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HanmeHoBaHWe MeAULMHCKOTO U3Lenus
Yctpoiicteo ENPOWER gnsi oTAeneHns MMKpocnupaneii, B COCTaBe;

1 Yctpoiicteo HNPOWER anst otaeneHns mukpocnupaneii (DCB2)
2. Ka6ens HNPOWBR fns oTgenieHns MUKpocnvpaneii ¢ nynsTom
oTfeneHus (Npyu HeobxoaumocTn o 5 wr.)

3. Kab6enb Connecting Cable ans otaeneHuns mukpocnupaneii (npu

HeobxoamMmocTu go 5 wr.)

(ganee B TEKCTE MOXET YNOMUHATLCA KaK: «CUCTEMA OTAENEHMS Cnvpaneit
ENPOWER»; «MeANLMHCKOe U3[eNne»; «U3fenns»; «ycTpoiicTeo»; DCB. DCB2,
ENPOWER (DCB2) u ap.; HaumMeHOBaHUA Kabeneli MOryT MMeTb COKPaLLEHHble
0603HaveHuns: kabenu, ana kabens ENPOWER ans oTaeneHus MUKpocnvpanei c
nynbToM oTAeneHus - «ECB», kabenb lINPOWER, gns kabens Connecting Cable
ANs oTAeneHus Mukpocnupaneii - «CCB», Kabenb Connecting Cable).

Tabnmua cOOTBETCTBUA BapMaHTOB WMCMOJIHEHUS KaTalloXKHbIM komepam npvBefeHa
HUKeE:

Howmep no
HanMeHoBaHuWe, BapnaHT UCMONHEHUA

DCB2000500 YCTpoiicTBO I%NPOWER ONs OTAeneHus
mukpocnupanein (DCB2)

CCBOOO 15700 Kabenb Connevctmg Cable ata otgeneHus
MUKpocnupanei

ECBOOO18200  <@6enb  ENPOWER ~ ans  otpenenms

Mukpocnupanein ¢ nvnbTOM oTaeneHus

HacTosLias MHCTPYKLMA pacnpocTpaHseTcsa Ha YcTpoiictBo ENPOWER gns
oTaeneHns mukpocnupaneii (DCB2).

BAXHAA NHPOPMALMNA

MoxanyicTa, NpounTanTe Nepes UCNosib30BaHNEM

OnucaHune nsgenuns

YcTtpoiictBo ENPOWER gns oTaeneHms Mukpocnupanein (Homep no katanory
DCB2000500) npefHa3HayeH 4715 UCNONb30BaHUS ¢ Kabenem v cuctemamm Ans
poctaBkn Mukpocnupanein MICRUSFRAME, DELTAFILL, DELTAXSFT,
GALAXY G3 nGALAXY G3 XSFT. Yto6bl onpegennTs, NOAXOANT
ycTpoiicteo DCB2000500 a1t KOHKPETHO MUKpocnmpani, 06paTuTech K
WHCTPYKLMW MO MPUMEHEHWIO COOTBETCTBYHOLLEN MUKPOCNPATN.

Yctpoiicteo ENPOWER ans otaeneHns Mukpocnvpanein (DCB) nogaeT sHepruio,
Heob6X0AVMMYH A4/ TEPMO-MEXaHNYECKOro OTAENEHNA MUKPOCNMpanu oT
NpPOBOAHMKA y3na NO3MLNOHNpoBaHMs ycTpoicTea (DPU). YcTpolicTBo
ENPOWI'.R ana otaenexHns mukpocnupaneit ENPOWER (DCB2000500)
coBMecTMMO kabenem ENPOWER ans oTaeneHus Mmyukpocnvpaneii ¢ nynbTom
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Name of medical device

I-NPOWER Detachment Control Box for the microcoils, content:

1 ENPOWER Detachment Control Box for the microcoils (IX-'B2);

2. I-;NPOWER Control Cable for microcoils detachment with detachment
control board (if necessary, up to 5 PCs.)

3. ENPOWER Connecting Cable for microcoifs detachment (if necessary, up
to 5 PCs.)

(hereinafter referred to as "ENPOWER detachment System for microcoils
detachment™, "medical device", "products”, "device", DCB, DCB2, ELNPOWIIR
(DCB2) and others; cables names can be listed as; cables, for ENPOWER Control
Cable for microcoils detachment with detachment control board - «<ECB», Control
Cable, for ENPOWER Connecting Cable for microcoils detachment - «<CCB»,
Connecting Cable).

gsr
ENPOWER Detachment Control Box
DCB2000500 for the microcoils (DCB2)
CCBO0O015700 ENPOWER Connecting Cable
ECBO0O018200 ENPOWER Control Cable

This IFU applies to ENPOWER Detachment Control Box for the microcoils
(DCBY).

IMPORTANT INFORMATION

Please Read Before Use

Device Description

The ENPOWER Detachment Control Box (Catalogue Number OCB20(KO500) is
intended for use with a cable and a MICRUSFRAME, DELTAFILL, DELTAXSFT,
GALAXY G3 or GALAXY G3 XSFTMicrocoil Delivery System. Reference the
Instructions for Use included with your Microcoils to determine ifthe nCB20{t0500
is the appropriate detachment control box.

The ENPOWER Detachment Control Box (DCB) provides the necessary energy to
allow for a thermo-mechanical detachment of the microcoil from the Microcoil
System’s Device Positioning Unit (DPU) wire. The ENPOWIVR Detachment Control
Box (DCB2000500) is compatible with the ENPOWER Control Cable (ECBOO0182-
GO) or with the standard connecting cable (CCBOOO157-00). Both cables and the



otaenexms (ECBOOO18200) n kabenem Connecting Cable ans otaeneHus
mukpocnupanein (CCB00015700). O6a kabens n yctpoiicteo HNPOWER gns
OTZeNeHNs MUKPOCNVpaneii NOCTaBNATCA Kak BMeCTe, Tak 1 OTAeNbHO OT
CUCTEMbI ANA LOCTaBKM MUKpoOCnupanei.
HasHaueHune ycTpoiictea ENPOWER gna otgeneHus MHKpocnupanei: Xas
OTAeNeHns MUKpOCNUpanein Npu 3HZ0BaCKyNAPHOM aM6oAM3aLmm
BHYTPMYEpenHbIX aHeBPU3M U MPOUMNX COCYAUCTLIX Manb(opmaLuii.

Yctpoiicteo ENPOWER ans oTaeneHns MUKpoCNupasein iBnseTcsa KOMMOHEHTOM
CUCTEMbI /15 OCTABKN MUKPOCMNPasIeil.

YctpoiictBo ENPOWER gns oTaeneHms MUKpocnupancii 06ecneynBaeT 3HEPIuiO,
Heob6X04UMY10 A/ TEPMO-MEXaHWYeCcKoro OTAe/leHUs MUKPOCNNpanu npu
3H/0BACKY/IAPHOV 3MO0NMN3aLUN BHYTPUYEPENHBIX aHEBPU3M.

MpeaynpexaeHus
CucTtema 415 4OCTaBKM MUKPOCNUPanei Ao/KHa UCMO/b30BaTbCA TO/LKO B
MOJIHOCTbIO YKOMM/IEKTOBAHHOM COCTOAHWW. [0NHAasa KOMMNIEKTauus CUcTeMbl
BK/tOYaeT B cebs ycTpoiictso ENPOWER ansa oTaeneHus Mmyukpocnupanei, kabenb
W MUKpOCAMpanb Ha cucTeMe gocTaskn. HE SAMEHSAVTE KOMMOHEHTbI U
yCTpoiicTBa NPOM3BOACTBA TOrO XKe NPOU3BOANTENSA WAN SPYTMX MPOM3BOAUTENEN
yctpoiicteom [INPOWFAR gnsa oTgeneHns Mukpocnupanein Bo n3bexxaHme
TPaBMMPOBaHMUA NaLMeHTa Un Nonb3oBaTens. 3yunte MHCTPYKUMIO K
COOTBETCTBYHOLLE/ MUKPOCMMpanu, 4Tobbl OMpeaenuThb, Kakoe yCTPOCTBO Ans
oTAeneHns 1 kabenb AOMKEH C Hell NCMO/b30BaThCA.

OnacHoCTb B3pbiBa: HEAOMYCTUMO UCMOMbL30BaTh ycTpoiicTBo ENPOWER
NS OTAeNeHns MHKpoCcnupaneii B MPUCYTCTBUM OFHEOMACcHON cmecu
aHECTETMKOB C BO34YXOM, KUC/IOPOAOM, 3aKUCbIO a30Ta Uiu B aTMocdepe ¢
MOBbILEHHbIM COepXaHNeM KUCNoposa.

Mepbl NpefoCTOPOXHOCTH

* Yctpoiicteo ENPOWER ans otaeneHus Myukpocnupaneii LOMKHO
1CM0Nb30BaTLCS TOMLKO Bpayamu, NPoLLIeALLMMN 06YUeHNe NHTEPBEHLMOHHO
HEMPOPEHTIEHONOMUM 1 3HAKOMbIMW CO BCEMW acrnekTaMu CUCTEMbI.

* 3anpeLlaeTcs CTEPUIN30BaTb SIH0ObIE KOMMOHEHTbI CUCTEMbI AN15t LOCTaBKM
MMKpOCVpanei.

« YcTpoiictBo ENPOWER ansa otgeneHus mHkpocnupanein (DCB2000500)
noctaensetcs HECTEPU/IbHbIM. Ecnv ToNbKO YCTPOCTBO He MOMELLEHO B
CTEPUNbHBIA YeX0N, OHO AOMKHO 0CTaBaTbCs BHE CTEPU/ILHOMO MO BO BPEMSA
1Cnonb3oBaHus. YcTpoiicteo DCB aABnseTcs eAMHCTBEHHON MHOrOpasoBoii
4acTblO CUCTEMbI ANS AOCTaBKM MHKpocnupaneid. Mo nonyuenun yctpoiictea DCB
MpoBepbTE YNAKOBKY M YCTPOWCTBO Ha NPU3HaKM NoBpexaeHus. Ecnv npu
TPaHCMOPTMPOBKE MPOM30LLN0 PU3NYECKOE NMOBPEXEHVE YCTPOICTBA,
He3aMe//IMTeNbHO YBeOMUTE NPOU3BOAMTENA 41 3aMeHbl YCTPOWCTBA.

» 1na BCeX NpoLeayp PEKOMEHAYETCSH MeThb pe3epBHOe ycTpoiicTBo ENPOWER
Ans otgeneHus mukpocnupaneii (DCB).
Kak nocrasnsercs
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ENPOWER Detachment Control Box are available as part of the microcoil delivery
system or separately.

indications for use of ENPOWER Detachment Control Box: for the microcoils
is designed to separate microcoils during endovascular embolization of intracranial
aneurysms and other vascular malformations.

The ENPOWER Detachment Control Box is a component of the Microcoil

Delivery System.

The Detachment Control Box (DCB) provides the energy necessary to allow for a
thermo-mechanical detachment of the microcoil during endovascular embolization
of intracranial aneurysms.
Warnings

The Microcoil Delivery System should only be used as a complete system. A
complete system requires a Detachment Control Box. a cable, and a Microcoil
System. DO NOT SUBS HTUTE any components or devices from the same
manufacturer or other manufacturers with the ENPOWER Detachment Control Box
or injury to the patient or user could result. Reference the Instructions for Use
included with your Microcoils to determine the appropriate detachment control box
and connecting cable.

Explosion Hazard: The Detachment Control Box is not suitable for use in the

presence of a flammable anesthetic mixture with air or with oxygen or nitrous
oxide or oxygen enriched atmospheres.

Precautions

e The ENPOWIIR Detachment Control Box is for use only by physicians trained
in interxentional neuroradiology and in all aspects of the system.

< Do not attempt to sterilize any component ofthe Microcoil Delivery System.

e The ENPOWEXX Detachment Control Box (DCB) (DCB2000500) is provided
NON STERILE. Unless placed in a sterile sleeve, it should remain outside of the
sterile field during use. The DCB is the only reusable portion ofthe Microcoil
Delivery System. Upon receipt of the DCB, inspect the shipping carton and the unit
for signs of damage. If unit presents with physical damage upon shipment,
immediately noti®' Manufacturer for replacement.

e A backup ENPOWER Detachment Control Box (DCB) is suggested for all
procedures.

llow Supplied



Yctpoiicteo ENPOWHR gns oTAeneHns Mnkpocnupanein nocrasnseTcs
LLU-XTEPUJIbHBIM.

KomnaHua npousBoguTens He HeCeT OTBETCTBEHHOCTYM 3a NOCNeACTBUSA MOMbITOK
cTepunmsayun yctpoinicte HNPOWBR gnst otaeneHns Mukpocnvpaneid. Komnanus
MPOM3BOAMTE/b TaKXe He BO3BPALLAeT JeHbIM U He 3aMeHSAET W3feNns, KoTopble
6b111 pacnakoBaHbl, HO He UCMONb30BaHbI.

Cnoco6 npuMeHeHUs:

MpumeyaHune. YctpolictBo ENPOWER ans otaeneHms mukpocnupanein (DCB)
aBTOMaTMYeCKM OTK/HOYaeTCs Yepes nonyaca 6e3aencTaus. bxnv oHo
aBTOMAaTUYECKN OTKUNNOCH, HXMUTE KHOMKY Power (MutaHwe) ans
NMOBTOPHOIO BK/IHOYEHUS.

YpocToBepbTeCh B HagneXxalyen paboTe ycTpoiicTea

MpumeyaHune. B gaHHOM ycTpolicTBe DCB HeT 6aTapeek, nognexatinx sameHe
noJib30BaTesieM.

1 Haxmute KHONKY Power Ha nepeAHei naHenm ycTpoiicTea. Bce KOHTPO/bHbIE
NnaMnbl KPaTKOBPEMEHHO 3aropsTcs, a 3aTeM BbIK/OYATCA, NOKa YCTPOWCTBO
BbINO/HSET CaMOTECTUPOBaHNe. be3 NOAKNOYEHHbIX Kabenei JOMKeH ropeTb
TONbKO OAVH MHAMKATOP aKKyMynaTopa.

» Ecnu ropuT 3eneHblil uHgukatop - Full Battery, 3HauMT yCTPOMCTBO MCMPaBHO.

* Ecnn roput xenTolit uHAMKaTop Low Battery, To ycTpoiicTBo GyaeT
(DYHKLMOHMPOBATb JO/KHBIM 06pa3oM, HO MeHee 100 LIMK/IOB OTCOEAMNHEHUS.

« Ecnu roput KpacHblii uHaukatop Dead Battery, ycTpoiAicTBO He GyzaeT
pa6oTaTb. 3aMeHUTe Ha HOBOE.

 Ecnv ropuT KpacHblil nHamkatop System Fault, uim nHgnkatopbl He ropsat
BOOOLLE, YCTPOWCTBO HEMCMPABHO. Y CTPOMCTBO HC AO/HKHO MCMNOMb30BaThLCS W
[OMKHO ObITb BO3BPALLEHO MPOM3BOAMTENO UM YNONHOMOYENNOMY
NPeACTaBUTENIO A1 3aMeHbI.

2. MMocne NpoBepKn YCTPOIACTBA, W B C/lyUae ero Haanexatiero
(hynKLMOMMpoBanns, NPUKPENUTE Ha CTOVKY KanenbHULb! UK XXBUBANEUTHbI
NoAXOAAWNIA AepaTesb.

MpumeyaHne: C NOMOLLbIO OTBEPTKU WUAWN TOHKOW MOHETbI MOXHO CHATb 3a)KIM
Ha 3a4Hei naHenn ycTPOMCTBa U BCTaBUTb €ro B CTEPUbHbLIN pyKaB, YTOObI
YCTPOACTBO MOF/IO BbITh NOMELLEHO B CTEPWU/LHOE MONeE.

MpoBepka NoAKIOYeHNs Kabens
1. OTKpoViTe CTepUbHBIA Kabenb B CTEPUILHOM Mofie.

2. BbiBeagnTe pasbeM 60/bMIOro AMaMeTpa U3 CTepUbHOro noss. OcTanbHas
YacTb COEAMHUTENBHOTO Kabens A0/HKHA 0CTaBaTLCs B CTEPUILHOM MOSeE.
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The ENPOWER Detachment Control Box is provided NONSTT/RILE.
Manul'aciurer will not be responsible for any ENi*WER Detachment Control Box
that is sterilized, nor accept for credit or exchange any product that has been opened
but not used.

Instructions:
Note; The ENPOWER DCB has an automatic shut off after 14 hour of non-use. If
the DCB automatically shuts oft', press the Power button to restart.

Verify Proper Functionality of DCB

Note: This DCB contains no user replaceable batteries.

1. Press the Power button on the front panel of the DCB. All indicator lights will
illuminate briefly then turn off while the unit performs a selftest. With no
cablesvconnected, only one of the battery indicator lights should be illuminated.

« Ifthe green Full Battery light is illuminated, the DCB is functioning properly.

« Ifthe amber Low Battery light is illuminated, then the DCB will function
properly, but less than 100 detach cycles remain on the unit.

« Ifthe red Dead Battery light is illuminated, the DCB will NOT function.
Replace with new DCB.

« If the red System Fault light or no light is illuminated, then the DCB is NOT
functioning properly. The unit should not be used and should be returned to
Cerenovus or an authorized representative for replacement.

2. Once verification of the DCB is complete and the DCB is functioning properly,
mount the DCB onto an IV pole or equivalent mounting device.

Note: Using a flalhead screwdriver or a thin coin, the clamp on the back of the
DCB may be removed and the DCB inserted into a sterile sleeve so the device may
be placed in the sterile field.

Verification of Cable C'onnection

1 Open a sterile cable into the sterile field.

2. Pass the larger diameter connector out of the sterile field. The remainder of the
connecting cable must remain in the sterile field.

