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1 OCHOBHbIE XAPAKTEPUCTUKW ANMAPATA

11

12

AnnapaT HanpaB/IeHHOW KOHTaKTHOl pguatepmunm BTL-6000 TR-Therapy sABngertcs
npodpeccuoHanbHbIM annapatoMm pana dusmoTepanum. AnnapaT BbiNycKaeTca B [ABYX
moaenax: BTL-6000 TR-Therapy Elite n BTL-6000 TR-Therapy Pro. OH oCHallieH
LBETHbIM CEHCOPHbIM 3KpPaHOM, KOTOpPbIA 3HaA4YUTEeNbHO ynpouiaeT 3KcnayaTauuio.
MHopmauna Ha skpaHe nowaroBo HanpaBiseT Bpaya B TeyeHuWe BCeil TepaneBTUYECKOW
npoueaypbl. TepaneBTUYeCKWe napamMmeTpbl Nerko HacTpauBalwTCA C MNOMOLW b~ MEHIO Ha
CEHCOPHOM 3KpaHe W nepekawyaTeneil/KHOMNOK Ha caMmOM annaparTe.

AeuebHblii ceaHC HaunHaeTca nnMb6o ¢ Bbl6Opa AMarHosa u3 andaBUTHOIO Ccrnucka
BCTPOEHHbIX TepaneBTUYECKUX MPOTOKONOB, NM60 C YyCTAaHOBKM MNapaMeTpoB JfleueHus
BPYUYHYD C NOMOLLbK MEHI Ha CEeHCOPHOM )3KpaHe. Ha npoTsxeHuu Bceli nedyebHOI
npoueaypbl annapaTt NO3BONSieT BUAETb HA dKpaHe WHPoOpMauul 0 TUMAE) NPUMeHseMoli
Tepanuu, ocTaBLIeecs BPEMS U OCHOBHble TEpaneBTUYECKMNE NapaMeTpsbl.

HA3HAYEHWE

Annapat BTL-6000 TR-Therapy =%, 3T0 HeWHBa3WBHbIN TepameBTUYECKUA MeTOA,
OCHOBAHHbI Ha B3aumogencTBum TOoKa pagmoyacToThl c 6nonornyecknmu
CTpyKTypamun. PagnoyacTOTHbIA TOK nepejaetcs B  OpraHuWsM 4yepe3 KOHTaAKTHYIO
NMOBEPXHOCTb HaknapgbiBaeMblX 9N1eKTpoa0B. PacceunBaHune ToKa npmeoanT K

n3bvpatenbHOMY MNOBbIWEHWIO TEMMNepaTypbl TKaHeW, B pe3yfibrate 4ero Hab6nwpgaetcs
obneryeHune 601K, MbllWeYyHada penakcaumna, ycuneHne MecTHOro Kposoob6palieHusa n
ymMeHbweHne oTeka. Annapart BTL-6000 TR-Therapy MoXeT 6biTb MCnosb30BaH ANg
neyeHnsa OCTPbIX W XPOHWYECKMX 3aboneBaHUMn ONOPHO-/ | ABUraTenbHOro annapara,
Takux KakK MbllWeYyHble cnasMmbl, 60n1e3HM cyctaBoB, 604AW B CnNMHe W nNpu TpaBmax

MATKUX TKaHEeir.

LEAEBAA TPYIMMA MALMNEHTOB

AnnapaT npefgHa3HauyeH - ANA B3POC/blX NaLUeHTOB.

ltL-6000 TR-THERAPY - PYKOBO/LCTBO NONbL3OBATENSHA
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1.3 MPOTVUBOMNOKA3AHWA

BbepemeHHOCTb

TKaHW, NHpUUMpOBaHHbIE TY6EPKYN1€30M NN ApYTMMuK dopMamMy BUPYNEHTHbIX 6akTepnii
Cepbe3Hasa cepgeyHas unu gbixaTenbHas He40CTaTOYHOCTb

OcTpble BOCNaneHus

PaccTpoiicTBa 4yBCTBMTENbHOCTU (aHecTe3us, rmnecte3ns WUnuM runepectes3ns B o6nactu
HanoXeHnss 3N1eKTPOoAOB)

KoxHble BOCManeHus, NnpusHakn TpodMUYECKNX WU3MEHEeHWA Ha Koxe B .06nactu
HanoXeHWUs 3NeKTPOoAO0B, pa3fpaKeHHas WM NOBpeXAeHHas Koxa

KpoBoTeueHus, remopparmyeckmne paccrtpoiictea, MeHcTpyayuns

N3BecTHble nAnM nojo3peBaeMble HOBOOGpaseBaHMa (Heonnasus, nayueHTsl,
nofBepralwmnecs ny4yeBoi Tepanuun)

O6buwana Kaxekcusa nwbo aTnonorun

Nuxopagka nw60i aTmonorum

MH ekumu

MeTannnyeckne npegmeTsbl wnn  (gelicTeylwune UMNNaHTupyemble MeaNLNHCKne
ycTpoiictBa B MecTe HanoXeHUs 31eKTPoL0B M B 30HE) ux BO3AeNCTBUSA
(kapguocTMMyNATOPbI, 3HAONPOTE3bl /WNHbBl U CTEPXHW, MUPCUHE-U T.4.)

O6n1acT 9HAOKPUHHbLIX U NOMOBbLIX Xenes

O6n1acTn 3HaUYMUTEe IbHbIX CUMNATUYECKUX CNEeTEHUN

O6nactu, rae nepudepmyeckme HEPBbI PACNONOXEHbl 6AN3KO K TOBEPXHOCTU KOXU
MnapgeHubl

1.4 BO3MOXHbIE MOBOYHbLIE.S® PEKTbI

B0o3MOXHble NO60OYHbIE 3P PEKTHI NMPU BO34EWCTBUU TOKA pagmoyvacToThl: MOTryT BpeMeHHO
BO3HMWKaTb HENpuUsATHbIe olyylieHnss B o6pabaTbiBaemMoli 06nacTu, ymepeHHoe
pasfpaxeHue KOXWU.

