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Thergoeuticand Diagnostic FUNCHONS. ...+ e 5  thrapywith multisiteveniricuar peaing
Gencrd SaMy tIWEar«CEIME ... oo e reties et 6 ~ IOD provides i”~ptomatic therapy wth the following objectives:
Querating ConAIioNS. ..o 6 « Tmrationof soortansos\vertricuar filtrillatir(VA) thraugh shook cietivery
Possibta Compticatin’s.............ecveeee. i * Termirgtion of spontanecus ventricular techycardia (VI throuch anlitachycardia
PAbERYG.........c.e / 02 (Ne (%yp) FVVed ireffective ATPor herttadmically trt tolerated VI, wih
liHrtantaton............. 1
LI O™ n * CeNre”MndvfonMion throughmdtatiteventrioilar peang (tniple-drantoer
...................................................................... Is « Ganpersationd bindYcatdiathroughventricular (stnge-chanber devioss) or
¢ Fdiatinfernal.......... .o -. 13 ~ sequential peang 1L dual- and triple-chamoer dewces)
Reptacermait Indicatiors.............. 14 sndtlienl|R/ RIS
Ixqpontatiftn and Device Replacarment........ve e 14 TreGancenariitors/Te wart iytimand autorratiodlly detects ad tenminetes
PaFIMBLENS.......covieciieeet ceeeiee e et e eeesaeesnn e aeesnneens . A cardiacarredresulttagfrwnventricotartachyal T inia Allrmcprthergpeutic
Bradycardia / CRT......... i I . IS fromtaetiddd cardiology and elechrofdg”s”™y areincluded. BIOTRONIK
L= 0 00 (0 7 PSP JMbntoring*ehetas physiouns toperforimithergoy menegeernt at anytine.
«.«n™apaBmu
Hore Mnitarirg ZBadditionto Ho i besk medical knonledky, the user ust ke troroughly familiar
Tedinttd Deta. ... NB . \ithtte gperationand the qerationconditiors of ackvice system
Mudhenical Characteristics. . . ............... V) « Qiygualified medkat :/cialists having this required special knovwckdpare
Hedrical Craracteristics. 20 permritted to use imyjtotable devices.
Data.... ..ooveiieiiiiiesee e /) If usersdo not possess this knowiedg, they must e trainedaccordingly.
UgendfortheUbel........... oo, .24
Waiacan Iraitati M<atetar’gventn0|taran|"dhp|ewmant|IKI"c"|apamng
~ddefibrNebn.  /
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Ker~nSodeityofCarfiok™ apples to the guidelines published
ahythm Sode”~IMRSIJ”™e American Coltege of Cardiology IACCI. the American

Sngte-chaoAer and duat-diamber ICOs aw | ndi«ited for patients a«th ti»e foUowng
risk;

« Sudden cardiac death caused by ventricular arrhythmias

Triple-chamber iCDs are indicated for patient with the following risks:
= Sudden carttiac death caused by ventricuter arriiythmias
< Congestive heart WlurewitttventriculafiK™IfKhr™

Msoin”™ted lorpHTtary [ XXMM $ST<»NIN»Nb«U1» lw«palwAar$SNe T

CoMndadhaMoitt
Known (ontraimtkations:

= Tachyarrhythmiacaused temporaryir revwsible irritation, e.g. poisoning,
electrolyte inAaUince, I™p™a, sepsis or acute r™pcardiatirtfarction

< SuchfrequefdWort™thatll»tit«™ieswRaMcawmnasnwlacce | dablyrin™
depletion of the ™ ice b eries

= VT with few <»'wthoutctM€i~re(axaHd $p | (™™ r

= VTorVFtreatabtel™aifgefy

= Concomitant diseases that would $ub5taMdiattylimit.dporitiyeprognMi$

= Accelerated intrinsic rhythm

Siriftefii (h'erview
OavicehmMy

The corr™lete Iforia 3/S™ <blce fantilycor”™ ™ i several device hgreavdth a

W -l -lor OF4/1S-1 connection.
:VR-T and VR'T OX {only devicee with a DF-1/1S-1 connection!;

P A ‘ *
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area. The connections for bipolar lunipolar connections for the

KIfUNR Tith
houangsw v» asagatniU antipols giiing shadulttiu”™ orinihe css<of unipdlar

OF-1/1S-terOF1/1S-1

BtOTRONTtK provides tCDs with headers for rlLUerelll standardized lead connections:
OF.1/3}S-1arrdOF4/1S-1.

Note: The device type OX can only I» connected usmg a DF-1/1S-1 connector.

W MwaTeld

The dewce is”™betii™ provides udMwiatkm pertaining hepceit”™e lead connections
o 16| LD LLoposTC YRR 1~ Iv ATl M ]iiRNUK<

m L OR m
151
m9K yjtw [V] v
OF-t 1S-1
IS” o » h 5 |0 * 1 i SWoQ # ~k
1 1S-1
n u CI c® rw
Connector hifisMiaMiilhr [Tz 24: TR (7 v
port W der
w DF*1 ${»8:Kwl Rgtvertride VROXORHF
X Un~-cecld ™ VROXORH-
m 1S*! B~ Arnum OXORHF
w; aun» \A:LOXG:\)J_F
14 1S-1 Wyipaiars htnniar L eftventride HF



I ne wCVICO0 leDcillf* prOvV1QO05 s Tiig GOR p~YuHHry IO pOSSIDIO uloO CNIMOC1|OM15

T ——
v W et s Y. HF
is-1 S ts<i
v M A - L «* of
[0 1 0
DT«-LU«i O« IXHH or+4.lH
I‘(\/ ((V K\/
®F ftoidiguraHen ﬂ\RSHypS
connector
m I1S-1 Bioolar Atrium
LV m Uropolr,h™r Left ventrkto
RV.SVC m Bipolar and shock Bightr»nll e mtm . HF

floto! A dfc«ce*s SFA eonnester pw onfy bedsed for connecting lepds wiffi a
DF4 connector that conform to fSO 2?LLI .

Umhls

BIOTfIOWK leads are sheathedwith «ocompatibto silicone, fte*~belbiil%
maneuvered, affe stabte Ii{m ~ tem ,and8io™ I Bd foractiveorpassivefixalion.litfi™
are invplanted tsing a lead introdu”rset Someleads are ttoatedwfth p/~peeffisme
which is known to increase the stidingproxies forthe ™ . Leadswith stm ™ s
reduce inftammatory [«rocesses. The b>k bl JTe » offfie elKtr~ates prwfdes for tow
pacing thresholds. 61QTRONIK proviitesaiapters to connectaliaady implanted le«to to
new devices.

TdWMArY
TerMunNuTkaNe bebNeenBie «iceandthe programmer canbecaried
K SIBtP YRR TIMY M (v dities

or bjrusingwandless telemetrywg»pr oralnineh'I*
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»fSWas diversion 4L N

i jm jffam nw s wfflu ifltegraited or SafeSyoc Module for vinrdtess

The pr™frammer aUows you to ™ teroine the tores”™volds and to perform all tests
during an in-office follow-up; in addition, you can change Nee permanent program and
send it to the implanted dance.

Inaddition to this, the programmer is used to sa mode and parameter combinations,
asweU as for interrogatkm and sawng of data from ffied e ™ .

Hides

The imufe setting depet” on ttie indivichiatdiagno”™

W w PIOM1

vi \ W ;WIR;VaO;OFF

W OK Tall 8 ;W VDIBjm W :VOO:0OF
OR.HF ODD; DOOR; DDIi DDIR; VOD; VDDR; VDI; VOIR

Wi; WIR; AAT; AAIR; OFF

55N 2?2 NB&™u”™ ™ r”™ an”™hycaiia rnodes <dthe single-chamber,
ttoal-ctiamberato LU {"™:<3wber dewces;
\% ~ckffithewmhlrde

\% Antitachycard>» pacing IATP) in toe ventoicte

e Oetectirm via analysis

DDOR is the NK5 cede for ffie anttoradycatdia n bl e of the dual-chan*er dewces:
0 Pacing in the atrium and ventricle
basing in the atrium and ventricle

0
& Ptdse inhiMtionii™> pub» tricing
R Rateadafdation 1



. forwarded immediately.
Sensing in the athnum and ventncte y

o . . A test message can be initiated atany time using the programmer to immediately
B Pulse inhibition and pulse triggering

CneCK LLIG flOfm MOntiOfing 1UiiCiiOn.
R Rate adaptation

Order numbers for HoriawMi D F-1/S -1 or OFA/IS-1 connection

\% IduM ~ pacing tebodiwsrrtrktes \
Not all device types are available in every country:
VDOR is the NBG code for the antl”*Bdjfcardia m(Kie bl ttte sin”* le-cf*mber DX devices:
- | oH
Pacing in the ventricle m m .
«, Sensingin the atrium and ventricle w .. Yar 3333 woT
0 Pulse Wbl on and {Hiie triggeii™ o h T wor ww
1#4 XKLU- .
w NeaduN1lkuw . ;
WIR is the NBG code for the antibradycardia pacing modes of the single-chamber (N ir iwmbitiffRraMHte ort L -1 temmetloii
eblce:, Not ail device types are available in every country;
\% ftecingmtheventrliAa: terteSProMH
\ I™nsingintheveidrw fr - \% CRT 0fi WAL OH
W B 1MLk WblWon w”™ veitrWe \RT T T 390LL 300080
" Rateada”™ation VRTOX 30123 I -
AN, e 35 o 3000
Ll TBO LW Home Monitoriiif* H=T 0111
In addition to effwtive padng therapy, BiOIROWK provides a complete therapy
management system: FacltifieMthHds

= With Home Monttoring. tbainostic and Neer«gieutic ~formation as w technical

The storage package includes the following:
data are automatically m 1 tei a stationary (**mobile tmnsnitter via an anteraia in

. . = Sterile packaging with device
the device header. B » dateare encrypted”™  fmm the transmitter to the Serial ber label
BHO LLIH1K Service the c™Muterp IN = >enalnwmberfabe

. in N
* TAmelyeddatemvtM I*«K levddi®,£a” Ri*MIGcs
Ay 1o » I MAUFHAQIRIg N silifeil anK ran mnfiniira tha tima nf YyglEvyal A Warranty booklet

S553Sr)

mi 0 e
o A "
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»  Device, blind plug OP-1 |ifappSictel’endbliTid plug b -1 1wdeviceiyp»HF

= Screvwiriver

Therapeolic anil Oiagnostic Functfens

Biagnostic functions

< Data from implantation and the most recent interrogations and folkw-ups are
re*»rded as well as arriiytiuniaepsodes; they are stored tog”her wife other data
to assess patients and the state of fee device at any time.

< To check the lead for p r ™ r fuftttioning, an autom~” ic impedmice measurement
using subtbreshold pacing ™ Ises is performed in the dewce,

« Leadless EC6 function: foniid m e tyf»s, far-field derivation cup> be measured

v~ out external IsMfa”™.beM/ifear™~httmntriciri™ stesdc coiland blwiiog,
wMch.de™m milngm "™ lii“tten”™ ctm”~spondsfeECDdsHvation NMNorM
IBnthoveit).

< Once a telemetryomnectionbasbeen esteljU™ed during a test jrecedure in
ag m-ofece fdlovNi™. tite teadtess EC&and tf« EGM are fesplayed wife marimrs.

Aafeactcardii pwcing
< The ICO can treat veffeicutartachycafdia wife ?ntit~hycardia”™~ng (ATP);

A1? can also be LUNe WTP One I jvfeenfee staMily oiterion
indicatiqj t!»t fe f will-be eBeefe» 4« dcvery Imon«n«rphic rapid YTbl
isrtteL ,

= {tependjngonfeeaiide,~fee»iftwafeconlansn«polyfeelC2Iftftctjonsbut
also all pacermricer tendSons fer 1. JLor 3 chambers. Tlie heart rhythm is continu-
ously monitored: each art"Hmia is cto fied according to the heart rate and the
adiustable detertion criteria. Depending on fee preset values, ant~radycardia as
w” as antitadiycardia thm:s” is inMbited or delivered.

CiffeQVirsien, feHibrilUitiM

« The ICO can treat vemricifeicliicliprthy”  vrith cardioversionm i/w defibriUa-
,tten, potmilyawl eiteigif cahjte pijgrainmed ™ ividoi% . S1o<Y
bebaeen LU tf# sal

and cancel fee
4 1bM ™ *hs« '""besel6ArtNe feefefferNe t.sh«k.ce.telSV»™

t tn4Sngtteh. -ft'" r;nN,"
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fWtevative rate hysterose»,"WtematNebensor lufudk»” and a night pr™~ram
promote the patient's intrinsic rhythm, avoid overdrive pacing, and facilitate adap-
-teDDR of the dewce to the indfviduai needs of the patient.

Setting an upper tracking rate for fee atrium prevails unspecific atrial pacing, thus
reducing the rsk of parxmaker-mediated tachycardia.

Positive AV hystereses support intrinsic conduction and thus the natural contrac-
tion sequence. Negative AV hystereses support thecardiac resynchronization
feera”™ by maintaining pacing Instress situations.

for resynchronization of the ventricles, tripte-rhamber devices have functions for
multisite ventricular pacing wife possible W delays in either direction.

To ensure that no additional surgery is necessary in of aleft-sided increase of
fee j”~ing threshold M undesirwf phrenic nerve «fenulation, different pacii,!
|efe)«iKtes can be sid terfee venirirtAsu'

itewmatic <»]~e Crfetrote avafefele ™ the right and left ventricle
aMdomartedtracking fee pacingfere a” or automatic threshold monitorif™
IATM) for trend anadftis.

With fee Ifaria 3, the pacing threshold is only measured.
pammeter settingscan be sawed in 3 Individuat therapy programs.

11te.H!tevi(»autofwMicadl™ax»nfeil{ferrimifemte fee transmitter once a d«™ K also
<$H$ relateite evonte.,vidtfdh” femiedtetely forward” te fee Service
Center. In addition to this, b»t roei»ages can be initiated using the protpwnmer.
for Home MonRcx'ing-si~*erted foUow-u can be scheduled via the
HMSC. This applies to Iforia S/7.
Important rmdical inforenalion in fee device messages include the foltowng:
— Atrial ami ventricular arrhythmias
— Pwametersreiewint to leads in the atrium and ventricle: pwing thresholds,
surging amplitudes, impedances
m — {"Mrreiustartletics” m™
ongne HD® wife up to 3 high definititm.olffptets



AP RRIIPHANS Nt

Thefdiéwin$ teciwicai TwuMB” pnniiei Infem iationiM tisii# iltte ™ ce

Aems: " -

— Tedmical menudl for the Jtewfee

- Tedwfcal mantal for ttw HiiSC

- Technical manuals for leads

- Technical manuals fordie prc™wwer and its accessories

- Technical manuals for the user interface

~ Technical manuals forc a I adapters and atxeiKories

« Technicaliranualsaree ™ in f»rd ei”*y form in the stora”™ packaj”™ or
in dipttat form CN the in t« ™ aw « ™ | lolro>coT.