3. Insert the larger cable connector into the DCB output connector until a click is
felt.

Verification of Microcoil System



3. BcTaBbTe 60/1ee KpynHbIA pasbeM Kabensi BO BHelHUIA pasbem DCB fo
LLenyKa.

MpoBepka MuKpocnupasei.

1 BblbepuTe nogxogawyt MukpocHupans MICRUSFRAME, DELTAFILL,
DELTAXSFT. GALAXY G3 wuwm GALAXY G3 XSFT Ha OCHOBaHWU
aHrnogadgmnyeckoi oLueHKN aHeBpu3MbI. Moxanylicta, 06patuTeck K PykoBoacTBy
no  3KcnayaTauuW,  MOCTaBNseEMOMY  COBMECTHO € MwuKpocnupansimu
3H[0BACKy/NAPHbIMM Ha CACTEME [OCTaBKU AN 3MOONU3aLUN BHYTPUYEPENHbIX W
nepuepuyecKnx cocyaoB.

2. MposepbTe yNakoBKY MUKPOCNMPany Ha NpPeaMeT HapyLUeHWs CTEPUNLHOCTY.
3. OTKpOWTE CTEPW/bHbLIA MaKeT, COAEPXKaLLMA BbIOPaHHYH MUKpOCNMpaib W
N3B/IEKUTE TKOJbLEBYH) YMAKOBKY, COAEpPXKallyto MUKpOCNnpab, U3 nakeTa.

4. B TO Bpemsa Kak cucTeMa MUKpOCnupanei OCTaeTcs B NakeTe, MOACOeAUHUTE
60/1ee MaNeHbKNIA pa3bem Ha COeAMHUTENbLHOM Kabene K COeJUHNTE/NbHOM BTY/IKE
npoBoja Yy3na MnO3ULMOHMPOBAHUS YCTPONCTBA CUCTEMbI MUKpPOCNWpa; kil 1
nopaliTe NUTaHMe Ha YCTPOMCTBO. 3eneHblii cBeT System Ready 3aroputcs, Korga
U kabenb, W MuKpocnmpanb OygyT MNPUCOEAWMHEHbl K YCTPOWCTBY MU
(hYHKLMOHMPOBATb JO/HKHBIM 06pa3oM.

e Ecnm curHan System Ready He roput, nNpoBepbTeé BCE COEAUHEHWSA
Kabenei.

e Echm curHan System Ready Bce ewe He roput, OTCOeAMHUTE
MUKpOCNupans OT Kabensa u BbioepuTe [Apyroii kabenb. BbinonHuUTe
nepeyncneriuble  Bbille WarM U MNOACOEAMHWUTE  HOBbIM  Kabefb.

MopcoeauHnTe CYLLECTBYIOLLYIO MUKPOCNMPanb K HOBOMY Kabento. Eciu
Ternepb ropuT CcBeTOBOW curHan System Ready, cuctema Ans JOCTaBKu
MUKpocnupanein gyHKLMOHMPYET Hagnexalmm obpasom. CHOBa ynakyiTe
MWUKpOCMVpaslb W BEPHWTE BCE YCTPOWCTBO MPOU3BOAMTENO WK
YNOIHOMOYEHHOMY NPeACTaBUTENO AN 3aMeHbI.

MpumeyaHne: CoeAVHUTENbHBIA Kabenb He MOANEXUT MNOBTOPHON
CTepunM3aLmMm 1 NOBTOPHOMY MCMO/b30BaHUKO. [MOBTOpPHas cTepunusauus
MOXeT MoBpeAMTb 060pyAoOBaHMe, CAenaB €ero  HedyHKUMOHabHbIM.
Mpon3BoAMTENb HE OCYLLECTBASIET 3aMeHy MOBTOPHO CTEPWIM30BaHHbIX
COeMHUTENbHBIX Kabenei.

e Ecnn cBeToBOl curHan System Ready Bce elle He ropwT, BblbepuTe
pe3epBHYIO CUCTEMY MUKpochupasei. MoBTOpuTe OnMcaHHble BbILle Luaru
ONS M3BMEYEHWS  MUKPOCMMpanM M3 ee  CTEPUSIbHOM  YNaKOBKM.
MofcoefMHWTE HOBbLIN COEAMHUTENbHBIN Kabenb Npy OCTalOLLEACs B KOMbLe
cucTeme MuKpocnupaneid. Ecnn Temepb ropuT CBETOBOM curHan System
Ready, cuctema [JOCTaBKM A1 MUKpoOcnuvpaneid  (yHKUWOHMPYET
Hagnexkawmm obpaszom. CHOBa ynaKyiTe HeWcnpaBHbI kabenb U BEpHUTE
€ro B NPOM3BOANTENHO UM YNOJIHOMOYEHHOMY MPEACTaBUTENIO /15 3aMEHbI.
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1 Select the appropriate MICRUSFRAME, DBL | AFILL, DEL TAXSFT.
GALAXY G3, and/or GALAXY G3 XSFT Microcoil System based on the
aneurysm’s angiographic a.ssessment. Please see the instructions for use included
with your Microcoil System.

2. Inspect the microcoil packaging for any breach of sterility.

3. Open the sterile peel-pouch containing the selected Microcoil System and
remove the hoop containing the Microcoil System from the pouch.

4. With the Microcoil System remaining in the hoop, connect the smaller connector
on the connecting cable to the hub connector of the Microcoil System’s Device
Positioning Unit (DPU) wire, and power on the DCB. The green System Ready
light will illuminate when both the cable and microcoil are connected to the DCB
and functioning properly.

« Ifthe System Ready light does not illuminate, check all cable
connections.

*|fthe System Ready light still docs not illuminate, unplug the Microcoil
System from the cable and select a new cable. Follow the steps outlined
above and attach the new cable. Connect the existing Microcoil System to
the new cable. Ifthe System Ready light is now illuminated, the
Microcoil Delivery System is functioning properly. Re-package the
malfunctioning cable, and return it to manufacturer or an authorized
representative for replacement.

Note: The connecting cable should not be re-sterilized or reused.
Resterilization may damage the unit making it non-functional. Re-
sterilized connecting cables will not be replaced by Manufacturer.

+ Ifthe System Ready light still does not illuminate, select a replacement
Microcoil System. Repeat the steps above to remove the microcoil from its
sterile package. With the Microcoil System remaining in the hoop, attach
the new connecting cable. Ifthe System Ready light is now illuminated,
the Microcoil Delivery System is functioning properly. Re-package the
malfunctioning Microcoil System, and return it to Manufacturer or an
authorized representative for replacement.

« Ifthe System Ready light still does not illuminate, the DCB is NOT
functioning properly. The DCB should not be used and should be returned
to Manufacturer or an authorized representative for replacement.

5. Disconnect the cable connector from the DPU hub connector. The Microcoil
System and DCB are ready to be used.



« Ecnn cBeToBOM curHan System Ready Bce elle He ropuT, YCTPOWMCTBO
(hyHKUMOHMpPYeT  MEHan;lexkawum  o6pa3oM.  YCTPOWCTBO  Henb3s
MCnonb3oBaTh A8 Npoueaypbl. Ero cnefyeTt BepHYTb NMPOU3BOWATEND UK
YMONHOMOYEHHOMY MPEACTaBUTENIO ANS 3aMeHbI.

5. OTcoeauHNUTE KaGenb OT YCTPOMCTBa.
TrOTOBbI K UCMO/Ib30BaHMIO.

Mukpocnupanib 1 yCcTPOCTBO

6. CHOBa HaXXMMTe KHOMKY Power, YTo6bl BbIKNHOYMTbL YCTPOWCTBO, NOKA OHO He
notpebyeTcsa Ans Npoueaypb.
MpumeyvaHme: YctpoiictBo ENPOWER aBTOMaTMYeCKM OTKIKOYAETCA Yepes
nonyaca 6e3geiicTemnd. Ecam ycTpoincTBO aBTOMATUYECKN OTKKOUMNOCH, HaXMUTE
KHOMKY NUTaHWs 4Ns nepesanycka.

MepeyeHb HaUUOHA/IbHBIX Y MEXAYHAPOLHbIX HOPMATUBHbIX
[OKYMEeNTOB/CTAHAAPTOB, KOTOPbIM COOTBETCTBYET MeAMLIMHCKOE U3fenve
YcTtpoiicteBo ENPOWER ans otgenenns mukpocnupanein (DCB2000500)
COOTBETCTBYET MEPEUNCNIEHHBIM HUXE CTaHJapTaMm:

* ANSI/AAMI [+:56060!-1:2005

* CAN/CSA-C22.2 No. 60601-1:2008

« 11iC 60601-1 (2005), 3-1 pegakums

* EN 60601-1 (2006), 3-a pegakuus

*|EC 60601-1-6 (2010)

* IEC 62366 (2007)

*|EC 60601-1-2 (2007)

MonHblin (AHIK cTaHAapToOB JOCTYMEH MO 3anpocy.

Cneundgukauymm yctpoiictea ENPOWER gns otaeneHus mymkpocnupaneii
» Tvn 6aTapeu: nUTHEBas

* BxogHoe HanpskeHue: 3,6 BonbT NOCTOAHHOIO TOKa

* BoixogHoe HanpsxeHue: 9,0 BonbT NOCTOAHHOMO TOKa, MakCUMyMm

* BbixogHoli Tok: 200 MA, MakcMmym

» Knaccudmkaums anektpobesonacHocTu: Tun CF, BCTPOEHHOE NUTaHMe.
opfiMHapHoe

060pyA0BaHME, NEPEMEXXAIOLLMIACS PEXMM PaboThl

» Knaccudmkaums snaroctoiikocTtu: 1PX2

OuunCTKa N PEMOHT

YcTpoiictBo DCB MOXHO YACTUTb, MPOTMPAs ero NoBEPXHOCTb MAMKOA TKaHblo,
CMOYeHHOI 70% M30NPONMUI0BLIM CANPTOM, CNabbiM LeTepreHToM Um
Je3nHpekTaHToM. CobntogaiiTe 0OCTOPOXHOCTL NPY OUUCTKE MOBEPXHOCTM OKO/O
BbIXOHOrO pa3bema.

YcTpoiicTBo DCB He COAEPXMNT HUKAKMX KOMMOHEHTOB, 06CNY)XMBAEMbIX
nonb3osatenem. Ecnm yctpoiictBo DCB HencnpaBHO, €ro Hemb3s UCMOb30BaTh.
BepHWTe yCTPOACTBO KOMMaHWN NMPOU3BOAWTENIO WK €€ YNOSTHOMOYEHHOMY
npeacTaBuTeNto AN1s 3aMeHbl.
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6. Press the Power buUon again lo lum olTihe DCB until it is ready to be used in
the procedure.

Note: The ENPOWIVR DCB has an automatic shut off after /2 hour of nonuse. If
the DCB automatically shuts off. press the Power button to restart.

The list of national and international regulatory documents/standards, which
matches medical device

The ENPOWER Detachment Control Box (DCB2000500) complies with the
requirements of:

« ANSI/AAMI ES60601-1:2005

* CAN/CSA-C22.2 No. 60601-1:2008

* [EC 60601-1 (2005) 3rd Edition

* EN 60601-1 (2006) 3rd Edition

*|[EC 60601-1-6(2010)

* |[EC 62366 (2007)

*|EC 60601-1-2(2007)

Full list of standards is available upon request.

ENPOWER Detachment Control Box Specifications

« Battery type: lithium

* Input voltage: 3.6 VDC

« Output voltage: 9.0 VDC, maximum

 Output current: 200 mA, maximum

« Electrical safely classification: Type CF, internally powered, ordinary equipment.
Intermittent operation

« Ingress of liquid classification; IPX2 rating

Cleaning and Repair

The DCB may be cleaned by wiping its surface with 70% isopropyl alcohol, a mild
detergent or disinfectant, and a soft cloth. Use caution when cleaning near the
output connector.

There arc no user serviceable parts in the DCB. If the DCB is not functioning
properly, it should not be used and should be relumed to Manufacturer or an
authorized representative for replacement.



YTuUnH3sanunsa

WN3genve He oKasbiBaeT BPEAHOr0 BO3AENCTBMA Ha OKpYXXarollyko cpegt npu
CO6/IOAEHNM YCNOBUIA 3KCNAyaTaLun, TPAaHCMOPTUPOBKU, XPaHEHNS U YTUIU3aLUN.
B Poccuiickoii ®efiepaunmn faHHble U3Lenns Nognexar yTuam3aunm no ucteveHun
CpoKa cny>6bl B COOTBETCTBUM C TpeboBaHUAMM CaHllnH 2.1.3684-21 CaHuTapHO-
ANMAEMUNONOTNYECKNe TPebOoBaHWA K COAEPXKaHWI0 TeppuTOpUiA TFOPOACKUX U
CeNbCKNX MOCENEHNA, K BOAHbIM 0O6bEKTaM, MUTLEBOM BOAE W NUTLEBOMY

BOLOCHabXEeHWI0, aTMOoc(epHOMY  BO34yXY, MOYBaM, >KW/bIM  MOMELLEHUAM,
aKcnayatauuy NPOW3BOACTBEHHbIX, O6LLECTBEHHbIX MOMELLEHUI, opraHusaLum u
npoBeAeHuIo CaHMTapHO-NPOTUBOAMUAEMUYECKIX (NpothnnakTUYECKNX)
MepONPUATUIA.

Knacc MeMUMHCKMUX OTXO40B u3genus - A.

W3penms ENPOWER (DCB2), Kabens ENPOWER g oTAeneHns MMKpocnvpanei
¢ nynbToM oTgeneHuns n Kabens Connecting Cable gns otaeneHns mukpocnvpanei
He cnegyeT BblbpacbiBaTb B 6GbITOBOM MyCOpP, KOTOPbIA He MOABepraercs
COpTMpOBKe. [laHHOe ob6opyaoBaHue cnefyeT cobupaTb OTAeNbHO W MepefasaTb
creumanbHo cnyxxbe nepepaboTKn UM BEPHYTL NMPOU3BOAUTENIO ANA YTUIN3ALMUN.
YTUnun3npyiTe cTapblii akkyMynsaTop B COOTBETCTBUM C MECTHLIMI NpaBuIamm.
FAPAHTWA

KomnaHus npounssoauTens rapaHTMpyeT oTCyTCTBUE AedeKTOB MaTepuasios 1
MPOV3BOACTBEHHOIO 6paka B HaCTOALLEM MeAULMHCKOM u3gennn. Hactoawmm
3aB/IEHNEM OTMEHAIOTCA NIOObIe NpoyMe NPAMbIE U NOAPa3yMeBaeMble rapaHTuu,
BK/IOYasA rapaHTMW TOBapHOW NPUrOAHOCTU UM COOTBETCTBUSA. MpPUrogHoCTb
[aHHOr0 MeAVLMHCKOrO M3fenvs Ans KOHKPETHON XMpYPruyeckoli npoLeaypsl
orpejenseTcs onepaTopoM B COOTBETCTBUM C UHCTPYKLMAMY MPOU3BOAUTENSA MO
MCMONb30BaHMIO ToBapa. HMKaKMX Npounx rapaHTWi, KPome ykasaHHbP< B JaHHOM
[OKYMeHTe, He NpejocTaBnseTcs.

apaHTWiiHbIN cpok cnyxobbl ycTpoiictea ENPOWER ans oTaeneHus
mMuKpocnupaneii coctasnseT 500 «3anyckoB», Kaxabli «3anyck» onpeaensercs
Kak 10 UMKNOB OTCOEAMHEHUNA B TeYeHMe 4-4acoBOro Nepuoja OXuaaHus.

Ka6ens ENPOWER g 0TAeneHns MUKpPOCHUpaneli ¢ nybTOM OTAENEHNS 1
Ka6enb Connecting Cable gns oTaeneHus Myukpocnupaneid - rapaHTUAHBIA CPOK
XpaHeHus cocTaBnsaet 3 roga.
CumBO/IbI

CnepytoLue CMBObI UCNOML3YIOTCA B MaPKUPOBKE MPOAYKTa Un

ENPOWER DCB DCB2000500

Font MUTaHvie BKIVBLIKN
®

@H ke otaeneHs
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Disposal

The device has no harmful effect on the environment to the conditions of operation,
transportation, storage and disposal.

In the Russian Federation, such devices are to be disposed of at the end of their
service life in accordance with the requirements of SanPiN 2.1.3684-21 Sanitary and
epidemiological requirements for the maintenance of the territories of urban and
village settlements, for water objects, drinking water and drinking water supply,
atmospheric air, soils, residential premises, operation of industrial and public
premises, organization and conduct of sanitary and anti-epidemic (preventive)
measures.

Medical waste class ofdevice - A.

Devices - Cables and ENPOWER (DCB2) should not be disposed of in domestic
garbage, which is not sorted, 'i‘his equipment should be collected separately and
transferred to a special recycling facility or returned to Cerenovus for disposal.

Dispose of the old battery according to local regulations.

WARRANTY

Manufacturer warrants that this medical device is free from defects in both
materials and workmanship. Any other express or implied warranties, including
warranties of merchantability or fitness, are hereby disclaimed. Suitability for use
of this medical device for any particular surgical procedure should be determined
by the user in conformance with the manufacturer’s instructions for use. There are
no warranties that extend beyond the description on the face hereof.

The warranty period of ENPOWER is 500 “cases”, each “case” defined as 10
detachment cycles during a 4 hour period of standby operation.

ENPOWER Control Cable and Connecting Cable, CCB - have guaranteed shelf
life 3 years.

Symbols
The following symbols are used in product labelling or are directly applied to the
device.