BTb-6000 TB-THE14YAPY - PYKOBOACTBO MNO/Ib30OBATENA | CTpanuua 5 us 49



2. TEXHUKA BE3OMNACHOCTWN

21 ObWWME MEPBI MPEOOCTOPOXHOCTU MNP PABOTE C
ATINMAPATOM

O Mepep wucnonb3oBaHMeM annapata BHMMAaTeNbHO nNpoYynTainTe PyKOBOACTBO
nonb3oBaTtens Z O3HakKkoMbTeCb CO BCeMu TpeboBaHUAMMU 6e3onacHoCTH,
npoueaypaMym UM MWHCTPyKUMAMM N0 a3kcnayaTtauun. 3anpewaerca MCHONb30BaTb
annapat W ero komnnekTywouwwue B nwbHoli dopme, KoTopas He COOTBeTCTByeT
pykoBoAcCTBY nofnb3oBaTtend. 3anpeuwaeTca uUcnonb3oBaTb annapaTr -cnocobom,
KOTOpbI/Ai He cooTBeTCcTByeT erojsHasHayeHuto (onpepensetca . B pasgene
HasHaueHue).

MPEAYNPEXAEHWME: He mogucuynpyiiTe gaHHblin annapaT 6e3 pa3spelweHns
npovssoauTens.

Mepens nepBbIM MNOAKIKYEHWEM ‘amnapaTta, NpoBepbTe, UTOGLL napameTpbl CceTu
oTBeyanu TpeboBaHWAM, YyKazaHHbLIM B pa3jefie TeXHUYeckue “mapamMmeTpbl JAHHOTO
pykoBoactBa. CeTb, K KOTOpOWi OCyulecTBASeTCca MNOAK/OUYEHWEe annaparta, AOJ/DKHA
6bITb yCTaHOBJIEHA W MNPOBEPEHA B COOTBETCTBUU C AeNCTBYWLWMMWU cTaHfaptamu
AN 3N1eKTPOMOHTaXa B MeANLUUHCKAX YUPEXLEHUAX.

He noacoeguHsiiTe kabenu “win kakume-nn6o yctpoicTtBa. Kk pasbemam W3B. Owu
npefgHa3HauvyeHbl TONbKO AN CNYXeOHbIX ueneii!

Mepen noaknwuyeHemM WM UCNOSb30BaHUMEM =afnnapaTa, MNOAKJWUYEHHOTo K
pasbeMy u3B, c6pocbTe  3apsg CTaTMUYeCKOro 3/1eKTpuMuyecTBa, NMPUKOCHYBIIUCL K
3a3eM/IeHHOMY MeTan/luyeckomMmy 06beKTY.

AnnapaT cnepayeT _'ldepeBo3WTb, XpaHWTb U _ 3KCNayaTupoBaTb B  YCJOBUSAX,
onMuMcaHHbIX B pa3fjene TexHuWuyeckue napamMeTpbl)AaHHOTO pykoBoacTBa. Amnmapart
npefHa3HayeH TOAbKO AN wucnonb3oBaHus ((BHYTpuM nomeleHuii. 3anpeiyaetcs
ncnonb3oBaTb amnmapaT B MecTe, rge NpUCYTCTBYeT pPUCK B3pbiBa WAM MoRafaHus
BOAbl, @ TaKXe B-YyC/IOBUSAX 3arpsi3HeHUss W BAAXHOCTW. 3anpeuw,aeTcs WCROAB30BaATb
annapart B NOMELLeHUsX, roe MPUCYTCTBYIOT nerkoBocniamMmeHsw W necs

okucnsawuwmne /ra3dol (02, N20) n gpyrue roployue rasbl Uam napbl.

AnnapaT cjeayeT 6epeuyb OT BO3AENCTBUA MNPSMbIX COJIHEUYHbIX fy4Yeil, CUNbHBIX
3N1eKTpoCTATHUECKHUX, MarHuUTHbIX 1 ‘QJIeKTPOMArHUTHbLIX MOJei L OKpYyXatoLlnx
YCTPOWCTB (AMaTepMusi, peHTreH, Mob6unbHble TenedOoHbl U Apyroe pajuoyacTtoTHOe
o6opyfoBaHue) BO un3bexaHue HexeraTenbHblXx nomex. Ecnum Takoe, Bo3gelicTBue
BCE XXe WMesio MecTo, MOMEecTUTe ampapat nofgajblie OT WUCTOYHMKA NOMEX WM
CBSXXUTECb C aBTOPM30OBAHHbLIM CEpPBUCHbLIM LeHTpom BTE.

Bo Bpemsa pa6oTbl annapaT HafpeBaeTcs U, C/lefOBaTeflbHO, ,€ro He creayeT
pacmedaraTb psgoM c 060pysoOBaHMEM, KOTOpoe HarpeBaeTcs WAW BbipabaTbiBawT
TenpQ. AnnapaTt oxjaxfaeTcs (3a’ cYeT MNPUHYAUTENbHOU syupKynayumu BO3AyXa.
BEeHTUNSLNOHHbIE OTBEPCTUS PACMNOIOXEeHbl Ha 3afHel W HuXHel naHenn, U UX He
cfiepyeT 3akpbiBaTb. [lpu pa3mMel,eHun annapaTta npocneanTe, uTob6bl 3a 3agHel
naHenbldo ocTaBasocb He MmeHee 10 cM cBO6OHOTO NpPoCTpaHCcTBa.

3anpeuiaetca pasMelwats Ha annapaTte Kakue-nu6o npeaMeThl, BbipabaTbiBawlme
Tenso, WM eMKOCTW, Ccofepxaliue BOAY WU APYTY XUAKOCTh.
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Mpn nepemelieHUM annaparta W3 XONIOAHOTO B TEMNJI0OE NMOMELLEHUE, NOJOXANTE, MOKa
ero TemnepaTypa He cpaBHSeTCs C KOMHATHON (nNo kpaliHeli mepe 2 uaca) npexge

4yeM Ha4yaTb ero mcnonb3oBaHue.