* FoUNdItetevardtedimcdmandi£s.

= Keep techraoilffyanuatsfor later use.

Cirv4irhijshi|4Mi4fimd |1 w |e

< Devices must be stored ortram{>»rted close to mapets or sources of eledro-

< Note the eNects of the stonaiie period*, see SatteryDt"

Thedt™Nisd«™veredtesMpmMKini™topretet*e»ba« N3« t# a”™
requifodduringstoragecouter«9ittetontnritededendedchar | ~timastdffi&5lwck
capacitors.

« Thediipmentmode isdispti” on the programmen* after loading the diwice

prt~tom (itis deactivated duri”™ nndantation on initial Te ki oTerii of the paring
in”\wdance).
TtflqHurrtiflrt

E»»eT» ™Mbl »»1Ub»np«/I1Ne »1M(beB«y«»BT.iB#bAN
(ovr

*  Piumitted for xllippilig.atOrcp and op tirjjryc jlifte f A

v

U
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>m WlrNpdsos”™ b on”™ (Hitdib

Nilniliw ct IRfim™ w N pACTitgggillPWINHPFAN aitstgf», iJtewficf

tfid KeanbeiranS~d inasterilesU” during

Sh~HMonly

The device and screwdriver are intend for single use only.

» 9% notuse tl»devi€e | ™

+ Thedevi“hmA twites

Fof«llIHft CoilipU ™ ~ns

'| diiMKailltetetTMMteiiMiiiivdlIteiileoiitpficiiilte(is
Ckifte”yeationsfrteiKtentewidevicej™«NeiwgenemlteY «c(“*nizedamongpractitio-
i~ to BHKOTKCLU dewces.

« ftermdcw O 1w ite:hi(te ftuid acxurmilatienvdtliin Ne device pcKet,
infections, or tissue reactions. Primary sources of complicatten Mowai0n include
vt rent scientific ami technologicalknow te”™ .

neNe

= K teifigwsitete to guar™Keelfe efficacy of antilsct”~eanlia therapy, even lithe
hate proven siiccepffid durmgtinKs or »ibsiK ] ijent electrophysiological
e«te»inations.terhricases ffiewKj st afstm N fteararrwineffedtee. ftte
p ot~ furKwa)”™$bKullllcaor anNi”‘ratetadgicaRKaafful cause st™ ™~
ventricular ffiitter or fibrilldion.

gipgiar sensing and control of seraitivity are adapted by the device toffie rate”™ trum
ofiiirindc everts so tlwtskdetalmyoi”™entials are usuatte not reconfed.SkebHal
myoprtentiate can Rorwthetess be classitied as inblnsic events especially at very high

MABENe "bl *UN«N | *u»] | N.r(eT]«.1Myw N

NI4PNAW YN,
ffie(bl beaitiictoynchrontets-yi*gif
* LL[ /-
......... n Y . AT ' f
L TR e n’é}-rv



i FOwl1€ol |9ire Of 8 afnrfurligfeNdgm
Include the feUowif™:

« Uaddislo®en%nt,te9dfiiactore

t Insulation defects

W BniirBiy NnwL€91o01. riO LW p LU 'L 7 Cafl

« Oewce component failure
< Battery depletion
< Interrupted telemetry

Any device can be sensitive to inferf~ence if external signals are sensed as intrinsic

rh~hm or if measurements prevent rate abapllllon,

< BIOTRONIK devices have been designed so that ttteir susceptibii% to EMi is
minimal.

« Due to the intensity and variety of B41, th«%6isno guarantee for safety. It Is
generally assumed that EMi minor t™"mptoms, if any, in patients.

= {”pending on the pacing nk”™eand Neet ™ oftobl«»once, souftes int«ference
may lead to puU« inhibitkm or tri”~ering. an mcrea” in the sen”™-Hdgpwmlent
pacmg rate or asynchronous pacing.

« Under unfavorable cphddHM” fer exangiMuring th»a|)eutic or dia| fldsidc praa$>
dures. interferme source mayinduce sud) a h1™ larelof «lergy into the placing

sy”*em that the cmdiac tissue sfmowtding tie le»d% fedam”™p/;

'IHnric»ifeiiicderihattt#iMi ' T

In case of electromagnetic interference, the dcMce svt”*ches to ai”™~chronous pacing
for as long as the interference rate is exceeded.

Static magnetic fieUs

The reed switch in the devke closes starting at a field strength of 1.8 mT. The reed
svritch opens if the magr~tic held fells below 1 mT.

. AL -urgT? >

‘J X'u'"' = Vf\ ’ .o<if. . «
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The fettounr”™ procedures are €ontidindiarted | s they may cause harm to the patient or
dame~” ti» dsv” and. as a resuU. pidtife fy”~m 1uncmonallly at ride
= ThiKapek~dltrascHii™ Harm totiie pa”™entvfe excess warming of boefy tissue
w r™ ebl ce system
= Transoitaneous electrical nerve stinudation
< Mj~erbaric oxygen ttterapy

= Applied pressures higher than normal pressure

Bblar tharapeotic tffif di*"iMMtic pracadurat

Ifelectrical current from an eternal source is conducted through the body for dia-
gmxstic or tiwrapeutic purposes, then the devke can be siikjected to interference,
wNedistn | dacetite pa™ntsdride
AitfijINiNa urven™

such aa”™ctrocautery, HF ablation or HF eurgeHry. For example, damaging heat can
re«itiihakig IHhPtripsy. Influences on Nee ifewce are md always immediately clear,
if risky {uticedures cannot be avoided, the fetlowmg sfeauld be observed at alt times;

am be inrfticed during diathermic pttKiedures

< BectricaUy insulate the patKmt.
< Switch <dfh e ICO’s detection funtdion. The pall Taker function can remain actiw.
Tim dedra rrmy need fe be switched to atgdrhronous modes for this.

« Oo rmt Introduce energy timdevkei™~em.

 ifeM"onaUydmck

kfenihk tim patient duringand afle*e ~ Inferventibn.

The devke is protected jqainst the energythat is normally induced by external defibril-
lation. Nevertimlet>», any implanted rfedet may be damaged by external dedibrtllation,
Specifically, the current induced in the implanted leads may resmlt in necrr™ic Hw e
formation close to the ™-*-»e(hode/ti5sue interfece. As a result, seising properties
and f»dng ~r~holds may change.

*  Rix:eacNee$/:iNdctralesarmerknrptokdr rxrperpendicularto”™  axis forti™

fe™ htfert W



factors such as different sources of radiation, a Neiety of devices end thtrapycondi-
turns makes it impossibie to issue directjyes that guarantee radiation therapy without

an impact on the device.The EN "5502 standard pertaining to active implantable

medical devices requires the following measures during the administration of thera*

peutic ionizing radiation;

» Adhere to instructions for risky ttiera}” and diagnosis pr»Nedores.

« Shield device against raifiatkin.

= Afterapplying wiilalut, double<heck thed « ~ system to make swe it is func-
tioning property,

| Nate: Please contJKt BIOTRQNIK with ouestons durina the riskyhenefit analysis i

Eor implantoble devices adthmitfroMRilabe”™,”~Magn” resommceim i IMRI)is
contrainch'cated due to the high 1ru}nury firds and ttu»assoelat”™ nogneic flux
denshytdmnagea”~™deinNiidiimirf ft» itewoa™ter”~bystrong

damage to the pattern by~ essivevi™~ntongof.ti™bofVtisstttinflieareasm ~NHIN
the device systom. P . ~

pattentatKi46\d(teiiiNiiim ,h«™N canbeperHM W TW K

mr.- -
*he«uow ™ parts tnatsorraspoiid to the requirements of the EC Directive 90/385fEEC
arer«)uired:

< Ne>TRQNIKdewoewithtflind plug and screwdriver
BffifTftON IKleaafeantftwirflintw/ " kicerset

— Slnefle-chamter device: one bipolar lead with 1 or 2 shock coils for the
ventricle
— Dual-chamber d«”e: one bipdar lead for the atrium and one bipolar ICD 1t
for the ventricto wiNe 1 or 2 shock coils
Tr Me-dnmberdeifima”mialumpx”or®jA»?
N«Ye(kelwcBwaTtl)™ 1/ andiS-1.ttoeoifly adapters approved by
« W W K tor leads other rmmufac-
totms. /

(]

e LW OLW W puy=ppwnT«r|niib tateipated ftp telemetry or with separate

3oUby1C ifid §drdeCLCSIN
« Erternal multi-channel EC6 device

= Keep spare parts tor att sterile components,

devices with /le " LI conditional™function bepr tite AN La”emsA iteflhriflator and nadrfli»; nr ntert««inc
< The ProMRImanu”™-MR cendlimal device systems-contaihs detailed iftforma- external defibrillator and padcfles or adhesive electrodes ready.

tion on safely conducting an Mffl.

— Oovmload the dii”™ Ittw iuri from the web site:

wvvw.biotronikxWmanu«”~5MmoalsBlection

— Order the printwl manual frvnSMSTIIOtUK,
= Doesapprovalas LI -C*N«Talap | iiy.T your country or regldftl.

Request current information from |

M.
W w uw
L
- " 4 </
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IT wmnpacbl éaiice N@ ~

could W, dama&dd, e B C

¢+ Up> areplacemertdevice.

0 Return the damaged device to WCTfffINIK,

Peelthesealingpapercrffaftheouterblisteratthemarkedpositioninthedifecttofi
Imficated by the arrow. The innerW ster must not come into contact with persons
«J1o0 have r«i sterilized their hands or gloves, nor with non-sterile instrwwments!
TaHehoW (rftNm fl« M ttishHijr™ "N jirMaw i
Peeltheses™f«~r8ffofthe™» Mw«erttjst»‘'M tt» nw N p« ™

dlretheTIindic’\ed byarrow .

Damage to a<”of Nee pafts can lestdtind»m{~doM r tecM cal Taluf™

-

-

-

Check for damage before and aft«-unpacking all parts.

Replace damaged parts.
The ICO
connected ati”™im piac” in tWsstate. ™

LearferriustfietbesteMter”. A

shined tachyarrttyftrola theti”™ deactivated and is wdy to be

Oeperuling on lead confiprtditm w 1 the p ain t’s anah>my, the (CD is generally
impUinted subpectorally on the left «d&

leakage cwrents between the toolsand 11wrbl;e must be prevented during implanta*

-

Hw h’icaUy bmilate the patent. v oo n

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

There is'ablindVug TorOF-1andB-I conrrectionsif> the header.The provided set

screws must be carefully loosened or tightened.

, HOoaiiii set screws “wththe supplied screwdriver. Use only BIOTRONIK screw™
dfhmwlItht»4uec<adrel}

« Do nrtfwtBblypeU out ttte blind plug!

ifteadri~rd<misn™"saiy,fed irdersterlle«rtwdfivh™

WWARNIHB

Connector porte in ti» header IId!\d are and thi» not electrdiyte-proof n@/

cause wd”™redcurlent flows tb dHibad”™twd peratiatkm ef bodyflud into the

dece» ,m

= 6Neerleave tmused {KnlsclosedwIth the premoimted Mind JAugs. or dose them
usii”™~the isuppUpd blind plugs.



Clean lead connectors with a sterile cloth.

+ ffeise ojim ™ lon only with sterile water

1 Preparetitewein. r ' "
K Imptent toe teads, perform the measttfwmnts, arto fistete the leads.
3.; Wrin thedev” pocket.

Connect tite 111 connecter to the itoidce.

Armectbrortof] ~~erDnllftfieconhetiorlip ] ontNe f}F-leannett”™ orthe
insertion indicator lonthe connector) beromes visible behind the set screw
block. This indicator can vary depending on the manufacturer of the lead used.
tf you cannot easily plug dte lead connector into the connection:

= Use only sterile water as lubricant.

if the lead connector cannot be inserted completely, the set screw may be
protruding into the drill hole of the set screw block.

Use toe screwdriver to pergendictAarly fuerce through toe slitted point in to
center of toe siBcrme plug until it reaches the set screw.

Carefdly toos”™ toe set screw witoout comptotely unscrewing it, so that it
llsed'toedeiiifc . - .
does r»t become tilted upon retightening.

L Guide the fixation suture through the openingto the header and fixate the device
totile j*pwod dtowte

7 awmweir~ew< »o(i(Wisavn«t torg«e Narfstyou wmnear actiCKiftg

sound).

Close tile tteidceftodcto. Cre#tAywMNdjbew tfto soewdriver vsdtoout retracting tile set sr™ew.

8 f]t(ititetosMcea™~d«i™ten W in 2 set screws, tighten both screws!

W »n the soewdfwer Iswithdrawn, the slUame jrtug airtomaticalty seals the

lead connection saWy. ~ o
The leesltometlora are conn«:ted to the j>onsih the header of ti»e dev«>.

1 CNscrmnectstylete and st™tguides.

OF-I/S-ltowtection:
W

towMiiatetii<rf?
Ul en leadsm not
can lead to far”™ d sensing or insuffident deffi™itlation.

f Conned ttteOfNlconnwtoJiF tortoe i rt tiicM laf™ tock coii to

= Conned the D™ coiutedor tortile sa”fftnentricular shodr tof™ f
Orconned a subcutaneous arr”™ to SVC. sufficiditly apart or are positioned inappropriately, this

DF4/1S-1 crmnection;

+ Conned the OF4 connector to fftf = The distance between 2 sh«d( coils must be greater than 6 cm.

OF-1/1S-1 connedion: Tip «id rifrgdedfoctes mud not have contact with eadi other.

+ Conf»dthebipotort$-1cenn”orf<rthei«riumtoRA.

¢ Ceiuied the bipolar IS-1 re actor for the right ventricle to RV.

correctly.

IJ_L,)K_a":u_J,e,q,3L|l,y

W . %
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blii6™nlel can be fromore then Imfrom'the device;
>no MewanGBS between the patient and the programmer.
Switch on RF telemetry oh the programmer.

/N plythepragremminghead for about 2 s until successful initializationis di™~yed
on the programmer:

The SafeSync symbol is displayed in the navigator and the signal
strength is displayed in the status line.

< Remove the programmit™ head.

ActivatinfICDther”™

= Load the device progranfifliat is suitable fw tt>» dewce type in the programmer.
« Activate ICO therapy.

» Shipment mode is

and initial measurement of the pacing impedance has been performed. The device

- LA
= Take precautiM «tfyme”~~m while ~

dataaresaved. ' e * - ' n

e iftINedeviceindu(™tad”™ |cwinNiWhKeprcNinr*ATENor{h>o0iiNe N

adequate ther™fbitltefATNs™: u~emergemyshock wan extonalitefibriM™or.

