HAYEHBI
HACHTHPHUKAUHH approved electric (Legend EHS (RU ®C3 2008/02599), [ ana ucnonb3oBauusa ¢ YuusepcanbHoii Konconsio IPC (PY
MEAHUHHCKHX Midas Rex MRS8) and (or) pneumatic (RU ®C3 2017/6542) | ®C3 2011/09133) u (unM) c pasiuuHBIMM ONOOPEHHBLIMH
wineauit ¢ ueasto | drill motors. anektpuyeckiMu (Legend EHS (PY ®C3 2008/02599),
noJy4eHHs Additionally, it is necessary to use the perforator attachment | Midas Rex MRS8) n (unu) nuesmarnueckumu (PY P3H
6e3onacHoit (RU P3H 2017/6156). 2017/6542) moTopamu apenH.

KoMOHHAUMK, n | Do not use any parts other than Medtronic system components | [lononHutensHo  Heo6X0AMMO  MCMONBL30OBaTh  HacalKy
HudopMauns 06 | as damage or substandard performance could result! narpou-neppopatop (PY P3H 2017/6156).

H3BECTHBIX No ways of integrating with other medical products is known. | He  aomyckaetcs  npumenenue  KakHx-nH6o  Opyrux
OrpaHHYEHHAX no KOMTIOHEHTOB KPOME KOMMOHEHTOB CHCTEMbl « MEATPOHHKY,
COBMECTHOMY The EasyDrill Cranial Perforator should only be used with a [ Tak kak 3T0 MOXeT nNpPHBECTH K MNOBPEXICHUAM HWIH
HCMOJIL30BAHHIO motorized driver with a Hudson-type chuck. HeHaqnexaleMy ¢yHKLUHOHHpoBaHHIO 060pyaoBaHHA!
MEIHUHHCKHX The EasyDrill Cranial Perforator must be used with the | Kakue-nubo cnocobGbi  MHTErpHpoBaHHA € JAPYTHUMH
n3aenni (ann | drilling equipment’s motor rotation in clockwise direction. MEIULUHHCKHMH HU3RENHAMH OTCYTCTBYIOT.

MEQHUMHCKHX Select a drill bit suitable for the thickness according to the

H3aeaH#, table below. This prevents the drill from tearing the bone or | [Tepdoparophbiii Gop EasyDrill cneayer wucnosns3osats
npeaHa3HAYeHHbIX brain tissue (similar effect when the bit is not positioned at | ToMbKO ¢ MOTOPH30BaHHBLIM MPUBOAOM C LIAHIOBLIM NAaTPOHOM
AJA  HCNoab3osanua | 90°). tuna Hudson.

BMecTE ¢ JAPYIrHMH Mepdoparopusiii Gop EasyDrill cneayer ucnonb3oBaTh €O
MEAHUHHCKHMH Model Color Minimal bone { | cBepnwibHbLIM 060pYNOBaHHEM, NPHBOA KOTOPOrO BPALLACTCH
H3JeAHAMH M (HaH) thickness MO 4acoBO#H CTpeJIKe.
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NPHHALTEAKHOCTAMH)

DMOOOSFAA Yellow 3,25 mm
DMOOI11FAA Blue 3.25 mm
DMOOI10FAA White 3,25 mm
DMO210FAA Green 1,75 mm

Bbibepute cBepino,

NpUrofHOe ONsA NAHHOW TONILHHBI,

corjacHo Tabnuue Huxe. 3TO NpefOTBpaILAeT pacKalbiBaHHe
KOCTH Jpenbl0 M MOBPeXIEHHE TKaHHW TOJIOBHOrO Mo3ra
(Tako#t ke 3PpdeKkT BOIMOKEH NPH YCTAHOBKE CBEpNa He Moj

yrnom 90°).
Mozens LiBer MuuumansHas
TOJIUIHHA KOCTH
DMOO0SFAA Xentolit 3,25 MM
DMOO11FAA Cuunii 3,25 MM
DMO0O10FAA benbiii 3,25 MM
DMO0210FAA 3eneHblit 1,75 Mm

15. Hudopmauua o
npupoae, THNE, A
TaKxKe (npn
Heo6xoaumMocTH) 00
HHTEHCHBHOCTH H
pacnpenejeHHn
HITYYEHHS
(31eKTPOMATHHTHOE,
HOHH3MpYIOLLEe,
HHOE) MeAHUHHCKOro
H3eIHA H cnocodax
3AMNUTDI

norpebureneit H
TPeTbHX JHU  OT
HenpeaHaAMEPEeHHOTO
HITYHEHHA B
npouecce
IKCNAYATAUHHK
MEAHUHHCKOr O
H3eaus (ecan

MeQHUHHCKOE H3aeNnHe
€03/12€T ONMACHLIH Han

Radiation, electromagnetic and magnetic fields do not

interfere with the operation of the medical device.

Paguauus, CKTPOMArHUTHBIE H MArHUTHBHIC [MOJA HE
OKa3blBalOT BO3ACHCTBHE Ha pa601'y MCOHUHHCKOro H3aeins.

MOTEHUHAJILHO
onacHblil ypoBeHb
H3JYHEHHSA npsu
HCMO/NbL30BAHUH no
HA3HAYEHHIO)

16. Hudopmauus o
mepax
NpeAOCTOPOKHOCTH,
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APeANPUHHMAEMBIX B
cayuae:

a) HeucnpaBnoctn

- Select a drill bit suitable for the thickness according to the

- Boibepure cBepno, NMpUroaHoe A NAHHOW TONLMHBI,

MEIHIHHCKOro table on the last page. This prevents the drill from tearing the | cornacho Tabnuue Ha mnocneadeit  crpanwuue. 3To
Hineann, cbon B ero | bone or brain tissue (similar effect when the bit is not | npenotBpawiaer  packansiBaHMe  KOCTH  ApENbl0 U
pabote HaK | positioned at 90°). MOBPEXIEHHE TKAHH TONIOBHOrO Mo3ra (Takod xe 3¢dekr
OTKJIOHEeHHI 8 | - If the components of the EasyDrill Cranial Perforator | Bo3MoXeH npu ycTaHOBKe CBepiia He noa yriom 90°).
¢yuxunonnposannm, | become loose during trephination, discontinue use and contact | - Ecnu koMnoHenTtsl nepgoparopHoro 6Gopa EasyDrill
KoTOopble moryT | Micromar or its representative. pacuiaTaiMCh BO BpeMs TpenaHauuu, MpeKpaTute ero
BJAHATH Ha | - Do not use the EasyDrill Cranial Perforator if the sterile | ucnonszosanue u oGparutecs B koMnaHuio Micromar wiu k
be3onacHocTb packaging is opened or damaged. €€ NPEACTAaBHTENIO.

MEAHUHHCKOTO - Do not use the EasyDrill Cranial Perforator if the label is [ - He wucnonb3yiite nepgoparopusiit G6op EasyDrill, ecnu
H3AeaHR, B ToM unciae | damaged or missing from the outer plastic drive body. CTEPWIbHAA yNaKoBKa OTKPbITa WIH NOBPEXAEHA.
onpeaeaseMbix no - He ucnons3yiite nepdoparophbiit 60p EasyDrill, ecnu Ha
BHEWIHHM BHEILHEM [UIaCTMAacCOBOM KOpMyce MNpUBOAA ITHKETKa
NpH3IHAKAM; noBpexaeHa HIH OTCYTCTBYET.