EMPOWER DCB OCB2000500

Power on/off

@

Detach button



Wy nr Likn otaeneHvs
MorHb I 3apsig GaTapen

01 H/Bii 3apsz Gatapen

a Barapen paspsvxeHa
CvicTeMHb I/ CO0iA

A

CvcTema rotosa

"y Pabouyast YacTb ycTpoiictea Tuna CF

DETACH

EMPOWERS'

cMochment cor”rol boec 3. <ca

w Detach cycle

« Full battery power

0 1 Low battery power

C:a Dead battery
System fault

H

System ready

Type CF Applied Part

4
1 3eneHbl CBETOBOM CUTrHaN - 3anycK LMKa 0TCOeAUHEHMS Cnupaiu
(3aropaetcs ToIbKO Npu HaxaToi KHornke Detach)
2. 3eneHblii cBeTOBOW curHan Full Battery - nonHblii 3apsag 6atapen
3. YKenTblin cBeTOBOM curHan Low Battery - Hu3kuii 3apsag 6atapen,
ocTtanocb MeHee 100 LMKNOB OTAeNeHUSA
4. KpacHbIii cBeToBOI curHan Dead Battery - akKymMynsiTop paspsikeH.
3amMeHnTe YCTPOCTBO Ha HOBOE
5. KpacHbIii cBeTOBOIM curHan System Fault mamM HC rOpUT HUKaKUX
CUIHas0B, TOrAa yCTPoOMCcTBO hyHKUMOHUPYeT HEHag.3cxawmm obpasom.
6. 3eneHblii cBeTOBOW curHan System Ready - ycTpOCTBO FOTOBO K
1CNonb30BaHUIO
7. KHOoMKa nutaHusa - Npu BKAKYEHUN NHAMKATOP MUraet - Power
on/off
1 Green Light - Detach Cycle Light (only illuminates when the detach
button is pressed)
2. Green Full Battery Light-Full Battery Power
3. Amber Low Battery Light —Signals that there are <100 detachment
cycles remaining
4. Red Dead Battery Light —No battery life remaining Replace with
new ENPOWER DCB
5. Red System Fault Light - Ifthe Red System Fault light, or no light is
illuminated, then the DCB is not functioning properly
6. Green Light - System Ready Light
7. Power Button - When turned on the indicator lights will flash

Ta6nuua 1. PyKoBOACTBO 1 3asiB/IeHNE NMPOV3BOAUTENS; 3NIEKTPOMArHUTHbIE 3MUCCUW. 151 BCeX U3AeNWiA U CUCTEM MeAULMHCKONO 3/1eKTP006opYy40BaHUS

PYKOBOACTBO M ieKnapauus Npon3BoANTENS-31EKTPOMArHUTHbIE 3MUCCUM

YcTtpoiicteBo ENPOWER gns oTaeneHus mukpocnupaneli npefHasHavaeTcs A5 NpUMeHeHNs B 3EKTPOMarHUTHO 06CTaHOBKe,
orpeAeneHHoin Hwxke. [Mokynatenb WM MoMb3oBaTeNb YCTPOCTBA AOMKEH 06ecneynTb ero MNprMeHeHWe B YKasaHHONA

3/IEKTpOMarH UTHO 06CTaHOBKe.
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[MpoBepka no CooTBeTcTBUE JneKTpoMarHuTHas o6CTaHOBKa - YKa3aHua

MOMEXO03MHCCHM
lanvonomexm no  pynna 1 YCTPONCTBO MCNOMb3YET PafMO4aCTOTHYHO 3HEPTUIO TOJIbKO NS BbINOJHEHWS CBOUX
LISPR 11 3HYTPEHHUX DYHKLUMIA. Y POBEHb SMUCCUN PaAMOYACTOTHBIX NMOMEX SBAIAETCH HU3KUM W,

BEPOSATHO, He MPUBELET K HapyLleHUaM (DYHKLUOHWPOBaHUA pacnonoXXeHHOro B61msu
?NeKTPOHHOr0 060pYA0BaHUS.
Pagvonomexu no  pynna 2 YCTPOICTBO AOMKHO M3NYyYaTb 3NeKTPOMArHUTHYO SHEPTUIO AN BbINMONHEHWS CBOEN
L'ISPR 11 3CHOBHOI (hyHKUMWU. BO3MOXHO BO3[ECTBME HA PacnoioXXeHHOEe BON3M 31IEKTPOHHOE
360pygoBaHue.
Pagnonomexn no  Knacc B YCTpOIACTBO NPUTrOAHO A4/19 NPUMEHEHMA B NH0BbIX MeCTax pasMeLLeHns, BKIYas Xusble
CISPR 11 TOMa W 34aHns, HENOCPEACTBEHHO NOAK/OUYEHHbIE K pacnpeaenuTeNlbHON 31eKTPUYECKoi

CETW, NUTAIOLLEN XU/ble foMa.

["fapmMoHKnyeckune He

cocTaBnaoLLme NPUMEHSAIOT
toka no 1EC

61000-3-2

dnnkep no k
61000-3-3 NPUMEHSAIOT

Table I - Guidance and Manufacturer's Declaration —Emissions All ME Equipment and ME Systems

Guidance and Manufacturer’s Declaration - Emissions
The ENPOWER Detachment Control Box (DCB) is intended for use in the electromagnetic environment specified below. The
customer or user of the ENPOWER DCB should ensure that it is used in such an environment.

Emissions Complianc  Electromagnetic Environment - Guidance

Test e
RP Emissions Group 1 The ENPOW'ER DCB uses RF energy only for its internal function. Therefore, its RF emissions
CISPR 11 are very low and are not likely to cause any interference in nearby electronic equipment.

RF Emissions Group 2 The ENPOWER DCB must emit Electromagnetic energy in order to perform its intended
CISPR 11 function. Nearby electronic equipment may be afl'ected.

RF remissions Class B The ENPOWER DCB s suitable for use in all establishments, including domestic, and those
CISPR 11 directly connected to the public low-voltage power supply network that supplies buildings used for
domestic purposes.
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Harmonics N/A
IEC

61000-3-2

Flicker N/A
LEC 61000-3-

Tabnuua 2. PyKoBOACTBO U feKnapauus Npou3BoguTenst - NoMexoyCcToiumMBoCTb. s BCeX U3Aennii 1 CUCTEM MeANLMHCKOO

PyKOBOACTBO 1 AeKnapaLus Npou3BOAUTENS - NOMEXOYCTOWYMBOCTb

Ycrtpoiicteo HNPOWER and otgeneHnss MMWKpocnupaneid npegHasHadaeTcs Ans MPMMEHEHUS B 3/1EKTPOMArHUTHOW 06CTaHOBKE,
onpegeneHHoli HUXke. MokynaTenb UK NOMb30BaTeNb YCTPONCTBA LO/MKEH 06eCNeUNTb €ro NPUMeEHeHNe B yKasaHHOM 31eKTPOMarH1THON

06CTaHOBKE.
McnblTaHne Ha
NMOMeX0yCTONYMBOCTb

AnekTpocratmnyeckue
paspagel (3CP) no 1EC
61000-4-2

VIMMynbCHbIE MOMEXM Mo
IEC 61000-4-2

YacToTa nMTaloLLEro
HanpshkeHus 50/60 Iw.
MarHutHoe none
NPOMBILLNEHHOW YacTOThl
no IEC 61000-4-8

McnbiTaTens
[{bii1 ypoBeHb
1EC 60601

+6 KB -
KOHTaKTHbI
paspsg

+8 KB -
BO3AYLUHbII
paspsg
+1kB - pgna
NINHUA
BBOga/
BbIBOAA

3 Alm

YpoBeHb
COOTBETCTBUA
Tpe60oBaHMAM
MOMEX0YCTONUMB
ocTu

+6 KB —
KOHTaKTHbIiA
paspaj

+8 KB —
BO3AYLUHbIN
paspsA

1 kB -
NNHWIA
BbIBOAA

ons
BBOAA/

3 Alm

JNeKTPoMarHMTHas 06CTaHOBKa - YKasaHs

Monbl NOMeLLEHMS fO.TKHbI ObITb BbINOMHEHbI U3 AepeBa, 6eToHa un
KepaMuyeckoi naMTKu. ECam nosbl MOKPbITbl CUHTETUYECKUM
maTepuanom, TO OTHOCUTE/IbHAsA BNXHOCTb BO3L4yXa A0/MKHA ObITb
He meHee 30 %.

YpPOBHW MarHWTHOFO MOASi MPOMbILIEHHOM YacTOTbl
COOTBETCTBOBATb TUMWUYHbLIM  YC/IOBUSM  KOMMEPYECKOM
60/1bHNYHO 06CTAHOBKM.

[O/MDKHBI
“m

Table 2 - Guidance and Manufacturer’s Declaration - Immunity All ME Equipment and MK Systems
Guidance and Manufacturer's Declaration - Immunity
The ENPOWER DCB is intended for use in the electromagnetic environment specified below. The customer or user of the ENPOWER
DCB should ensure that it is used in such an environment.

Immunity Test IEC 60601 Complia
Test Level nee
Level
BSD +6kV Contact  =6kV
IEC 61000-4-2 +8kV Air Contact
+8kV Air
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Electromagnetic Environment - Guidance

Floors should be wood, concrete or ceramic tile. If floors are synthetic, the r/h
should be at least 30%

10



EFT xlkV 1/0s zlkV 1/0s

IEC 61000-4-4

Power Frequency 3Nt 3A/m Povs'er frequency magnetic fields should be that of a typical commercial or
50/60HZ hospital environment.

Magnetic Field IEC

61000-4-8

Tab6nuua 3. PyKOBOACTBO U AeKnapauuns Npou3BoOANTENS - MOMEXOYCTORUMBOCTL. [15 N3NNI U CUCTEM MEAULMHCKOTO 3/1eKTpoo6opyaoBaHus, HE
OTHOCSILLMXCS K XN3HE06ecneveHnto
PYKOBOACTBO U feknapauus NpoM3BOLUTENS - MOMEXOYCTORYMBOCTb
YcTpoiicteo ENNOWER pans oTeneHns Mukpocnupaneli npefHasHauyaeTcs 41 NpUMeHeHUs B 3feKTPOMarHUTHOW 06CTaHOBKE, onpefeNieHHo
Huke. MoKynaTenb UAM NoMb30BaTeNb YCTPOCTBA AO/MKEH 06eCneYnTb ero NPMMeHeHNe B YKa3aHHOW 3/1eKTPOMAarHUTHOW 06CTaHOBKE.

WcnbiTaHne Ha McnbiTaTeNbHbll Y POBEHb 3neKTpoMarH1THas 06CTaHOBKa - YKa3aHus
nomexoycTonumsoe  ypoBeHb IEC COOTBETCTBUS
Tb 60601 TpeboBaHMAM

NMoMexoyCcTomny

MBOCTU
KoHAyKTuBMble 3B (Vh=3B PaccTosHWe MexXAy WCMofib3yeMbiMU  MOGUIbHBIMW U pagnoTeneoHHbIMU
MOMeXxMm, (cpepHekBagpaTn  (CpenHekBagpa  CUCTeMamy CBS3M YCTPOMCTBA LO/DKHO ObiTb He MeHbLUe PEeKOMEeHAYeMOoro
HaBefeHHble yeckoe TUYecKoe MPOCTPAHCTBEHHOrO PasHOCa, KOTOPbIi PaccuMTbIBAeTCS B COOTBETCTBUM C
pagnoyacToTHbIMM 3HayeHue)B 3HayeHwue) NpUBeAEHHBIM T(Ke BbIPKEHNEM:
3MIEKTPOMAarHUTHbIM  nonoce ot 150
n nonamm no IEC «kIy go 80 MIy, (E1)=3 B/m D=(3,5/ VAW p (o1 150 kI'y, o 80 M1'w)
61000-4-3 0=(3,5/ E )n/p (o1 80 My g0 2,5 ' 1)

3 B/m B nonoce ot D=(7/ E)Vp (o 800 My g0 2,5 ITL)

PagnoyactoTHoe 80 MIuy go 25
anekTpomartuthoe Ty IAe P ABNSETCA MaKCUMabHOM MOLLHOCTbIO B BaTTax, a D - peKoMeH/yeMbIM
203”6 no IEC61000- NPOCTPaHCTBEHHBIM PA3HOCOM B METpax.

Hanpsi)XxeHHOCTb MOAs NPK PacnpoCTPaHEHUN PAAMOBOSIH OT CTaLMOHAPHbIX
pagnonepefaTyMKoB NO pe3ynbTaTam Hab4eHWI 33 3N1EKTPOMArHUTHOM
06CTaHOBKOI 10/KHA BbITb HIXE, YeM YPOBEHb COOTBETCTBMSA B KaXKoi mosoce
yactoT (VI un EL).

[Momexu MOryT NMeTb MecTo B6/1M3M 060py,ﬂ,OBaHVIFI, cojeprkallero nepegatymk.

Table 3 - Guidance and Manufacturer's Declaration ~ Immunity ME Equipment and ME Systems that are NOT Life-supporting
Guidance and Manufacturer's Declaration - Immunity

The ENPOWER Detachment Control Box DCB is intended for use in the electromagnetic environment specilled below. The customer or user
ofthe ENPOWER DCB should ensure that it is used in such an environment.
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Immunity Test |EC Complia lilectromagneiic Environment- Guidance

60601 nee

Test Level Level
Conducted 3Vvrims (V=3 Portable and mobile communications equipment should be separated from the ENPOWER 1X'B
RFIEC 150 kHz Vrms by no less than the distances calculated/listed below':
61000-4-6 to D=(3.5/V1X"P) 150 kHz to 80 MHz

80 MHz D=(3.5/El)(\'P) 80 to 800 MHz

D=(7/E1KVP) 800 MHz to 2.5 GHz

Radiated 3V/m (EN=3 V/m where P is the max power in watts and D is the recommended separation distance in meters.
RF IEC 80 MHz Field strengths from fixed transmitters, as determined by an electromagnetic site survey, should
61000-4-3 to be less than the compliance levels (V1and E1).

2.5 GHz Interference may occur in the vicinity of equipment containing a transmitter.

Tabnuua 4. PekomeHayeMble 3HAYeHNS NPOCTPAHCTBEHHOIO pasHoca MeXy NOPTaTUBHbIMU U MOABVIKHLIMU PagnoYyacTOTHbIMU CPeACTBaMU CBSA3N
N NyNbTOM yNpaBneHus oTaeneHneM MukpocnHpan ENPOWER. 05 nsgenvii u cuctem MeanLMHCKOro 31eKTpoobopyaoBaHus, HE oTHocsALWMXes
K X13HeobecrneyeHH

PekomeHayemble 3HaYeHUsA NPOCTPaHCTBEHHOIO pasHoca Ana ENPOWER

Yctpoiicteo  ENPOWER pgns  oTgeneHus  MuKpocnupanein npegHasHavaeTcs  Ans

NPUMEHEHNA B 3/1IEKTPOMArHUTHOM 06CTaHOBKe, OMpejeneHHoOn Huxe. lMokynatenb wnm

nonb3oBaTeNlb  YCTPOWCTBA MOXET UM36eXaTb BAUSHUS  3/1EKTPOMArHUTHBIX  MOMEX,

06ecneymB MUHUMasbHbIA  MNPOCTPAHCTBEHHbLIA  pa3HOC MeXAy MNOPTaTMBHbIMKA 1

NOABMXHBIMW PaANOYaCTOTHLIMU CPeACTBaMM CBA3M (NepejaTymkamu) 1 yCTPOCTBOM, Kak

NEKOMEHYCTCA HUXE, C vhctom MAKCUMANbHOW BbIXOLHON MOLLHOCTY CPEACTB CBA3W.

MakcumanbHas [pocTpaHCcTBEHH I IpocTpaHCcTBEX M MpocTpaHCcTBe HNbIiA
BbIX0Has blli pasHoc (M) B # pasHoc (M) B pasHoc (M) B nosoce OT
MOLLHOCTb nonoce ot 150 nosoceoT 8040800 800 MIupgo 2,5 1Ty,
nepegaTymka K'Y, go 80MIy MIy D=(7/E1)VP
(Barm) D=(3,5/V1)i/P D=(3,5/E1)Vp
0.01 0,11667 0,11667 0.23333
0.1 0,36894 0,36894 0.73785
1 1.1667 1,1667 2,3333
10 3.6894 3.6894 7,3785
100 11.667 11,667 23,333

Table 4 - Recommended Separation Distances between portable and mobile RF Communications equipment and the ENPOWER Detachment (‘ontrol Box
ME Equipment and ME Systems that are NOT Life-supporting

Recommended Separations Distances for the ENPOWER

The ENPOWER DCB is intended for use in the electromagnetic environment in which radiated
disturbances are controlled. The customer or user of the ENPOWER DCB can help prevent
electromagnetic interference by maintaining a minimum distance between portable and mobile RF
Communications Equipment and the ENPOWER DCB as recommended below, according to the
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maximum output power of the communications equipment.

Max Output Power Separation (m) Separation (m) 80 Separation (m)

(Watts) ISOkllzto 80 MHz to 800 MHz 800 MHz to 2.5 GHz
D=(3.5/V!)(VP) H=(3.5/TH8>/P) D=(7/E1)('IP)

0.01 0.11667 0.11667 0.23333

0.1 0.36894 0.36894 0.73785

1 1.1667 1.1667 2.3333

10 3.6894 3.6894 7.3785

100 11.667 11.667 23.333

Pacwinposka cumsonos/ Explanation of symbols

C-»mwBorv/ Symbol OnwucaHme/ Description
O3HaKOMWTLCS C CONPOBOAUTENLHOW AoKyMeHTauueli/ Consult instructions for use

E OcTopoxHo! O6paTuTeCh K MHCTPYKLMK NO npuMeHeHuto/ Caution

Konuuectso/ Quantity

QTY

CTeneHb 3alIMThl 060/104YKM 3/1EKTPOOGOPYAOBaHNS OT MPOHUKHOBEHUS TBEPALIX NpeaMeToB 1 Bogbl/ Degree of protection

1PX2 of electrical equipment from penetration of solid objects and water

CepwiiHblit Homep/ Serial number

[$N

YCTpOICTBO COOTBETCTBYET TpeboBaHMAM AupekTussbl 93/42/EEC B 0THOWEHUN MeanumMHCKUX npubopos/ The device
C complies with the requirements of Directive 93/42/ EEC for medical devices

2797

O BHumaTesibHO npoutute MHCTPYKUMio/ Read the instructions carefully

CtpaHa-npounssognTens/ Manufacturer country

IMADE IN
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Ve ncnonb3osaTb npu nospexaeHnn ynakosku/ Do not use if packaging is damaged

(3)

1~ 6-c

X4

TemnepaTypHbIil AnanasoH XpaHeHus n TpaHcnopTupoBaHua / Transport and Storage Temperature limitation

He yTunusumpyiite gaHHbI NPOAYKT Yepe3 MyHULMNIbHY CUCTEMY HECOPTMPOBaHHbLIX OTX0A0B. N5 yTuamsauum
npoAyKTa 03HaKOMbTECh C MECTHbIMU MpaBoBbIMK akTaMu./ Do not dispose of this product in the unsorted municipal waste
) 14 stream. Dispose of this product according to local regulations.