Precautionary Keasures wlille Programming

Critical conditions can occmr~rl p~ientmten during ~andard ~ sts due to made-
qij~eparafTteterse™i“w ™ rruptedtelentetry.

« &isure sufficientpatiefd”™ enduring tests. -
= After the threshold te”™ ,™ ™ k to determine «/liiber tie threshold is cinically and
technically justifiable.

= Continuous”™ monitor ttte ECS and the patient's condition,

« Cancel testing if necessary.

Cidcig telemetry

\Clrammer interfertfic««rintertiipted telemetry auring perfommance of terporary
ire:gs ffolloarup testd cap-rit ininedecate pacing of the petient. this i
ta™ If the programmer r be operated duetoe prggiam em c or

a defective touch screen re the temporary program cannot be

mem

m -
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LW Yer theswclrQlinslatkseNn™ Necancel telemetry, in which case, the device

automatically swftches to the permanent program.
<« Inthe case'of teleni6ttywi|dir™pregir8nfmin5 Nead" lift the P6H byaHeest 3d cm,
« Inthe case of RF telemetry; switch off and reposition the programmer.

< Turn off possible sources of interference.

Avoiding critical parameter settings

No modes and parameter combinations that pose a risk to the patient should beset. ’

<« Prior to setting rate adaptation, determine the patient's capacity for strain.

< LU ck compatibility and effectiveness of parameter combinations after making
settings.

W ckby foreUudredes «lii LUl e 1nr the

Thwree Afferent shock paths canbe selL Two of these fomn an dectrkal path to the

e Forme RVo SVC shock path, a second shock t™l To i be

The asynchroMws modes can only be set if tachyarrMhmia sensing is
Ibis would leare Nee patte«tvi#iiOut sensing and ttierefore vwitwut

ICB therapy.

= Contifwally monitorthe pri1 ~
o I~panexteoMidefihfi|Anin,* 7

Nenualy$et|W A"~ mc ite exan e unsiM e far<r”™ protecibn

« Noteautomat sendtMtycimtrel

P~ raventing devfce*indtjced cont/plfcethms

IdO'RRQNIK devices feature several functions to prevent device-induced complications
to the greatest erdsntpossttile: '

« Heasteethefetrografccg”ttctipntime.

e SelPMTprot™on.
f SettheVArtion. /

4 / - W



X--J. .agr>--m

cardia to the ventncleisi:
= Setmode si~chn”™h=>rMi<»rt™
| intabfr™Mrtvw Nicu~Nrrale -
switchn”. Tt
« Give preference to Wencketo”™ re$pw e amlamid 2:1 behavior.
= Set atl paremeters so a$ to prevent conshirt changing betv/en atrial and

ventricular-controUed modes.

Observhigthe shadeifflpedme IM t
The impla«rted dewce could be damaged if the shock impedance is too tow,

< The shock impedance must be >25D.

M er adwrapyshock, j*ng canbepi»lorei™ ™ apost'-duxk prograd)”™ theni»

no intrira”™c rt"Niut).

ParniaMel pragram

DDD.m».AAIl m
VOO.VBI e, 1l - —
VWandOFF m

« lliefottovving post-shock programparenielereit”™ beadiudeci:
duratton, basic r™e, rate fy”eresls”veidricutar pacing. LV-T*wayeprirtect}on,
triggering, AV delay (fixed, not dynantkii.
+  The default settings for the | »st-shockB’("™“®w are as follows;
Aand RV; 75V. 1.5ms
LV: settir™ from the permanent pro”™pLu

to rare ovsire. chronic phrenic nerve ~dotototion canmt he terrrunated by ™ piin~nmn-

mingJths available left ventricular pacing i

I»upb4tofheAlP,to .,

- o - ”\épﬁql«
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(af wehNiKtleft ventricular pacing could pose the
foUowirq risks; loss of ventricular pacing and ATP therapy, induction of atrial arrhyth-
-iwa®.

= Consider sensing andjadngpararoetere with reference to loss of fhera»”™

= BExclusive LVpacingisoot recommended far patientsvd H it"ieidon”fN ce.

= Bease note that active capture control is not available.

- tr~ case of foUowupsand threshold tests, take loss of synchronized ventricular
pacing into erm”~deratton.

= Mode switching and ptet-shock do not aiicM for exclusive LV pacing. Please note
die effects when programming mode switdiing ard the post shock parameters.

Recognizing lead fafture
AutofrsuC Irpev/ernce messurement IS aways snkoneaon
+ iRfpiltinpevdMIs theftifidlreieUictu”M

e uy' Tt

RP teleiTieliy reguires somcadiat mere power: don”~tn"tion during implantation corre-
i~ d s toapproxirnat™ of sendee time and consumption during a 20-minute
fAow-uprmespondStoap | rO)diiidtely3da)”™

< Do fwtestaMish unnecessaey RF tolanwtty.

* AfterSnuittdeswitl™in . liaife%6 Ne :isi# (| i<»tojn

CN”~tl«dia™»yx~ B/ oft*vtoviceadjle™
NagmiRespond»

ifa cotuwded piogranui™~g headisappM arto to ewnmuflicating wth toe
pit~arorrwr arto iCD therapy to permanently set, d e tiK ™ araf therapy remain totoct
exceptifwtog the diagncilic tolto IfICO therapy tom rts”fs permanent, no therapy is

delhwfjvdwn the imogramming heito to <

Prurp6Li1| bead
ceintoirogaj™apd fph...

pAANMW p”N

cation toestablishflF contact.

e':



< Ifdetection intem4x»tions of longer than 8 hours are required, the magnet has to be

N ;biie% (“eH=>ved™nthe<tei~”™8hdurc<MntdeMv.rest»™Nui™~"
feapl™ed again,

« U«IiBIOTRONIK magnets: tfl»M-5flf)erma«ent magnets.

FoUoW'Up

Wﬂtﬂ' sigwMisle PPN

Follow-ups must be perfi~medat regular, agreed intervals.

= The first foliow-up bewrted « 1 igrthe using the preagraeg”™
tin-office fellow-op} apprmliile%o 3 months dfterimpUe”tion foUowing the feed
ingrowth phase.

= The next in-office fettow-upahooW be w 4 i outcmce ayeae-and M laterthan
12months aiier the lll . nu~ceM 1™ 1.

Uoftifering usir™the tfeme Momfer” fuactionioes notsenate replace rs™jUr
in-office appointments with the jd ~ ian required fer other medical r i «» ,
F(rtlow-up supported I"ttome Monitoring can be u ™ f to functionaUy repUnae 1n-u#>K
fotiow-up under the follovwng cowJffions:
= The patiad was infwmed that fee fki/ll T must be contacted de s~ use
Home Monitoring functHHvifsympton® ww » n or if new ~mptonfs arise.
= Device messages are transmitted reguteriy.
= The physician decides wheffier the data transmitted wa Home Monitoring wth
regard to the patient's cW cal cowlition as well a®the technical state of ffie dewce
lare suffident If not, amin-offe:e foUow-up needs to be carried out

¢ m."44, N
«T*
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1 Record and evaluate the ™ . . ,
2

3-' manured fetter

A Checkthe 1
$ Itosifdyew aM stod ™ ai™w bl

6 ManuaUypeiW m standard tei™sifll BT /.

7  Possibly customize program functions aruf parameters.

8 Transmit the program permanently to tiwi de™e.

9 . PHn*ffnddivaitm*#fellow” d#a(printreporl)i

16"

Fatfenl Informt™n

A patient IDrerd is mduded in delivery,
= Wovioe fee patient with the pati«d ID.

* ftequest that paiHer” contact the p1”™ ps” in case of unc«tainties.

PlaceswNe pnffiNefeiydgniM h e avoids.
O + Oraw”™pi~em'sattentten to prohMory signs.

Bectromagftetic interfi»eNee should be avinded IndaHy adivitios. Sources of interfer-
ence should not be toou”™t into close proxiiT% wife the dewce.

anti-tblftt

19 pls
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(]

N:Begin™~™fAnliEe:V7in charge

= MOS1: Middle of Service; 70%to 40% residual charge

e MOS2:Middtear&r*/<4B%4«a” mmm-NAV]j-A

= ERI: Elective Replacement Indication, li.«, RRT: Recommended ReplaceiMRtTime)
= EOS- End of Service

CRCTION R IRCARE RS IR

Elective Replacement Indication can be detected by Home Monitoring.

W CAUTION

u." 4 « i PAPVKE *

If ERI occurs shortly after follow-up and is only detected during tfie subsa”~ent
follow-up, then the remaining service time tan be much less than 3 months.

« Replace device soon.

« Ttfe device can monitor the heart rhythm for at least 3 more months.
< At least 6 maximum energy shocks can be delivered until EOS occurs.
« The setectea parameters m the device program do not change.

EOS reptacement indkatlM

End of Service can be detected by Home Monitonng.

W  WARNING

raiiBI11 11 riSROfFQNin

if EOS replacement indication occurs before reptacement of the device, then the
patient is without therapy.

< Replace device immediately.

= Morator patient constantly until immediate replacement of the device!

tit*.

rate so bpmrwithout special paCemakerfunctions
suchasivsferesis,etc.
Nolse an™H i#

— Time oftransmission for Home Monitoring: 90 days

ExpUmtation and Device Replacement

= Interrogate the device status.
= Deactivate VT and VF therapies prior to explantation.
= Remove the leads from the header. Do not simply cut them loose.

A. Use state-of-"-art tefihnu|iMs to remove the dwicaand, if necessary, the leads.

N 2 NoriimAmdatiim precedes inay cause 1CO housk” disccdorations. This is
neither a dOvice defect nor does it influence device functionality.

= Explantsare biobgicaUy contaminated and must be disposed of safely due to risk of
Device reptacement e

if, upon replacing the device, already implanted leads are no longer used but left in the
patient, then an additional uncontrolled current path to the heart can result.

= Deactivate VT and VF therapiefipriar to device replacement

= Insidate connections that ere not used.

Basic principles;

< The device must not be resteriiized and reused.

Gevices must not be cremated.

= Expiant the device before the cremation of a deceased patient.

- E-eE - o-'Y;-



pacing * sense compensation

GemralfCD therapy or; 60...(5) ...350 ms
-At rate 1 50... (10)... 130 bpm 60 bpm
Parametor Range of values Standard VR DX DR HF (10) P
- At rate 2 60 ...1M0) ...160 bpm 130 bpm
ICD therapy OFF; ON ON X" X X X
. Sense OFF; -5 ...(-5) ...-120 ms =60 ms X
Programs Display standard program; X X X X .
compensation
Display safe program; Display
first interrogated program; AV hysteresis OFF; Positive; Negative; IRSplus OFF X X
Individual 1,2,3 mode OFF; Positive; Negative OFF
ey . . AV hysteresis 70; 110; 150:200 ms 70 ms X X
riffling: Basic rate day/night and o
(positive)
Parameter Range ofvalues W w VR DX DR HF AV hysteresis 10 ...(10) ...150 ms SOtns X X
i
Basic rate 30 ...(5) ...100...(1Q)...UObpm 60 bpm X X (negative)
AV scan/epetitive OFF; ON ON X X
60 bpm X X -,
(positive)
Night rate OFF; 30 ..151 ...I00bpm OFF X X
Night begins 00:00 ... 100KO11... 23:59 hh:mm  22:00 hhomm X X X X riming; Post-shock pacing
Night ends 06:00 hh.mm .
Parameter Range of values SMid«rd VR OX DR
Rate hysteresis OFF;-5... 1-5)... -25 ...1-201 X e X X
Post-shock OFF; 10S; 30'S; 1 min; 2 min; 10s X X X
... -65 bpm
duration 5min 10 min
Scan/repetitive OFF; ON ON-, X" X X X
Post-shock basic 30 ...(5) ...100 ...(10) 60 bpm X X X
Timing: AV delay rate ... 160 bpm
. AV delay post 50... (10)... 350 ms 160 ms X
Parameter Range of values Stamiard VR bx DR HF  ock
AV dynamics Low; Medium; High; Fixed; Low X X X Ventricular post- RVjBiV RV
(Individual) shocli pacing
AV delay {lor 2) a ter:
- Pacing 15:60... 15)...350 ms X X
on* NG
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upper rate Ne...{10)...1SObpm

Upper rate atrium OFF. 175:200; 240 bpm

Timing: Mode suritchfiig

Parameter Range of values

intervention rate OFF; 120...110)... 200 bpm
Onset criterion 3... 11j...8[out of 8)
Resolution criterion

Modification of basic OFF;5...15]...30bpm

rate

Mode After mode VOO|R):VDI|R]
After mode DODIRbODIIR)
After mode switching
- Rate OFF;5...]15)...50bpm

- Duration 1... (11... 30 min

Timing: Ventricular pacing

Parameter Range of values
Permanent RV;BiV:LV
Triggering OFF; RVs: RVs+PVC

LV T-wave protection OFF; ON

Maximum trigger rate:

-DDOIRj andVODIRI  UTR +20;90 ...(10)

... 160 bpm

-DQOIiRI1.VDIIRjand
WIIRI

90... no] ...160 bpm

Initially paced chamber*

W delay after Vp 0...iSl... IDOms

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

Hda ...