6) Bo3zgeiictBuA Ha | - Do not use the drill in a hole or an area that has | - He ucnons3yiite apens B OTBEpCTHH MAM HA yuacTke, Ha
¢yuxunonnpoanne | already been drilled, or the surrounding areas. The | kKOTOPOM yXe BBIMONHANOCH CBEPJIEHHE, WIK B CMEXHBIX
MeaHUHHCKOTO composition of reconstructed bone differs from that of healthy | yuacrkax. CTpykTypa BOCCTaHOBAEHHOH KOCTH OT/IMHaeTCs
H3deNHA BHemwuux | bone, increasing the risk of unwanted breakage. Leave a | oT CTPYKTypbl 380pPOBOIi KOCTH, YTO YBENHYMBAET PHCK
¢axTopos, minimum spacing of 15 mm from one hole to another. HEXENaTeNbHOro  noBpexaeHus.  OTBEPCTHA  NOMKHbBI
CBE3AHHBIX ¢ [ Note: The device may stop and/or shut down in the middle of | oTcrosTh Apyr OT ApYyra Kak MUHUMYM Ha 15 MM.
npHMeHEeHHeM trephination, there is the likelihood that the device may not | [Tpumeuanue. YcTpoiicTBO MOXET NpekpaTHTh paboTy H/WAH
MEeQHLIHHCKOro reengage. OTKNIOYNTLCA BO BpPEMst TPEMaHALMH, MPH 3TOM CYLLECTBYET
H3deaHA B|- It is essential to keep the drill perpendicular | BEpOSTHOCTb, 4TO OHO MOBTOPHO HE BKJIKOUHTCH.
KOMOHHAIIHH ¢ | (90°) (according to Figure 3) at the predetermined point of the | - BaxxHo nepxarb apenbs nepneHAMKyJIApHO (noa
APYTHMH skull to be drilled, as an excessive deviation from | yrnom 90°; cornacHo puc. 3) k npeaBapuTENbHO BbIGPAaHHOMY
MeAHUHHCKHMH perpendicularity may cause the product to fail and lead to | yuacTky cBepneHWs 4epena, mMOCKOJbKY upe3MepHoOe

H3leTHAMH H  (uan)
obopynoBaHHeM, HAH
TaAKHX
npeacKa3’yeMbix
¢axropos, KaK
BHEIUHHE
IIeKTPOMArHHTHbBIE
noJs,
INEKTPOCTATHYECKHE
pa3psabl, HJIy4eHue
(31eKTpOMAarHHTHOe,
HOHH3IHpYWOILLee,
HHoe), aTmochepHoe
AABJEHHE M €ro

serious patient injury.

- The drill can cut or tear the dura mater when it
unlocks. Check some conditions before performing the
procedure, such as the existence of adhering dura mater or
other anomalies adjacent to the drilling site.

OTKJIOHEHHE OT TMEPNEHAUKYNAPHOTO TMONOKEHUA MOXET
npusecTd k cboto B paboTe ycTpoicTBa M TAXENOH TpaBMe
NalUMeHTa.

- Koraa npenb pa3bnokdpoBaHa, OHa MOXeET
paspe3aTb WIM pa3opBaTb TBEPAYID MO3roByH 000N0YKY.
[lepen BbIMOTHEHHEM NPOUEAYPbl MPOBEPLTE BO3MOXKHOE
HaTUYHE HEKOTOPbIX COCTOfHHI, TaKMX KaK CpaileHHe
TBEpAOHt MO3roBoit 000NMOYKM M APYTHX NATONOTMYECKHX
M3MEHEHHH, PALOM C MECTOM CBEPJIEHHA.
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I S

aecpenanki,
BAXKHOCTHL ]
TemuepaTypa
BOINYXA;

B) Puexa
JICKTPOMATHHTHBIX
noMex, COIIABACMBIX
MEAHUBHCKHM
H3geNHEM AN APYTHX
MEAHIHHCKHX
H3NeIHR,
obopynosaHna H
CpeACTE CBAHM NpH
NPOBEACHNH H OUEHKe
Pe3yALTATOB
AHATHOCTHKH,
JIeHeHHS HJH TIPH ero
NPHMEHCHHH o
HAZHANUCHHIO
{(nanpumep,
3NEKTPOMATHHTHOE
H3ayenne
MeAHLHHCKOTO
H3OCTHA,
okcA3LIBAIONICE
BIAHSHHE HA ZApyroe
oGopyaosanne);

Not applicable,

He npumenumo.

17. Ilpeaynpemxaen
HE H (WaH) MepH!

NPeaOCTOPOAHOCTH,
npeaAnpHHHMAEMble
norpefinTenem  npm
NpAMEHEHHA
MEANURHCKONO
H3ZeAHS,
coaepxanLero
AeKapcTReNHOE
CpencTBo ann
MeAHUHHCKOrD
NpHMEHEHNS,
MATEPHAN XHBOTHOIO
H (nan)

Not applicable.

He npumeHumo,

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



YeJIoBE4eCKOro
NPOXCX0XKAEHHS,
MATEpHAJIbI, KOTOpbie
ABJAAIOTCR
KaHLEPOTEeHHbIMH,
MYTareHHbIMH  HJIH
TOKCHYHDBIMH,
BO3IMOKHOE
BblaeJIeHHe HJIH
BbIMbIBAHHE KOTOPbLIX
NPHBOAHT K
CeHCHOHIH3ALIHH,
anjepruveckon
peaKkuMs
OTPHUATENBHO
BJINRET
penpoayKTHBHYIO
dyHKuUHIO

HITH

18. [lpeaynpexaen
HA W (MaH) Mepbl
NPe0CTOPOKHOCTH,
npeaAnpHHHMaeMble
norpebuTtenemM  npH
YTHAH3AUHH
MEQHLHHCKOTO
H31eUA,
NPRHAANEKHOCTEH W
PacxXoaHbIX
MaTepHaoB,
HCMO/Ib3YeMBbIX
BMecTe ¢ HHM (npHu
HAJIHYHH), BKJIIOUAs
CBeACHHA 06
HHEKUHOHHOI,
MHKpPOOHO#H,
IKOJOrHYeCKOMH
¢u3uyeckoi
OMacHOCTH
MeAHIHHCKOro
H3eJIHA

HJIH

Disposal must be carried out in accordance with the
regulations of the medical institution and the requirements for
the disposal of biological waste.

Waste of an unused medical device (due to damage to
packaging or expiration of the expiration date), in accordance
with SanPiN 2.1.3684-21, is classified as waste of class A.
Waste of the used medical device, in accordance with SanPiN
2.1.3684-21, is classified as waste of class B.

YTUan3auua O0MKHAa MPOH3BOAUTHCA B COOTBETCTBHH C
HOPMAaTHBAMH MEAULIMHCKOTO YYpeKAECHHA U TpeOOBaHHAMH
10 YHHUYTOXKEHHUIO OHONOrHYeCKHX OTXOI0B.

OTXx0Abl HEWCNONL30BAHHOTO MEAWLMHCKOro wu3aenus (B
CBA3U C' MOBPEXACHHEM YMAKOBKH WIH HMCTEYEHHEM CpOKa
rooHocTH), B cootBerctBUH ¢ CaulluH 2.1.3684-21,
OTHOCATCA K OTXO0aM Kjiacca A.

OTxoabl  HCMONB3YEMOrO0  MEAWLIMHCKOTO  H3AENHA, B
cootBetcTBUH ¢ CanlTuH 2.1.3684-21, oTHOCATCA K oTXOAaM
knacca b.

19. Hudopmaunn
00 obcTouTenncTBAX,

User: Surgeon.