Vcnonb3osarb g0

y

JononHntensHasa HUGopmayma gnsg NPUMeEHEHNSA Ha
Tepputopun PP

[MoKasaHusa K NPUMEHEHUIO
YctpoiicteBo ENPOWER gns oTaeneHns MUKpocnupaneii SBASETCS KOMMOHEHTOM
CUCTEMBI fi1 [LOCTaBKN MUKpOCNMpanei.

BMecTe ¢ MUKPOCTIMPansiM1 1 COBAMHUTENbHBIM Kabenem, YCTPONCTBO

npefHa3HayYeHo Ans 3HA0BACKY/ISAPHON IMBOM3aALMN BHYTPUYUEPENHBIX aHEBPU3M.

MpoTuBoNoKasaHms
MpoTMBOMOKAa3aHMA AN CUCTEMbI LOCTaBKU MUKpOCnvpaneid (B TOM uucne gos
Yctpoiictea ENPOWER 1 coeanHnTeNbHbIX Kabenei):

» MpOTMBONOKA3aHUsl OMPeaeNsoTCs leyalliuM BpauoM B KKAOM Clydae
WHAMBUAYANbHO, UCXOfs U3 KOHKPETHOM KIMHUYECKO cuTyanuu.

* OT0 M3Aenne NPOTMBOMNOKa3aHO MauWeHTam ¢ annepruei/
rMNepyyBCTBMIENbHOCTBIO K NI060MY 13 MaTepranoB CUCTEMbI JOCTaBKU
MUKpocnupanei.
Mo6o4Hble 3thheKTbI (BO3MOXKHbIE OCIOXKHEHUS)

e nepdopayms cocyaos

*  KpOBOTeYeHue

e VHpeKuus

e 3mMbonua

*  Vwemus

e Ba3ocMnasm

*  HEeBPO/IOrMYecKne pacTPoiicTBa BKHOYAA UHCYNbT

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

Additional information for Russian Federation

Indications
ENPOWER Detachment Control Box for the microcoils is a component of the
Microcoil Delivery System.

Together with the Microcoil System and connecting cable, the DCB intended for
endovascular embolization of intracranial aneurysms.

Contraindications

There are contraindications for the Microcoil Delivery System (including
detachment control box and cables (control and connecting):

« Contraindications are determined by the attending physician in each case
individually, based on the specific clinical situation.

« This device is contraindicated for patients with allergies/ hypersensitivity to any
of the Microcoil Delivery System materials.

Adverse events (Potential complications)
» vessel perforation
* hemorrhage

* infection
e emboli
* ischemia

e vasospasm
» neurological deficits including stroke



neTanbHbIA NCXOA,
remaToma B MecTe BBeAeHMs KaTeTepa

YKazaHne BO3MOXHOCTW 1 0COGEHHOCTEN NPUMEHEHNA MeAULNMHCKOTO
n3genusa ana nogein ¢ MUMNAaHTUPYEMbIMU B OpPraHn3m YesioBeka
MeANLMHCKUMU M3aeNNsIMU, 6epeMeHHbIX XKEHLLIVH, XXeHLMH B Nepuop,
rpyfHOro BCKapM/MBaHus, eTeld, B3POC/bIX, UMEILLNX XPOHUYECKNE
3abo0neBaHnsA

Mcrnonb3oBaHme AaHHOTo MU3fenns BO3MOXHO COrflacHO NpeanucaHnio Bpaya u
HEBO3MOXHO MPU HaNUYMKM NPOTUBONOKA3aHWIA. 3enne MOXeT UCMOb30BaTbCS
[N BCEX BO3PAcTOB, MOMIOB M 3THUYECKUX Tpynm.
CBefieHNs1 0 BO3MOXXHOM B/IUSIHUM UCMO/b30BaHMA MeAULIMHCKOI0 U3Aenus Ha
CNOCOBHOCTb YNPaBNATb TPAHCMOPTHLIMU CPeACTBaMM, MeXaHU3MaMm

YcnoBus akcnayatTaumm

Temnepatypa Bo3gyxa. °C OT1+18 no
+35

BnaxHoCTb BO3Ayxa (0OTHOCUTeNbHas), 6e3 obpasosaHns OT 0 go 85

KOHfZeHcaTa. %

ATMmocthepHoe gasneHue. rfa OT1 700 go
1060

YcnoBusi NPUMEHEHNS B OpraHM3auusax B MOABUXKHbBIX TPAHCMOPTHbIX
CpeAcTBax, B MONEBbIX UV AOMALLHUX YCNOBUAX, AN 06LLEro Uan
WHANBWUAYaNIbHOTO MPUMEHEHNS N HhopMaLmsa 0 NOTeHUMaNbHbIX
noTpebuTensix MeauLMHCKOIO U3aenns

[aHHoe MeAMUMHCKOe 13eNne LOMKHO 6bITh UCMO/b30BAHO TOMBKO CheLuansHO
00y4YeHHbIM MEPCOHaNoM B YCNOBUAX OMEPaLMOHHbIX N1e4ebHo-
NPOoNIaKTNYECKOTO YUPEXAEHNS.

[aHHOoe MeaMLUMHCKOe u3aenne npegHasHayueHo A4ns NCMosb30BaHUS TOMbKO
Bpayam, MpoLIeALIMM 00yYeHe MHTEPBEHLNOHHOI Helipopagmonoruy u
06yYeHHbIM BCEM acnekTam paboTbl CUCTEMbI 4OCTABKM MUKPOCMMPAnei.
MponssognTens/ Legal Manufacturer:

"Megoc VHTepHewnn CIP/T", Lseiiuapus,

Medos International SARL, Chemin-Blanc 38, Le Lode, CH-2400, Switzerland

death
hematoma at site of entry

Indication of possibility and peculiarities of using the medical device by people
with implanted medical device, pregnant women, breastfeeding women,
children, adults with chronic diseases

The use of this product is possible according to the prescription of the doctor and is
not possible if there are contraindications. The product can be used for all ages,
gender and ethnic groups.

Information about capability effect of the medical device to the ability of
operations vehicles, mechanisms

Ooeratine conditions
Air temperature. °C From +18 to +35

Air humidity (relative), non-condensing, % From O to 85

Atmosphere pressure, hPa 700 hPa to 1060hPa

Conditions for use in organizations in mobile vehicles, in the field or at home,
for general or individual use and for ensuring the safety of customers

This medical device must be used only by specially trained personnel in the
conditions ofthe operating treatment and prophylactic institution.

This medical device is intended for use only by pjiysicians trained in interventional
neuroradiology and in all aspects of the system.

YnonHoOMOoYeHHbIN npefcTaBuTens nponssoantens/ Authorized Representative of Manufacturer:

00O "[xoHCoH & [xoHcoH", 121614, r. Mocksa, yn. Kpbinatckaa 17, kopn. 2.
{Johnson & Johnson LLC. 121614, Moscow. Krylatskaya street. 17-2)

TenJle!: +7(495) 580-7777

dakc/Fax: +7(495) 580-7878

RA-JIN.IRI)-R/N~/'rrS.IN.I,com

Agppeca MeCT Npom3BoACTBa MeguumHcKoro nsgenuns/Addresses of Manufacturing Sites for medical device:

Codman & SImnleff, Inc., dba Depuy Synthes Products Inc.,
47709 Fremont Blvd., Fremont, CA 94538 USA.
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3pecb n Oaiee - Codman A Shurtleffnog Toprosoii mapkoit Cerenovus/Here and next- Codman & Shurtleff Trademark Cerenovus

KnaccHthHKauMa megHUMHCIDIO n3genus/ Medical device classification

Knacc B 3aBMCMMOCTY OT MOTeHLMasb|[0ro pucka nprMeHeHNs
meguumnHckoro usgenus/ Class risk depending on the potential
risk of a medical product

Knacc 3nekTpo6esonacHoctu/ Class of electrical safety

Tun pabouein yactu/ Type of working part

CTeneHb 3aWNTbl 060/104KN 31EKTPOOBGOPYA0BAHUSA OT
NPOHMKHOBEHMSA TBEPAbIX NPeaMeTOB v BoAbl/ Degree of
protection of electrical equipment from penetration of solid
objects and water

Knacc 6e3onacHocTn MO/SW (Software) safety Class

Knaccudukaums nsgenunii no Tuny u nNpogosKUTeNbHOCTY
KOHTaKTa C Te/IOM U BHYTpeHHel cpegoin yenosekal/ Class of the
contact time of the medical device with the internal
environment of the human body

KpaTtHocTb npumeHenns/ Multiplicity of application

MHBa3uBHOCTL/ Invasiveness

26/11b

C BHYTPEHHMM UCTOYHUKOM nuTaHms / internally powered
CF

IPX2

Knacc C/ Class C

MeaununHcKoe usfenne He BCTyMaeT B NPSAMOIA UM ONOCPEA0BaHHBIIA
KOHTaKT C Te/IoM nauueHTa/

The medical device docs not come into direct or indirect contact with the
patient's body
Yctpoiicteo  HNPOWER pgns  otgenenus mukpocnupanein (DCB2)
ABNAETCH  MEAULUMHCKUM  W3AeNIMEM  MHOTFOKPaTHOrO  MPUMEHEHNS,
komnnektywowme (Kabens ENPOWER gns oTaeneHns MUKpocnvpanei ¢
nynbToM oTAeneHnsi. Kabenb Connecting Cable pgns  oTgeneHus
MUKpOCNMpanein) npegHasHaveHbl 418 0AHOKPATHOIO NpUMeHeHMs./

The ENPOWER device for the separation of microcoils (DCB2) is a
reusable medical device, basic components (ENPOWER Control Cable
(ECB), ENPOWER Connecting Cable (CCB)) are designed for.single use.
MeauumHcKoe n3genue HemHaasneHoe/ Non-invasive medical device

A6 an cxema mennmHuckoro nsgenusa/ The general scheme of the medical device

IV Pole

J3C

Device Positioning Unit
Connection

Rentote Detach Button
(ENPOWER Control Cable
only)

DCS Output Connector

Overall Length S-6 ft
(150-196 cm)

17
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Detachment Control Box (DCB)

DCB2 DCB2
IV Dole LTatme
Device Positioning Unit (DPU)

connection

Remote Detach Button (ENPOWER
Control Cable only)

DCB Output connector

Overall length 5-6 ft (150-196 cm)
Connecting Cable

BbIXoaHOI pasbem

dopma noctasku

YcTtpoiictBo ENPOWF.R gnsa oTaeneHns Myukpocnupanei,

B COCTaBe:
1) Yctpoiicteo ENPOWBR gns otheneHus mukpocnmpanein (DCB2)
NoCTaBNfeTCA HECTEPU/IbHBIM B NO/b30BATE/IbCKOV YNAaKOBKE BMECTE C
VHCTPYKLMel Mo NPUMEHEHNIO.
2) Kabenb ENPOWER pansi otgeneHns Mukpocnupanei ¢ nynsTom
OT/Ee/IEHNA NOCTaBNAETCA CTEPUIbHBIM NPYU HEOOXOLUMOCTU B
No/b30BaTebCKOI YNaKoBKe BMECTE C MHCTPYKLMENA MO MPUMEHEHUIO.
3) Kab6enb Connecting Cable gns otaeneHus Mukpocnupaneii
MoCTaB/feTCs CTEPU/IbHBIM MPU HEOBXOAMMOCTU B M0/1630BATENbCKOM
ynaKoBKe BMeCTe C MHCTPYKLMER MO NPUMEHEHWIO.

B03MOXHOCTE 1 CMOCO6bI
N3aenusamm
CoBmecTMMOCTb ¢ MPT; He NMPMMEHMMO K JAHHOMY MW3[eNvio, Tak Kak usgenve
MCNO/b3yeTcsl TO/bKO B OMEepauMOHHON cpefe W NPUMEHSETCS COBMECTHO C
cucTemoii MMKpocnupaneid, Kotopas coBmectuma ¢ MPT.

WHTErprMpoBaHnsa ¢ APYrMMU  MegULMHCKMM

Cuctema Ans [OCTaBKU MWUKPOCMNMpaneid [JOMKHA WMCNoMb30BaTbCs TOBKO Kak
nonHas cuctema. [ns nonHoi cuctemsl TpebyeTca YctpoiictBo ENPOWER ans
OTAENeHNs  MUKPOCNUpanei, COeAUHUTENbHbIA  Kabenb M MWUKPOCHMpanu
aHgoBackynspHsle. HE MOAK/TKOUYANTE nobble KOMMOHEHTbI UM YCTPOiicTBa
TOrO XXe NPOV3BOAUTENS WAW APYTUX Npou3BoauTeneit K Yctpoiictey EnPOWER
ONs OTAeNeHus  MUKpocnupanei BO u3bexaHve TpaBMbl NauuveHTa wm
nonbL30BaTens.

YctpoiictBo ENPOWER ana otaeneHus MuKpocnupanein npefHasHavyeHo ans
1CMonb3oBaHus ¢ Kabenem n mukpocnupansmm MICRUSFRAME, DELTAFILL,
DELTAXSFT, GALAXY G3 unm GALAXY G3 XSFT.

PeructpaumoHHoe yaoctoeeperme: Ne P3H 2019/8854 ot 03.09.2019 r.

Cnegytowve npeaMeTbl A0/MKHbI 6bITh MOA PyKOVi [0 Hayana npoLeaypsb!:
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Yctpoiicteo I-'"NPOWER gns otgeneHus mukpocnupaneii (DCB)

CoeavHeHWe cUCTeMbI AOCTABKA MUKPOCTIMpPaseit

KHonka oTcoegnHeHns Ha usgenumn Kabeno ENPOWER gns otgeneHus
MUKpocnnpaneii ¢ NynbToM OTAeNleHuns

Obwas gnuHa 5-6 <bytos (150-196 cm)
Kab6enb Connecting Cable gna otaeneHus mukpocnupanei

Delivery set
ENPOWER Detachment Control Box for the microcoils.
In composition:
1 ENPOWER Detachment Control Box for the microcoils (DCB2) is supplied
not sterile in customer package with an IFU;
2. ENPOWER Control Cable for microcoils detachment with detachment
control board is supplied sterile if necessary in customer package with an
IFU;
3. ENPOWER Connecting Cable for microcoils detachment is supplied sterile
if necessary In customer package with an IFU.

Possibility and methods of integration with other medical devices

Compatibility with MRI: not applicable to this device , because the device is used
only Inthe operating environment and is used inconjunction with a microroll system
that is compatible with MRi.

The Microcoil Delivery System should only be used as a complete system. A
complete system requires a Detachment Control Box, a connecting cable, and
Microcoil System. DO NOT SUBSTITUTE any components or devices from
Cerenovus or other manufacturers with the Detachment Control Box or injury to the
patient or user could result.

The EnPOWER Detachment Control Box is intended for use with a cable and a
MICRUSFRAME, DELTAFILL, DELTAXSFT. GALAXY G3 or GALAXY G3
XSFT Microcoil Delivery System.

Registration certificate: No P3H 2019/8854 0f03.09.20109.

The following items must be on-hand prior to commencing a procedure:



e Mukpocnupanb 3HA0BaCKy/NspHas Ha cMCTEMe JOCTaBKM, PerunctaymoHHoe
yaoctoBepeHue: Ne P31 2019/8854 o1 03.09.2019 ;

e beapeHHbIi NPOBOAHMK NHOGOr0 NPON3BOAUTENS;

« [poBoaHMKOBLIN KaTeTep OoT 540 7 Fr nto60ro nponssoguTens;

e VIH(Y3MOHHBIA MUKpOKaTeTep NO6GOr0 MPoM3BOAMTENA C 2 Mapkepamu Ha
KOHLIe, PacrnonioXXeHHbIMU Ha PaccTOsHUM 3 CM 4pYT OT Apyra;

e T[lpoBogHuK, nH6Oro NpPoM3BOAMTENS, COBMECTUMbIA C
WH(Y3NOHHBIM MUKPOKaTeTEPOM;

e 3 (Tpu) YyCTaHOBKM HEMpPEPLIBHOW MNPOMBLIBKM  (PU3MONOTUYeCKUM  (Mu
renapMHN3MpPoBaHHbIM (Br3M0N01MYeCKM pacTBOPOM) C AaBALMMMK MaKeTaMu
noboro npowussoguTens: 1 (ogHa) cucTema MPOMbIBKM Ans GeApeHHOro
npoBogHuKa, 1 (oaHa) — AN NPOBOAHMKOBOrO KaTeTepa, M ! (ogHa) — And
MMKPOKaTEeTCPa;

e 2 (gBa) pOTaUMOHHbIX
npou3BoAUTeNs;

e TpexxoaoBoli 3aMOpHbI KpaH Nt060ro Npon3BOAUTENS;

O[IHOXOJ0BOM 3aMopHbI KpaH Nt060ro NPOM3BOANTENS;

e LlTaTvB AN BHYTPMBEHHbIX BAMBaHUIA Nt060ro nponssoauTens (He TpebyeTcs,
ecn DCB 6yfeT NMoMeLLeH B CTEPU/IbHbIA PYKaB 1 PaCMoNIOXeH B CTEPUILHOM
none).