He nbiTaliTecb OTKPbITb WAM CHSATb 3alWWUTHBLIA KOpnyc, a TakXe Mo Nwb6oin npuinHe
paso6bpaTb annapaTt. CyuecTBYeT ONacHOCTb NOpaXeHWs 31eKTPUYECKUM TOKOM W
cepbe3HOW TpaBMbl. Bce onepaunm no o06CAYXMBaHWUIK A[OMXKHb 6biTb NPOBEAEHbI
TONbKO B aBTOPU30BAHHOM CEPBUCHOM LULeHTpe BTb; B nNpoTMBHOM jChy4yae
KoMnaHus BT6 He HeceT HWKaKOM OTBETCTBEHHOCTM 3a pganbHeiwyto
pab6oTtocnocobHOCTb annapara.

B annapaTe ncnonb3ytwTcsa paboyuwesuactu tuna BP - To ecTb 4yacrtu, KoTopble
HaxoAAaTCcs B HeNnocpeACTBEHHOM (U3WYECKOM KOHTakTe € nayueHToM BO Bpewms
WTaTHOW akcnnayaTauuum annapaTta. Cpeau Takux yacTeil HaxoAssTCA/BCe 3M1eKTpoabl,
yka3aHHble B pa3zgene Komnnekrauus.

Hukorga He wcnonb3yinTe pa3bembl” Ha annapate ANS NOAK/AIOYeHUA 4ero-nm6o
KpoMe npegHasHa4vyeHHbIX [ANA 3TOTO akceccyapoB (cMoTpuTe pasgaen MNoaknwyvyeHue
3/1eKTPO40B).

CylecTByeT Cepbe3Hblii pUCK NOPaKEeHUS 31eKTPUUECKUM TOKOM M CU/IbHOTO
noBpexaeHus annapartal

Mpu oTKNUYEHNN akKceccyapoOB, OT annaparta, BblTackmBalTe-Ux, Aepxa 3a pasbeM, HO
HW B KOeM c/lydyae He 3a“kabenb. Hwukorga He oTKNw4YallTe WX BO BpemMs ceaHca
Tepanuu!

He oTkntouaiite annankKatTop, NokKka Ha BbIXo4 NoAaeTCA HampAaAXeHue.

Mepen KaxAblM CceaHCOM Tepanuu BHMMAaTeNnbHO MAPOBepbTe annapar W Bce ero
akceccyapbl (kabenu, pasbeMmbl, annauMkaTopbl, MaHefb YNpaB/IEHUS, CEHCOPHbI
3KpaH) Ha npeagMET N0ObIX MexaHWYecKuX,, (YHKLMOHANbHbIX WA  APYFMX
noBpexgeHunin. MNpu_ebHapyXeHUN Kaknx-nmb6o .HemcnpaBHOCTe uAN aHoManuin B
hyHKUMOHNpPOBaHKWUM -annapaTa, crneayet HeMeANEHHO NpekpaTUTb €ro UCNnonb3oBaHUE
n obpaTnTtbcA ‘B aBTOPU30BaHHbLIA CepBUCHBIN ueHTp BT6. B cnyvyae, ecnu
annapaTt uAuM jero akceccyap MCNONb3YHTCA HECMOTPA Ha HEWCRPABHOCTH,
no/sb30BaTeNlb HECET MOJIHYI0 OTBETCTBEHHOCTb 3@ NPUUYMHEHHBI annapatamM=yu,ep6.

Mepen Havyanom TepaHeBTMHECKOM npouyeanypbl yGE,EI.I/ITer, 4YTO BCe€ 3ajaHHble
napamMmeTpbl COOTBETCTBYKT BalWuM Tpe6OBaHVIF|M. [MpoBepbTe nNpoTMBORNOKAa3aHUA K
Tepanuun, ofncaHHble B pa3sgene [lpoTuBoMoKa3saHuA.

Mepens Hauyanom TepaneBTUYecKoli nponeaypbl BbiGepuTe Takyt ( YacToTy ToOKa,
KoTopas ‘He B036yXpaeT HepBbl WM Mbilllbl, @ TOIbKO pa3orpeBaeT/TKaHu.

BDEMeHHOVI MHTepBasl MeXAay BblkKAlYeHneM W BK/IKYEeHMEM RWTaHUA annapaTta
L0O/KEeH €OCTaB/iIATb He MeHee 2 MUHYT.

OepXuTe annapaTt B HeAOCTYNMHOM /A5 AeTeil mecTe.

ﬂpe,qoxpaHﬂVlTe annapat OoT HECaHKUMNOHNPOBAHHOTIO UCNOJZIb30BaAHNA.

AnnapaT cnepyeT yTunu3upoBaTb 06WMM cnoco6OM, NMPeAyCMOTPEHHbLIM ANs
31EeKTPNYECKOTO M 3/1eKTPOHHOTro o6opyaoBaHusa. Jlutuesass 6aTtapess [JO/HKHa 6bIThb
M3B/ieYeHa U yTUNM3npoBaHa OTAENbHO B

COOTBEeTCTBUMN C MECTHbIMNU Tpe6OBaHI/IF|MI/I K yTnnndayunm onacHblX OTX040B. He
BTb6000O TP-THEPAPY PYK0OBOACTBO NONb3OBATENSA ICTpannya 7 n3 49



nomewalite anmapat B MYHULMNaNbHble KOHTelWHepbl Ans oTxoaoB! AnnapaT .HE
COAEpPXUT Kakux-nn6o TOKCUUHbIX MaTepuasnoB, KOTOpble MOTYT HAaHecTW BpPEeEQR
OKpyXakLwWweil cpefe B cyyae NpaBUNbHOW yTuansaynu.

AnnapaTt He ucnonNbL3yeT W He BblAeNndAeT HUKaKMX TOKCUYHbIX BeLWecTB BO  Bpems
Kcnnyartayun, XxpaHeHna WA TPaHCNOPTUPOBKWN NPpU YKa3aHHbIX YC/TOBUAX.