[Tons3oBatens: Bpau-xupypr.
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npwu KOTOpPbIX
noTpebuTeb [O/KEH
NPOKOHCY/IbTMPOBaTb
CA C WeAHUNHCKAM
paboTHUKOM

20.
ycnoBus  yTununsayum
nnm YHUYTOXEHUS
MeAULNHCKOr 0
nsgenus

21. CpokK rogHocTu

22. MapkupoBka

Mopsgok "

Disposal must be carried out in accordance with the
regulations of the medical institution and the requirements for
the disposal of biological waste.

Waste of an unused medical device (due to damage to
packaging or expiration of the expiration date), in accordance
with SanPiN 2.1.3684-21, is classified as waste of class A.
Waste of the used medical device, in accordance with SanPiN
2.1.3684-21, is classified as waste of class B.

EasyDrill Cranial Perforators - 4 years
CumBon PaclundgpoBka cMmBosa
BHUMAHWE! ®egepasnbHoe
3akoHogaTenbcTBOo CLUA paspeluaer
Npogaxy 3TOro YCTPOCTBa TOMbKO
MeANLUMHCKUM paboTHMKAM UK Mo ux
3aKasy
Ecnu Ha MapKUpOBKe M34enuns ecTb CUMBON
OAHOPA30BOr0 UCMOJb30BaHUS, TO 3TO
YCTPOWCTBO MpefHasHa4eHo TOMbKO 415
1CMo/b30BaHMA OAHMM NauumeHToM. He
Mcnonb3yiiTe NOBTOPHO, He 06pabaThiBaiiTe
N He CTEPUNM3YIATE 3TOT NPOLYKT
NMoBTOPHO. MOBTOPHOE 1CNONb30BaHME,
nepepaboTKa Un NoBTOPHas
CTEpUIN3aLNA MOTYT HapyLUInTb
CTPYKTYPHYIO LLe/IOCTHOCTb M3genma n/
WK CO3[aTb PUCK 3arpsa3HeHNs n3genus,
4TO MOXET MPUBECTU K TPaBme, 60/1e3HM
UMY CMEePTM NaLMeHTa.
He nognexwvT NoBTOPHO CTepuan3aLmnm

Mpoussogutens
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YTunnzaums [O/KHa MPOM3BOAWMTLCS B COOTBETCTBUM C
HOpMaTMBaMM MELULIMHCKOIO YUYpeXXaeHUs u TpeboBaHUsMU
M0 YHUUTOXEHUIO BVONIOrMYECKMX OTXOA0B.

OTX04bl HEMCMNO/b30BAHHOTO MEAWMUMHCKOTO m3genvs (B
CBA3M C MNOBPEXAEHWEeM YMaKOBKM WM WUCTEYEHUEM CpOKa
rogHoctn), B cooTtBeTcTBUM ¢ CaHluH 2.1.3684-21,
OTHOCATCA K 0TX0f4am Knacca A.

OTX0o4bl  MCMONb3YEMOr0  MEAWLUMHCKOTO  U3genusi, B
cootBeTcTBMM € CaHlMunH 2.1.3684-21, 0THOCATCA K OTX04aMm
Knacca b.

Bop nepctopatopHblii EasyDrill ¢ KynaykoBbIM MeXaHU3MOM
- 4 ropa.

Caution: Federal law (USA) restricts this
device to sale by or on the order of a
physician.
If the single use symbol is on the device
label then this device is designed for
single patient use only. Do not re-use,
reprocess, or resterilize this product.
Reuse, reprocessing, or resterilization may
compromise the structural integrity of the
device and/or create a risk of
contamination of the device, which could
result in patient injury, illness, or death.
Do not resterillize

1~ only|

Manufacturer

Authorized Representative in the

| EC |REP .
European Community

Attention, see Instructions for Use

Consult Instructions for Use
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[MapaHTUN

EC  REP OdmumanbHelin npescTasutens EC

BHMMaHMe, 06paTUTECh K
K CONPOBOAMUTENLHOW [OKYMEHTALMM

CnepyiiTe MHCTPYKLMW NO NPUMEHEHNIO

Mcnonb3osatb o
Howmep no kartanory

Howmep naptum

CTtepunin3oBaHo ramMma-u3snyyeHnem

He vicnonb3yiiTe usgenve, ecim ynakoBka
BCKPbITA UM NOBPEXAeHa

Konwnyectso

Bepeub OT CONHEYHBIX Nlyyeii
XpaHuTb B CyXOM MecTe

117"30-c  TemnepaTypHbIiA AnanasoH

N780,
r 5% lnanason BnaxHoCTU

4%

Ha pycckossblYHOM CTMKepe YyKasaHa MWHdopmauns o
HETOKCMYHOCTM MeANLMHCKOro n3genns COrnacHo
TpeboBaHMsAM POCCUIACKOro 3aKOHO4aTeNbCTBA.

Micromar Ind. Com. Ltd. warrants this device to be free from
design, and manufacturing defects. The device has a
guarantee, provided by Micromar Ind. Com. Ltd. provided the
following conditions are met:

1.1. The device is used in accordance with the Instructions for
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Use By Date

Catalog Number

Lot Number

Sterilized by Gamma Radiation

Do not use if package is damaged

Quantity

Keep away from sunlight

Keep dry

0DC  Temperature limits

r "% Humidity limits

A%

The Russian-language sticker contains information on the
non-toxicity of a medical device in accordance with the
requirements of Russian legislation.

Komnanus  Micromar Ind. Com. Ltd. rapaHTupyeT
OTCYTCTBUE B YCTpolicTBe NPOEKTUPOBOYHbIX n
NPOU3BOACTBEHHbIX LeeKToB. Ha YCTPOICTBO

pacrpocTpaHseTcs AeiicTBMe rapaHTUM KomnaHum Micromar
Ind. Com. Ltd, npu ycnosum, uto Co6MIOAEHBI CReayroLimMe



Use;

1.2. The device is single used, in one patient, in the same
surgical procedure.

The limited warranty will be excluded for any of the
following causes:

1.3. The device has been used inappropriately, or was
subjected to misuse, or the Instructions for Use were not
adequately followed;

1.4. The device has been reused or resterilized;

1.5. The device has been used after the expiration date.

TpeGoBaHus:

1.1. U3nenue ucnonb3yercs B COOTBETCTBHH C MHCTPYKUHEHR
10 JKCIUTyaTauuu.

1.2. U3penue ucnonb3yerca ORAHOKPATHO Yy OLHOTO MAaLHEHTa
BO BPEMSA OJIHOW XHPYPruueckoi mpoueaypsbl.

OrpaHH4eHHas rapaHTHA YTpauHMBaeT CHIY B ClEoYIOLIMX
clyvasx:

1.3. Ycrpo#icTBO HCMONB30BANOCH HEMpaBWIbHO, HE 1O
HazHa4YeHWI0 JHOO HHCTPYKUHA NO IKCIUTyaTalUHH He
cobnoaanaces A0MKHBIM 00pasoM.

1.4. YcTpolicTBO NOABEPrIOCh MOBTOPHOMY HCMONB3OBAHHIO
WK NOBTOPHO# CTEPWIH3ALIHH.

1.5. YcTpoiicTBO HCMONb30BaNnoch Nocine HCTEHEHHA CpoKa
TOAHOCTH.
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I'noccapnii

HaumeHoBaHHe B OCHOBHO# 4acTH
HHCTPYKUHH

Bepnoe HAHWMCHOBAHHE

Yepennoit neppoparop EasyDrill

Bop nepdopatopusiii EasyDrill ¢ xynaukoBbim
MEXaHH3IMOM

MMOKA3AHHUA K NMPUMEHEHHIO: Yepennoit
nepdopatop EasyDrill npeacrasaser coboit
CTEPU/IbHOE OJHOPa30BOE PEXYLUEE YCTPOHCTBO,
npeaHa3sHaYeHHOe [ANA  TPenaHauuu  KocTeH
yepena.