Bbl6paHHbIM

remoctatuyecknx knanaHa (RHV) no6oro

MpumMeyanue. 4na Bcex Npoueayp PEKOMEHAYeTCS MMeTb Pe3epBHOE YCTPOICTBO
EnPOWER gnsa oTAeneHns MUKpocnupaneii.

[ns  pOCTWXKEHUA ONTUManbHOM YCTAHOBKM MWKPOCMIMpaneld BaXKHO, 4TOObI
noAaepXxuBanach HerpepbiBHas MHQY3MS MOAXOAALLETO MPOMbLIBOYHOIO pacTBOpa.
Ha pucyHKe 2 nokasaHbl COeIMHEHMS, HEOBXOAMMbIE A5 CUCTEMbI AN AOCTaBKM
MUKPOCMUPa/K, BKOYas TUMUYHYIO YCTAHOBKY NS MPOMbIBKM (DU3MONOTMUYECKUM
pacTBOPOM C faBALLMM MAKETOM /1S KaTeTepHbIX CUCTEM.

1 TMopcoeanHuTe Bpallalolmiics remoctatnyecknii knanaH (RHV) Kk pasbemy
NMPOBOAHUKOBOr0O KaTeTepa.

2. TMopcoeanHnTe TPEXXOAOBOW 3amoOpHbIA KpaH K 60KOBOMY pasbeMy RHV u
NOACOEAVHNTE NIMHMIO K 3anOpHOMY KpaHy Anf HEenpepbiBHOW MHGY3UM
pacTtsopa.

3. TwatenbHO BblOMpaKiTe WHMY3MOHHBIA MWKpPOKaTeTEP COOTBETCTBYHOLLENO
pasmepa, OCHOBbIBasACb Ha pa3Mepe BbIGPaHHOI CMCTEMbI MUKPOCMMPaU.

4. BeeguTe WH(Y3NOHHBI MUKpokaTeTep B RHV, NOACOEAMHEHHbLIN K pa3bemy
NPOBOAHUKOBOr0 KaTeTepa.

5. TMogcoeanHuTe BTOpOli RHV K pasbemy MH(Y3MOHHOTO MUKpOKaTeTepa.
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Microcoil System, Registration certificate: Noe P3H 2019/8854 0f03.09.2019
Femoral sheath of any manufacturer;

Guiding catheter, 5 to 7 Fr, of any manufacturer;

Infusion microcatheter of any manufacturer with 2 tip markers located 3 cm
apart;

Guidewire of any manufacturer compatible with the selected infusion
microcatheter.

Three (3) continuous saline (or heparinized saline) flush set ups with pressure
bags of any manufacturer: one (1) flush system for the femoral sheath, one (1)
for the guiding catheter, and one (1) for the microcatheter;

Two (2) rotating hemostatic valves (RHV) of any manufacturer;

Three-way stopcock ofany manufacturer;

One-way stopcock of any manufacturer;

IV Pole of any manufacturer (not required if DCB will be placed in sterile
sleeve and placed in sterile field).

Note: A backup ENPOWER Detachment Control Box is suggestedfor all
procedureto

To achieve optimal performance of the Microcoil System, it is important that a
continuous infusion of an appropriate flush solution be maintained. Figure 2
illustrates the connections necessary for the Microcoil Delivery System including a
typical continuous saline flush setup with pressure bag for the catheter systems.

=

Attach a rotating hemostatic valve (RHV) to the hub of the guiding catheter.

2. Connect a three-way stopcock to the RHV sidearm, and attach a line to the
stopcock for the continuous infusion of solution.

3. Carefully select an appropriately sized infusion microcatheter based on the size
ofthe selected Microcoil System.

4. Insert the infusion microcatheter into the RHV connected to the guiding catheter

hub.

Attach a second RHV to the hub of the infusion microcatheter.

Connect a one-way valve stopcock to the RHV’s sidearm, and attach a flush line.

7. Adjust the hydrostatic pressure to 300 mm of Hg and maintain an open flush
throughout the procedure.

8. Check to ensure that all fittings are secure and that no air is being introduced into

the system during active flushing.

o o
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pasvemy RHV ¢ NoAKAOUMTE NIMHUIO 415 NPOMBIBKU.

7. CkoppekTupyiiTe rugpoctaTnyeckoe paasneHve fo 300 MM pT. CT. U

no,u.,qep>KV|Ba|7|Te MNOTOK I'IpOMbIBOHHOVI XNOKOCTU B TEYEHNE BCel npoueaypobl.

MOCTYNaeT B CUCTEMY BO BPEMS MPOMBbIBKM.

Puc. 1 YcTaHOBKa CUCTeMbI 418 4OCTaBKM C HEMPEPbIBHON MPOMbIBKOA
MaTepuansl, BCTynawLw e B KOHTAKT C Te/IOM nauyneHTa, 6MOCOBMECTUMOCTb
CornacHo 1SO 10993.1-99 «M3genus meguumHckue. OLeHKa 6MoN0rnyeckoro
[eiicTBMNS MeaULMHCKMX m3genunii. YacTb 1. OueHKa u nccnefoBaHms»
nccnefoBaHns Ha 6MOCOBMECTUMOCTb He TPebyIoTCs 419 MeANLMHCKUX YCTPOWCTB
WM UX KOMTMOHEHTOB, KOTOPbIe He BCTYNatOT B NPAMOIA WK OMOCPe0BaHHbINA
KOHTaKT C TenoM nauueHTa. Ycrpoiicteo ENPOWER gns otgenenus
MUKpOCTMpanen (B T.4. CTepUnbHble Kabenn) He BCTynaeT B NPAMORA unu
0MnocpefioBaHHbI KOHTAKT C TE/IOM MnaumeHTa. [103ToMy TecTUpoBaHue Ha
6110COBMECTUMOCTb HE NMPUMEHWUMO A1 JAHHOTO MEAULIMHCKOrO MU3fenus.

MNoacoegnHuTe 3anopr||‘/’| KpaH C 0AHOXOAOBbIM KrarnaHOM K 6OKOBOMy

Y6eguTecb, YTO BCE COEAMHEHMNS HALEXHO Sa(bI/IKCI/IDOBaHbI N 4TO BO3AyX He

eand (UCTocathaten

Picture 1: Delivery System Set up with Continuous Flush

Materials that come into contact with the patient's body, biocompatibility

Per ISO 10993-1 Biological Evaluation of Medioal Devices - Part 1: Evaluation
and testing within a risk management process biocompatibility testing is not
required for medical devices, or components thereof, that do not have the potential
for direct or indirect contact with the patient's body. The ENPOWER Detachment
Control Boxes, ENPOWER Control Cable, and Connecting Cable do not come in
direct or indirect contact with the patient’s body. Therefore, biocompatibility
testing is not applicable for these products.

TexHuueckune xapaktepuctuku c gonyckamu/ Technical characteristics with tolerances:

HaumeHoBaHwne xapakTepucTuku/Name o fthe characteristic

3Hauenune/ Value
ENPOWER (DCB2)

MorpewHoCTb cocTaBnseT + 5%, ecnn He ykasaHo nHoe/Tolerance is = 5%, unless otherwise noted

ny6uHa, mm/Depth, mm
BeicoTa, mm/ Height, mm
LnpuHa, mm/ Width, mm
Macca, r/ Weight, g
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30,96

158,75

80.96
321

20



[unameTp KpenexHoro BuHTa, MM/ Diameter of flxing screw , mm 5,0

[nvHa kpenexHoro BuHTa, MM/ Length of fixing screw, mm 72
LLlar pe3bbbl KpenexxHoro BuHTa/pitch of thread for fixing screw, mm 1,27
[unameTp pyukun KpenexHoro BuHTa, MM/ Diameter of the handle of the fixing screw, mm 35,7
BbicoTa pyuku KpenexHoro BuHTa, MM/ Height of the handle of the fixing screw, mm 9
Macca kpenexxHoro BuHTa, r/ Weight of the fixing screw, g 20
Kabens EnPOWER ans otgeneHus mukpocnupaneli ¢ nynbtom otgeneHns/ ENPOWER Control Cable (ECB)
HanmeHosaHue xapakTepucnruku/Name o fthe characteristic 3Hayenne/ Value
[nwHa, cm/Length, cm 150-196
[OvamveTp, mm/ Diameter, mm 2,5
[nnHa pasbema DCB, mm/Length of DCB connector, mm 37
[OunameTp pasvema DCB, mm/Diameter of DCB connector, mm 12
[nvHa y3na nosmunoHupoBaHus yctpoiictea, MM/ Length of the device positioning unit, mm 8
[unameTp y3na nosnuUmMoHNpoBaHus ycTpolictea, mm/ Diameter of the device positioning unit, mm 7
OnuHa nyneTa, MM/ Length of the remote control, mm 127,8
BbicoTa nynbTta, MM/ Height of the remote control, mm 17
LWwupuHa nynsTta, MM/ Width of the remote control, mm 34
O6buian macca, r/ Total weight, g 50
Kab6enb Connecting Cable ana otgenenuna mukpocnupaneH / Connecting Cable (CCB)
HaumeHoBaHne xapakTepucTuku/HaTe ofthe characteristic 3HaueHue/ Value
[nvHa, cm/Lengtb, cm 150-196
[unametp, mm/ Diameter, mm 25
[nvHa pasbema DCB, mm/Length of DCB connector, mm 37
[nameTp pasvema DCB. mm/Diameter of connector DCB, mm .12
[nuHa y3na no3vyuoHnpoBaHms ycTpoiictea, MM/ Length of the device positioning unit, mm S
[unameTp y3na nosuumnoHnpoBaHusa yctpolictea, Mm/ Diameter of the device positioning unit, mm 7

O6bwas macca, r/ Total weight, g 14
dnekTpuyeckue xapaktepucTmkm ¢ gonyckamu /Electrical characteristics with tolerances:

HaumeHosaHune PasmepHocTb/ dimension ENPOWER (DCB2)
xapakTepucTukn/Name o fthe

characteristic

MorpewHoCTbL cocTaBnseT £ 5%, ecnun He ykasaHo nHoe/Tolerance is i: 5%, unless otherwise noted
Tpe6oBaHusa K ce Ty nepemMeHHoro Toka/DC power requirement

HomuHanbHoe HanpsxeHue. Bo/ibT NOCTOAHHOrO TOKa/ 9,0 BonbT noctosiHHOrO Toka 0,2A/ 9.0V DC 0.2A
BonbT/ nominal Voltage VvDC

MouwHocTs/Power BtAV 1

Twn Bbataoeu/Batferv type Nutunesas/ Lithium

3apsp 6atapen/ Battery Status Tpw pabounx coctosaHna/There are three operating slates :
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Cpok cny>6bl 6aTapen/ Battery
Life

BxogHoe HanpscHue/Input
voltaee

BbixofHoe HanpsxeHne/Output
voltage

BbIXx0AHOIA TOK,
npcaenbHbIA/Output amperage,
limiting

EmkocTb/Capacitv
OTob6paxeHne NOAKKOYeHUSA
ycTpoiictea/ DPU Connection
Display

OTob6paxeHve umkna
oTcoeanHeHus/ Detachment Cycle
Display

Bpems unkna otcoegnHeHmns/
Detachment Cycle Time

MpepbliBaHMe LUKIa
otcoegmnHeHns/ Detachment Cycle
Interrupt

BHyTpeHHee TeCTUpoBaHue npu
BKNtouYeHun/ Power On Internal
Test

Cnoco6 nocTyrcacHus aHeprum/
Energy Delivery Method
MpekpawcHMc oTcoeanHeHns/
Detachment Termination

YcnoBus TpaHCMOPTHPOBaHMS U XpaHeHUs
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1) 3eneHbIi Npn HopManbHOl paboTe/Green, when operating normally

2) XenTblli Npn HenonHoMm 3apsge 6atapen/ Amber, when the battery reserves becomes
marginal

3) KpacHslii, 6aTapesi paspshkeHa, onepawus oTcoeanHeHus 3abnokmnpoBaHa/ Red, wherein
the batterv power is consumed and the detachment operation is blocked.

Ceexuii Habop 6atapeii noagepxusaet 500 "3anyCcKOB", KaXablii «3anyCcK», onpeaensercs
KakK 10 LMKIOB 0TCOeAMHEHMNS B TeueHNe 4-4acoBoro nepunoga oxxuganus/ A fresh set of
batteries supports 500 “cases™, each “case” defined as 10 detachment cycles during a 4 hour
period of standbv operation

Bonb1/Y 3,6
Bonb1/V 9,0 MakcumanbHoe/maximum
MA/TA 200
MAUY/mMAh 2,4

OfvH cBeTOAMOf, NpefHa3HaueHHbIi /19 CBETOBOIO CUTHaa Npu NOAKIYEHNN
YCTPOIACTBA 1 B Npegenax AoNycTUMOro gnanasoHa conpotusneHmns/ There is one LED
dedicated to illuminate when a DPU is connected and within acceptable resistance range.

CeeTogunogHas nogceeTka gucnnes; Het uncnosoro otobpaxeHus/ LED light display
illumination: There is no numerical display

285 mc - 315 mc
285 ms - 315 ms

Taiimep LMKNa OTCOEAMHEHMA 3aryCKaeTCs, KOrja KHOMKa 0TCOeAVHEeHUs aKTUBMPOBaHa 1
3aBepLUaeTcs yepes OnpefeneHHOe BPeMs UK nocsie 06Hapy>XeHWs Neperpysku no Toky/
detachment cycle timer is started when the detachment button is activated and terminated
after a fixed time or after detection of over-current condition

BHYTpeHH:AA TeCcTOBasA NOCNeA0BaTe/IbHOCTb BbINOMHAETCA NPU KXKAOM BHO3KOUEHWN
ycTpoiicTBa. Kpome TOro, Bce CBETOAMOAbI OLHOBPEMEHHO 3aropatoTcs, YTo obecrneynsaeTt
BU3yasibHYI0 NPOBEPKY (hyHKLMiI1 cBeToamogos/ An internal test sequence is conducted each
time the unit is powered up. In addition, all LEDs light simultaneously which provides a
visual verification of LED functionality

MocTosiHHaa mowHocTh/ Constant Power

Bo Bpems LMKNa 0TCOeAMHEHMA NOAaBaeMast MOLLLHOCTb KOHTPO/IMPYETCA 1

NoALep>K1BaeTca OTHOCUTE/NIbHO NMOCTOAHHOM; ECn BO Bpems LiKia 0TCOeAUHEHUS

BO3HWKaeT TeKyLLee COCTOAHME BHe creumdmkaumm, umkn npekpalaerca/ During the

detachment cycle, delivered power is monitored and kept relatively constant; ifan outof-

specification current condition occurs during a detachment cvcic. the cycle is terminated
Conditions of transportatioD and storage
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Temnepartypa Bo3gyxa, °C Ot -18 go +60

BnaxxHocTb BO3gyxa (0THOCUTeNbHAsA), 6e3 OT 10 go 85
06pa3oBaHmMs KoHAeHcaTa, %

ATmoctepHoe faBneHue, rfa OT 500 go 1050

('poK cnyx6bl
Me npumeHumo ans ENPOWER (DCB2);

[nsa Kabens ENPOWER gns oTAeneHns MUKpocnupaneid ¢ nyabToM OTAeNeHNs U
Kab6ens Connecting Cable gns otaeneHns mmkpocnupaneii - CPOK rOAHOCTH
cocTaBnseT He 6onee 3 neT.

Cpok cnyx6bl: 6atapes nogaepxusaeT 500 "3amyckoB", KaXAbliA «3anyck»,
onpepensercs Kak 10 UWKNOB OTCOeAMHEHWS B TeyeHWe 4-4acoBOro Mepuofa
0XuaaHus.

Tpe6oBaHMNA K OXpaHe OKpY>KatLleid cpefbl NPU NPUMEHEHUN MeANLMHCKOr0o
n3genna

MefuumMHCKOe u3genue mpu MUCMo/b30BaHWW, TPAHCMOPTUPOBKE WM XpaHeHUU He
OKa3blBaeT HEraTMBHOIO BO3AENCTBMS Ha YeNOBEKA N OKPYXKAIOLLYIO cpesy.

WNHhopMauum o CTepUIbHOCTY

Yctpoiicteo ENPOWER ans otgeneHns mukpocnupaneii (ENPOWER (DCB2))
NMOCTaB/SETCA HECTEPUNLHBIM W He MOANEXMT cTepunusaumn (B Xofe onepalmun
NoMeLLaeTca B CTEPUIbHBIN PyKaB Ans MocnefyoLero BBOAAa B CTEPU/IbHOE MONE).

[aHHble 0 NeKapCTBEHHbIX npenapartax u (Man) papMakonornyeckmnx
cybCcTaHumMAX, BXOAAWMX B COCTaB MeAMLMHCKOrO n3genus

He npvmMeHVMO - nekapcTBeHHble npenapartbl U hapMaLeBTUUecKme cyb6cTaHuum B
COCTaB MeanLUMHCKOro n3genms yctpoiicteo ENPOWER gns otaeneHuns
MUKpOCnupanelii He BXOAAT U He MPUMEHAANCL NPU ero NPOW3BOACTBE.