He norpyxaiiTe annapaTt B BOAY.

MHCTpyKuUM Mo ouYncTKe onpepenieHbl B pa3gene TexHUYeckoe 06CNYXUBAHUE.
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2.2 OCOBbblE MEPblI MPEAOCTOPOXHOCTW O/1A BTE-6000 TP-THEPAPY

1 Hunkorpa He I/ICI'IO]'Ib3yI7ITe nouapanaHHbleé €MKOCTHble 3J/IeKTpoAbl. nOLI,apaI'IaHHbIVI
AN1eKTpoa MOXeT Bbl3BaTb AI/ICKOMCbOpT nnn 0XOorun B mMecTe HanoxXeHund,
cnepnoBsaTtesibHO, €ro cnegyeTt 3aMeHUTb Ha HOBbI.

1 Hwukorga He npoBoAuTe TepaneBTUYECKY nNpouenypy nayueHTy nofa ‘HAPKO3OM
MAM nauueHTy C MNOBblIWEHHbIM 60/1€BbIM MNOpPOroM. Pe3ynbTaToM HECMOCOGHOCTM
nayMeHtTa owywatb Tenno unM 607b MOTYT CTaTb MECTHble 0XOru, Tak/ Kak Bpau
He B COCTOSHUM 6yAeT OUEeHUTb peakuul nayueHTa BO BpPeMs ceaHca.

1 Heucnonb3yemble BO BpeMs ceaHca Tepanuu 31eKTpogbl ciefyet “MOMecTUTb B
fepxaTenb Ha annapate. He knagute’ anekTpoAbl Ha N060i TOKOTIPOBOASL NI
npegmer.

1 Bo Bpems TepaneBTWYecKoli npouenypbl usberaite cONpUKOCHOBEHWUA HelTpanbHOrO
WA aKTUBHOTO 3/IeKTpoAa C /06bIM TOKOMPOBOAAWMWM MNpeaMETOM, K NpuUMepy,
MeTaN/IMyeckoil KpoBaTbl nauueHtTa, MNpPoOBOAALLMM MNOKPBLITMEM Mofa u T.4.
dneKTpoAbl A0/XKHb KOHTAKTMPOBATb TOMIbKO C MALWEHTOM.

1 Cnepute, 4TO06bI BO BpemMmAa CeaHCa AKTUBHBbI A ANeKTpoa nNNOTHO npuneran K KoOXe.
YcTtaHaBnuBaTtb n CHUMaTb AaNneKTpoa cnepnyet 6bICTpO. HenonHbin KOHTaKT
anieKTpoaa cC KOXel MoXeT Bbi3BaTb 60Nb WIN MECTHble OXOTN.

1 Hwukorga He VICI'IO]'Ib3yI7ITe OOMNONHUTEeNbHblIE aKCeccyaphbl, HE YTBepPXeHHbIe
Nn3roToBuTenem.

1 Kneikuili HeliTpanbHbIli 3MEKTpoA NpeaHa3HavYeH A5 O4JHOKPATHOTO UCMOb30BaHUS.

1 Bo Bpems ceaHca Tepanuu Bcerga npucnywusBaliTecb K MHeHW nauueHTa. Ecnu
nayueHT 4YyBCTBYeT AUCKOMGOpPT uaM 601b, NpepBUTe nNpouepypy WA CHU3bTE
MOLLHOCTb Ha BbIXO4E!

1 AnnapaT u3ny4yael-,dHepruto 4yactotoin npumepHo/ 500 kly. He ncnonb3yinte annapart
Tam, roe 3N1eKTPOMAarHUTHbI A cuUrHan B 500 Ky, MOXeT HapywnTb
PYHKLMOHUPOBAHWE APYIMX YCTPOWNCTB WUAM BLI3BaTb ONACHY cuTyauuio.

1 MoXeT Bbl3blBaTbh, MECTHbIE OXOTW.
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3. NCMNOJ1b3YEMbIE CUMBO/1bl 1 OBO3HAYEHNA

MapkunpoBska O6o3HaveHue

TOBaprIVI 3HaK npeaonpnatTna-n3rotoentend

Mepen ncnonb3oBaHMeM annaparta NpoyTuTe
pykKoBOACTBO nonb3oBaTtesida un cne,qulTe ero
yKa3aHnam

P
A

MpepynpexaeHue, npeaocTepexeHne, puck
MM ONacHOCThb

Pa6oyas yactb Tuna BP

He pa3pelweHo K yITwnusayuuu B NPUBLIYHOM
nopsagnke

(BbIGpacbiBaTh 3TOT NpegMeT B MYCOPHbI
KOHTEeWHep HU B_KOEM C/y4Yyae Hefnb3s)

HavmeHoBaH/e \n agpec Nnpon3BoOAUTENS

AaTta n3reToBneHus

ES“A Cepuiidbili Homep

[] O6opynosaHne knacca i

Pa3beM,4yBCTBUTENbHbIN K
3flekTpocTtatnyeckomy paspagy (E50)

I OrpaHnyeHune TemnepaTtyp
Bepeyb OT COMHEYHbIX NyYei
Mcnonb3oBaTtb A0 / CpOK rogHocTH
YTunnsuposaTb OTX04Abl LO/XKHbIM 06pa3om
IOT Koa napTtumu

PEP Homep no kartanory
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MecTo HaHeceHUA
MapKupoBKU
Ynakoska/AnnmapaTt

Annapart

YnakoBka

Anpapart

Amnnapart

Annapart

Ynakoska/Annapart

Annapart

YakoBka/Annapart

Annapart

YnakoBka

YnakoBka

YnakoBka

YnakoBka

YnakoBKa

YnakoBka

Ynakoska/Annapart



4. NHCTPYKUWA T10 SKCTJTYATAUNA

4.1 NMEPEOHAA MAHENB BTL-6000 TR-THERAPY ELITE

1 8,4” uBeTHOW CEHCOPHbIA 3KpaH

2. NOBOPOTHaga KHOMNKa (C]'Iy)KI/IT ana nepenoBmXeHMA No MEHK U YCTaHOBKNU "TepaneBTUYEeCKnNX

napameTpaoB)
3. KHOMNKa enter (CNyXUT ANa NOATBEPXAEHUA Bblbopa)
4. KHOMNKa-esc (CnyXwT Ana oTMeHbl BbiGopa v BOo3BpaTa B Npeabligyliee cocToAHnE)
5. KHoMnKa 'start/stop (cnyXuT gnga 3anycka/oCTaHOBKW npouefypbl)