HA3HAYEHHME: bop nepgopaTopHbli
EasyDrill npencraBaser coboit crepuibHOE
OAHOpPa30BOE pexyuiee YCTPOWCTBO,
npeAHa3HayeHHOe ANS TPenaHalUHW KOCTEH
Yepena.

NMOKA3AHUA K IPUMEHEHHIO:

Hinenune MOXeT MCNOJIb30BaTbHCA npu
HEAPOXHUPYPruYECKHX OMEepauusx Mpy caeayrounx
NaToNoOrusX:

* 4ns  YCTaHOBKH HWMIUIAHTAaToOB (Hanpumep,
CTHMYJSTOpa rONOBHOTO MO3ra) WIH BBEAEHUS
HHCTPYMEHTOB;

° Ans ynaneHus obpasua aHOManbHOH TKaHM
(6unoncus);

* UIA CHUXKEHHUS BHYTPHYEPENHOrO AaBNEHHS;

* npu 06paboTke nepesoMoB KocTeit yepena;

¢ 100pokauecTBEHHbie M 370Ka4YECTBEHHbIE
OMYXOJH rOJIOBHOIO MO3ra;

* KpPOBOTEYEHMS (KPOBOM3NHAHHMA) B pe3ynbTaTe
MHCYAbTa, TpaBMbl  WJIW  CrYCTKOB  KPOBH
(remaTtomMbl) OT TpaBM  (cybaypanbHas W
3NUAYpaIbHAA reMaTOMBl);

* cnabocTH B CTEHKE apTepHH (aHEeBpH3Ma COCYN0B
roNIOBHOrO MO3ra);

* NOBPEXICHUA TKaHEH, NOKPLIBAIOWIMNX MO3T;

* ovard uHbekuuu B Mo3re (abcuecchl ronoBHOro
Mo3ra);

* MOBpPeXIEHWA HEpBOB WNU nauuesas Oonb
(HanpuMep, HEBpAITUA TPOHHHYHOTO HEPBA);

* IMWIENCHA;

* NS W3BNEYEHHA TOCTOPOHHHX MpPEeAMETOB M3
rofoBbl WK MO3ra, a TakKke NpH HeoGXOAUMOCTH
NOCTyna XWpypra K OMpeAe/IEeHHbIM Y4acTKaM
MO3rOBO# TKaHH.

MPOTHUBOITOKA3AHMUHA: OtcyTcTBytor.

NMPOTUBOITOKA3AHHA:
[poruBonokasanuit, CBA3aHHBIX c
WCMOMb30BAHMEM  W3/IENIUA, HE  BbIABICHO.

HOCKOJ'Ibe Bpay 6nar011apﬂ CBOHM 3HAHHAM H
OMbITY MOXET NpPEABHACTL OMNACHbLIE CHTYALIHH,
NPOTHBONOKA3aHHA ONpeACIAIOTCA B KaXIAOM
KOHKpPETHOM CJjiyyac JiCHauluM BpatioM.

Bribepute neposoe csepino,
AaHHOA _ TO/LMHBI,  COIJIACHO

npuroaHoe ans
Tabnnue Ha

BuiGepute cBepsio, NPUroAHOE IS AaHHOMH
TOJILIMHBI, COrNacHo Tabnuue Ha nociaeaHed
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nocnegHel cTpaHuue.
Caution; Federal law (USA) restricts this device
to sale by or on the order of a physician.

Ifthe single use symbol is on the device label then
this device is designed for single patient use only.
Do not re-use, reprocess, or resterilize this
product. Reuse, reprocessing, or resterilization
may compromise the structural integrity of the
device and/or create a risk of contamination of the

device, which could result in patient injury,
iliness, or death.

Do not resterillize

Manufacturer

Authorized Representative in the European

Community
Attention, see Instructions for Use

Consult Instructions for Use

Use By Date

Catalog Number

Lot Number

Sterilized by Gamma Radiation
Do not use if package is damaged

Quantity

Keep away from sunlight
Keep dry

Temperature limits
Humidity limits
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cTpaHuLe.

BH/MAHWE! depepanbHoe
3akoHopaatensctso CLUA paspellaet npogaxy
3TOro  ycTpoiicTBa TOMbKO  MeAULUHCKUM

paGoTHMKaM WM MO X 3aKasy
EcnM Ha MapKWpoOBKe MW34enus ecTb CHUMBON

0fHOpPa3oBOr0  MCMO/Mb30BaHUS, TO  3TO
YCTPOWCTBO  NpefHasHauyeHO TONbKO  Afs
MCMOMb30BAHMA  OfHUM  nauueHToM. He

NCMonb3yiTe NOBTOPHO, He ob6pabaTbiBaTe U
He CTepunusyiTe 3TOT MNPOAYKT MNOBTOPHO.
MoBTOpHOE WCMONb30BaHWe, nepepaboTka Ww
MoBTOpHAas CTepunam3auma MOryT HapywuTb
CTPYKTYPHYIO LeN0oCTHOCTb u3genusa u / wnau
C03[aTb PUCK 3arpsA3HeHua  U3genusa, 4dTo
MOXeT TMpuBecTM K TpaBme, 60/1€3HU UK
CMEPTKU naumeHTa.

He noanexuTt NOBTOPHOI CTepuamsaunu
MpoussoguTtens

OgumunansvHbln npegctaButens EC

BHumaHue, obpatutecb K COMPOBOAUTENbHON
LOKYyMeHTaLnmn

CnepyiiTe MHCTPYKLMWUM NO MPUMEHEHWNIO
Mcnonb3oBarth 40

Homep no karanory

Homep napTtuu

CTepnnn3oBaHo raMma-u3nyyeHnem

He wucnonb3yiite w3genue, ecnm ynakoBKa
BCKpbITa UK NOBpexeHa
KonnyectBo

Bepeyb OT COMHEYHbIX Nyyeil
XpaHnUTb B CYXOM MecTe
TemnepaTypHblil fnana3oH
JnanasoH BMaXHOCTU



«YTBEPXOAKO»

«Mwukppmap WHgyctpna wn Komepcuy  JlTga.»
(Micromar Industria e Comercio Ltda.)? bpasnnus

MMpesngeHT
(BLOMKHOCTD)
AHTOHMY MapTyc KanbBy 0>
(Antonio Martos Calvo)
(nmg)
<nognucaHo>
(noanuce)

«02» pespang 2023 .