130 bpm LU W m
200 bpm

P BoLj
Standard VR DX OR HF
160 bpm X X X
5 X X X
10 bpm X X X
VDI X X X
DDI X
10 bpm X X X
1 min
SN VR DX DR HF
BivV
RVs i
ON X
UTR +20 X
130 bpm
LV X
Sms X

Il —

AriwBrwr

PVARP AUTO: 175..1251

... 600 ms
Blaniung after atrial pacing 50 ...110) ...100 ms
LV blanking after RV pacing
RV blanking after LV pacing

Far-field protection afterVVs  OFF: 25... (25)

... 225 ms

Far-field protection after Vp  50... (251... 225 ms

Panmalnr Range of values

PHT detection/termination OFF; ON

VA criterion 250... n0)... 500 ms
Timing: Rate adaptation via acceterpmeter *
Ponmetor Range of values
Maximumsensor 80 ...(ID).. 160 bpm

rate

Sensor gam AUTO; Very low; Low; Medium;

High; Very high
Sensor threshold Very low; Low; Medium; H.gh;
Very high
Rate increase 1;2:4;8bpm/cycle

Rate decrease 0.1; 0.2; 0.5; 1.0 bpm/cycle

225 ms

50 ms
80 ms

75 ms

75ms

SUndard
ON
350 ms

Standard
160 bpm

Medium

Medium

2 bpm
0.5 bpm

DX DR
X X
X
X X
X X
VR DX OR
X X
X X
VR DX DR
X X X
X X X
X X X
X
X X X

HF

HF



L

Pulse amplitude V/Rv ---8-:0;7SV

Pulse amplitude LV

0.4:0i..:(0.25}....1.5ms  UIN
Pulse width V/RV
Pulse width LV 0,4ms
f~idni: VwitncuUirnptvfe control
Trefolloning paraeters gy to Horiay'7:
, *k f
FiHWIilWSF <GPS - Standar
\tentficular Odomsare control w ..'o
Thre$b(i(11(>1 start 25,.»>1i),..5.0V ATMtZJIV
ON:3JV ]
<«
MmimumaiT~Utude 10..(0.25)..4.0V 1.0V
Safety marfwv ~ - - 11);J.2V 10V
PWIHBFIStEr SWM|l6 9L Standard
C#ture (xmtrol  OffjATM ATM
* o’ ' [ R | [
[ _ H N 1 " 1
° . " IJ_I [ _r_ \ y | .
' ‘ W OSA Ky
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X

iVK

Ix

« X

X
X X

X x X
X

fix w wr

X X X

X X

X

N

OX DR HF

X X X

M fipiniiN
S

LV tip «>1V ring;
LV tip->RV ring;
LVrif™->LV%
LV ring-»RV ring;
waip

Pacing polarity LV

Sensing poUrity LV te iiP L

ATbhWWTWTT

TOONU T
Mode w T
VOftt» ;OFF
Sasic rate
Ventricular pacing RV;BiV
- - W '
r Ynr*: ' <

M i ST A

Standard w 0x 5L HF
LV*Tip->RV-Ring X
*
X
W MR
Standifd vR Wl sr liF
OFF X X
~hpm
-
v ' ?'---s'
. * n
-1t- ;-
u N it



fyxr. 1 Al rori'lr™
: te* 1"sKfedsS
Interval AT/AF 25 3pa00ms 300 ms u
gpHSwyrw
Interval VT1 X X X
270L 1101...600 ms
IntervalVT2 OFF:
270 ,,{101 ...500 ms
ImeivalVF NeF: T 300ms
240 ..110) .,,<00 ms
/gtnel'ﬁe-(i:/t\ilﬁ>ncounterVn ~ iv A F.X
Detection counter VT2 foe M 16
4out of 8; 8out of 12; |8antOn2
10eirt$f»H2out
ofW;
JAMnmloib
20 out of 26; 22 out
J#L 2<ou»oll
#s«W IATr2
StabjtHyVTIAITZ OFF; 8...10 ..48ms
NAV T Q™;1;2;3;5;10;'»!Am X X X
......... mf
FiiftedlermInetion n r, til.. 1ig A
— efe— T e SPp*
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Asaond 4 » w~r...jn...10 iQflr *
ATP typ6 lor X
NKIPRyp b Me 0 R=;Burat5 Ramp
AlPoptiinM n OFF; ON
Number SI forVT1/VT2 1..(1)...10 5 '4'
Number SI forVF 8,
51 @ikzonm»I<*VYTIAT2 wr X
arxtforVk e .
Scan decrement' " OFP
Add.SiforvnM2 ON
Ventricular pacing W iViBIV . RV
forvn/vT2
Ventricular pacing lor VF L ,
R-51 interval for VT1/VT2 m =~ X
LI
— Standvd VR
Number of shocks 91nuw - ‘e 8 X
vrtm 2 b
Number of shocks VF kB . t X
1. shock forvT17vi2 OFF;t...(2),,.20...i5U.40J ms X
2. shock forVTi/vT2 OFF; 4... 12)...20 ..151...40J 40J X
3. - nth shock OFF; 4*40J; 6*40J 4*40J X
for\m/Ne -
l.LAhoFfe |i(ir.";:fei.-,
nBa/j:* mo
i-nariM ft# # 4741;%*40J ' i»4W I*

X *
X X
X X
X X
X X
X X
t;
X XJ
XN3 X
w DR
X X
X X
X X
X X
X X
?2-
T. X
k--; X

E X X x E

HF

X X X X

X



Vw -R--7<ISSiS~fei% sIS ftirfe N73H* KaN%M |ife

«SI™M~waw KW Biphasic;Blphasic2
«|™ckpath T ->7T1T W T->
ny->1ul ICD+SVC
RV->SVC RV->}CO
Sensing
MNaisteapn v A sy
Sensing A W M Std.
SenengRV STD;mWSMNO
Sensing 1V Std.;OFF;INO std.
Uj»ferthfiBsh</IdRV- 50:m L
Upp~tiuishotdLV 50; 50%
PP umwm@pmmmWMgT"
Uj~ertfifeiMM Ww;14,|5s_51W ™ 3soﬁns
duration after detection MRS, ttOms o
Upper threshold
duration after pacing
Lower threshold vV 25; S0% 25%
T-wawe suppression OFF: ON
afta* pacing
Minimum threshold A 0.2..1011...10 mV 0 4fliv

Minimum threshold Rv 0.S 10.1l... 25 mV

MininHimniresnoia ur

................ I.)Lulnl u "
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1ISIT

o1

&

X iler-lx

T)

C/

XN K

1

' For No)ifai: &ctended ON

ForSVvT OFF; ON

Perkniic When Hmi» Monitoring OFF:
recording OFF;301® ... W days
IEGM I~ .RV,LV

configuration RA, WL, FF

For Iforia 7 the fdlowing can be set:

Sartrestii™ period w o w gn
23-00hhjiw
Dilation of resting us,.(0.5]..M
petes
m m m
weésple8l

Thoracic impedance fri) OFF. ON

fsC

TP N> B * - 1" k|

ON
90 days

ra.rv.lv

2:00hh"Jntn

4 h

AW

X X
X X

X
SX mt NF
X X X
X X X
X X X
X X X

T



LW»BAr8n8ANe»HO11* 181);00:10,~BUN |8 ISttt
1..23.#1Nnull ff

IEGMfor.

-therapy episodes OFF; ON ON

- Monitoring episodes

Sustained atrial episode OFF;4:1&18h 12h

Only applies to iforia3

I liaider KWHVhiMfc. V.
Cycleduration  OFF;3(fc4Ni*M~18B<toys  30days
Trat”missionon: [ M LU FNow-up
t7days
mKnox 4
“Xeu:
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X

WR
X.
X

X

L
X
X

jX

X X E

|x

X X

w
1] ~ 4Sx5Sx11
ox, OR OF-1 45x55x11
HF OF-1 45x58.5x11
Oeyi(%os with a header:
bOMNMCHOIpOInt. W xM xOteaN ii
m m «1x12x11
m Ne4 45x 54x11
HE Ne 45x54x11

< Hou»n]|t: Titanium

o newtor1lNe A resin

= Blind plu0,awl,™licone Sl<4>ren or silastic

OF4sealrSite™ - - -

MT

Electrical Characteristics

-SIMidanli------

2fi

1N dcerikallwwaTTtape according to EN 4SS™N2*2*MQO8.

33

31
32
33

M isil
80
81
83

M ttsg
80
82
82

refer to die fetow ™~ crniddiwis:

~  Affibiont



= Antibradycardia pacing:

= How MMMforing; O F ATPmipUttMe Measured Measurti MeanvaUn
I[ftinimuni !
1T *>>* 7.67V 7.67V 5.00Vv
< Nominal carrier frequency;
« Maximum power of transmisson: <25pW I-U dBm) v 767V 767v 6.vov
IHilsewavetarm )
Automatic senstthdty

The pacing pulse has the followng form:

The pulse amplitude reaches its maximum value at Measurement of actual values and ta t signal wave shape; standard triangle. For the

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

’f/\/\

iMMiMiH I

UWL the beginning of the pulse IUal. With increasif™
. »pad!MMbb:itti<tba.putse Sawiiwty "iiMieim
I ~pendiSnt OftJ/1e padce Kpll ro. 02 mVv 6.2:v.0.S 0.26 mVvV
#b> e - 0.26 mV
Reststeticeto h"Mfmimca OX:ApAA U f0 w$ 1M 0.05 mv
. . A~ - : /1o . .
J»sfote on device 1 ™ LW (only devices with a DF-1/1S-tcwmecllon): The BMC WA A ' jo~™ 100,13) 0.05 mv
requirements are metas Ic™ as atriaAsaisWwty is set to tOmV s™Nh”s) o
or values >1.0 mV. Iteasures must be taken to asswe interference-free therapy if RV; positive XSmv 0.i.,0.7 0.68 mv
more sensitive v ues are set. 8V: negative 0.40 mV
= Note on device t">eHF; te I» case «rftmip”*r sensing, the requirenwirt f<wf mfer- VR < A~ 05 mv to ~0.7 0.48 mvV
feiwcevdtegesjaT>c| l4r~#«8kto]ealdii] m(rt. L. >
[N R —— 1 0.56 mv
A 1 Ny
W W 1 1a(MA rlto 1 SkotvmOfipttk”itNe m
- : —
Ll [M1: Wilaw s Vieft: With shock path: RVto housing +SVC
Qil«HF w T T HF Shockenergy Tolerance peMt Measured value Measured value
voltage Shock ener Peak voltage
16.6 Hr 58d8 53dB um 66 dB (Tolerance) 9 9y lob g
90 ...120V 0.86J obv
T « g vp W B 66dS 66 dB 1J107...1.18)
. 181J 6&9V
5§ 7 ~ W o 68dB 20J (169...11 ) 640. 6WV
""" 40J(33.8...4U) 629.. 690V 36.9] L667V .
B AT
m r'
Wy



ilifi
'GS™MV'dated. aS' tolttwna-"ift' MivChaffibei*a depend!¥Oon

u7|\LI.|l TYy %LI.U\AIEI‘lJlLLIrLIJK% _
Tb feUow'ng data is-provieted by th(; iwév;iij%ik)‘rers'i
oo N B & AW p T
¥LU LU LU Ne BUEKW TW.
, >'frs;"togl»$edam»;80Q0
mmt . y$3410RA/RR - Basiclatejrin .
Btdtery ID number shownohlhe 3 s\ X m’ o< unmfThfyrinri A)) - rimjire , ., and 12EQM online HD
prirammer R TLﬁLNgm1|5§’ﬁf’*pe_r""r - - .l ' - A
Oeitotype VR, IDXI. DR. HE : functions awirecoidjngs: pen
B I ERI ey 285V *  CctpacHorretorming isperformed 4 times peryear and therefote at least
attery voltage at ' ' 4 maximum charges forslKicks have to be assumed peryeareven ifless Aan 4 are
Charge time at BOS 8s 8s delivered.
diargetimeatERI 10s 10s
Usable capacity until ERI «on33/5; 1390 mAh 1390 mAh C A~ tton oftt« wiroberof shocks:
ftoria7:1400mAh Seryicetlime lift” rs j xnumber of Stocks pery «r
Us”le capaoty until ECS ITIOMAh 1520 mAh

Stot"i*nesv«h08 W rorll M101LW H battery:
HFSI MO AL VPP wt fHWMAwwT per

The stbrage period affects d» battery sennet time.

*  Devices should be imptanted «dthm 19 montiis between the manufacturing date . ' 8 L2 L 20
~d the use by date {indicated on tfte pad<age}. % 1042 - 8J9 T01 603 m w528
« tfthe ICOisimplanted ~wrtly b/sire the use by date, the eigpected sendee time 11% 10.14 m L 593 521
may be rethiced by upto $6 mw"s. 9$5 . 7N m w : .t 5
118% 881 L 5i5 .
N NoJ Y Vet | \ » m <4 t. 1.
ri. 24 B R |

S«%ce times with GB 2992 or US 3410 RA/R tottery:

ttaitIbi dt
Pacing - 8 n u 28
0% ] 7.76 6.57 570 ,- 503
w o r L 7.61 6.46 SM 4.96
L 8.75 12b 6.21 &42 481
onz,, . W ) 5117 . w .
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iforia3/SDR4

52/ »

Service limes Mth GB 2992 or US 3410 RA/RR barttery;

apffIM IHM yil |*m9J Wl jtoor of wKKe pvi pMT

Pacing i
6% 9.48
1S% 9.02
L 8.10
m 7.08
Iforii3/SHF.T

8

7.76
745
6.81
6.07

12

6.5?
6J5
5.88
5.32

Service times with GB 2992 or LiS 3410 RA/RR battery:

Pacing 4
0% 8.78
15% 8.21
50% 7.14
6.01
IfefliTVR-T

tbnefto yewtd at mnriiercIsNKiip eri®

8
29
89
12
27

SersB” times with GB 2992 battery;

Pacing i

0% 11.78
1A 11.48
50% 10.81
A 9,99
on<

9.52
9.32
8J7
831
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12

6.23
5.94
515
469

12

7.98
7.84
7.52
711

U

5.70
5.83
517
4.73

u

S44
521
4.76
423

16

6.87
6.76
6.53
421

sJ)3
4.1
461
4.26

20

4.65
4.28
3.85

20

6iS
5.95
5J6
SJ2

23

WortoTVR-t
Service times wttih GB
4
L w3
1S% 10.48
10% . .. N
100% w
Iforia70R-T

8

L1
8.65
8.26
7.77

Service times with GB 2992 battery;
[Mylc«tin» Qn

Pacing 4
0% 10.73
15% 10.22
50% m
100% 8.05
Ifdria7HF*T

8.82
8.47
7.76
6.92

Swrvice limes virith GB 2992 battery;
Service time Dnyears] at number of shocks per year

4
0% 9.96
15% 9.33
L 8.12
100% 6.85

f

8.29
™M
6.97
401

7116
7.08
6.71

IAWNfiter«Citen b [Miry m

12
7.48
7.1

6.70
6.07

12 m- '
710
477
411
5.36

16

41>
6i0
419
Sa1

16

6.50
431
5.90
5.40

m

6.20
5.95
LLI
4i3

.20

5.74
5.66
5.50
5.27

20

5.74
5.59
5.27
487

20
551
531
489
w

"\r

yn



Transmitterw”ndn-iomrihg radiatioh at

Ki™niifacturing Useby 7°
date’; m libelicon$ MR condition™: patie|[|t|I*vin9a device'.
Offdevices < system implant”lhgse! are
Storage Ordappumbgr_ Wth.PrOMRI |apeled with:this symbol od*he'packagihg:
. temperature REF ' can be examined ulti*'akMR scanimder/
5w pretpeV.defined conditions™  *' :
Serial number ) Product N e RV
.S o 1pik|idication & et e DevtceiNBGCode
number * EL-LA \ o and cgmAtible leads .
Dangerous CEmark + IVVEWR ' \
L1 voltages . N-—  Banple g
r -yt S > cC € mqh Factory settings
Contents7 Follow ;.'V, 4 for therapy; OFF *>
“ . . thelnstnictiphs "W ~-fO [ S'-" °
woodew W forusel . Exarnple
manuals.biotronildcoin :’ Follow, the electronically Screwdriver
available instructions m=C1_D
[1s: foruse!
[ ----- \
0®
®

Example of OF-1/IS-I header
STERLEEO  qioriiized with ethylene oxide-

W®;
Dort10t’|’f'M’ *n Singleuseorty* g n g
resterilize -use!
Dbnotre-use! o® [ Examples of DF-I/IS-1
Do not Non-steril or DF4/IS-1. header
not use on-sterile
d packaging is 1MH | Lj Bipolar 11 connector
damaged frcuu S0t Unipolar|S-iCOTnector
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|.|.||616T$:|OM1K Poccuinckas deaepalys

excellence for (!fe
3asBKa Ha perucrtpauuto

BUOTPOHWK CE & K6.KT
BépmaHHkepe 1, 12359 bepnuH, N'epmaHund

, Mnagwwnii cneynanucT otTaena HOPMOKOHTpobI

I‘D%iOU EneHa MNonnkapnosa

« 12 » pespansa 2018 r.