6. KHOMmKa on/off (CNYXUT ANA BKAKYEHUA/BBIKNIOYEHNA annapaTa)

7. Mopt USB pacnosioxeH B 30HE, ucnonb3yemoi AnA 3axBaTa M nogbema annapara.
MpepHasHayeH And ucnonb30BaHWA TONbKO B cooTtBeTcTBuuM c IEC 60950-1. 3TO0T
nopt USB wucnonb3yetca TOJIbKO pana TexHMYeCcKOro o6CAyXuBaHUsa, K npumepy,
ana  3arpysku nporpammHoro ob6ecneyeHusa. OH He npejHa3HayeH ans
TepaneBTNUYECKOro ucnonb3osaHusa!
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4.2 NEPEAHAA MAHENDb BTL-6000 TR-THERAPY PRO

1 5,7" uBeTHOW CEHCOPHbI 3KpaH

2. NoOBOpPOTHaAdA KHOMNKa (C]'Iy)KVIT ana nepeaoBuXxXeHMAa No MEHH N YCTaHOBKN TepaneBTUYECKNX

napaMmeTpoB)
3. KHONKa enter(CnyXuT gnga noATBepXAeHuUs Bolbopa)
4. KHoONkKa esC(CnyXuT ana oTMeHbl Bbi6bopa M Bo3BpaTa B npeabigyliee CocToaHue)
5. KHonkasstart/stop (CnyxuT gna 3anycka/oCTaHOBKW npouenypbl)
6. KHonka on/off (CNyXuT gna BKNIOYEHNA/BLIK/IOYEHUSA annapara)

7. MNopr USB pacnonoxeH B 30He,-Wcnonb3yeMoil ANnA 3axeBaTa. W nogbema annapara.
MpeaHasHayeH AnAa ucnonb3oBaHWA To/NbKO B cooTeeTcTBum, C IEC 60950-1. 37oT
nopTt USB wucnonb3yetca TOMABLKO pana TexHUYeCcKOro ob6eAyXuMBaHUA, K npumepy,
aAna  3arpysku nporpammMmHoro obecne4vyeHus. OH He npefHa3HaueH ansa

TepaneBTMYECKOro ncnonb3osaHual
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4.3 SAAHAA MAHEb

8. BbIXOOHOWM pasbem afd HeiiTpanbHOro anekTpoaa (YEpHbIiA)

9. BbIXOAHOW pa3beM(4niIs eMKOCTHOro annankaTopa /. kabens nauveHTa A1 eMKOECTHOTO
anekTpoga (KenTblit)

10. BbIXOAHOW pa3beM ANa pe3ncTUBHOTO annnukagopa / kabena nauveHTa gnsg
pe3ucTtuBHorol anekTpoaa

(cnHnn)
11. oTkAw4YeHUelofava aNeKTponuTaHusa
12. pa3bem Afiigd NOAKAOYEHUA 31eKTponuTaHmns
13. 6nokK npefoxpaHuTens

14. 6nok'npepoxpaHuTens
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4.4

BBOA AMIMAPATA B SKCIMNNYATALNIKO

Mpu nonyyeHunm annapata, MNpPoOBepbTe 3aBOACKOW KOMMMEKT YMNakoBKM Ha Haluuune
noBpexaeHuii. Ecnm ynakoBka NoBpeXAeHa, He npuctynaite K c60pke W HacTpoiike, u
BEpHUTE annapat pAuctpubbioTopy. CoxpaHuUTe 3aBOACKYD YNakKoBKY, OHa ‘MOXeT
npuroguThcs B 6yayliemM Ans TPAHCNOPTUMPOBKK anmaparta.

PacnakyiiTe annapaT ¥“ MOMecTuTe €ro Ha TBeEpPAY TOPU3OHTA/IbHY MNOBEPXHOCTL,
KoTopas BblgepXuBaeT €ro Bec, WM MNOMECTUTe ero Ha chneuuanbHyl Tenexky BTE.
Pacnonoxute anmnapat B COOTBETCTBUM C WHCTPYKLUSIMU, NepeuvncieHHbIMU/B)pa3genax
TexHuyeckme napameTpbl W TexHUka 6GesonacHocTu  (ycnosus aKkcmnyaTtauuu,
HeXxefnatenbHoe B3aumMofelicTBME C ApyruMu npuGopamu u T.4.)

A Mepen BKAKWYEHMEM annapata BHMMATENbHO MPOYTUTE MHpOpPMaUU, CBA3AHHYK C
noagkKntyYeHnem K ceTn, B pasgenax ) TexHuyeckue napamMmeTpbl n  TexHuka
6e3onacHocTu. B cnyvyae kakux-nmbo HesgEHOCTEN,

noxanyiicta, o6paTuTech B aBTOPU30BaHHbIN CepBUCHbIN LeHTp BTE.

Mocne noaknwyeHusa kabena nutaHua K ceTn annapaTr NepexoauT=B pPexum oxXwuaaHus,
npu 3TOM BK/lOYaeTCca opaHXxeBas mnoacsBeTka kKHonku on/off (6) Ha nepepHeit naHenm
annapata. Ecnum nopcsetka Ha kHonke on/o(( (6) He +“3aropenacb, npoBepbTe
NpaBUNbHOCTL MNOAKNIOYEHNA Kabens nutaHusa wu, nNpu Heo6XoAWMOCTU, obpaTuTecb B
aBTOPU30BaHHbI CEPBUCHbIN LeHTP BTE.