«feHb» Mecay, (umdpamn)
«[pnnoXeHune K aKCnayaTauMoOHHOM AOKYMEHTaUMK - VIHCTPYKUMA MO NPUMEHEHWIO» ANS
nofayun B Poccuinckoin deaepaumn:
bop nepdopatopHbIi EasyDrill ¢ KynaukoBbIM MexaHU3MOM
MpounsBoanTeNb:

«Mwkpomap MHgywtpua n Komepcesto Jtga» (Micromar Industria e Comercio Ltda.) AB. MapxuHan ay
KoHery pa Ceiimapus, 168, CeHapus, Ounagema, Can-Mayny, 09980-390, Bpasunus

Mpon3BoACTBEHHAS MOLLIAAKA:

AB. MapxuHan ay KoHery pa Ceimvapus, 168, CeHapws, Awuagema, CaH Mayny  09980-390 -

bpasnnus

. u bA HOTAPUAJIbHAA KOHTOPA AVALEMbI
<LLtamn: l-|'|;06b| HaCTOALLMN [OKYMEHT (LUTAT CAH-NAYNTY)
cumTanca LencTeuUTe/bHbIM B Bpasvnuu n Mp. Bep. YKyapes Puyc ae BackoHcenoc, 73.
cymTancsd 06ﬂ3aTef|be|M K UCMNOJIHEHNHO p'ﬂﬂ Tene(*)OH: 4099-7030 - ﬂmaAeMa - CaH ﬂayﬂy
TPETbUX CTOPOH, OH AO/HKEH ObITb NepeBeeH Ha
MECTHbIV 3bIK, 1 ero nepeBoj A0MKeH ObITb YCTaHOBNEHa NOANMHHOCTb OAHON MoAmMCH:

3apeructpupoBaH. (CtaTbs 224 I'paXaaHCKOro AHTOHINY MAPTYC KA”'_’By (ANTONIO MARTOS
o CALVO) (93964). Mevatb(n):
Kofekca 1 148, eJMHCTBEHHbIV naparpad 3akoHa

610270AAAA0769786
6.015/73).> 3anvch: 4850495050485049494848495154
[Ovanema, 02 (eBpans 2023 T.
<|.|JTaM|'|: l—ﬂ HaCTOFILLI,I/IM YAOCTOBEPAD BbILLEN3/TOXXEHHOE KaK
NCTUHHOE.
HOTAPVAJIbHAA <nogMcano>
KOHTOPA KIAY MY MATAHTPAHY (CLAUDIO
Knayamy MataHrpaHy MATANGRANO)
(Claudio Matangrano) JENCTBUTENBHO TOMbKO MPU HAIMYNM
HoTapuyc MEYATW OB YJOCTOBEPEHUM.
ONALEMA (LIJTAT CAH- Wroro: 6, 77 EanHnua: 6,77

MAYY) Knayavny MaraHrpaHy (Claudio Matangrano)
>

<Mapka: HoTapuanbHaa konnerus bpasunmm *

11385 * MOANMNCb 1* S10270AA0769786>
MepeBoA C aHIAWIACKOrO W MOPTYra/bCKOrO0 A3bIKOB HAa PYCCKWA A3bIK  BbIMOHEH
nepeBofuMKoM VICKyCHbIX mMutprem AnekcaHapoBuyem
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Poccuiickaa deaepauns
["opos MockBa
[Bajuartb BOCbMOro (eBpans ABe ThiCAYN ABafuaTb TPETbero roga

A, AnexvH EBreHnin BnagumupoBuy, HoTapuyc ropoja MOCKBbI, CBUAETENLCTBYHO
NOoAJSIMHHOCTb MoANNCKU nepeBounka VICKycHbIX AMuUTpusa AnekcaHaposuya.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NoAnMcaBLLEro JOKYMEHT YCTaHOB/IEHA.

3apeructpuposaHo B peectpe: No 57/171-H/77-2023-4-1927

YnnayeHo 3a coBepLleHne HoTapuanbHoro aelictaus: 400
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«YTBEPXOAK» / “APPROVE”

Microinar Industria e Comcrcio Ltda., Brazil

President

(mabXfiocnlb/posit)n)
Antonio Martos
(nms/naTe)

(nodnucb/si™nafiire)

«P2» VEbHLY 23 N

«denh>f mecal( (undpamu) / «day» mouth (numerals)

"Operating documents" for submission in the Russia Federation:
EasyDrill Cranial Perforator

Manufactured by:
Micromar Industria e Comercio Ltda. Av. Marginal ao Corrego da Sen-aria, 168 - Serraria - Diadema -

Sao Paulo - 09980-390 - Brazil

Manufacturing site:

Micromar Industria e Comercio Ltda. Av. Marginal ao Corrego da Serraria, 168 - Serraria - Diadema -
Sao Paulo - 09980-390 - Brazil
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MHCTPYKLUMSA MO NPUMEHEHWUIO

HA MEOVWUWMWHCKOE U3AENNE

Bop nepdopatopHbin EasyDrill ¢ KynaykoBblM MeEXaHW3MOM
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®

OBLLEE PYKOBOZCTBO MO 3KCM/IYATALIM Medtronic
YEPEMHOMN MEP®OPATOP EASYDRILL

JSTERILE| R [

MOKA3AHNA K MPUMEHEHWIO: YepenHoii nepdopaTtop EasyDrill npeacraBnsier coboii
CcTepu/ibHOe 0JHOPa30BOe pexyLiee YCTPONCTBO, NpegHasHaYeHHOe A5 TpenaHauum KocTei
yepena.

MPOTUBOMOKA3AHWA: OTtcytcTBYIOT.

OMUCAHWE YCTPOWCTBA: YepenHoii nepgopartop EasyDrill — 3TO MHCTPYMEHT ANS pe3Kkn
N CBEPNEHNS, NCMONb3YEMbI/i COBMECTHO C XMPYPrUYecKMM NPUMBOLOM W LLaHTOBbIM MaTPOHOM
Tnna Hudson (Hacagka ANA yMeHblUeHWs CKOPOCTW) ANS CBEP/IEHNA OTBEPCTUI AnsA focTyna
B uepene nauymeHTa. Mpy Hagnexawem UCNONb30BaHMWM 4epenHoli nepdgopaTtop EasyDrill
3a/eiicTByeT CLEMHON MexaHn3M A5 aBTOMATUYeCKOro pacLenseHmns, Kak To/ibko nepdgopawus
3aBepLleHa, napenb nepecrana BCTpeyaTb CONPOTUBEHNE CO CTOPOHbI KOCTU.

NMPEAYNPEXAEHNA

- Hecob6nogeHne WHCTPYKUMIA MO 3Kcnyatauuu, NPpUBefeHHbIX B JaHHOM PYKOBOJCTBE, U
WHCTPYKUMIA MO 3KcnayaTauum APYroro Ucrnosib3yemoro o60pyfoBaHUsA MOXET MpuBectn K
HeHaanexxal,emMmy ncnosb30BaHNI0 YCTPOCTBA, YTO YyBEIMUYMBAET PUCK CMEPTU NaLMeHTa.

- Bo wnsbexxaHMe HEMNPOW3BOMbHbLIX [BVKEHWIi BO BPeMs ONepaTMBHOrO BMelLaTenbCcTBa
pekoMeHAyeTca Hafnexawum o6pasom (uKcMpoBaTb [OM0BY NauueHTa B YCTPOWCTBe
(hukcaLmm yepena, KOTOPOE B CBOIO 0Yepe/b AO/MKHO ObITh Haj/exall M 06pa3omM 3aKpensieHo
Ha onepaunoHHOM cTone.

-Hewncnonb3yiTe apenb BOTBEPCTUM UM HA y4aCTKe, HA KOTOPOM Y>Ke BbIMOHANOCHL CBEP/IEHME,
WM B CMEXHbIX yyacTkax. CTpyKTypa BOCCTAHOB/IEHHO KOCTU OT/MYaeTca OT CTPYKTYypbl
3[,0POBOW KOCTM, YTO YBENMUYUBAET PUCK HEXENaTeNbHOrO NoBpexaeHus. OTBepPCTUA AOMKHBI
OTCTOATHL APYT OT APYra Kak MMHUMYM Ha 15 MM.