Kapayoseprep- WlnﬂTop MMIM/IBHTVPYEMb I OAHOKpYEPHBLIA Iforla
Kap,cu/losepTep-p, WVISITOP MMINVIaHTVIPDYEMbIV [BYXKavepHb I Iforla
MnnﬂTop VIMIVIBHTVIPDYEMB N TPEXKEMEPHb I Xforia

TexHMYeckoe PyKoBOACTBO (JKcnyaTalMoHHas 4OKYyMeHTaLus)

Home Monitoring

l-ll_u' “
c 0 Wbo&ysbY; m'
- #B 1O T O I«|K
eV IVkdft in Cernwny *
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MM >1Mp [um« n

.................................. o e Y Lo A L n 'R
. . J - -, - » -1 3 - > ;o om -'m
. ol NN e "PM UMM M oy
ok 11 i \pe s | OQAAE et e *eo 1 «I®3/|
M6|PL4LUVI»<11MM«3*1"B»«NQ .......... m,...n*.ar..,;t WWRN-f
L|J 30pam ma SOISRISINISIININIININI RN nanananr F (Y »» o 72 mm I ~ M e N ’ 1 ° _V u 1
OYHAUMC 3 NP M AarHOCTUKM. EPo»*F*®) e, 5 I»«Mal<..ciennnn.
Ycnosum akcnayaw|iam ... Ce s 6  WmnnaHTtauymsa 1L m¥BAcT«18eT cal M|iilBrromMaTiyeckyto tepaniw, NPeor i K10
603MOXHbIEKCNIOKHKHYSL.,. C et e 2 YKa3aHHBIE JaniieM N
BosMOXHble (haKTOPbI PUCKA e Mv*ce 8 « npelpan|eHue crilll aHxA b M/AHLW LXK Xenyao4koB {®X1 ¢ NBMOLLbIO HaHeCe-
. . wAwokKa >, .
MocneaBatenbnOCY-|(€ACTBII NPY UIMMIBKTILPMMe-» « canane *>y .«  [IpeKpaLeHie cATrvHpY pA 4o/ ciw »A Takw 32 v PISTLC wmoap«. gt Epki*
Mepb! T{A?|C7I0p(»HNETM npw 0pCA|!|*»¢h08B1HAIN
MarHim ft*p €W . PUCSBF «e *
Ocmotp A o o
........... [% w (JHx 1 n {Powas Teparww cepaua ¢ NOMOLLb» MyIbTUROKASLLON XeyA0uKOo-
Pa3bACHEHNSA /19 NALUMEHTOB ...ceovercerrrncers cereeesesseeeerssesessenes o
VI BOVi Cri»»yIMUM (TpexkaMepHbIe UMM/IaHTaTbI)
VNHAMKATOP PEKOMEHAYEMOM 3AMEHDBI ... N .
IKCMNAHALI 1 3AMEHA UMINAHTATA oo oo 55 U « Tepanus 6pwwiiumum c rw o lunoxesyumko8oii|LL LokamMepHLI UMN/aHTaTbI)
MTAPANET ettt L e 17 NT«AB<UHXpBH»LLl JooBanHoi ctmynsiumm I0X, ABYX-1 TpexkaMmepHble:
BPAAUKADAASIPTC . s ceeeeeeessssssneesssssse AR V) MMMIaHTaTb)
TaxvKapaui......... « ... e e e s
OnpaﬂﬁﬂeHme LIyBCTaMTen bHOaM ...................................................... MMn'u'aLUBT OCyLU'eCTBnﬂeT |
[JmnarHocTtuka VALK
fomawnnn - L ; , %
........... 23 1 3neKTPOA3MOIONAHECKOI Tepanum, UMEKOTCA B HAMYMi./ \MaLl 1A MOHUTOPUHT
MeXaHMHECKNE X N [« ITU KM oo v B)OTWObI1K*n0o3B0/1S€T Bpayam OCYLLECTB/IATL KPYI/IOCYTOUHBIN KO H A T. 3a NpoBOAy-
ONEKTPUHECKME MAPAMETPDL ... cervrvercerereeesees reressses seseesessssens
VHODOPMALIMA 0 BATAPEE. ... oo e 25
OnucaHyie 0603LHENMANTHZ ATUEATKE......cvvvers e cverrerrreesanns ‘ - -
a4 ' r.@%yénp&k)ufl/kwmyMlNgﬂIZ6"r/\H/1-1erprssllelu.k*»]_pl\ lIIpIo'Avy]f\]/t’v;rflt.:Jt vm flrtw fl 1o Ao
pOBaHUA U YCMOBUA NPUMEHEHUS ~ ici9m ««TMIaHTBTOB.  » - ., - | / -n
LWAMLL
*
A r M- _-/"Cnonb3oYpTbLHMSa nN
Ni- . L 6 Takle. W #"MlwyleT,«ei(>xoammBlpoBenmnobyyeHumne.
» p B
; rn,y. - > -ir ' - 7ok ™
.......................... m - et e e etesree et Beresreenresnenneen LA Lo L
¥u T T *

"1 st e Y "f“!".'l/l'b: : ,
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MOTYT CyxuTb AescllytoLyp nonoxeHus KapATOMMYeCKX OGHHOCTB.

MbI pexoMeH/IyeM CrIef0BaTb/10Xa33HUAM, OMy6/IMKOBaHHbIM MepPMaHCKUM Hay4TMK
"U(eaaoM kapfaowuMmpcieaoBaHmii CBMe<«o*«ocyp” cToii cuctembl (CHOK™ 1
~Tponeiickmi ka|BamBsidlin a» M (iiuecraom (6SC}, ATakke nokasaHusm, 0i*nwco-
aaHHbIM O6LLecTBOM cepaieuHoro putMa (HRS). AMepUK CKUM KapAuosa0ormyeckm
konnemxem IACC), blepxcan«koil accoutaw 3a6onesanunii {LU }.a
TaKKe /PyriMn HaLMOMLLILHBIMM K LLVOMOTMEACHMI TALLECTB3MMN.

0ginO1LL1lepuw

OpHo- n AByxKaM”Hblelll oowaHbl |
cnegsnowygoza? "

« BHesanHasocTa(""ppauB ns-3axaiiy|leulapn«Tmunu

ATOpPBIK CY L eCTB

Tp«11No(wput! IMHMLWa|bI

Tuwmbamelwi>e MK/ nm:33allllans nawertoll. answ T X cyudhCTByHOT Criefalonm»

Yrpo3bl:

m; OHEsanH3s 0CTaHWa cejpp n3-|axeayoow

4 CeppeyHas HeaOCTaTOUHOCTb C AYCCUHXPOHEN Xeny04KOB

Tarke VK[, Kona nowaHb! 415 nepsuuHbll Apodh*«3*\»< Y nauneHToB € 3aCTOMHOI

CepLeYHOI HeAOCTaTOuMOCTbIO.

11|HAMHATXMAIM 1A r -

N3BecTHblenpo|i| "MLl -...

+  TaxvaputMus, BbI3BaHHas BPEMEHHBIMM M» (N TLU bl M U Vap MEHNSIMM, TatOTMI
Kak MHTOKCVKaLmS, 39eK(oanTUbIN aucbanamc. tMmoLu TS, Cencyc, OCTPbIA MHapKT
MVOKaLLL

+  Hactonbko yactbie XXT nim ®QK uto a xoge Tepanuv Garapes MMn/aHTara
C/ILLKOM 6bICTPO PaspsXTOTLCA

+ XT c ciimnToManLo” XBUBLLKALIEN Cya|«ITOEHHLLM;|!MLLMUYBCKOTO PHeMitkNe

o XIMnwdXK.npu«pliy|p mMw”

;LU
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Mo3xo. ceiiefcno iforth 3/5/7 BKNKOUAET UMNTAHTATLI HECKOMIBKUX TLWK»; CLU THe LW -
pounOr-1n5-1nnuor4/15-1 A
OpHokamMepHble uMnnaHTarbl: VR-T MVR-T OX (TOMbKO UMMIAHTATbI C «)HULLNNPIOM
DF-11S-11 aByxkamepHble UMMnaHTatbl: OR-T; TpexkanepHble nx InaHnrbl: HM-T.He B
KaK[I0¥i CTpaHe AOCTYMHbI BCE UMbl IMIM/TaHTATOB.

Nusanant

Kopnyc nmnnaHTara BbINoSHEH U3 61MOMOMMYECK COBMECTUMCTO TMT3|LL 1 3LLELLpeH
CHapYXu, TO CTb repMeTUUeH. JmMncongaibHas hopma oberyaeT MMniaHTaLvio B
06/1aCTb rpyAHON MbILuLy|. B XOHHEKTOPHO YaCTW UMMIaHTaTa HAXOLATCS PasbeMbl 1
61NONSAPHON CTUMYNALMK, ONPEeLEneH)) YyBCTBUATENILHOCTM (B TPEXKAMEPHBIX MMM/1aH-
TaTax TaKke yHunoragomas Kwd|rypaw«l n noa™m woka. Npy nogade Wwoka wi
~mnoudmoii k«|domr|Ne«n 3n«iiplln » Kopryc CnyxuT B Ka\icTee NOTEHLMAIBHOTO
r”+ormBonoaproTor6 nosffloca.

LWGTLKIK nj«gsasTaeT MK/ C «LUXTOPHbIMM YaCTAMU 415, CTaHALIMTBIX PasbeMOB
39eKTPOAP3 pasMuHbIX TUMoB: DF-HfIS-t n OF4/IS-1.

IMVIMMNBNIB} VK 2, mogenm OX HOOAGMU&AI0T COe JMHEHNE Tonbko o DF-1/1S-1 cTaH-
Aapty.

B «u 3iiBnpega OF-1/1S-1

JIOXKEHN B KOHHEKTO pHO YacTn n3aBucMid M Attiw i T T W W T ...

L o T T
(f 1 B1 B1
gy e @ w §
Ty oo ¢ W B oo %
8P1 oX0)) B-1
T H/



LWk

B wns .
SVC DF-1 LlokoBast cnsipars |BepKHasnonal/lea-: T4 0 a H p
RAinni 1S-1 BunonsapHas OX.DR.HF
T B4 ,, ; )17Bblit) xenygouek VR,DX.0R.HF
IV (IX) tS-1 YHUNoNapoas, NeBblIii xergoyek HF
6uno/mpHas
Paamm anextpoma LLIBL

MapKHpoBia Ha FORKIM ««NIaHTaTe cowyuiia HHGXMALWIO O pasbemax 1 1X pacmo-

L kk =
S1/2 n~
vV O o
CRHXHH MUMLLILLI
W . «y V
KoHHek-
TOOOALL-
DBiia
RAirai) 151 BunonapHas
1K1 151 YHUNonspHas,
6unonspHas
RVSVC  OF4 BunonapHas n
LLIOKOBas

KKOHHMTOpY T MMM/1aHTaTa paspeLLaeTcs NOAK/IHYATE TOMBKO 3/1eK-

«.t IS1
Wk - w
1-0
e»-1H1
Ky

MNeM1LW11idrra>’  TANKMWMNaTa

ORHF
Nesbiii xenymouek HF

Moggbiid xenypo- VR DR. HF
yek

TPOAbI, COOTBETCTayHoLLWe cTaHaapTy 150 27186 1 ocHalleHHble pasbemom OF?,

tti« pycckuii
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(Tb1"NeYeHie
-*1 pevemmn noaxM | TAaKkTUBHOM UK NACCHUBHOI (hrkcaLym. IMniaHTa-
uiainckane'KTpogoB ocyLLec79T|eTCs C MOMOLLBHO MHTPOABHOCEpPa. HekoTopble anekT
pOofb! «/AdbITbI MOMMYPETAHOM 15 TyULLEr0 CKONbXeHus. CTeponaHble anetopogbl
yMeHbLLIAOT Boalll [MTenbKble npoLecchl. dpakTanbilble Moaenm 31IMHapoA0B NO3BOSHOT
CHu3uTbnopor ctamynuiuun. Komnanua B101T?0NIK npegiaraet agantepbl 415 NOAK/IHO-
yeHws yxNe MMnaaHTMPOAaHHbIX 3MEKTPOA0B K HOBbIM UMMNIaHTaTaM.

o

rocre nHMLManu3aumm TenemMeTpruyeckas KOMMYHUKaLMA MeX” UMM/IaHTaToM 1
MPOrpaMMaTooM MOXET OCYLL eCLL A e 1k nocpeacTBOM NpUKIafibIBaHNs TOMIOBKYA
nporpammaropa (aHrn. PGH. prograwn(ty[ head), Tak 1 ¢ nomMoLLbto 6ecnpoBo#toii
AW |im {{w TniikaTTio 1 INaMMeTpimb y moge/Ti 8K)TRONW(aTa ” w, v 5 HoCuT
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CvwRAIeYTHA

Qrere/e YWETBARHHTV BX\ITHE
VHV/OEHE MY HIB BXEYIDHE
Lcon-eAgemaLyA

Joveiain MragaH BOTRONKE

BGIRONKIMeeIcres FET He TorHO QRencTER [y H IEKIVEHOA CIMY ALY CHHONA
TearWA HO M HsV HBOOD VHCTDAVEHTCB [ H €2 HECTRO/AKA

I voroscEHmM QyHUM [verHro MHATe/Ha [y BerHOCTVHEOKSA VTR
MEBIVHE0KGH VHITIVELYA aTakeie TeXH/HEOK/E XgeKIEVBVKA VMITEHTETR
SBTOVENVHEOKV OIT1OE FHOICH H CTaLYOHECHL A TVIMGTHHS M TRBHIMATTED D
GE0roBQIHOV (BB |C MVOLLEOHTEHHb | B KOHHEKITGHOA “ECTU VMTTEHITETE).
TpeHOVWITED OB FET 3Ty VHITOVEL VIO BIALLMIcERHIM B BGYB/HHH
LiHm kavreHv BGIRONKWE0E3 GaTb COTOBOA (Bt
MyeHbe pHHHE QPO MOEH/EROT Katg-n BB MoHen\CTaHD-
B/Tb/J F MELYEHTR VHYB/Ya H-H€ KVTEIM QLEHASTVK [BHTBK aTekie
EOEVA [TBHEO MR- [BHB Xy VK TG -EHA BB OMMOREBMANG D
FEKIOHOA MHR MTUTD (B,

ResyrbTalb |/pHHOM0 aHarVea HATFHD OTCOBEHOCH AT E-BLLYK BB HR
ALLeH HEEH TV HVEC(Gre/orb i LiHip JoveLurero MiHe
TguHg aHN Hote Miritoning Service Grter).