UTo6bl NpuBeCTU annapaTtT B [HAeWCcTBME, HaxmuTe KHonky on/off (6). Mpu 3Ttom uBeT
NOACBETKN AAaHHOW KHOMKW CTA@HEeT CUHUM.

Ecnn aBTOMaTtTuyeckas npogepka QYHKUUA NpoOXoAUT yenewHO, 3KpaH nokasbiBaeT
HayanbHbIA 9KpaH M annapar, roToB K pa6oTe. Ecnm annapaTt B xo4e NPOBEPKN 0O6HapyXuT
Kakoe-nnbo OTKNOHEeHWe, “TO npepynpexgaeT O Hewm n, npu Heob6xo4uMMOCTH,
camobnokumpyeTtca B 6e3omacHoM pexume. B a3ToM “enyvyae cnepyetr ob6patuTbes B
aBTOPU30BaHHbLI cepBUCHbI LeHTp BTE.

UT0o6bl BbLIKNWOYUTL anmapart, HaXmute KHonky on/offl (6). Mpu BbIKAOYEHUU annapara
CHpBa 3aropaeTcs opaHXeBas noAcCBeTKa 3TON KHONMKM. B KoHue kaxpgoro pabouyero
AHA 1 ocob6eHHO B/=c/lyyae MNAaHMpPyemMoro ANUTE/IbHOTO NepepbiBa B UCNOAbL30OBaAHUN
annapara, cnefgyeT OTKNIOYUTL €ro OT CeTU 3/IEKTPONUTaHunA.

4.4.1 MNoaknoyeHnedepxarene

AnnapaT ocHaweH HaGopom pepxaTeneili, Nnu6o0 AepxaTtenssMu ANa annaukaTopos, Nu6o
ana kabenei mauneHTa. Huxe nmokasaH NpoLecc NOAKIWUYEHUs aepxaTeneil Kannaparty:

Habop gepxatenein Aona annnnkKkaTtopos: Habop gepxaTenein ana kabeneli nayneHTa:
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4.4,2 TloaKNlYeHNe 3/1eKTPOAOB

4421 Twunbl 3NeKTPOAOB N UX UCNONb30BaHne

Annapat wucnonb3yeT ABa Tuna 31eKTPOLOB: aKTUBHble W HeNTpanbHblE~ AKTUBHbIE
3N1eKTpoAbl MOTFYyT 6bITb NIM60 €MKOCTHbiMU, /U60 Pe3NCTUBHBIMU, KaXOblii U3 HUX
6blBaeT uYeTbipex pas3/IudHbIX pasmMepoB: . Jna nedebHbIX nNpoueayp UCNONb3YHTCS
UMEHHO  aKTWBHble  3/1IEKTPOfbI. HeiiTpanbHble  3neKTpofbl Mcnonb3yTCs Kak
KOHTpO/NbHbie. T[loMecTWTe HeWTpanbHblA 3M1eKTpoj noa Teno nallMeHTa B pailoHe
o6pabaTbiBaemMoil 06n1actTu U NPUMEHUTE-“aKTUBHbI/ 3N1eKTPoa ANl COOCTBEHHO JIEeYEHUS.

4 pa3mepa eMKOCTHbIX 3anekTpogos (guameTp 20, 30, 50 n 70 mm):

4 pasmepa pe3nCTUBHbIX 3NnekTpodos (AnameTp 20, 30,50 n 70 mMm):

HeliTpanbHblii 3€KTpOA:
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4.4.2.2 Buabl coegnHeHU

CyuwecTByeT Tpu Tuna coefuHeHUs - ANS eMKOCTHOTo annnukatopa / kabensa nayueHTa,
pe3nucTUBHOIO annnukatopa /| «kabena nauyueHta U kKabena  nayueHTa - And
HeliTpanbHOro 3nekTpoga. [lpu noAcoefuHeHWM cleanTe 3a COOTBETCTBUEM- Tuna

paszbeMa W UuBeTa Kaxoi getanu.

4.4.2.3 MoaknwyeHne Kabenen K annaparty

Ona o6neryeHuss nopknwdeHnss kabeneil Kk annapaTty BbIXOAHble pPa3beMbl, TNOMEYEHbI
KoNbLuamu, LBeTa KOTOPbIX COOTBETCTBYWT LBETY MapKUpPOBKM Ha Kabene, Kabenb ans
HeliTpanbHOro 3/71eKTpoja OTMeuyeH 4YepHbiM, annnukaTtop/kabenb naiueHta AnAa
€MKOCTHOTO  3/1eKTpofa OTMeueH >KeNTbiM, annaukaTtop/kabenb  maumeHtTa  Ans
pe3nCTUBHOIO 3/1IeKTPOAa - CUHUM LBETOM.

Pa3bembl Ha KOHLax Kabens cHabXeHbl (QUKCUPYIOL M BBICTYNOM, KOTOPbIW npu
NMOAKNOUYEHUN ycTaHaBJMBAaeT €ero B NpaBuU/ibHOE NOMOXKEHNWE.

a) HanpaBnslOWMWA Na3 BbIXOAHOTO pa3kemMa Ha 3ajHell naHenu annapata

b) duKCupylwmnii BoICTYNn Ha padbeme kabens
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4.42.4 CoepuHeHue kabena c afleKTponom
Ans nogknw4yeHWs 3N1eKTPOAOB K annauvkatopam / kKabenam nauyueHta onpegennte.run
pasbema 1 uBeT KaXAoh 4yacTtu.

Kabenb pgna HelTpanbHOro 37eKTpoga WMeeT TMJ/J0CKWIA pa3bemM CcO CTOMNQPHbLIM
MexaHW3MoMm. BcTaBbTe HelTpanbHbIA  3N1eKTpof, Korga CcTONoOp Haxoautes B
BEPTUKANILHOM MOJIOXEeHUU. 3aduKkcupyinte 3afieKTPo4, ONYyCTUB CTONOP.

7

AnnnukaTtopsbl / Ka6enu nauneHTa /. Oonsa €MKOCTHbIX n PE3NCTFUBHbLIX 3/1EKTpPOAOB
3aKaH4nBawTCA pa3bemMamMmn, K KOTOPbIM MOTyT ObITb NoOAK/NKYEHbl 3J1EKTPOAbI.