MprvmeyaHve. YCTPONCTBO MOXET npekpatuTb paboTy wn/van OTKAIOYUTLCA BO BPeEMSA
TpenaHawuuu, Npy 3TOM CyLLLeCTByeT BEePOATHOCTb, YTO OHO NOBTOPHO HE BKNOYUTCS.

- BaxxHO Aepxatb Apenb neprnekumkynspHo (nch yrmom 9Cf, cornacHo puc 3) K npegsaputenbHO
BbIGPaHHOMY y4acTKy CBep/eHMs Yepena, NOCKO/NbKY Ype3MepHOe OTK/IOHEHWE OT NePneHANKYNAPHOTo
MONOXEHNS MOXET MPUBECTN KCOO0H0 B paboTe yCTPOICTBA UTSHKENON TpaBMe naupeHTa.

- Bbibepute nepoBoe cBep/sio, NPUrOAHOE ANS [LaHHOW TOMWMHBI, COrnacHo Tabnuue Ha
nocnefHen ctpaHuue. 370 nNpefoTBpalliaeT packajibiBaHWe KOCTU APenbio U NoBpexXpjeHue
TKaHV rofI0OBHOTO MO3ra (Takow ke athheKT BO3MOXEH Mpu yCTaHOBKe cBep/ia He nogyrnom 90®).
- Ecnn KomnoHeHTbl YepenHoro nepdgopatopa EasyDrill pacwaTtanucs BO Bpems TpenaHauuu,
npekpartnTe ero NCNofb3oBaHne 1 obpaTuTecb B KOMMNaHUo Micromar unm Kee npejcraBuTento.
-CnepyeT c 0CO60I OCTOPOXHOCTLIO Mpunarath faBfieHne Npy CBEPNEHNN Yepena MmnageHLes
npaeteli Apyrnx BO3pacTHbIX FPYMM, MOXWUbIX IO AER, PN NaTONOTMYECKUX U3MEHEHUAX KOCTU.

- Korga apenb pa3bnokvpoBaHa, OHa MOXEeT pa3pesaTb WM pas3opsaTb TBEPAYH) MO3TOBYHO
060n04Kky. Nepen BbINOMHEHMEM Mpouefypbl MPOBEPbTE BO3MOXXHOE HanMyme HeKOTOPbIX
COCTOAHWUI, TaKMX Kak cpalieHvne TBepAoli MO3roBoil 060M0YKM W APYrMX MaTONOrMYeckmx
N3MEHEeHW, PAAOM C MECTOM CBEPJIEHUS.

MEPbI MPEACXTTOPOXHOCX

-Hevncnonbayiite yepenHoii nepgopartop EasyDrillecnu ctepunbHas ynakoBka OTKpbITa U MOBPEXAEHA.
- He ucnone3yiite yepenHoii neptoparop EasyDrill, ecnu Ha BHelWHeM nnacTMaccoBOM Kopryce
npvBoJa 3TMKeTKa NOBPEeXAeHa Uu OTCyTCTBYET.

- YepenHoli nepgopatop EasyDrill npeactaBnseT co6oli ogHOpa3oBoe YCTPOICTBO, KOTOpoe
HUKOTAa He cieflyeT UCMno/b30BaTh Y HECKO/IbKMUX NaLUEHTOB.

- NoBTOpHOE MCNOMb30BaHMe, NOBTOPHas 06paboTka UM NOBTOPHasA CTepuan3aumns jaHHOro
n3genus 3anpeweHsl. Vicnonb3oBaHue ObiBIEro B ynoTpebneHnn yepenHoro nepdgoparopa
EasyDrill MOXeT Npu4nHWUTL BpeA NauueHTy, onepatopy w/wau nepcoHany onepaumoHHOMN.
MoBTOpHas cTepunMsalns, NoBTopHas o06paboTka MM MOBTOPHOE WCMNONb30BaHWE MOryT
oTpuLUaTeNbHO MOBAUATL Ha CTPYKTYPHYH LIEIOCTHOCTb YCTPOMCTBA U/WNN MPUBECTU K PUCKY
KOHTaMWHaLMM U3[ennsa W, Kak cnefictBue, K NpUYMHEHNIO Bpeda nauneHTy, BO3HUKHOBEHUIO
3a60neBaHunii NeTanbHOMY UCXOAY.

NMEPELWCMNONb3OBAHWUEM: HACTPOMKA U OYHKLUUOHANBHASA MPOBEPKA CUCTEMDbI
HacTtpoiika cuctemsl

- UepenHoin nepdopatop EasyDrill cnegyer ucnonb3oBaTb TONbKO C MOTOPM30BAHHbIM
NpPUBOAOM C LLaHroBbIM NaTpoHoM Tuna Hudson.

36
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- YepenHoli nepdoparop EasyDrill cnegyeT ncnonb3oBaTtb CO CBEP/IMAbHBIM 060pyfOBaHNEM,
NpUBOJ KOTOPOrO BPaLLaeTcs Mo YacoBOW CTPenKe.

MpumeyaHue. MNposepbTe TUN pa3beMa y CBEP/IMILHOTO O6OPYAOBaHWA W, €CN OHO He
cHabXXeHo pasbeMoM Tuna Hudson, 3akaxunte nepexofHuUK.

OyHKLMOHaNbHAA NpoBepka yepenHoro nepgopartopa EasyDrili
BbinonHaiite cnefgyowyo MyHKLMOHaNbHYI0 NPOBEPKY Nepes kaxfoi Tpenanaymueil.
MpoBepkKy cnefyeT BbINOMHATL B CTEPU/IbHbBIX OHOPA30BbIX MepyaTkax.

BHUMAHWE! Ecnu cTepunbHbIA 3aWnTHBIA KONMa4oK HeAOCTYNEeH, NUCNOMb3YTe CTEPUILHYIO
mMapnio (B KayecTBe 3alWMTHOro 6apbepa) Mpu O6palleHVMM C PEXYLUMM Kpaem 4YepenHoro
nepgoparopa EasyDrill.

NMPUMEYAHWNE, Ecnn pesynbTaTbl OLHON W3 MPMBEAEHHbIX HMKE (BYHKLMOHAbHbIX NMPOBEPOK
OT/INHAIOTCA OTYKa3aHHbIX, He UCMO/b3YITe n3fenme nobparTrreck BCy>X0y No paboTe ¢ KneHTamu.
1. Kpenko fep>nTte nnaamaccoBblii XBOCTOBUK YepenHoro nepdopatopa EasyDrill (xBocToBMK TMNA
Hudson) n 3aLnTHbIV KONNayok, MoBOpaYmnBas pPexyLLnii Kpai YepenHoro nep”Mtoparopa EasyDrill no
4acoBOW cTpenke. PexyLnii Kpali ycTpoiicTBa A0/MKEH MO paymBaThes CBO6G0AHO (CM. puc 1).

2. 3aTem BO3bMUTE 4epenHoi nepgopatop EasyDrill 3a naacTmaccoBblii XBOCTOBUK (Tvna
Hudson), HafaBunTe 3alLMLLEHHBIM PEXYLMM Kpaem Ha APYryio PyKy 1M NoOBepHWUTE Apenb Mo
4YacoBoOli CTpesnke 40 ee 610KMPOBKU (CM. puc. 2). Ans pa3bIoOKNPOBKM NpeKpaTnTe faBneHue.