MEoem-8,AHHLK VB MEVAMTBHIEIA COyLLECTR FETCH BOHEEHIMCO0ALLE-
HM MBI

QXALLEHAVMTEHIEIR, YKadb BAQLLYE 1B 0000k B 0L TVH BOSLE TIBGAMIM

VMTEHIEIR 4R KCHIY A qyHUM [oveLLH 0 MinAqvH BjosarHHOVI BoEVE
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»  3AVbBAK-CA HHL B VMTBHIBLV, MOCTEIH/K OroccoB VICOMVDTE, aTaadl

AVBQIb IV OHKOCBOBHAHOTCH BIEVAIV BVECTECIDAVMAIRH/B AL
BCBVDH-OCTH MO0eHAVB/[Bear bOOCTORH/E MELYEHTaV MM KTaTB |

A KOH DV PEfOTO0 DO0GHOC IV 0EKIPQrR VM ERHC T BRmAP MaH A, .
Te VBVEJETCHAETTaTMy N C/IMVAVD T/ Tysb00a
DmUVELTORA0M 3Y Y YMTBHIAITB 1000Ta TerR MOvMIVB/BsavoRe™

Y10~ BYBNMVECTXOTMVE<3A
miTeHraUM a3 arorBeTLLprroTBesHVo v (Il o 3HnosHy.
JHKMoBEHM VHHKEMO > MO0 B Y CTaHB BH/H Te BV HEOKOVCB A
Bol MMt TICL ¢ (Ta” IHNGr4 AN

VKOM3LL OCLLECTBLLIL/IE*TTEx w ~ 171 a0 TAXKVIrOoeyrsoviainy
Tavapes " OWYapy [l BaadH oD o seabqH>

KEMHHAIC eC T qUIM/MLOWTBHOLLIBHAGHEH D MyB-M LakafVo-oVp-
~Aa6bicTpasXXI.

BTaB/LLYECT BITTaB|NULLKTapero LD R TOHOQYHUM

Xoupory YN KA D [N LN HP ([N T awumaeTTom ¢ LeeoTon
W oY mﬂn\xpm—vem

ORI b 3Ha ML Y(LECTBFETTA 1m

{dosemprveTakaH YaAma(WtkBl. TekviaHT RV R T

KOMIB< 8 r0nb308aH AL B-EH/AMYTRTBITaxvial Vin
C MVOLHOKeY B/ TR [ b HHTbUaHIoLa@
IVDH-D HECTBVBATb/HEaVIya HHD; BIRVOHD YCTeHBAT3HIVIOLLOK@0T



Lgar e A LIranvyLion dorer e or gagralyro vHIHTaT
OHyB/RyaHHMIMDIEECHICTAVINLL eHTa
Yravata BIaXHEA YECTOTL I0TC BH/BaH/H “ECTOTL IMRE0pe i/ MOR0TECELLEET
MPEEAHOCTVVYTFLYHQ YVEHH LB Tak/MIOOEBOM OTEG
MKTb BlBH/KHBH/H ME/OVERE O/ Tavg vt
DR EBE# ! HOpPY AYAVCTEEV/ A MEPH/BLOT Q0CTBHHE A
mc&vem KEKCTEICTBVE, OTTHTeHHS & CONRLLEH/AEYIDHKR OB
MOLLIEOH/ERON /R B/ TE R
mompq.aroqmmmqurmma—mmwmrmmn&a(
LA /oo B THOB TEXKAVELHS B VM BHIATL I0HEDeHb ICaHKE
MEVOUOA BRI CTVMY TN C BR/DK«ONYY BB

LA MosRLLIN EBOrOXE YIP-HKOKTaK e VVEETCA KIVEHL M KCHTh33XEdTa
CasIaVaI-CT.K/MOTLLOK/BaH/EV THIOMB CIVVY ALYMI VaBTOVE THERLLM
MCHATQHTOMIOCTB|/M | ¢ L boaHan @l TpeeB

gﬂ M MNTB Y Krynumoso™ e aBulatea(cten| ™M

eAeaCepaHbIe S XBARIPHA0BME PEATHLLC

MHEMVETL MRS AL YIDHA, [ PMLVECA BB MATHI EKITR
MooV ALY aviLLiryec onpe/iesieHa YeCTBATR HHICTA VIVTEBHLL
TEKLLYE [BHHBECTAIVCTVA

IECGVIOrire HOY oo Tioex KaHaoB B 00KCTO [aseLLeHo (Hoh Definitian).

2 0O6wmeyTanmmsa no TexHuke 6e3onacHoOCTU

ycnoBus akcnayatauum

BTWLWWMWW M—d]p\:ﬁCVFI ormmveHm
CLLIEV MTBHTALLE
>TeHAHECKEE PACAYTCTBO KWMTEHIATY,
- TeXHEoKe PyTLEQTTEO KHVEG
- TBIH/HEOK/E P LLHQICTEA KY EKTHM
- Te3HWYeckue P CHooACTBA K MPOrpaKLLIIOTopY U ero npuHagr>KHocTAM;
“ TeXHMYecKvie UTKOBOACTBA K M0/b30BaTeIbCKOMY MHTepericy:

oﬂmwN@aﬁlm‘:lmKlakiﬂwala||W/|VUEUH KHOCTAM
« -B_I.IIPN WMIBW

.. VempM I/BrefsiHOAGEAVE OCTY Hb IB 0EXTOOHLLIT B/[R HAGAIATE:
TuwBan.bbrorHK LN

HECTOAV/ MEBVETII0B 0OY0BHAHOICH B TIEX VHIVBVIEETHL K TR EBIVHEO/K . M

rporpavivex

o /ixoyBHTBTEBIOVEI/HEaV ML M EET VHIDEIALVIOHA TRBHOMATTEDQIVH 83 B « [/MYBHIETL HY B3 MERIRATL TN XYEHATL B VBN NTHATGB TACTO-ARB
JeHb.) HTAHQEEBATOVETVH/CKANLLILLIT. 0L BHAA0ERES THIX,C Ny KeNBpe- FEKIPOVEHALLK MIVEX
Lpas/seVBO4 Merjal bl <Y Werro MoIHAVDVOTULINTIoy » "SIEVCT! §IRIREIKL W OLYCTROaneT BEBspHA«OGaTaln,
TBLLBKOOP YA/ C TOLLHOMRoaMLID
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B uensax salummb1 6arb’pen uMniaHTar noctaasniiens CycravioB/IeHHbIM PEXXUMOM TPaHC-

MOPTUPOBKM; BO BPEMSI HEOBXOAMMOIO MpKY XpaHeH (hopMOBaHUS KoLLaaHcaTopa
BO3MOXKHO KOHTPO/MpYyEMOoe YBe/MUeHne BPEMEH 3apsiAKN LLIOKOBbIX KOHEHCATOPOB.

= Pe>k M TPaHCTopTUPOBKM OTOGPaYKaETCS Ha MPorpaMMaTope rocsie NnepBoHaqasibHO-

ro onpoca. lon aBTOMaTM4eCKn AEaKTVBUPYETCA BO BPEMS MIVTaHTaLyN).
Temnwiimypa
KaKO-eHb H/BKVE, TAKO-EHb B COKVE TEMTECETY{b I3 LIFO HAGOOKCIY)K ™ GaTar
VMY EBHTETR
* Tprampupaae,
pemye or+5’Cro+6*C

rgeHILLLGEavB, LLIMGLLIN ™YY Vet VY(toea»nernatbL ™M
Hol

[/MLLLLIET MOTEETKAYMEFLLALLK B2 3 LTE-BTeHHH €MD O HLLCTV SMCTRH L
YBRCEK/A BHyGBHHL) ONVCTHen N KOBKA GHEHALLDKE SETFETCH CTETHHOA
4N MEMIVEHTE ree MoKHDGbID MEEHETL BCRTbHIVBAE.  ©
0al«thassmm iijlNMeiieNiie

Vivltcaut8lr noTeepLL 1che 4 1My«

e Weucnosb3yl™imnarNeanecty(«n»»Kal|mearwspakgen

e /MYBHTET He MYy BHATTOBIOHIA T VBALYM MBIV TAVEHEHAQ
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XOBHEH/E VISKOTVYATALIVB I PH-b I0CyLL BB FTECH IUTEMTE-

vredmars AOTRONIKMONY T B 8 BalTb BoE VBBECTHB E BEB-EOHI IMTBKIE

QUTDHEH/H ECTE-BHALYECTY MELL(EHTOB C O/CTRVEVA VMTTEHIEITR

e Hrpve SO MY GTLAAVEAHIKCVBIGVEHEX  MTEHTEIR
VHIBUMIVT U TaHEA T IMSTOVICTELYET QO/BHTVCEETEC HATEKLLUA
YPBBEMb|LLa»nLL NTEXHTLL,

. B%’}Lﬁimmcpimﬁaﬁmqmwmmmwmm e

TECTVIOLLMVA VTV MCRIHELLENO MOOBEIRH/A 3 BKIOVBVD DNVHEOK/AX

OO BIpBaHA/ MIOIEMVL IE00T VT YOrELLHD. BaL LyX Oy -BrXyCTBHB BHHBE
MEAVETL IMOTYT G M) HEY eKTVBHE MY, BUECTHOOLL HY B3 VK FOMTL VH -
Li/P0EaH/E TAXVIEGIM T VIEE YOKOEH/E VB-3a M TCK TR WA T8, BoCTyur
QOMLYA WU TRELLBHE XY YB-KEB

OMIHALLPHEOLLLL e LIVE YWLINLUME BHEOTT M1<dLIpQ/Tb YWECTBATR BHCIUVMTBH
Tara|BhpLLm) yal Cy-erB/pares- /A HLLDTH | COOCTBEHTTO IV G- HHK
cn«;mawmcsvloﬁﬁeu\n ‘-IIOFD]H—KLQQ:IGGI‘E‘I‘LL%LUJ, KB He
WECTLLN LLYEbIGEELXKMAL,  KEOVIMYJOBATECA KK
aﬂ:raaauamﬁomoeepupmcr&wwwmmeqmmwmm—m
SHIVELYTW-EALL TEErA{B3aB//MICTU OT TTOVEX).
Boyyrreem /b [ reeH KalLKVMALLET TR LLEHM
JOryCTVKA “eCTRLL I B EIRUL OHEETLLIVBECYHSJOHK TS0
INeALU 1i»YBwlygoN wlClytin
Ba/mmavie HOeBHICTEV BOYCTRVE VMY BHTETRA HY B3 K HO T M HD-
CTHQ BYECTHICTY, GHAMINYTOLTb Bb 888HG I B ALV THAHEW
> QVELHKLKVTEROALEH/E TBKITTB
* [edoeKTbl iBossumn
HuaR I /EVT/EHTB VLIS
= OcpebaoeviesB])siviabarapen
e Cohontea™Kw”; - .
LU

W wWlwwTM
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IMKI{MMIANMTHBIE Nomexm 1E/1) n

Hap Ty ooV eHTaRa MIYT B VHILMVEd, 60 LLVRIHE O b

BIOMVH/MVBKOC KaK A THIBHHS A M MOOBELEH/E VRVEEHM MR HITCTBYET

K]Z]ZH(IV[IBG‘—HIIUH:I
o MreHEmbI BIOTRINK pegoetoTaHb Ma/MOOpesoV] UI0 BIRIEACTRVE HAL HAK
FEKPOVEHATHLK MOVEXSBTFETCH WHAVETHHBM

*  Q1a0V/B-32 00 HLLOM0 KY VHCTER TV OB Ve VHHOAVHIEH/BHOCT BM
HE B3 MR((TbOSE000 HOHRAOLLONKC HLLKL. KK A mno, ceETvoQib1s
ToQ LIIOEI\:IFEB:H:EETyFH_VB-ﬂ(BIGWTVﬁ)OAVITTUV[BfVﬁ)B:H:EET
LIV ES8PHHEE /MTTOVG |

* 8 3BALMCTMOT TMRCTVMIALYIMIVEX VCTO-H/AKAMOVEX MIYT TT/BCTU K
VHVEALLEBH/HOVTVIZENYCKY VMTYTEOR, ML LLBAFOVMTYTHCHD-CO,/0 TR BHHON
YECTOTL IV AL N E0/HYOCHHOA VT AL

* MHETBEUTATHLKYCTR/AX, (H0 eHHO & pAVKaX MOOBEEH/H TEEr EBTVH-EC-
KX LYEMHOCTVHECKYX MEOOTT/HTAA, VCTO-HAKA TOVEX MOTYTB (000K ETD
TakOe QLLTH L0e KVHECTED SHENAVY, YD ITO B BOBET MUBRKIEHVE TaHA CKDY
xama‘/mwa—narvmmraru—yowcrberaqma

Bory-ee I BKIpOVETHATHLK MOVEX MMTTEBHIAT TIE] OHaETCH BaOVHOOHT CIVM-
JALYYOHR BBV MOEBEb LLeH/A NVCTVVOA YECTOTb IMOVEX

CrammuectaNemarH1THbIe nons

MITHATHSIA JETV/K (I KOH} B VMTTBHIETE 38Vb KEETC MIVBTHATHOMIOE C [TDF
HCTHOMOTOKAOT 1,8 MITT BO™ae e BH/A MelTHATHSX MBI A0 YooeHA LMD
MEHCH EBVB KEETTH
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Bo3MOXHbIe (hakTopbl pucKa

Meroip. NTpbIx eiigj™

Ba/y roreHLyarHHoro Boeip [y A MEVEHTAVTUALLIBHT3TAN HDYLLEH/A (B RaHHOA
CaNMGY LIOHaBHO 6E30MB0HOCTIA HEOGXQIMVD VECE b VT BCBBH/H U EIVG
LYK KOQIE

. Tqm‘esmguqxl‘/'lybw(‘, Bel MELYEHTY [y A MBLYe/ia VB3 Ve T
MCTY TEHAATE TR KTKeHAVIBY VRAQ/CTEVL IMTBHII

o [Vsm-enaraQIaaLTa

*  Hapaapee/ay MEssLaaLyMHVENEE

Con|uaaxlue cpxlo T meTcuputegartumgman »