MepeyeHb MaTepnanoB XXMBOTHOTO W (M) YENOBEYECKOTO MPOUCXOXAEHUA
He NpvMeHVMO - KNETKW, TKaHW, OpraHbl XWBOTHbLIX UK YeNOBEKa U Apyrue
6ronormyeckne matepuasnbl B COCTaB MEAULMHCKOTO M34eNuns YCTPONCTBO
ENPOWER pans oTaeneHns Mukpocnupanein He BXOAAT U tte MpUMEHSANCh Npy ero
NMPON3BOLCTBE.
TpeboBaHUS K MOHTaXy

He npumeHumo

Peknamauusa

AJpec ans HanpasneHWsa peknamaymnii:

00O «[>KOHCOH & [KO)«COH»

121614, r. Mocksa, yn. Kpblnatckad, 4. 17, kopn. 2
Ten.: +7(495)580-7777
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Air temperature. °C From -18 to +60

Air humidity (relative), non- From 10to 85
condensing. %
Atmosphere pressure, hPa From 5(HO to 1050

Lifetime
Not applicable for ENPOWER (DCB2);

ENPOWER Control Cable and Connecting Cable, CCB-01 - have shelf life no
more then 3 years.

Lifetime: battery supports 500 “cases”, each “case” defined as 10 detachment
cycles during a 4 hour period of standby operation.

Requirements for the protection of the environment in the application of a
medical device

The medical device does not adversely affect human and environment when used,
transported and stored.

Information about sterility

1be ENPOWER Detachment Control Box (ENPOWER (DCBZ2)) is supplied non-
sterile and is not sterilized(during the operation is placed in a sterile sleeve for
subsequent insertion into a sterile field).

Data on medicinal products and pharmacological substances included in the
medical device

Not applicable - medical device ENPOWER Detachment Control Box does not
contain any pharmaceutical drugs or pharmaceutical substances and these
substances were not used in manufacturing process of this medical device.

List of materials of animal and (or) human origin

Not applicable - Medical device ENPOWER Detachment Control Box does not
contain any animal cells, tissues or organs or other biological materials, that also
were not used in the manufacturing process of this medical device.

Installation requirements

Not applicable

Reclamation

Address for Complaints:

"Johnson & Johnson™ LLC

121614, Moscow, street Krylatskaya, 17, building 2
Tel.: +7(495)580-7777
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dakc; +7(495)580-7878
2nekTooHHaa noyta: RA-JNJRU-R/N ari S,JNJ.com
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Fax: +7(495)580-7878
E-mail: RA-JNJRU-RZN'«4TSINJ. com
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MepeBof C aHTINIACKOTO A3blKa Ha PYCCKMIA A3bIK

2OS OXTRO SC mummtts

OXaO>*

COIMMACOBAHO

«Megoc NHTepHewHn CAPJT»

OpraHusauus

LLlemeH-bnaH 38, /e Jloknb, CH-2400, LU Beliyapus
Anpec

[AvipekTop oTAena o6GecreyeHWst KauectBa,  PyKoBOAWUTENb

HanpasneHnin Mitek, Spine & Trauma
JomkHoCTb

Hukonsa AliHap
damunmg, nvs

06.10.2021
Jara: A0.MM.ITTT

<nognucaHo>
Mognuck

CTapLuuit AMpPeKTop Mo OpraHn3aLMmn COBMECTHON paboThl

cncTemMbl cHabxxeHns «ellbto CuHTE3»
n JomKHOCTb

Mwuwenb PacuH
damunns, nvs

08/10/2021
Jara: AAMM.ITTT

<nognucaHo>
Moanuck

Ctp. 1n3 26

Mepoc ViHTepHewHn Capn mlliemeH-BnaH 38, noutoBblii Awmk, CH-2400 Jle /lokne mTen.: + 41 32 934 8000
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NErANN3ALUNA

Hwxenognucaswwuiicas bepHap Jlambone, HoTapuyc kaHToHa Heswatens (LUBeiyapus),
VMEKLWMn HOoTapuanbHYl0 KOHTOpy B . Jla Llo-ge-®oH, yaocToBepsieT, 4TO MOAMMCH,
MocTaB/ieHHble Ha HacToawem aokymeHTe «COIJIACOBAHO», 4BnAlOTCA BEPHbIMU U
NOAMHHLIMU noanucsMn r-Ha Hukons Mbepa AMHAPA, poavsLuerocs B r. Banb-ae-Tpasep
(LWBeiuapus), npoxusatowero B r. KypapedeH (LLBeliuapus), BbICTyMNatoLero B KayecTse
[unpekTtopa oTfena obecnevyeHns KavecTBa, PYKOBOAWUTENA Hanpaenenwin Mitek, Spine &
Trauma, n r-Ha Muwens PACWHA, poausweroca B r. nato-ge-Aucc (LUseliuapus),
npoxusatowero B r. Pexepcsunb (LUBeiLapus), [JeicTByrowero B Kavectse CrapLuero
AMpeKTopa MO OopraHu3auuyv COBMECTHOM paboTbl cUCTeMbl CHabXeHus «[ellblo CUHTE3»,
KOTOpb[e NPaBOMOYHbI AeiACTBOBaTL OT UMeHW KomnaHum «Mepoc WHTepHewwHn CAP/1», Jle J1oKb,
LI BEIALLAPVIS . v vttt ettt sttt sttt et st e seete b et seetesbese s b e s e ea s e e b et e be e e Rt e bt e R et e Rt e R R e Re R e R b e R e e b e Rt ebe ettt nentens
r. la Lo-ge-®oH, ABafLaTh NepBOro OKTAOpS fABe ThicAuM ABafuaTb nepsoro rofa (21 okrabps 2021

Howmep B HoTapmanbHOM peectpe 71 Ne 85

<Kpyrnas repbosas neyatb: BEPHAP JTAMBO/JIE,
HOTAPUYC *r. /la Lo-ge-doH >
<noAnucaHo>
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[BajfuaTh 1eBATOr0 OKTA6GPS ABE ThiCAYM ABaALaTb NePBOro roga

A, Mowuceesa Jlunua BnagumuposHa, HoTapuyc ropofa MOCKBbI, CBUAETENLCTBYHO
MOA/IMHHOCTbL MOANWUCK NepeBoAumKa AnnosH dasuga Meoprmuesnya.

Mognuch caenaHa B MOEM MPUCYTCTBUMN.

JlnyHoCTL NognucasLLero OKYMeHT YCTaHOB/IeHa.

3aperncTpupo™ I, peectpe: Ne 50/995-11/77-2021- /cP

Ynnaue!”ja coBepwéHne? pnansHoro geinctamsa: 400 py6. 00 kon.

B.MowuceeBa

Bcero npowHypoBoTOb,W,0M|cN)ABaHO U CKpenaeHo TevaTbto 27 nuct(-"
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EGQNAT ONA

009
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« Mepgoc MHTepHewHN CAPJ1 / Medos international SARL

OpraHusaums/Organiiation

LLiemeH-BnaH 38, Jle loknb. CH-240Q. LLBeliyapmsa / Chemin Blanc 38> Le Lode. CH-2400. Switzerland

Appec/Address

Director. Quality Make. Mitek. Spine & Trauma platform Lead

Senior Director

VIHCTPYKLUMA NO NPUMEHEHUIO
«YcTpoinctBo ENPOWER ans oTAeneHma Mukpocnupanei:
Kabenb ENPOWER gns oTAeneHns MUKPOCNpasniei ¢ Ny ibTOM OTAeNeHUs,
Kabenb Connecting Cable gns oTgeneHMa MMKpocnupanens»

Instruction for Use
"ENPOWER Detachment Control Box for the microcoils:
ENPOWER Control Cable,
ENPOWER Connecting Cable"

Page 1 0f 13

Medos International Sari « Chemin- Blanc 38, case postale. CI-I-2400 Le Lode « T ; +41 32 934 8000

JomkHocTb/Occupation
Nicolas Hainard

damunusa, ma/ Surname, Name

Oi. Hc.zZ0zZ'i

Jata A4.MM.IMT/Oalc DD.MM.YYYY

I/I ‘banucs/Signature

. DePuv Synthes SC Collaboration Management

[omkHocTb/Occupation

Michel Racine

damunusa, Nvs/ Surname, Name



LEGALIZATION

The undersigned, Bernard Lamboley, notary public of the Canton of Neuch”tel, Switzerland,
with office at La Chaux-de-Fonds, certifies that the signatures set on this Instruction for Use
are the true and genuine signatures of Mr. Nicolas Pierre HAINARD, from Val-de-Travers,
Switzerland in Cudrefin, Switzerland, acting as Director Quality Make, Mitek, Spine &

Trauma platform Lead and of Mr. Michel RACINE, from Plateau de Diesse, Switzerland, in
Recherswil, Switzerland, acting as Senior Director, DcPuy Synthes SC Collaboration

Management who are competent to act on behalf of Medos International SARL, in Le Lode,

Switzerland.
La Chaux-de-Fonds, this twenty-first day of October two thousand twenty-one (October, 21,

2021). r
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HanmeHoBaHWe MeAUUNHCKOrO nU3genus
YcTtpolicteo BNPOWER ans otaeneHns MUKpocnupanei, B CocTase:

1 Yctpoiicteo ENPOWER gnst otgeneHus mukpocnupancii (DCB2)
2. Kabens ENPOWER ans otaeneHns MUKpocnvpaneii ¢ nyasTom
oTAeneHuns (Mpu HeobxoLMMOCTU A0 5 LWT.)

3. Kab6enb Connecting Cable gns oTgeneHus mukpocnupaneit (npu

HeobxoaMMocTh 40 5 wT.)

(nanee B TEKCTe MOXET YNOMUHATLCA KaK: «MeAULMHCKOE U3LENNE»; «U3AENNN»;
«Kabenn»; «kabenn ENPOWER» u ap.; ansa kabens ENPOWER gna otgeneHus
MUKpocnupaneli ¢ nynsTom oTaeneHns —«ECB», kabens ENPOWER, ans kabens
Connecting Cable gns otgeneHns mukpocnupanein - «CCB», Kabenb Connecting
Cable).

Tabnuua coOTBETCTBUA BAPMAHTOB WUCMONHEHWS KAaTanoXHbIM HOMepaM MnpuBeseHa
HUKe:

Homep no HaumeHoBaHue, BApMaHT UCMONHEHUS
Yctpoiicteo  ENPOWER ans  oTgenexus

DCB2000500 Mukpocnupancii (DCB2)

CCBO00015700 Kabenb Conneictlng Cable gns oTpeneHus
MUKpocnunpancii
Kab6enb ENPOWER  ans oTAeneHns

ECB00018200 -
MWUKPOCMMPAnCcii ¢ NyNbTOM OTAENEHNs

HacToswas nHcTpykums pacnpocTpaHseTcs Ha kabens ENPOWER ansa otgeneHums
MWKpOCnMpaneli ¢ NynbTOM oTAeneHuns u kabenb Connecting Cable gna otgeneHms
MUKpOCMMpanei, KoTopble ABNSKOTCA KOMMNOHeHTaMn ycTpoiictea ENPOWER g
0TAeNeHNs MUKPOCNNPasCA.

BAXHAA NHOPOPMALINA

MoxanyiicTa, NnpounTarTe nepes NCNosib30BaHNEM

OnwucaHue nsgenua

Kabens ENPOWER ans oTAaeneHns MMKPOCAMPACIA ¢ MyNbTOM OTAENEHUSA 1
kabenb Connecting Cable ana oTaeneHns Mmukpocnupaneii NOABOAAT SHEPTUIO,
Heob6XoAMMYI0 AANA OTAEeNeHNA MUKPOCMNPANK U3 30HbI OTAENEHUS CUCTEMbI
MuUKpocnupaneii. Kabenb MoXKeT OTHOCUTLCA K O4HOMY M3 ABYX TUMOB: C KHOMKOA
AMcTaHUMoHHoro otaeneHns (Kabens ENP(3WER gns oTgeneHuns Mukpocnupanei
C NynbTOM 0TAeneHuns), HoMmep no Karanory ECB00018200, nnu 6e3 KHOMKu
oTAeneHns (CTaHAapTHbIA CoeAMHUTENbHBIV Kabenb), HOMep Mo KaTanTty
CCB00015700. Kabenb coeiMHSAET COEANHUTENBHYIO BTY/IKY CUCTEMbI 4OCTABKM
mukpocnupaneii (DPU) ¢ BbIXoAHbIM pasbeMoM Ha YcTpolictee ENPOWER ans
oTaeneHuns mukpocnumpancii (DCB2), Homep no katanory DCB2000500.
HasHaueHune ycTpoiictBa ENPOWER ans oTaeneHns Mmkpocnvpanei; ans
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Name of medical device

ENPOWER Detachment Control Box for the microcoils, content:

1 ENPOWER Detachment Control Box for the microcoils (DCB2);

2. ENPOWER Control Cable for microcoils detachment with detachment
control board (if necessary, up to 5 PCs.)

3. ENPOWER Connecting Cable for microcoils detachment (if necessary, up
to 5 PCs.)

(hereinafter referred to as "medical device", "products”, "cables", "ENPOWI-)K
cables" and other, for ENPOWER Control Cable for microcoils detachment with
detachment control board - «ECB», Control Cable, for ENPOWER Connecting
Cable for microcoils detachment - «<CCB», Connecting Cable)

Please find the table of MD variations and product codes below in Table below:
O«t«logue

ENPOWER Detachment Control Box

DCB2000500 for the microcoils (DCB2)

CCB00015700 ENPOWER Connecting Cable

ECB000182(k0 ENPOWER Control Cable

This IFU applies to ENPOWER Control Cable and ENPOWER Connecting Cable
that are components of the ENPOWER Detachment Control Box for the microcoils.

IMPORTANT INFORMATION

Please Read Before Use

Device Description

The ENPOWER Control Cable and the Connecting Cable deliver the energy needed
to detach a coil from a Microcoil System’s detachment zone. The cable may be one
of two types: one with a remote detach button (the ENPOWER Control Cable),
catalog no. ECB000182-00, or one without a detach button (standard connecting
cable), catalog no. CCBOOOI57-00. 1be cable is connected from the Microcoil
System’s hub connector on the Device Positioning Unit (DPU) Wire to the output
connector on the ENPOWER Detachment Control Box (DCB), catalog no.
DCB2000500.

Indications for use of ENPOWER Detachment Control Box: for the microcoils



OTAeNeHNs MUKpocnmpaneid Npy 3HLOBACKYNAPHON 3MB0M3aLUN BHYTPUYEPENHbIX
aHeBpM3M 1 MPOUUX COCYAUCTLIX MabopMaLuii.

YcTtpoiictBo tNPOWER ans otaeneHns MMKpocnvpanei aensetcs KOMNOHEHTOM
cUCTeMbl AN15 LOCTaBKM MUKpOCTvpanei.

Yctporicteo ENPOWER pans oTAeneHus Mukpocnmpanein obecneynBaeT SHepruto,
HeoOX04UMYIO A1 TEPMO-MEXaHUYECKOro OTAe/IeHNs MUKPOCTMpanu npu
9HA0BACKYJ(APHOI 3M60IM3aL MM BHYTPUYEPENHBIX aHEBPU3M.

Ka6ens ENPOWER fns oTeneHns MUKpocnvpaneil ¢ nysbToOM OTAE/IEHUSA U
Kabenb Connecting Cable gns oTaeneHus MuKpocnupanein seasoTes
KOMMOHEeHTamMmn cuctembl otgeneHns ENPOWER.

MpenynpexneHHs

» Cuctema flOCTaBKM MUKPOCNMpanei fO/MKHa NCNOb30BaTbCs TOMBKO B
MOJIHOCTbIO YKOMM/IEKTOBAHHOM COCTOAHUW. [0MHAsA KOMMNNeKTaLUus CUCTEMBI
BK/IOYaeT B cebs YcTpoiictBo ENPOWER 14 0TAeneHns Myukpocnupaneid, kabenb
1 cucTeMy Mukpocnupaneii. HE SAMEHAWTE KOMNOHeHTbI UK yCTpoiicTBa
Apyrux npounssoguteneii Yctpoiicteom ENPOWER ans otaeneHus
MUKpocnupanein 6peHga Cerenovus BO 13bexxaHve TpaBMUMPOBaHUA NauneHTa nm
no/fib3oBaTesns.

» OnacHoCTb B3pbIBa: HEAOMYCTUMO 1CNob3oBaTh YcTpoiicTeBo ENPOWER ans
OTZEeNeHNs MUKpOoCnmMpaneid B NPUCYTCTBUM OrHEOMACHON CMeCK aHeCTeTMKOB C
BO3[YXOM, KNC/TOPOZOM, 32KMCbIO a30Ta WU B aTMOC(EPE C MOBbILLEHHbLIM
COflepXXaHneM Kucnopoga.

Mepbl NpPesoCcTOPOXKHOCTY

BHMMaTensHO 0CMOTPUTE CTEPUIIBHYIO YNAKOBKY. He ncnonb3syite usgenue, ecnu:
* yrakoBKa unu niom6a KaxyTcs NoBpeXxXAeHHbIMY;

* COAEPXKMMOe YMaKOBKM KaXKeTCs MOBPeXAeHHbIM; 1n

* CTEK CPOK FOAHOCTMW.

CoefimHuTeNbHbIE Kabenu JOMKHbI UCMO/b30BATLCS TONILKO Bpayamu,
npoLweawnmm 06y4eHne MHTEPBEHLMOHHOW HEAPOPEHTIEHONOMMN U 3HAKOMbIMU CO
BCEMU acreKTamMu CUCTEMBI.

3anpeLaeTca cTepunn3oBaTth Jitobble KOMMOHEHTbLI CUCTEMbI JOCTaBKM
MUKpOCNupanei.