MPOUEAYPA CBEP/IEHWS YEPEMHOW KOCTU

Mpumeyanune. lns ceBepneHns ¢ NOMOLbIO YepenHoro nepgopatopa EasyDrill pekomeHayetca

cKopocTb BanManasoHe o1 800 4o 1000 06YMUH.

-Mocne pyHKUMOHaNbHbIX MPOBEPOK NOACOefMHNTE YepenHoW nepdopartop EasyDrill k natpory

™mna Hudson moTopu3oBaHHOro npusofa. Mepes NpofoO/MKEHNEM MPOBEepPbTE HaAEeXHOCTb

thukcaumnm yepenHoro nepgoparopa EasyDrill Kk naTpoHy Tna Hudson.

-Mepeg cBepneHMEM CHUMUTE 3aLLMTHBIV KONMaY0oKC PEXYLLErO Kpas YepenHoro nepdoparopa EasyOrill

- Pasmectnte pexywuini kpaii nepcopatopa EasyDrill HanpotTB nepgopupyemMoro y4yacTka

yepena v npmxmuTe.

- BpyuHyto noBepHuTe UepenHoi nepgopatop EasyDrill, 4TOGbI OLLYTUTL €70 CLLEM/IEHNE C KOCThHO.

- YctaHOoBUWTe 4yepenHoi nepdgopatop EasyDrill B Touke nepdopauuy nepneHAMKYNspHO K
Cb noeepxHoct yeptona (0®) (cm. puc. 3). MogaliTe NUTaHWe K CBEPAUBLHO CUCTEME U HAYHUTE

TpenaHaymto.

-Bo Bpems cBep/ieHMA NOCTOSIHHO OKa3blBaliTe He60/bLLIOE AaB/eHMe.

- Ana npepoTBpalleHns Hekpo3a KOCTM BO BPEMSA CBEP/IEHWUS OpollaiTe TOUKy nepdopaummn

(h13M0N0rMYecKUM pacTBOPOM.

- Ha rnybuHe cBepnieHns, Ha KOTOpoI 4YepenHoli nepgopaTtop EasyDrill npekpatnut BcTpeyaTb

CONPOTUB/IEHNE KOCTU, OH aBTOMAaTUYeCKN PacLennT pexyLLnii Kpan ycTponcTea, 4to npusegeT

K OCTaHOBKe BpaLleHus.

MprmeyaHve. Ha aToi cTafgnun NNacTtMaccoBblli XBOCTOBMK YCTPOMCTBA NPOLOMKMUT BpaLyaTbCs.

MpumeyaHne. BaToT MOMEHT MpeKpaTuTe NogaBaTb NUTaHWE KCUCTEME.

- AKKypaTHO oTBeauTe YepenHoi nepdopartop EasyDrill o1 uepena.

- B 0TBEPCTMM MOXET OCTaTbCA TOHKWUI CNOI KOCTU, KOTOPbIA HEOBXOANMO OCTOPOXHO YAaINTb
COOTBETCTBYIO LW UM XNPYPIMYECKUM MHCTPYMEHTOM. ECiv aTOT €Ol NAOTHO MPUNEXUT K TKaHU
rofIOBHOTO MO3ra, Heob6xoAMMO co6MAaTh COOTBETCTBYHOLLYHD OCTOPOXHOCTb, UTOObI He
noBpeauTbL TBEPAYI0 MO3rOBYHO 060/10UKY.

- MNepen panbHelwelt nepdgopauneii NpPoTpUTE pexyLwuii Kpaik 4vepenHoro nepgoparopa
EasyDrill, 4To6bl yganuTb martepuansl, OcCTaBllMeca OT npegbligyluiero csepneHuns. CHosa
BbINONHUTE NPOLeAypPbl MPOBEPKMU.

OTPAHWYEHHAA TAPAHTUA

Komnanua Micromar Ind. Conn. Ltd. rapaHTUpyeT OTCyTCTBME B YCTPOLCTBE NMPOEKTUPOBOYHbIX
N MNPOM3BOACTBEHHbIX Ae(eKTOB. Ha yCTpOMCTBO pacnpocTpaHsieTca [LeWcTBUE rapaHTum
koMnaHum Micromar Ind.Com. Ltd. npu ycnosuu, 4to cO6M10jeHbI Cnefytone TpebosaHmna:

1.1. N3genne ncnonb3yeTcs B COOTBETCTBMY C MHCTPYKLMEN NO aKcniyatauuu.

1.2. 3genne ncnonb3yeTca OAHOKPATHO y OAHOMO nauueHTa BO BPEMS OHON XMPYpPruveckon
npouegypsbi.

OrpaHunYeHHas rapaHTUs yTpaymBaeT CUNY B Cefyto LW uX cayyasx:

1.3. YcTpoiicTBO MCMNoNb30Banoch HEMPaBUAbHO, He MO HasHAYeHWo NN60 WHCTPYKLMA Mo
3KcnnyaTawumnm He cobtoganack 4OMKHbIM 06pa3oM.

1.4.YcTpolicTBO NOABEPIIOCH MOBTOPHOMY UCMO/b30BaHMIO U NMOBTOPHON CTEpUAn3aLmm.
1.5.YcTpoiicTBO MCNONb30BANOCH NOCNE UCTEYEHWSA CPOKA FOAHOCTU.
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®

SYMBOLS Medtronic

The following symbols can appearon this device and related packaging.

Caution: Federal law (USA) restricts this
device to sale by or on the order of a
physician.

If the single use symbol is on the device
label then this device is designed for single

- patient use only. Do not reuse, reprocess, or

I resterilize this product Reuse, reprocessing,
or resterilization may compromise the
structural integrity of the device and/or
create a riskofcontamination ofthe device,
which could result in patient injury, iliness,
ordeath.

Do not resterillize

Manufacturer

Authorized  Representative in  the
European Community

A Attention, see Instructionsfor Use

q) C a Consult Instructionsfor Use (D

Use By Date
REF Catalog Number
LOT Lot Number
[oterd i Sterilized by Gamma Radiation

Do notuse if package isdamaged

Quantity

Keep away from sunlight
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*Model
-Module
* Model!
-Modek)
* Modell
- Modelk)
- Mali!

* Modell
-MovitAo
* Model
-Modek}
-Model

* Model
*Tlpus
-Modell
* Model
-Mogenb
-Model
-Model

DMO008FAA
OLW)11PAA
DMO010FAA

DMO021CFM

> X

50

(A)
' External diameter
*Diamefre exterieur
«Auftendurchmesser
*Dldmetro extemo
*Buitendiameter
*Diametro estemo
*Ulkoldpimitta
*Ytlerdiameter

*Udvendig diameter
mDSmefro extemo
-$rednica zewrtefrzna
*Vrtej™ jxCirrter
*Kul™ itmerd

« Utvendig diameter

- Hapy>HblIii gnameTp
-Moljainji pre”ik
W/ anjski promer
9 mm
lnw

14 mm

14 mm
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Keep dry

Temperature limits

Humidity limits

(8)
Internal diameter
Diantetre int"Niieur
Innendurchmesser
Dtemetro intemo
Binnendiameter
Diametro intemo
S~ dpimitta
Innerdiameter
EourrefNw” 6Ki|j€Tpo?
Indver~ig diameter
Didmetro intemo
Srednica wewn”Mrzna
Vnitfnf prCim&'
BelsdStrrtefd
Innvendig diameter
1? gap
' BHYTpEHHWIA gnameTp
Unutra8njj preEnik
snutamji prorr™r

6mm
i
11mm

lImn

43

\
)

-Shelf

Medtronic

©)