EO VI BKIVHE0KAA TOK B TEBMEBTAHECKVX TN 8 HOCTHECKYX LI X MEEpETCS
VB BHELLHTOVCTO-H/KAEPE3 TE/D, TOITO MOHET B BT VBV BIECOTE VMY EH
TAR W CTATLOCBO Y H MELYEHTA

Bamommmeﬂwmg VIV B COKO-ECTOTHEFDG-H{TV/ BCBVDMH- BV HIYKLYA T

MMLL VO N1 N UKOB. HIM/VER MAVOTO IVOBHM TEREBTVHECKO-
Moy b(tEsaya BRVLLIGDH{ VDR HITELLIH/E HesbB ™ BIREVCTVA HAVMTBH
Tar He BOET [ MOPK-DYCLLDBIATB Cesy.
Bravicy-ee ecm Mve-EH/A CrpiokeHVb KC [VOKOMIVETQIB HY 351 VBT,
merﬂarm@mmmmwwﬁrbcrwwe Mil%l
*  IEKPVEILYAMELTHR
*  Oxnoae gHUMETRRM VK STavIdyHU TR HOVD1ET CCTeBar
aKIVEHDA vt HBJ KEVOCTIAY Y OCTRISETOA MEREQIAVKLV CIVY IR,

SAET HAPERVELLEHVE VCTO-H/KIBHEIM AgicH: 0/CTeVMOA VM BHTTA
L0 HATe BHG 1V KCHTD b MV VKOO MY HANELYEHTR
HOHQEH/E 38 MELYEHTAVIBO BBVA KT AVELLITE ECTR3 VMO E HIO

"SR |l

- cn | I

C _Tr



MYeHIaT 38LLILLEH OT BV CTRVA 3HENY, KOTRAOC bH-DVHMYVDET BELLHA
EV/OTHLYA Tevike MeHee BHELLHA VOO T LA MOHET HBHECTU VLD
YWy IMITBHTaTy. BUECTHOCTVA VHIYKUYA TOKE BYMTY BHIVI0BeHHL K I EKTQEX
MOMHET BbBEATb HEOB T YHECTHE BOECTEH/F, TG BOBOXO0-EE0,, MIVBQIUT KVBVE-
HEH/HOCBOVCTB B0 [/HIVAITROTOB CIVMT LM
*  KisHA3 Kb Ipasvencsl BrepeHe-330peMH R BEHM W VBT
LLIbHo OTHoOATE HHD JVHM QoA VMV EHTEIAC 0590 BV aTake Ha
ECCTOAHM HE IVeHEe LLEVIOT M BHTIara MIVOFBHTV068HHL K KT
NyYeaul T6p3NM
/o 308eH/A TECENEBTVHEOIO (1Y -EH/A CTRIET VBGET AT D MVH/HE BBVD K
HOPO OB EH/H VMY EHTETA HE/LLEH/A CBBAHHOVC STVMGYHY/CHEEHDA
GesorecHCTY, Bravicyee, ecviHHTVITTHEIM BEXE TEH/PETGINT D b
30BATH, HEOOXQIYIVD NOBECTU NIRRT BHHOCLEHY /oran My kb | GBI
HOCTb BORIEVCTBYHALLYX ([BKICI0R, HEN/VER PER VHHBK VCTO-H/AKB VBNV -EH/A
IVHOrOOG0ER/A VMTTEHTETCR, YO TR TEREN A He MEBEOFET B e00Talb HOVEIVEL |
KOTO b€ BT 0EEN VG IOTCY TCTEY B BB W TEA/HAWVTTEHTAIT [V MOCBEEHM
JY-EBATEEM ABP A akIVB-KMTEHIVD/EVBK VEIRLYHIK/AX
Mo/O00B MRey VRV BEET 07 Y KEH/E O B YO/[OTX MED BOTHOLLEHM TR ETHEC

: TV HNVHA BONp000B OTHOOTE HHO OLEHKV [/ KA N 36 | 08
uwHedb 8 kavrertoBIOTRINLK

THtitfirnsAMi
JrvvireHaes 6e3 Mg a1 IVPTYBVECTVVDEV FrdVIR HEOOQIVD VBGETalTb

MPoBEIRH/F VBN H/ATHOARE30HBHCHOA TAVDOREc A (MIPT) 1338 X BKTE0HOIO HVHAA
AR IPHHOMO>STAIYREL LLKO-ECTLLHG K MOAH MITOTHICIVETHAIROD TLLTR. S0

MOHET Bo BT MBEEAET n Pas|pLUMB<LLEMbI MALETE) BLECTR/E
QATHHOMO METKIO 26aVIVIVE{CTH « Mamc™ ey |LIM|r<<peMprarra

ypesmep”™ H reetsATKaVABRAE PR,
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KVEDID3ALYTE
VMTBHTEIR I/kmmﬂ%ew MPT-aBveCTIMICTU

o BKEJymokMPT-oavecvoAa/cTeVe VT eHTara ftdMR oqremiar
MOC0H/HOVHITYIVEL Y00 GeqairBHOM MOceereHM MPT.
— 3amya/Te fpHHE PyROBQICTED HA BEG-CAATE BY BKIIHHOMB/LE.
VWMnbiarankomrireN8siranueisdetion
— Ja@/e re-ETHHoeuopyeBEQTEA BKAVTBHM SI0TRINIK
o /META/V pegeLLeH/E FRVOT B0EaH/E MPT-OOBVECTVVB K VMTTEHIATCB [y H

BALLE/ CTEHb IV PerVoHER? 3arooo/Te aKiyar B ovHITVELVHOBKOVTEHAM
BORNK

3 WmnnaHtauums

Macllll|M>BaragbHocrb/MicTamnii npu NMitAairraipHi

HAQyMICse/\LLe [ETarV, «OreTCTBHaLYE [y peKivee EC
o  /MYBHIETC AWK NGVK/PHLLYMITB0THS MYCTIOKTEOM HOTRINIK
%qunalBlmm\IKmmrmHam
— QHOKAMVECH VI MTEHIAT. G D FoHb M LLOKEL M BT
C | T2 LIRKEMIO VAT YOHE,
— [BXAVEH MY BV AT HOH M BRIP4 A MeeeqH
N HHL OB BRI YIHA CL T2 LOEMIT VR

A
— TEXAVEHL AVALLTBHTST, [ FHAT b M HA D HH TG D 61

- M mEwsgnBFOB LHKO BCTieHHs € GeoroBnipon Te BVETVEASafeSnc
WVOTTRBHVMVKLLTE/CaK3)IT) MpTaLLEHHS B KV ECEeHAOKE o U
o BALL)IMLIO) oKL TS LLbIVILLIKTPOKAPAMLLD

. CTEB-bK AL
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®lBcINoelr e Y licTatbl pLU3rMMM LK BAHO

MVzarB-eHM BXOIE VMTBHIBUML
* OVCIVIE KOH-EKIGD Y EKIPRCTE O CTTETHOA
o [ovbEAATE MHEIID TOTHKO CTEWHHIV BQIA

Olaop sl

1 Mygomese .

2 /MYBHIVMR I EKIII | B MYHAT VRVEREH/H N 3K/ PIATE I EKT0-
bl

Clowp//e kK veH A MY EHTT
Myen/HATE KOHHEKTGY BKTIQIR KMTEHTATY.

MCTaHB/e VMV BHIET.

ooy dV<O/0/HLLLYEH/ATYEES OTEFCIVE B KOHHEKTQEROA LECTA

[ycnoveHvie niniantara

COOTEETCTBYHALLYE KOHHEKTT b BAEKTOQA BCToR FHOTG B MHERIA B KCHHEKTOHI
LECTAVMTTEHTETR
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MopoeyHATE M HOHL M KDHEKTP IS mpekJuHA Kpestewy RA
MIeEyHARYHA D HIHN TN HHL FOLEKTTP ISL /esoro
»e{uHa Kpssew L\

He roE0pe-VEaAVIHE MERENVceA KOHHEKITP W MIOBYAH/K BBQIYATE KOHHEKTTP

FEKIPQIR B KOHHEKTOPH YECT VM BHIZI A0 TEX I Mka Hk - H/K

KOHEKTOR L VIVEOK/O0BKa IVECTA BB KOHHEKTR CH He IkaeTc

C [0/FOA CTOCHb | KCHTBKTHOTO MHE3IR. S MEOK/[0BK<a MOHET O VHETECH

B338/O/VICTV OT T0VBEYTE A VT E3yEVMDIO FLLCTIY R
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Y/ IHOW:  nooc rBsH-/esHm
3RIPEPHPKTECOSIPHATEA LI BHTTD YE0CBICTIR G, I'[]G(]'FH—I/I—I/HEI‘b

KOy TOMOMLLIE, He QREO0TEET 00 LLETHKOM

Qo H-DVBRBATE OTBRITHY, YL 00/ HATE BHb M BVHT HE B HY T

I:mrqmvunbmmm-mmlsmwmwer&bwm—na\m
sarsHATe ooa BVHI

o MueVP-EVA OToPTKI VICHIBEA 3 TALLKACAVRL HBEDH-D Ve

LA MEpLO-BAVAIECTIR.
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MepeBof C aHIIMIACKOTO 1 HEMELIKOTO S13bIKOB HaPYCCKUIA 513bIK

BUOTPOHVK
COBEpLLIEHCTBO Pay XW3HN

3asB/ieHVe NPon3BoOANTENA

Bcem 3anHTEepeCOBaHHbIM Nnnuam

HacTosLLWIM Mbl rapaHTUpYeM, YTO NpUaraeMbiii JOKYMEHT:

TexHMYecKoe pyKOBOACTBO (3KCrnyaTaloHHas JOKYMeHTaLMS)
NS KapanosepTepa-getmbpunnatopa umnaaHtTupyemoro Iforia

ABNAETCA OPUTNHANIbHBIM LOKYMEHTOM, KOTOPbIN BbliaH komnaHnein BMOTPOHUK CE & Ko. KT

CoaepyaHue aHITIMIACKOW 1 PYCCKOM BEPCUN MAEHTUYHO.

V. EneHa lNonvkapnosa

LOMKHOCTD: Mnagwuii cneyuanncT oT4ena HOPMOKOHTPONS
KomnaHus: BVOTPOHUK CE & Ko. KI'

Ynuua: BépmaHHKkepe 1

"opoa/cTpaHa: 12359 BepnvH, MepmaHus

[Jata n nognumce:
no gosepeHHocTN EneHa MNMonnkapnosa

| Iy

Ceptugmkat BUOTPOHUNK
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/Norotun komnaHum BUWOTPOHUK

Poccuiickaa depgepauyus
(BIOTRONIK)/

3aaBkKa Ha permcrpauuio

[mepeBog C aHIMUMNCKOTO s3blKa Ha PYCCKUIA 53bIK]

[nepeBog wTamna n nognucKM Ha TUTYNILHOM NIMCTE AOKYMEHTa «3JKcnayaTaluMoHHas
AOKYMeHTauusa», npeAcTaBieHHOM Ha PYyCCKOM si3blKe.]

Wramn: BUOTPOHWK (BIOTRONIK), coBepweHcTBO paaun xu3Hn; BUOTPOHUK CE &
Ko. KI' (BIOTRONIK SE & Co. KG), BépmaHHkepe 1, 12359, bepnuH

/Moanuce/ EneHa Monukapnosa (Elena Polikarpova)

[PucyHoK]
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9101aE-F

AIMNOCTW/1b
(Faarckas KoHBeHUMA OT 5 oKTA6pA 1961 roga)

1 CrpaHa: depepaTnsHas Pecnybnvka MepmaHus

HacToawmin oonunanbHblil LOKYMEHT

2. 6bln nognucaH [aHoli Menk-Tunb
3. BbICTynaroLiel B Ka4yecTBe HoTapuyca B r. bepnuHe
4. cKpenneH nevyaTbio/WTaMMNOM: Hotapuyca
[MogTBepXxaeHo
5. B r. bepnuHe 6. para: 13 theBpans 2018 roga
7. Mpepcenatenem OKpPYXHOro cyfaa s r. bepnnHe
8. nog Homepom9101la E-F 1307/18
0. Mevatb/wTamn 10. Mopnuce:
OT UMEHMU
(MotT)
MpeacenatenbCTBYOWMIA CyAbSA OKPYXXHOTO cyfa
/MeyaTs:

MpeacefaTenb OKPY>KHOro cyaa B BepnunHe/

AVR95a

MepeBopsg AaHHOTO T ekKcT a Bbl AYw tom ® ponoBOoW M apmHoOWd M muxahinoBHOM
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Homep HoTapuanbHoro peectpa PT 55/2018

JaHHbIM 5 NoATBepXKAalo, YTO IMYHOCTH

r-xu EneHbl Monnkapnosoii, B gesnyectse anaHWHONM,
poxaeHHow 01 mapTa 1964 roga B r. ABeeBKa / YKpauHa,
npoxusaroLern no agpecy Bépmanukepe 1, 12359 bepnun/Iepmanus,
yCTaHOoB/IeHa.

Mognuck NpocTaB/ieHa B MOEM NPUCYTCTBUN.
Korpga s 3afan Bonpoc, 6bl710 3a8BEHO, YTO HU caMa [eiCTBYOW NI HOTapuyc, HU ee MOMOLLHUKM
(napTHepbl, KOTOPble BMECTE 3aHUMAOT MOMELLEHNE) HE UMENU NINYHON 3aMHTEPECOBAHHOCTH, Kak

IOPUCTbI, B 3aKNKOYEHNN COENKN.

BepnnH, 12 despana 2018 roga

0
ijc - (Ui/
Melik-Tunb

HoTtapuyc (rocyaapCTBEHHbIN HOTapuyc)

/IMmevaT b:  ana Meihk-Tw b

H oT apuyc B r. bepnunmHnl/
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Poccuiickas degepauys
"opopg Mocksa

A eBaT HapuaT oro ¢ eBpansa gBe T bl CA4YM BOCEMHAagUaToOro rogja

’ NOAMHHOCTbL  MOANNCH

'‘MPMoaunka ®ponosoii MapuHbl MuxaiinoBHsl.
Mognuck cenaHa B MOEM NPUCY TCTBUK

JIn4HOCTb MoAnMcaBLLEro AOKYMEHT YCTaHOB/EHA.

3apermcT pupoBaHo BpeecT pe: N 77/09-w/77-2018 -

A3blclcaMOrocyAach BEeEHHOMN NMOwW NuHDB (no T apudpy) mtO O vve
y— ra odaraHueycyr npasosoromm elL tZ eo nuHTepa: W pya.

H .A. M apT b HOBa

FepboBas neyatb

W A4 TCDH
HoTapuyca r/1"0CKBbl

AJuwwmoBa IN'b.