Kak noctasnsaercs

Kabens ENPOWER ans oTgeneHns MUKpOCNvpanei ¢ mynbToM OTAENEHMA U
kabenb Connecting Cable gns oTgeneHns Mukpocnupaneii NoCTaBNATCS
CTEPUIbHBIMW U NpefHa3HaveHbl Tonbko ans OQHOPA3OBOI O NMPUMEHEHA.
HE CTEPUIM3OBATH 110BTOPHO. YTunusmpyite kabenb nocne 0gHOM
npoueaypbl. 11py NOBTOPHOM ncnonssosaecuu WK OYUCTKE MOTYT BbITh HApPYLLEHbI
CTPYKTYpHas LeNOCTHOCTb 1 (Mnmn) yHKumsA. Kabenn 4pesBbivainHO CNoXHO
0uYMLLATb NOCe BO3LECTBMS BUONOrMUYECKNX MaTepuanos, ¥ OHU MOTYT BbI3BaTb
HeXkenaTenbHble peakuuy y nNauuMeHToB B Cyyae NMOBTOPHOIO MCMO/b30BaHUA.
KomnaHus npon3BoLuTeNb He M>eCeT OTBETCTBEHHOCTY 3@ NOCNeACTBMA NMOBTOPHOM
cTepunu3auum nsgenuii. KomnaHms He Bo3BpaLLaeT feHbIN 1 He 3aMeHAeT usgenve
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is designed to separate microcoils during endovascular embolization of intracranial
aneury'sms and other vascular malformations.

The ENPOWER Detachment Control Box is a component of the Microcoil Delivery
System.

The Detachment Control Box (DCB) provides the energy necessary to allow for a
thermo-mechanical detachment of the microcoil during endovascular embolization
of intracranial aneurysms.

The ENPOWER Control Cable and connecting cable are components of the
ENPOWER Detachment System.

Warnings

e The Microcoil Delivery System should only be used as a complete system. A
complete system requires an ENPOWER Detachment Control Box, a cable, and a
Microcoil System. DO NOT SUBSTITUTE any components or devices from other
manufacturers with the Cerenovus ENPOWER Detachment Control Box or injury to
the patient or user could result.

» Explosion Hazard: The ENPOWER Detachment Control Box is not suitable for
use in the presence of a flammable anesthetic mixture with air or with oxygen or
nitrous oxide or oxygen enriched atmospheres.

Precautions

Inspect the sterile package carefully. Do not use if:

« the package or seal appears damaged,

* contents appear damaged, or

« the expiry date has passed

The connecting cables shall be used only by physicians trained in interventional
neuroradiology and in all aspects of the system.

Do not attempt to sterilize any component of the Microcoil Delivery System.

How Supplied

The ENPOWER Control Cable and the Connecting Cable are supplied sterile and
are intended for SINGLE USE ONLY; DO NOT RESTERILIZE. Discard the cable
after one procedure. Structural integrity and/or function may be impaired through
reuse or cleaning. Cables are extremely difficult to clean after exposure to biological
materials and may cause adverse patient reactions if reused.

Manufacturer will not be responsible for any product that is resterilized, nor accept
for credit or

exchange any product that has been opened but not used.

As long as the package is not opened or damaged, the cables are sterile.



B C/ly4ae, ec/in OHO BbINI0 pacnakoBaHo, HO He UCMO/b30BaHO.

Kabenu cuntatoTcs CTepU/IbHBIMM, ECAM YNAKOBKA He MOBPeXeHa U He OTKpbITa.
MpoBepKa noacoefiMHeHNs Kabenewn

1.OTKpoliTe CTePUNbHbBIA Kabenb B CTEPUILHOM Mofe.

2. BblBeanTe pasbem 60/bLLIOFO MaMeTpa U3 CTePUIbHOTO nons. OcTalbHas YacTb
Kabens Jo/MKHa 0CTaBaTbCs B CTEPUNLHOM MOJe.

3. BcTaBbTe 60/1bLLON pa3beM Kabensi B BbIXOAHOM pasbe.m ycTpoiictea DCB2 go
LenyKa.

CnepfyiiTe cneuyanbHbl.Y UHCTPYKUMS.M MO MPUMEHEHNIO. MPUNOXeKHbIM K CUCTEME
AN AOCTaBKM MUKpPOCTIMpanei.

[fapaHTnA

KomnaHuns npovn3BoauTeNb rapaHTMpyeT OTCYTCTBUE Ae(eKTOB MaTeprasioB 1
NPOU3BOACTBEHHOr0 6paka B HaCTOALLEM MeAULMHCKOM u3genun. Hactoswmm
3asBIEHEM OTMEHAKTCA N06bIe NpoyKe NpsAMbIe 1 MOAPa3yMeBaeMble rapaHTuu,
BK/THOYas rapaHTUM TOBapHOM NPUroLHOCTM AN COOTBETCTBUA. MpUrogHoCTb
MCNO/b30BaHNA JaHHOTO MeANLMHCKOro YCTPONCTBA A/19 KOHKPETHOM
XUPYPruyeckoii npoueaypbl ONpeaenseTcs ornepaTopomM B COOTBETCTBUM C
WHCTPYKLMA.MWN NPOU3BOAMTENS MO UCMO/b30BaHMIO TOBapa. Hukakux npoynx
rapaHTuii, KpOMe yKasaHHbIX B JaHHOM JOKYMeHTe, He NpejocTaB.TAETCA.
["apaHTWIAHBIA CPOK XpaHeHWs Kabeneli cocTaBnseT 3 roga.
Pacwndgpoeka cumBonos/ Explanation of symbols

OnwucaHue/ Description

CVIMBOH/_SymbO|

m

A

QTY

Konuuectso/ Quantity

Verification of Cable Connection

1. Open a sterile cable into the sterile field.

2. Pass the larger diameter connector out of the sterile field. The remainder of the
cable must remain in the sterile field.

3. Insert the larger cable connector into the DCB2 output connector until a click is
felt.

Follow the designated Microcoil Delivery System Instructions for Use.

Warranty

Manufacturer warrants that this medical device is free from defects in both materials
and workmanship. Any other express or implied warranties, including warranties of
merchantability or fitness, are hereby disclaimed. Suitability' for use of this medical
device for any particular .surgical procedure should be

determined by the user in conformance with the manufacturer’s instructions for use.
There are no warranties that extend beyond the description on the face hereof.
Cables have guaranteed shelf life 3 years

O3HaKoOMUTbCS C CONPOBOAUTENLHON foKyMeHTauwmel/ Consult instructions for use

OcTopoxHo! O6paTnTech K MHCTPYKLUK Mo npumeHeHuto/ Caution

CTeneHb 3alMTbl 060/104KM 3/1EKTPO0GOPYA0BaHNS OT NPOHMKHOBEHWS TBEPAbLIX NPeAmMeToB U Bogbl/ Degree of

1PX2
Ct

2797

CepuiiHblii Homep/ Serial number
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protection of electrical equipment from penetration of solid objects and water

YCTpOICTBO COOTBETCTBYET TpeboBaHuaAM [upekTunebl 93/42/EEC B OTHOLIEHUW MeuLMHCKUX npubopos/ The
device complies with the requirements of Directive 93/42/ EEC for medical devices



¢

BHumaTensHO npouTuTe MHCTPYKUMto/ Read the instructions carefully

CtpaHa-npounssogutens/ Manufacturer country

IM ADE In |

He ctepunbHo/ Nonsterile

/' non\
/| sterile”

M3penne Tuna CF/' Device type CF

1
Homep no katanory/ Reorder number
REF
Wt [aTta nsrotosnexmns//Oale of Manufacture
w
Kog naptuu/ Lot number
LOT
BHUMAHWE! ®egepanbHoe 3akoHoaTeibeTBo CLUA HanaraeTt orpaHuM4eHuns Ha NpoLaxy HacTosALero
yCTpOICTBa TONIbKO Hag/iexxalymm 06pasoM IMLEeH3MPOBaAHHOMY MPaKTUKYHOLWEMY MeAULUHCKOMY PaboTHUKY 1n
gronly no ero 3akasy/ ATTENTION! US federal law imposes restrictions on the sale of this device to only a duly licensed
[ practicing medical officer or by order.
W3rotosutens/ Manufacturer
J

[wnanasoH BnaxxHocTu/ Transport and Storage Humidity limitation

V.50 hPa Oi paHnyeHune atmoctepHoro gasneHus/ Transport and Storage Range of atmospheric pressure

500 h Pe@ -A
3anpeT Ha NOBTOpHOe nNpumeHeHune/ Prohibition of re-use

PaanaunoHHas ctepunusauns/ Sterilized by radiation
STHOLEIR Aal prnvsal Y
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He ctepunusosatb nosTopHo/ Do not re-sterilize

He ncnonb3oBath Npu nospexaeHun ynakosku/ Do not use if packaging is damaged

M~ 6o-c

TemnepaTypHbIii A1anas3oH xpaHeHus W TpaHcnopTuposaHus / Transport and Storage Temperature limitation

He yTunusmpyiite AaHHbIA NPOAYKT Yepe3 MyHULMMNANbHYHO CUCTEMY HECOPTMPOBAHHbIX 0TX0A0B. [Ns
yTUAN3aLMM NPOAYKTA 03HAKOMbTECh C MECTHbIMU MPaBoBbIMM akTamu./ Do not dispose of this product in the

Vcnonb3osats go

n
[ononHnuTenbHas nHpopmaumsa N8 NPUMEHEHNUS HA TeppUTOpUin
P®

[MoKa3aHus K NPUMEHEHUIO
CM. nHCTpyKUumio «YcTpoiictBo ENPOWER fna oTaeneHns Mukpocnupaneiis»

MpoTrBoOMNoKasaHns
Cm. nHCTpyKumio «YcTpoiictBo ENPOWER ansi 0TgeneHms Mukpocnmpanei»

Mo6ouHbIe 3h(PeKTbl (BO3MOXKHbIE OC/TOXKHEHUS)
CM. MHCTpyKumio «YcTpoiictBo ENPOWER gns oTheneHns Mukpocnupa; kix»

YKaszaHue BO3MOXHOCTU U 0COBEHHOCTE NPUMEHEHWSI MEAULIMHCKONO U3LeNns
ONA Nogein ¢ UMNNaHTUPYEMbIMU B OPraHnM3m YesioBeKa MefnLMHCKUMU
N3eNnsMn, 6epeMeHHbIX XKEHLLIWH, XXEHLLWH B NepMog rpyaHoro
BCKapM/MBaHus, AeTel, B3pOC/bIX, UMEKOLLMX XPOHUYECKUEe 3a60/1eBaHUSA

CMm. nHCTpyKumto «YcTtporictso ENPOWER fns oTgeneHns Mmukpocnupaneiis»

CBefieHNsi 0 BO3MOXHOM B/IMSHUN NCMNOMb30BaHUA MEAULMHCKONO N3gennsa Ha
Crnoco6bHOCTb ynpasniATb TPAHCMNOPTHbIMK CpeaAcTBaMU, MEXaHN3MaMn

Ycnosusa sKcnayatauum

TemnepaTypa Bo3ayxa, °C Ot bl8 go +35
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unsorted municipal waste stream. Dispose of this product according to local regulations.

Additional information for Russian Federation

Indications

Refer to the Instructions for Use "ENPOWER Detachment Control Box for the
microcoils"

Contraindications <

Refer to the Instructions for Use "ENPOWER Detachment Control Box for the
microcoils"

Adverse events (Potential complications)

Refer to the Instructions for Use "ENPOWER Detachment Control Box for the
microcoils"

Indication of possibility and peculiarities of using the medical device by people
with implanted medical device, pregnant women, breastfeeding women,
children, adults with chronic diseases

Refer to the Instructions for Use "ENPOWER Detachment Control Box for the
microcoils"

Information about capability effect of the medical device to the ability of
operations vehicles, mechanisms

Not applicable

Ooeratine conditions

Aiir temperature, From +18 to +35



Air humidity (relative), non-condensing. % From 0 to 85

BnaxHocTb BO3gyxa (OTHOCMTeNbHas), 6e3 OT0p0 85
06pa3oBaHns KoHAeHcaTa, %

P A ° Atmosphere pressure, hPa 700 to 1060
ATMochepHoe aaBneHue, rla Ot 700 go 1060

YcnoBusi NpMMeHeHUs B OpraHun3aumsx B NOABMKHbBIX TPAHCMOPTHbIX Conditions for use in organizations in mobile vehicles, in the field or at home,
for general or individual use and for ensuring the safety* of customers

CpeAcTBax, B MOMEBbIX WA JOMALLHUX YC0BUAX, AN 06LLIEro nuan
WHAMBUAYANIbHOIO NPUMEHEHUS H H(hopMaL s 0 NOTeHLUMaNbHbIX This medical device must be used only by specially trained personnel in the
NOTPEOMTENAX MESULMHCKOIO N3genns conditions of the operating treatment and prophylactic institution.

[aHHoe MeJULMHCKOE M3aenne Ao/MKHO BbiTb MCMOIb30BaHO TOMLKO CMELManbHO This medical device is intended for use only by physicians trained in interventional
00y4YeHHbIM MepcoHanoM B YCNOBUAX OMNepauroHHbIX fedebHo-npotmnaktuyeckoro neuroradiology and in all aspects of the system.

yUpexgaeHus.

[JaHHOoe MefuLUMHCKOe u3genvie NpefHasHaveHo /18 UCNo/b30BaHNS TOMbKO
Bpayam, npoLueswm obyyeHre NHTEPBEHLMOHHOW Helpopanmonornm u
06y4eHHbIM BCeM acnekTam paboTbl CUCTEMbI JOCTABKU MUKPOCNMpanei.
Mpownssogutens/ Legal Manufacturer:

"Mepoc NHTepHewHn CAPT", LLseiuapwus,

Medos International SARL, Chemin-Blanc 38, Le Lode, CH-2400, Switzerland

YNoNHOMOYEHHbIN NpeacTaBuTenb npounssoanTens/ Authorized Representative of Manufacturer:
OOO "[)koHCOH & [pkoHCcoH", 121614, r. MockBa, yn. Kpblniatckaa 17, Kopn. 2.

(Johnson & Johnson LLC, 121614, Moscow, Krylatskaya street, 17-2)

Ten./Tel: +7(495) 580-7777

dakc/Fax: +7(495) 580-7878

RA-JNJRU-RZN@ITS.IJNJ.com
Agpeca MeCT NpoM3BOACTBa MeguLMHcKoro usgenusa/ Addresses of Manufacturing Sites for medical device:

Codman & Shurtleff, Inc., dba Depuy Synthes Products Inc.,

47709 Fremont Blvd., Fremont, CA 94538 USA.
O6was cxema MeanumHekoro nsgenust/ The general scheme of the medical device

_ IVPbi
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Detachment Control Box (DCB)

YcTtpolictBo ENPOWIIR gnsa otgeneHns mukpocnupanein (DCB)

DCB2 DCB2

IV pole LTaTns

Device Positioning Unit (DPU) CoefviHeHME CUCTEMbI AOCTaBKM MUKpocnvpanei
connection

Remote Detach Button (ENPOWER
Control Cable only)
DCB Output connector
Overall length 5-6 ft (150-196 cm)
Connecting Cable
dopma nocrtaBku
Kabens ENPOWKR ans otaeneHus Mukpocnupaneii ¢ nynbToM OTAeneHns
NOCTaBNAETCA CTEPU/IbHBIM NPY HEOBXOAMMOCTM B NOMb30BATENBLCKON YNaKoBKe
BMeCTe C UHCTPYKLMeW Mo NPUMEHEHWIO.
Kab6enb Connecting Cable gna oTaeneHus Mukpocnupaneil noctaBnseTcs
CTepUbHLIM NPU HEOBXOAMMOCTH B NO/b30BATENLCKON YNaKOBKe BMeCTe C
WHCTPYKLMe No NPUMEHEHNIO.
B03MOXHOCTb 1 €NOCO6bI MHTErPUPOBAHUA C APYTMMN MEAULIMHCKUMU
n3fennaMmn
Kabenu aenatoTca KomnoHeHTamu ycTpoiictea ENPOWER gns otaeneHus
MUKpOCNUpae.
11onpo6HY0 WHGOPMAaLW CM. B MHCTpyKuum «YcTpoiictBo ENPOWER ans
OTZeNeHNs MUKpOCIpanein»

MWKpOCTMpaneii ¢ NyNbTOM OTAENEHUs
BbIX0AHOW pasbem
O6was anmHa 5-6 gytos (150-196 cm)

Martepuanbl, BCTynawLLne B KOHTAKT C Te/IOM NauneHTa, 6HOCOBMECTUMOCTb
CornacHo 1SO 10993.1-99 «M3genus meguumHckme. OueHKa 6M0N0rnyYecKoro
LelCTBMS MeaMLMHCKMX n3gennit. YacTtb |. OueHka U uccnefoBaHus»
NccnefoBaHMs Ha GUOCOBMECTUMOCTb He TPeBYoTCs ANs MeAULMHCKUX YCTPOIACTB
WM UX KOMMOHEHTOB, KOTOPbIE He BCTYNAKOT B MPSMOIA MM OMNOCPej0BaHHbINA
KOHTaKT C opraHn3amom yenoseka . Kabens ENPOWER u kabenb Connecting Cable
He BCTyMNarT B NPAMOIA UM ONOCPeAOBaHHbIA KOHTAKT C Te/IOM MauueHTa.
MMo3TOMy TeCTMpOBaHMe Ha 61OCOBMECTUMOCTb He MPUMEHKMO ANS laHHOTO
MEeLMLMHCKOIo U3Aenus.
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KHonka oTcoeguHeHuns Ha nzgenun Kabens ENPOWER ans otaeneHus

Kab6enb Connecting Cable gns otgeneHns Myukpocnupanei

Delivery set

ENPOWER Control Cable for microcoils detachment with detachment control
board is supplied sterile if necessary in customer package with an IFU;
ENPOWER Connecting Cable for microcoils detachment is supplied sterile if
necessary in customer package with an IFU.

Possibility and methods ol integration with other medical devices

Cables are components of the ENPOWER Detachment Control Box for the
microcoils.

For details refer to the Instructions for Use "ENPOWER Detachment Control Box
for the microcoils"

Materials that come into contact with the patient’s body, biocompatibility

Per 1SO 10993-1 Biological Evaluation of Medical Devices - Part |: Evaluation and
testing within a risk management process biocompatibility testing is not required for
medical devices, or components thereof, that do not have the potential for direct or
indirect contact with the human body. ENPOWER Control Cable, and Connecting
Cable do not come in direct or indirect contact with the patient’s body. Therefore,
biocompatibility testing is not applicable for these products.