- Epaisseur de perforation
- Einschub

- Estante
-Blad
-Shelf

-Ulkonema

-Avsats

-Sokkel

31

- Plataforma

-Skok
-Pr6h
-LetOites
-Hylte
-Raf
-Bbictyn
- Platform
- Podloga

a

3 mm

3rren

3 mm

15nm
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* Model
. *Mod"
° I =Model!
-Moddo
-Modell
- Modelk}
*Malli
*Moddl
-MovrtAo
=Model
Modelo
-Model
=Model
-Tlpus
«Modell
- Model
-Mogaenb
-Mo*
*Model

DMO0008FM

DMOO11FAA

DMOO010FAA

OMQ210FAA

«Color
«Couleur
- Farbe
-Color
-Kleur
-Colofe
-van
oFa"g
-XpbIipo
-Farve
-Cor
-Kol(X
-Barva
-Szln

- Farge
- Renk
-Liserr
-Bpta
-Boja

Yellow /Jaune / Gelb
Amarillo / Geel / Giallo
Keltainen /Gul/ Kirpjvo
Amarelo /2oity /2luta
SSrga /Gul /San
Xentblid 2uta / 2uta

Blue /Bleu /Blau
Azul/Blauw/Blu
Sininen / BIS / MTTJIE
BiS/Azul/Niet™ki
M odrd/Kék/Bid
Mavi/ CuHwnit / Piava
Plava

White /Blanc / Weid
Blanco / Wit/ Bianco
\"koinen /Vrt/ Nevk6
Hvid / Branco / Biaty
Bil6/Feh6r/htvit
Beyaz / benbliii / Bela
Bijela

Green /Vert/GrOn
Verde / Groen /Verde

Vihrea / Gfbn /npdoivo

Gran/Verde/ Zielony
Zelena/ zdid / Grann

Minimal bone thickness
Epal$$enr osseuse minimale
Mindest-Knochendicke
Grosor de hueso minimo

*Minimale botdikte

:minimo dell osso
Luun paksuus vaNntaan

*Minsta bentjocklek

=EAJXKITO TTeixo? OCTTOU

‘Mindste knogletykkelse
Espessura minima do osso

*Minimaina gruboid kodd

* Minimaini tlouStka kosti
Legkisebb csontvastagsag
Minste beintykkeise

* Minimum Kemik Kalmligi

-MWHVManbHas TONLMHA KOCTU

* Minimaina debfjina kosti

m/inimaina debijina kosti

325 mm

35 mm

325mm

1,76 mm

C€
0123

BL1108CAA-Rev.06

Emergo Europe B.V.

Prinsessegracht 20
2514 AP The Hague
The Netherlands
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Distributeq By:

Medtronic

4620 North Beach Street
Fort Worth, Texas 76137 USA
Customer Service: 1(800)-433-7080

Micromar Industria e Comercio Ltda.

CNPJ: 53.168.142/0001-29

Av. Marginal ao Corrego da Serraria, n"! 68

CEP 09980-390 - Serraria -

Diadema -SP- Brazil



«YTBEP>XIOAKO»

«Mukpomap WHayctpusa wn  Komepcny  JlTga.»
(Micromar Industria e Comercio Ltda.), Bpasnnus

MpesngeHT
(LOMKHOCTD)
AHTOHMY MapTyc KanibBy
(Antonio Martos Calvo)
(nms)
<nognucaHo>
° ] (nognuce)
«02» thespans 2023 r.

«fieHb» Mecsl (undpamm)

«HCTPYKUMA MO NPUMEHEHMNIO» AN nogayn B Poccuiickoin depaepaumm:
Bop neptopatopHsbIin EasyDrill ¢ KynaukoBbIM MeXaH13MOM
Mpov3BoauTeENb:

«Mukpomap NHaywTpua n Komepceoto Jitga» (Micromar Industria e Comercio Ltda.) As. MapxuHan ay
KoHery pa Ceiimapus, 168, CeHapus, Ouagema, CaH-Mayny, 09980-390, bpasuius

Mpon3BoACTBEHHAs MN/OLIAAKA:

AB. MapxuHan ay KoHery pa Celimapus, 168, CeHapus, Ouagema, CaH Mayny - 09980-390 -

bpasnnua

. - 1-2 HOTAPUANIbHAA KOHTOPA AUALEMbI
<LLtamn: L4Tuo6b| HaCTOALLMN [OKYMEHT (LUTAT CAH-M Ayny)p' AR
cunTaca AeNcTBUTENbHBLIM B bpasnnum un Mp. Bep. YKyapes Puyc e Backowcenoc, 73
cynTasicA 06ﬂ3aTeﬂbe|M K NCNOJTHEHUIO p'ﬂﬂ Teﬂeq)OH: 4099-7030 - ﬂlmaﬂema ~ CaH ﬂayny
TPETbUX CTOPOH, OH O/MKEH ObITb NepeBefeH Ha
MECTHBbI A3bIK, 1 €ro NepeBof, 40/MKeH ObITb YCTaHOB/IEHA MOA/MMHHOCTb OJHOV NOANMCH:

3apernctpupoBaH. (Ctatbsi 224 'paxKaaHCKoro AHTOHWY MAPTYC KA”t_’By (ANTONIO MARTOS
o CALVO) (93964). Mevatb(n):
Kofekca 1 148, eqMHCTBEHHbIN nNaparpad) 3akoHa

610270AAAA0769786
6.015/73).> 3annch: 4850495050485049494848495154
[Ovagema, 02 despans 2023 .
<LUTa|V||-|: 1_5:' HaCTOFIIJJ,I/IM YAOCTOBEPAID BbILLEN3NOXXEHHOE KaK
HOTAPUAJIBHAS veTHrroe. <nogucato>
KOHTOPA KNAY MY MATAHIPAHY (CLAUDIO
Knaygny MataHrpaHy MATANGRANO)
(Claudio Matangrano) JENCTBUTE/NLHO TO/IbKO MPU HANNUNA
HoTapuyc MEYATU OB Y JOCTOBEPEHMN.
ANALEMA (LIJTAT CAH- Wroro: 6, 77 EanHnua: 6,77

NAY/Y)> Knayauy MaTtaHrpaHy (Claudio Matangrano)
<Mapka: HotapnanbHas Konnerus bpasmnmm *
11385 * MOANNCB 1* S10270AA0769786>
MepeBo4 C aHIIMIACKOrO W MNOPTYrabCKOTO $A3bIKOB Ha PYCCKUIA  A3bIK  BbIMNOSHEH
nepeBofUNKOM VICKyCHbIX AMuTprem AnekcaHapoBuyem
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Poccuiickas ®efepauns
"opog Mocksa
[Bafuatb BOCbMOro (bespans fBe TbiCAYM ABajLaTb TPETHErO roga

A, AnexvH EBreHuii BnagumupoBuy, HoTapuyc ropofa MOCKBbI, CBUAETENLCTBYHO
NOA/IMHHOCTbL NOANUCK NnepeBoayunKa ICKyCHbIX AMUTpra AnekcaHapoBuya.

Mognuck caenaHa B MOEM NMPUCYTCTBUN.

JInyHOCTb NoANUCaBLUEro AOKYMEHT YCTaHOB/MEHA.

3apeructpupoBaHo B peectpe: Ne 57/171-H/77-2023-4-1926.

YnnayeHo 3a COBepLLEHME HOTapuanbHoro aenctems: 400 py6. 00 kon.

E.B.Anexu

Bcero npolwHypoBaHo,
NPOHYMEepo™o nCKpenseHo
neyatblo i/ nucT(-a.-0B)
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