Kab6enb ansa
€MKOCTHOro/pesucTtu
BHOroO 3fnekTpoja:

e

EMKOCTHbI/pe3ucTu

BHbllA=-an nnankKaTtop:
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45 ONNCAHWME OBJZTACTW YNPABJIEHNA
45.1 CeHCOpHbI/ 3KpaH

Ha ceHcopHOM 3KkpaHe oTo6GpaxawTcs rpaduueckune 3/eMeHTbl (KHOMKKU), KOFOpble
MOTyT 6bITb aKTUBMPOBAaHbI MPUKOCHOBEHUEM, U [ApPYrue 3/€MeHTbl, KOTOpble=<HOCAT
TO/IbKO MH(OPMAaLWOHHbIA xapakTep. KHOMNKM Ha 3KpaHe MOXHO HaxaTb MafibliemMm uau
nwo6biM cTunycom 6e3 ocTpus (K nNpumMepy, KapaHgawu WAW pydYkW WUCNONp30BaTh He

cnepyer).

B BepxHeil yacTu akpaHa annapaTtoB BTL-6000 TR-Therapy Elite n BTL-6000 TR-Therapy
Pro nmeetca o6nactb ynpaB/ieHWS C COOTBETCTBYLWNMMN KHONKAMMU:

CMNCOK
0T06pa>KaeT CNMNCOK BCTPOEHHbIX TepaneBTUYECKNX NMPOTOKOMOB
N YACTbIE
6bICTPbIi BbIGOP BCTPOEHHOIO TepaneBTUYECKOTro NpOToKoNa
PYUHAA
pyyHas HacTpoiKasflapaMeTpoOB TepaneBTMUYECKOW Nnpouenypbl
Q MEHO
yCTaHOBKa napamMeTpoB annaparta
N [LOMOW

BO3BpaT K HAYANIbHOMY 3KpaHy

4.6 MPOLEEAYPbI - MPUHUWIMbBbI HACTPOWKMN

4.6.1 HacTpolika Tepanmun.nyTem Bblbopa M3 cNnucka BCTPOEHHbIX TepaneBTUUYECKUX
npotokonos - CIHACOK

Mocne HaxaTus kKHonkW= CMUMCOK Ha ceHCOpHOM 2KpaHe oTo6GpaxaeTcsa CMNMCOK=BCEX
BCTPOEHHbLIX TepaneBTMYECKUX MNPOTOKO/IOB. [locae coxpaHeHUa WHAWBUAYaAbHOTO
TepaneBTMYECKOro MPOTOKOMA MNOoNb30BaTeNss, B, MeH TMNOSABUTCA COOTBETCTBYIOLMNA
NYHKT, BKAYawLWniA-BCe COXpPaHEHHble MHANWBUAYAAbHbIE MNPOTOKONbI. KaXAablii NPOoTOKON
nosb3oBaTens NoMeYyeH crneynasbHblM 3HAYKOM BIBUAE KapTOUKMK.

Ons nepemeuleWus No CNUCKY BCTPOEHHbIX TNPOTOKO/MIOB MWCMNONb3yiTe (CTpenkn Ha
npaBoil CTOPOHE;CEHCOPHOTO 3KpaHa WAW MeBEPHWTE MOBOPOTHYW KHOMNKY: (2). Takxe
MOXHO ObICTPO= HaliTU HYXHbIA NPOTOKOM, ) HaxXaB nNepByw OYKBY ero) Ha3BaHus B
anaBuTe Ha“=HMXHell naHenu. [locne TOIO Kak MNPOTOKOA HalfeH; BblGepute ero
NMPUKOCHOBEHWEM K COOTBETCTBYWLW el CTpOUKe Ha 3aKpaHe WM HaxaB jKHOMKY enter (3)
Ha nepepHe-naHenu annapaTa.

Mocne BBl6Opa npoTokona annapaTt foTo6pasnT Ha 3KpaHe napameTpbl npoueaypbl
(cMmoTpuUTE ) HUXeE - 3KpaH PYUYHASA). “Mpouyepypa 3anyckaetcq HenocpeACcTBEHHO
Ha)xaTmem' KHonKu Start Ha CEeHCOPHOM 3KpaHe unuM KHonku start/stop (5) Ha

nepeaHell naHenu annaparta.

46.12 \HaBuraumnga no yactam tena
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y wmMogenun BTL-6000 TR-Therapy Elite, akpaH CMNWCOK npepgnaraet ¢QyHKUNIO
unnbTpaunm BCTPOEHHbIX TepaneBTUYECKMX MPOTOKOMNOB MO 4YacTaAm Tena. MNpum Haxaruu
Ha KHOMKY C CUMBO/IOM ()MUTypbl OTKPOETCHA 3KpaH CO CXemMaTU4yeckuM unsobpaxeHuem
yenoBeka, yKa3blBawWWNA AecATb OCHOBHbIX 4yacTeil Tena. lMpu HaxaTum Ha Tpebyemytio
YacTb, OTKpbIBA€TCHA CMUCOK BCTPOEHHbIX MPOTOKO/MOB, NPeAYyCMOTPEHHbIX ANA BblGpAHHOW
obnacTu.

4.6.1.2 QHUMKIONe[ns

Mocne BbiGOpa BCTPOEHHOT0 MPOTOKO/A, MOXHO NpouYynTaTbh NOAPOGHY WHGQOpPMaLuio o

HeM, HaXaB KHOMKY ¢ u306paxeHWeM 3HUUKIOMNEANN Ha 3kKpaHe npocmoTpa
napamMeTpoB Npouenypbl.
JHUUKIONeAUs Takxe BK/l4YaeT B cebs [paUUecKyw 4YacTb - MOC/Je HaxaTusi KHOMKU
eHA
*lHa 3KpaHe 0To6pas3uTCcA peKoMeHAyemMoe pa3MelleHWe HelTpasbHOro ajekTpoaa
U pekoMeHayemasi 06/1acTb HanoXeHUs' _€MKOCTHOTO 1M pe3ncTUBHOrol 8iekTpoaa.