TexHnyeckne xapaktepucTukm ¢ gonyckamu/ Technical characteristics with tolerances:

HavumeHoBaHue xapakTepucTuku/Name ofthe characteristic 3Hauenue/ Value

Ka6enbs ENPOWER gns otgeneHnss MHKpocnupaneid ¢ NynbTom
otaeneHnsa/ ENPOWER Control Cable (ECB)

HaumeHoBaHue xapakTepucTuku/Narne o fthe characteristic 3Hauvenme/ Value
Jnuka. cm/Lcneth, cm 150-196
JNnameTo. mm/ Diameter, mm 25
[nnHa pasbema DCB, mm/Lensth of DCB connector, mm 37
[JnawveTp pasbema DCB. mm/Diameter of DCB connector, mm 12
[nrHa y3na nosnumMoHnpoBaHns ycTpoicTea, mm/ Length of the device 8
positioning unit, mm
[nameTp y3na noavumoHnpoBaHms yctTpoiictea, Mm/ Diameter of the device 7
positioning unit, mm
[nvHa nynbTa, mv/ Length of the remote control, mm 1278
BblicoTa nynbTa, MM/ Height of the remote control, mm 17
LWupuHa nynsta, mm/ Width of the remote control, mm 34
O6Lwan macca, r/ Total weight, g 50
Kab6enb Connecting Cable gns otgeneHua myukpocnupanei / Connecting
Cable (CCB)
HavmeHoBaHwe xapakTepucTuku/HaTe ofthe characteristic 3HauveHwue/ Value
OnuHa, cv/Length, cm 150-196
OnameTp, mm/ Diameter, mm 25
O>xna pasbema DCB, mm/Length of DCB connector, mm 37
OnameTp pasbema DCB. mm/Diameter of connector DCB, mm 12
[nvHa y3na nosuumoHMpoBaHus ycTpoicTea, mm/ Length of the device 8
positioning unit, mm
[nameTp y3na no3nuUMoHMPOBaHUst ycTpoicTea, MM/ Diameter of the device 7
positioning unit, mm
O6Luan macca, r/ Total weight, g 14

MofpobHy MHGopMaumio cM. B MHCTPYKUMK «YcTpoiicTtBo KNPOWKR a5 oTaeneHns Mukpocnvpa.yeid» / For details refer to the Instructions for Use "ENPOWER
Detachment Control Box for the microcoils™

Conditions of transportation and storage
TemnepaTypa Bo3gyxa, ®C Ot -18 go +60 Air temperature, ®C From -18 to +60

BnaxHocTb Bo3gyxa (0THocuTeNbHas), 6e3 OT1 1010 85 Air humidity (relative), non-condensing, % From 10 to 85

[v)
06pasoBaHNs KoHgeHcaTa, % Atmosphere pressure. hPa From 500 to 1050

ATMOchepHoe aaBrieHue, rMa Ot 500 go 1050
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CaefeHNsA 06 3/1eKTPOMarHMTHOM COBMECTUMOCTM

Kabenu sBnaoTca KomnoHeHTamu yctpoiicTea ENPOWER pans otaeneHus
MUKpocnupanei.

Moapo6Hy0  MHMOpMaLM0 MO  3EKTPOMAarHUTHOW  COBMECTUMOCTU  CM.
WHCTPYKUMK «YcTpoinicteo ENPOWER ans oTaeneHns Mukpocnupaneii»

CpoK roAHOCTH/CNYX6bI

CpokK rogHocTn ans kabeneit coctasnseT 3 roga.

Tpe6oBaHNS K OXpaHe OKpY>KatoLleid cpedbl NpU NPUMEHEHUN MeAULIMHCKOIO
n3fenuns

MeguunHCcKoe w3fenue nNpu UCNOMb30BaHUW, TPAHCMOPTUPOBKE W XPaHEHWW He
OKas3blBaeT HEraTMBHOMO BO3AEWCTBMS Ha YeNoBeKa U OKpYXatoLLyto cpesy.

MopAfoK 1 ycnoBus yTUAN3aLMn UM YHUUTOXEeHNA MeLULMHCKOIO N3Lenms
N3genne He oOKasbiBaeT BPELHOrO BO3LEWCTBMA HA OKPY>XXAOLLyl0 cpedy npu
cOo6MI0eHNI YCIOBUIA 3KCMIyaTauumn, TPaHCMOPTUPOBKM, XPAHEHNA W YTUIN3ALIUA.
B Poccuiickoii ®eaepaln gaHHble U3Lenns MOAnexar yTuamnsaLum no nctTeveHnn
CpoKa cnyX6bl B COOTBETCTBUM € TpeboBadksamu CanlunH 2.1.3684-21 CaHuTapHo-
3NWAeMnonornyeckre TpeboBaHUA K COLEPXKaHUK TeppuTopuiAi TOPOACKUX 1
CeNbCKMUX MOCENEHNA, K BOAHbIM OObEKTaMm, MWTLEBOM BOAE W MUTLEBOMY
BOLOCHaOXXEHNIO, aTMOC(EPHOMY  BO3AyXy, MOYBaM, >XW/bIM  MOMELLEHMAM,
JKcnyaTaumm NPOM3BOACTBEHHbLIX, OOLLECTBEHHbIX MOMELLEHWA, OpraHusauum u
NpoBeAeHNI0 CaHWTapHO-NPOTMBOANUAEMNYECKNX (NpodmnakTnyeckmnx)
MEpPONPUATUIA.

Knacc MeANLMHCKNX OTXOA0B n3genus —A.

M3genns ENPOWER (DCB2), Kabens ENPOWER gns oTgeneHms Myukpocnupanei
c nynbToM oTAeneHus un Kabenb Connecting Cable gns otgeneHns Mukpocnupaneii
ite cnegyet BbiGpacbiBaTb B ObITOBOW MyCOp, KOTOPbIi He MOABepraercs
copTupoBke. [laHHoe o6opy/oBaHue creflyeT cobupaTtb OTAeNbHO M nepejasatb
cneymanbHol cnyxbe nepepaboTKM  WUAM  BEPHYTb npon3BoOAnTeNO  Ans
yTunusauum..
MeTogbl 1 cpefcTBa fiesuHMeKLUN 1 NPeACTePUIN3ALMOHHON 04NCTKN
Kabens ENPOWER ans otgeneHns MUKpocnmpaneid ¢ NynbTOM OTAENeHNs 1
Kab6enb Connecting Cable ans oTaeneHns MuKpocnmpaneid NocTaBastoTCs B
CTEPU/IbHOM BWJE U OUYUCTKE He MoAJiexar.
MHhopmaLmsa o CTepUNLHOCTH

Kabens ENPOWER pans oTgeneHuns Myukpocnupaneii ¢ nynsTom otaeneHns, Kabenb
Connecting Cable gna oTgeneHns MMUKpocnupaneid NoCTaBAATCA B CTEPUIbHOM
Buge (CTepunn3oBaHbl pagnaumeit) 1 He NoAaexar NOBTOPHONM CTEPUAN3ALMUM.

Information about EMC

Cables are components of the ENPOWI-"R Detachment Control Box for the
microcoils.

For details on EMC refer to the Instructions for Use "ENPOWER Detachment
Control Box for the microcoils"

Shelflife/ Lifetime

Shelf life for cables is 3 years.

Requirements for the protection of the environment in the application of a
medical device

The medical device does not adversely affect human and environment when used,
transported and stored.

Procedure and conditions for the disposal or destruction of a medical device
Tfie device has no harmful effect on the environment to the conditions of operation,
transportation, storage and disposal.

In the Russian Federation, such devices are to be disposed of at the end of their
service life in accordance with the requirements of SanPiN 2.1.3684-21 Sanitary and
epidemiological requirements for the maintenance of the territories of urban and
village settlements, for water objects, drinking water and drinking water supply,
atmospheric air, soils, residential premises, operation of industrial and public
premises, organization and conduct of sanitary and anti-epidemic (preventive)
measures.

Medical waste class of device - A.

Devices - Cables and ENPOWER (DCB2) should not be disposed of in domestic
garbage, which is not sorted. This equipment should be collected separately tind
transferred to a special recycling facility or returned to Cerenovus for disposal.

Methods and apparatus for disinfection and sterilization cleaning
ENPOWER Control Cable (ECB) and Connecting Cable (CCB) are delivered in a
sterile manner and can not be cleaned.

Information about sterility
ENPOWER Control Cable (ECB), ENPOWER Connecting Cable (CCB) are
delivered in asterile form (sterilized by radiation) and can not be re-sterilized.

MepeyeHb HaUMOHANbHbLIX Y MEXAYHAPOAHbIX HOPMATUBHbIX JOKYMEHTOB/CTaHAAPTOB, KOTOPbIM COOTBETCTBYET MeanUnHCKoe ndgenue / The list of national

and international regulatory documents/standards, which matches medical device

Kabens ENPOWER ans oTgeneHns Mukpocnvpaneii ¢ nynstom otaeneHns. Kabenb Connecting Cable gns otgeneHms Mukpocnupaneid COOTBETCTBYIOT CTaHAapTam BS
EN ISO 13485: 2012 VN3penus meauumHckmne. CUCTEMbI YNpaBieHUs KayecTBoM. TpeboBaHus K pe3“nuposaHuto, BS EN ISO 14971: 2012 U3genus meauumasekue.
MprMeHeHe MeHeMKMeHTa puUCKa K MeauLmasekum nsgenuam, European Council Directive 93/42/EEC of 14th of June 1993 Amended 2007 AupekTtusa 93/42/EEC no

MeaMUMHCKUM n3aenvsm. MonHbllA CNMCOK CTaHAApTOB AOCTYMEH MO 3anpocy.
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EMPOWER Control Cable (ECB), EMPOWER Connecting Cable (CCB) comply with BS EN ISO 13485: 2012 Quality Management Systems - Medical devices - System
requirements for regulatory purposes, BS EN ISO 14971: 2012 Medical Devices - Application of risk management to medical devices, European Council Directive
93/42/EEC of 14th of June 1993 Amended 2007 Medical Device Directive. Full list of standards is available upon request.

[aHHble 0 1ekapCTBEHHbIX npenapartax v (Mnu) papmMakonormnyeckmnx
cy6CcTaHUMAX, BXOAAWMUX B COCTaB MeAULMHCKOro nsgenus

He npuMeHUMO-NeKapCcTBEHHbIE MpenapaThbl 1 apMaLeBTUYecKme cyb6cTaHLmMmn B
COCTaB MefMULUMHCKOrO U3LEeNNs He BXOAAT U He NMPUMEHSANNUCH NPU ero
MPON3BOACTBE.

MepeyeHb MaTepnanoB XXUBOTHOTO U (M/1M) YENOBEYECKOTO MPOMCXOXAEHNS
He NpvMeHNMO - KNeTKWN, TKaHW, OpraHbl XXMBOTHBIX WU/IN Ye/I0BEKA W fpyrue
6ronornyeckre matepuasbl B COCTaB MeULUHCKOIO U3LeNNs He BXOAAT U He
NMPUMEHSANNCL NPU ero NPon3BOACTBE.

Tpe60oBaHUA K MOHTaXy

He npumeHnmo

OuncTKa 1 pemMOoHT

Kabens ENPOWER gnsa oTgeneHus Mukpocnvpaneii ¢ nynsToM OTAENeHNs 1
Ka6enb Connecting Cable gns otgeneHuns Mukpocnupaneid nocTaBasoTCcs B
CTepUIbHOM BU[E M OYUCTKe He NOoANexar.

YcTtpoiictBo ENPOWER ans oTAeneHns MUKpocnvpanein He COAEPXNT HUKaKNX
yacTeid, 06CnyX1BaeMbIX Nonb3oBaTenemM. Ecim meguUMHCKOe n3genve paboTaet
HernpaswnbHO, ero Heb3s UCMoJb30BaTh. BepHUTe nsgenve NpousBOANTENO UK
YNONHOMOYEHHOMY NPeACTaBUTENIO AN 3aMEHbI.

MepeyeHb BO3MOXHbIX HEUCNPABHOCTEA W BapuWaHTbl WX YCTPaHEHWS CM.
UHCTPYKUMK «YcTporicteo ENPOWER ans oTaeneHns MMKpocnvpanei»

Peknamayunsa

Appec ansa HanpaB/ieHUs peknamauunii:

000 «[>KOHCOH & JKOHCOH»

121614, r. Mocksa, yn. Kpblnatckas, 4. 17, kopn. 2
Ten.: +7(495)580-7777

dakc: +7(495)580-7878

AnekTpoHHas noyta: RA-JNJRU-R/.N'ifJ TSJIN.I
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Data on medicinal products and pharmacological substances included in the
medical device

Not applicable - medical device does not contain any pharmaceutical drugs or
pharmaceutical substances and these substances were not used in manufacturing
process of this medical device.

List of materials of animal and (or) human origin

Not applicable - does not contain any animal cells, tissues or organs or other
biological materials, that also were not used in the manufacturing process of this
medical device.

Installation requirements

Not applicable

Cleaning and Repair

ENPOWER Control Cable (ECB) and Connecting Cable (CCB) are delivered in a
sterile manner and can not be cleaned.

There are no user serviceable pans in the DCB. Ifthe DCB is not functioning
properly, it should not be used and should be returned to Codman & ShurtlefFor an
authorized representative for replacement

For details on possible errors and solutions refer to the Instructions for Use
"ENPOWER Detachment Control Box for the microcoils"

Reclamation

Address for Complaints:

"Johnson & Johnson" LLC

121614, Moscow, street Krylatskaya, 17, building 2

Tel.: +7(495)580-7777

Fax: +7(495)580-7878

F.-mail: RA-JNJRU-RZNf«4TS.JNJ



IMepeBoo C aHrNUIACKOT O si-Ka Ha Py CCKUIA >ablk

OS XX TEXCW —hts

«Megoc NHTtepHewHn CAPJS»

OpraHuzauns

LLlemeH-bnaH 38, Jle loknb, CH-2400, L seiuapus
Apnpec

OvipekTop oTaena o6ecrieyeHnst KauyectBa,  PykoBoguTenb

HanpasneHnin Mitek, Spine & Trauma
[omKHOCTb

Hukonsa AliHap
damunnsa, nms

06.10.2021
farta; 40.MMNTIT

<noanuncano=>
Moanuck

CTapLunii AMpPeKTOop Mo OpraHu3aLMy COBMECTHOI paboTbl

cucTembl cHabxkeHus «dellbto CuHTE3»
[omKHOCTb

Mwuwenb PacuH
damnnns, nvs

08/ 10/2021
farta: 4O.MMNTIT

<nognucaHo>
Mognucs

Ctp. 1u3 13

Megoc NHTepHewHn Capn mlemeH-bnaH 38, nouToBblit Awmk, CH-2400 Jle Jloknb mTen.: + 41 32 934 8000
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NErAIN3ALUNA

Hwxenognucaswwuiica bepHap Jlambone, HoTapuyc KaHToHa Heswartens (LLBeiuapus),
VMEILWNA HOoTapuanbHyt0 KoHTopy B . Jla LUo-ge-doH, y[ocToBepsieT, UTO MOAMMUCH,
MoCTaB/IeHHbIe Ha HACTOALLEM LOKYMEHTE «/HCTPYKUMA MO NPUMEHEHUIO», ABNAIOTCA BEPHLIMU
W NOMMHHBIMM nognucamn r-Ha Hukons Mbepa AVHAPA, poguslerocs B r. Banb-ge-
Tpasep (LUBeiuapus), npoxwusatowero B r. KyapedeH (LLIBeiiuapwsi), BbICTynaroLlEro B
KayecTBe [mpekTopa oTAena obecneyeHns KayecTBa, pyKoBOAWUTeNs HanpasneHuii Mitek, Spine
& Trauma, u r-Ha Muwena PACWHA, poauBwerocs B r. lMnato-ge-Aucc (LUBeiuapws),
npoxusatowero B . PexepcBunb (LUBeiuapusa), pfeicTeytowero B kadectBe CrapLuero
AVpeKTopa MO OpraHuM3auuM COBMECTHONM paboTbl cucTembl CHabkeHus «[ellbto CuHTE3»,
KOTOpble MpaBOMOYHbI Ae/CTBOBATb OT WMEHW KomnaHun «Megoc VIHTepHewwHn CAP/», Jle Jlok/b,
LLIBeliLapus.
r. a LWo-ge-®oH, ABaguaTh NepBOro OKTAGPA ABe ThicAuM ABafuaTb nepBoro roga (21 oktsabps 2021
roga).
Homep B HoTapuanbHOM peecTtpe 71 Ne 87

<Kpyrnasa rep6osas nevats: BEPHAP NAMBEOJIE,
HOTAPWYC *r. Mla Wo-ge-doH >
<noAnucaHo>
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ABajuaTb eBATOr0 OKTAGPSA ABE ThiCAUM BaALAaTh MNePBOro roja

A, Mouceesa Jlunua BnagumuposHa, HoTapuyc ropofa MOCKBbI, CBUAETENIbCTBYIO
NOANMHHOCTbL NoANMCKU nepeBogumnka AnosH Oasuaa Feopruesunya.

Moanuce caenaHa B MOEM NPUCYTCTBUMN.
JInyHocTb NognucasLero JOKYMEHT YCTaHOB/IEHa.
3apeructpupoBaHo B peectpe: Ne 50/995-n/77-2021-

YnnayeHo 3a’plieplieHne HoTapuanbHoro gericteus: 406by6. 00 kon.
B.Mowuceesa

n:
Bcero nponwypbeaHo, MppayM”~pmMaHO 1 CKpenaeHo neyatbio 14 nuct(-a,-oB).

B.MouceeBa
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