Apyoc T bl -0 B )

MNpow HypoBaHO, NPOHYMEpPOBAaHO W CKPennaeHO N eH aT b i

BPWO HOT apuyca

19 OEB

BpemeHHO ectKeiHewujae
««flaTanbCTBYH0 Bopricos™a,

3apetclprposaHoBpBBaCrps;Ne
B.boaHorocypsBpcreBpHHOMNW NK-;;:? &
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Manufacturer's Statement

To whom this may concern:
We hereby guarantee that the enclosed document:
Addition to the Instruction for Use (Iforia)

is an original document issued by BIOTRONIK SE & Co. KG.
The content of English and Russian document versions is identical.

Name: Elena Polikarpova

Position: Associate Regulatory Affairs
Company: BIOTRONIK SE & Co. KG
Street: Woermannkehre 1

City / Country: 12359 Berlin - Germany

H BIOTRrCﬁTle\IIK

excettence fo
NpTRONIK SESC0.KG

Date and Signature:
p.p. Vena Polikarpova
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3. Implantable Triple-chamber Cardioverter / Defibrillator Iforia 7 HF-T
Basic scope of delivery:
Implantable Triple-chamber Cardioverter / Defibrillator Iforia 7 HF-T
Screwdriver TW
Instruction for Use
Addition to the Instruction for Use

15.  Delivet7 package
Delivery package consists of:

* The implant and screwdriver TW in a sterile package;
+ Sticker with the serial number;

+ Patient ID-card;

+ The warranty booklet;

* Instruction for Use

+ Addition to the Instruction for Use

Instruction for use (Technical manual) and Addition to the Instruction for Use are provided in printed versions
on every shipment of ICD

16.  ICD Family. Model versions

ICD Iforia 3/5/7 family includes the models with different types of connectors: DF-1/IS-1 and DF4/IS-1.

Single-chamber ICDs: VR-T and VR-T DX

IferilSVR.T 1

/ 4Am
- ?*
blbISI|<1LU 1 teu?.
4 »
f
M Htvanutl f (
muemm Ay
13

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



devic head +. The housing serves as
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VR DX DR HF
DF-1 DF-1 15-1]DF-1 1S-1 151
Sve svc [0®| R [sw (o) RA Lv
{DF-1 .
?;‘;1 0®] s, %l-;t O®| is-1|or-1 (0 @] 151 [sVC 82 31
RV RV
RV RY IoF-1 15-1
RV RV
@ Lead connection DF4/1S-1
The device labeling provides information pertaining to possible lead j i
and pertaining o connection assignment: 10 possil ead conectlons depending on the deviceype
VR DR HF
IS-1 IS-1 IS-1
RA O RA OO Lv
O O 0
OF4-LLHH DF4-LLHH DF4-LLHH
RV RV RV
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34. Replacement Indications

Possible battery levels

BOS Beginning of Service: > 70% charge

MOS1 Middle of Service: 70% to 40% residual charge

MOS2 Middle of Service: <40% residual charge

ERI Elective Replacement Indication, (i.e. RRT: Recommended Replacement Time)
ECS End of Service

Elective Replacement Indicator

Elective Replacement Indication can be detected by Home Monitoring.

CAUTION
Temporary limited therapy
If ERI occurs shortly after follow-up and is only detected during the subsequent follow-up, then the
remaining service time can be much less than 3 months.

* Replace device soon.

+ The device can monitor the heart rhythm for at least 3 more months;
* At least 6 maximum energy shocks can be delivered until EOS occurs;
» The selected parameters in the device program do not change.

EQCS replacement indication

End of Service can be detected by Home Monitoring.

WARNING
Patient at risk of death
If EOS replacement indication occurs before replacement of the device, then the patient is without therapy.

 Replace device immediately;
*  Monitor patient constantly until immediate replacement of the device!

VT and VF detection and all therapies are deactivated!
The antibradycardia function remains active in the VWI mode:
Ventricular pacing: RV; basic rate 50 bpm; without special pacemaker functions such as hysteresis,
etc;
Pulse amplitude of 6 V; pulse width of 1.5ms;
Time of transmission for Home Monitoring: 90 days.

31
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Box photo

Box sizes for al Iforia ICD models: 120 x 160 x 54 mm.

Inner packaging photo

33
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Aanee npuseaeHa MHOPMALMA NO HANMUMIO SyHKuHK MPT-COBMECTUMOCTI Mopenen.
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duKeupytoLLee MOBOPOTHOE YCTPOICTBO

MocTaBnsieTcAd CTepWIbHbIM, B koMmniekte ¢ lforia 3/5/7 1
UCMOMb3YeTCA 419 3akpyuMBaHWA  BUHTOB  KOHHEKTOPOB
9NEKTPOOB ANA WX HAfEXHOW (pUKCaum B COOTBETCTBYHOLLMX
pasbemMax Ha kopnyce KOW .

TexHNnyecK1e XapaKTepuCTUKM:

OnnHa, Mm 65
LLinpnHa, Mm 13
Bbicota, Mm 13
Macca, r 513
neKTpoap!

Anektpoap! npomnssogctBa BIOTRONIK SE & CO. KG nokpbITbl 060/104KOIA U3 GMONOrMYECcK COBMECTUMOrO
CUMKOHA. OHW NErKo NepeaBuratoTcs, COXPaHAT CTabWUMbHOCTb B TEYEHWE [/IMTENBHOMO BPEMEHN W NOAXOAAT
NS aKTUBHOW WM NaCCUBHOM (omkcaLmn. MnnaHTaums Takux SMEeKTPOAOB OCYLLECTBMISETC C MOMOLLbHO
WHTpoAbtocepa. HekoTopble 3M1ekTpogbl NOKPbITbI MOMMYPETAHOM /1S JTyYLLEro CKOMbeHus. CTeponaHble
/1EKTPOAB! YMEHbLUIAKT BOCMAMTE bHbIE MPOLECCH. ®pakTasibHble MOAENN 3MEKTPOAOB NO3BOMSKT CHU3UTL
nopor ctumynaummn. Komnauma BIOTRONIK SE & CO. KO npepnaraet agantepbl 418 NOAKMOYEHUS Yxe
UMNNAHTUPOBAHHBIX 3/IEKTPOZOB K HOBbIM UMIMIaHTaTaM.

NeKTPOAb! MOCTAB/IAKTCA OTAENBHO.

20. [lporpammupoBaHue

KO Iforia 3/5/7 MoryT onpawmsaTtbCa M NpOrpamMMMpoBaTbCA C MOMOLLBH MPOrPaMMaTopoB  KOMMaHWM
BIOTRONIK SE & CO. KG mogeneit ICS3000 ww Renamic (noctaBnstotcs oTAenbHO). lMepefaya faHHbIX
mexay KO Iforia 3/5/7 n nporpaMMaTropoM OCYLLECTB/ISETCA KOHTAKTHO Yepe3 MporpamMMUpYHOLLLYO TO/IoBKY
(programming head/wand) ww 6ecnpoBogHbIM NyTém yepes PY-Tenemetputo (wireless wand RF telemetry).

DyHKLM HasHayeHue

(OYHKLWMM NpOrpaMM1pPOBaHIA 1 MMporpammupoBaHe  anekTpokapamoctTumynatopos, KO w

TECTUPOBaHVS UMNNAHTUPYEMbIX KapAnoMoHUTOpoB komnaHun BIOTRONIK SE &
CO. KG BO Bpema wumniaHtauum 1 ocmotpa. Onpoc MOXet
MPOM3BOAMUTCA KaK Mpu MOMOLLY MPOrpamMMUPYHOLLEN FO/OBKM, TaK W
0ecrnpoBOAHbLIM CrOCOGOM Y MOAE/NE UMNIAHTATOB C NOAAEPKKON
6ecnpoBOaHOI TENEMETPUM;

PerucTpauus noBepxHoCTHo 3KI 1 Peructpaunst 1 BbIBOA, Ha neyarb 40 3-X KaHasioB MOBEPXHOCTHOM
0TOOpaXeHWe BHyTPUCEPAEYHOM 3Kl 1 fo 3-x kKaHanos BAIM ¢ mMapkepamit B peasibHOM BPEMEHMU;
anekTporpammb! (fanee BArM)

MeHempkep faHHbIX CoxpaHeHre 3HaueHuii YCTaHOB/MEHHBIX NapaMeTpoB 1 3anucen

SKI/B3AIM f19 co3faHns apxvBOB HA KOMMbIOTEPE 1 NPOBEAEHMSA
NoC/efyOLLEro aHasn3a;

[lokymeHTVpOBaHue Pacneuyatka [JaHHbIX BbIMNOMHEHHLIX OCMOTPOB MY MOMOLLY
BHYTPEHHETO W BHELLHEro MPUHTEPOB.
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BoamoxHbte cTaTycel Datapen
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I306paxeHne BHELHEN ynakoBKu

Pa3mepbl ynakosku: 120 x 160 x 54 Mm ans Bcex Bepeuii KAW.

N306paxeHne BHYTPEHHEI ynakoBKM
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O6was KOU -tepanus

. Tanmuposanve: 6a308an YacToTa fIeHL/HOYb U YACTOTHBIN MMCTEPB3NC
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TaiiMupoBaHWe: NOCTILOKOBAA CTUMYTIALUMA

TaliMAPOBHUE: MBKCUMASILHAR HacTOTa OTCNEXUBAHNUA
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. TaiMupOBaHNE: XENYAOUKOBaA CTHMYNAUMA
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{lanHbii napameTp akTyanex gns iforia 3)

CTvMynauna: aBKTUBHLIN KORTPONb 3aXBaTa Npeacepann

Kondpurypaums DK snextpoga
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Tepanua: wox
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UyBcTBUTENLHOCTE M NOPOTU
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MoxHo YCTaHOBUTL Chegyiowne napameTpel.
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UMnnarTaTbl ¢ KOHHEKTODHON YacTbio DF-1/1S-1:

. UMNNaHTaTH) ¢ KOHHEKTOPHOM YacThio DF4/1S-1:
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Mpw HanpaeneHuw woka: ot THK « kopnycy+ BMNB

PexoMeHAaLMy U 3anBeHne NPOUIBOANTENSA — INSKTDOMArHUTHOE U3NYYeHUe
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Cpox cnyx6b) ¢ barapeeit GB 2992
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KG:
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No. mll AL W oL Bii«MIwa«for™he..vear 2018

When | asked her, it was deciaradtNtfiettier the acting notary himself nor his associated
lawyers have had any prioririvoNw w ttelisi® as lawyers.

| hereby certify that

Mrs. Elena Pollkarpimi, |)craw MaugE]] 1,1964,
with business address YYb€»lwriol(aebre 1,12359 Berlin,
of known identity,

signed before me, acting on behalf g#Kotronik SE & Co. KG,

Berlin, 4 July 2018

r. fareTnotaty

J:\RA\D20\D1667-18.RTF
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i 9101a E-F

Apostille
(Convention de La Haye du 5 octobre 1961)

1. Land: Bundesrepublik Deutschland
Diese Offentilche Ufkunde

2. istunterst*rieben von Dr. Konstantin Tappe

3. inseiner Etgenschaft ate  Notar in Berlin

4. sie istversehen T/E ctetn Siegel

des Notars
Bestdtigt
5. in Berlin 6. am 09.Juli2018
7. durdi die Prasidentin des Landg€HIdtts in Berlin
unterNr 910l1a E-F 6107/18

Siegel 10. Unterschrift
Im Aitftrag

(Bunn ilv?)
Vorsiteende Rfehterin am Landgericht

AVR 95a

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



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



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



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



910l1a E-F

AIOCTPbIb
(Maarckast KoHBeHUMs 0T 5 OKTsA6ps 1961 roaa)
1 CipaHa: depnepatrBHasn Pecriybnmka IMepmaHns
HacTosLumin opmupansHbIn JOKYMEHT
2. 6blU nognucaH [p, KoHcTaHTHHOM Tanne
3. BbICTyNnaloLLM B Ka4yecTBe HoTtapuyca B r. bepnmHe
4. CcKpenseH neyarbio/LLITaMrnom: HoTtapuyca
[MoaTBepXXaeHo
5 B . bepnnHe 6. gara: 09 mona 2018 roga
1. Npenceparenem oKpy>kHoro cyfa B r. bepnvHe
8. nog Homepom910la E-F  6107/18
9. Mevatb/LTamn 10. Mognwuce:
OT UMEHN
7
(BEHHWHT)
MpeaceaaTenbCTBYHOLLMIA CyAbst OKPY)XXKHOI0 cyja
/MeyaTsb:

MpepcefaTenb OKPY>KHOTO cyha B bepnuHe/

AVR 95a

MepeBOA fAHHOTO TeEKCTa BbINOAHEH NepeBogYMKOM d ponosoii MapuHoit MuxalinoBHOIA

noannmchb
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Poccuiickaa ®egepayns
Mopon MockBa
CeMHafuaTOro U ABe ThiCAYM BOCEMHAALATOrO roja

A, MapTblHOBa HaTanua AHpeeBHa, BpEMEHHO UCNONHAK LW aA 06493aHHOCTM HOTapuyca
ropoga Mocksbl AkumoBa Mneba bopucosuya, CBUAETENbCTBY NOANMHHOCT b NOANUCK
nepesoguynka ®ponosoii MapuHbl MuxainnoBHbI.

Mognuck caenaHa B MOEM NPUCY T CTBUM.

JTnyHOCTbH NOANMCABLUEr0 AOKYMEHT YyCTaHOoB/eHa.

3aperucTpupoBaHo BpeecTpe: No 77/09-H/77-2018-

B3biCkaHO rocyfapcTBEHHONW nownuHbl (no Tapudy): 100py6.
YnnayeHo 3a OKas3aHue ycnyr npaBoOBOro U TEeXHMYecKoro xapakTepa: 200 py6.

4'O,CI|I'II/IC|3 repﬁoBaﬂ neyath MA. MapTbiHOBa

HoTapuyca . MockBbI
AknumoBa IN.Bb.

MpoLWHYpPOBaHO, MPOHYMEPOBAHO U CKPEMIEHO MeYaTh.

BPWO HoTapuyca

Poccuiickas ®epepayus

——— - roga
A MapTboiHOBa HaTtanua AHJpeeBHa, BPEMEHHO UCNONHAWW AR

06s3aHHOCTN HOTapuyca ropoga Mockebl AkumoBa [neba bopucosuya.

CBMAETEeNbCTBYH BEPHOCTb KONUKU O rpep o
3aperucTpupoesmo B peectpe; No

b3b!CKaHO rocyfapCTBEHHON NOWNUHbI (N0 Tapudy):.

YnnaueHo 3a okazaHue ycnyr npaBoBoro u
TEXHUYECKOT0 XapakTopa;

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