MpumeyaHue: BcTpoeHHble TepaneBTUYECKUe MPOTOKoNbl (B ToM (4uene npepnaraembie
napamMmeTpbl) CcayXxaT TO/IbKO B Kad4e€CTBe 06UW,ero pyKOBOACTBA “UAM MNPELOXEeHUs Mo
npoBefeHUl npoueaypbl, U HA B KOEM c/lyyae He MOTyT 3aMeHWTb NpodeccuoHasibHOe
3aK/l0YEHNE M MPAKTUUYECKUI ONbIT!

Mpumep TepanesTnyeckoro npotokona: TPUTTEPHBIE TOUYKW)- TNYBOKWE
Mporpamma TR-0403
MapameTpbl Tepanuu ob6ufee Bpemsa: 15 MuH
Bpemsa pasbl CAP: 15 MuH
yacrota CAP: 500 kly
Keady. 3anonH. CAP: 100 %

PekomeHAoOBaHHbLIe HeliTpanbHbll anekTpos, CAP/30 mm

annankaTopsl

Cyb6beKkTMBHasa OueHKa CAP (llI1)

WHTEHCUBHOCTM

YacToTa ceaHcoOB 2 -3 pa3sa B Hegesnto

KonnyecTtBo ceaHcoOB 5

PacnonoxeHue B 3aBUCMMOCTM OT PacnosioXeHUA paHbl U MOFOXEeHNs
HelTpanbHOTo nauveHTa, nomecTuTe HelTpanbHbll 3NEeKTPOA B
3nekKkTpoga HenocpeAcTBeHHON 6AN30CTU OT o6pabaTbiBaeMoii-ebnacTu.
MonoxeHwne Boibepute no3uyuio, OCHOBbIBAsACb Ha pPaCHO/IOXKEHUU
nayneHrta obpabaTbiBAEMONR /MbiWLUbl UAW TPYNMNbl MblWl. Pacnonoxwure

nauyveHTa B YAOOHOM nonoxeHwnm, obecnevyws npu 3TOM
yao6HbIA  pocIyn K o6pabaTbiBaemoii obnactu  gnsa
TepanesBTa. EC/MM nauveHT NeXuT NULOM BBEPX, MOMeCcTUTe
noAywky nogero KoneHuw. Ecnm naumeHT _nexuT Ha 6OKy,
nonpocute ‘€0 COrHYTb KOMeHW. Ecnm naliueHT nexuT nuuom
BHW3, €ro HOrM (CToNbl) AOJ/KHbI BbIXOAUTb' 38 Kpal KyWweTKu.
Ecnn BbllUnnaHupyeTe BbLINOMHUTL Tepanuio B MNONOXEHUN
cuaa, 06bsACHMTE nauueHTy, KakKk MR[PUHATb NpaBUMIbHYIO
nos3uuuil. PacckaxuTe nauuMeHTy O npeacTosuwein Tepanum u
06 owyuweHnsax, KOTOpble OH MOXeT Mno4yyBCTBOBaTb BO
BpeMa  nedyeHus. O3HakoMbTe naumeHTa CO  WKanom
CYy6beKTUBHON OLEHKN UHTEHCUBHOCTH.
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4.6.2 BbiCcTpblii BHIGOP TepaneBTUYECKOTro npoTtokona - YACTbBIE

B mogmenn BTL-6000 TR-Therapy Elite nocne‘.Haxatua kHonkum YACTbIE - Ha 3kpaHe
oTo6pa3nTca MeHto, 6GbiCTpOro Bbibopa TepaneBIMWYECKOro NpoTokona.

OTO MeHIo copepXuT Haumbonee 4YacTto "UCHOMb3yeMble TMPOTOKOMbl WK-—-TEM CaMblM
ocBoboxpgaeT “=Honb3oBaTenda  oT Heob6xoAMmMoOCTM npocmaTpuBaTtb (CNMCOK  BCeX
BCTPOEHHbIX TepaneBTUYECKUX MPOTOKOAO0B: YToObl BbiGpaTb MNPOTOKOM; HYXHO HaxaTtb
COOTBETCTBYWOL Y KHONKY. Ecnm wucnonssytTca Apyrne npoTOKO/bI, fYEM Te, KOTOpble
6blM onpefgeneHbl ANA 3TOr0 CcCnNuMcka “APoOU3BOAUTENIEM, MOXHO WU3MEHWUTb CMUCOK B
MeHI0 annapaTta: MeHI0 - 0co6ble HacTpolkn - YACTBIE npoToKo/bI.

Mocne BblbOpa nmnpoToKONAa annapatr7O0To6pa3nT Ha 3IKpaHe napameTpbl npoueaypsbl
(cmoTpuIe HuXe - 3KpaH PYUHAS). nMpoueaypa 3anyckaeTcd HENOCPeACTBEHHO
HaXxaTnemM KHonku Start Ha CEeHCOPHOM 3KpaHe wAn  KHoRkM start/stop (5) Ha
nepegHen naHenn annaparta.

4.6.3 MNonb30oBarebCKne HaCTPOINKN TepaneBTUYECKKX napameTpos - PYUHAA

Mocne Haxatma kHonku PYUHAA oTob6paxaeTcs 3KpaH PY4YHOW HaAcTpPOWKM napamMeTpoB
npoueaypbl, B KOTOPOM MOXHO YCTaHOBWUTbL MapamMeTpbl MOMTHOCTbLID B COOTBETCTBUU C
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Tpe6oBaHWSAAMM Bpaya U cpas3y Xe 3anycTuTb Tepanuio.

OTOT 3KpaH oTo6paxaeTca Takxke 'kaxAbli pa3 nepen Havyanom npouegypbl nocne
Bbl6bOpa OAHOr0 W3 BCTPOEHHbIX MPOTOKONOB B pexume CIMUNCOK (BTL-6000 TR-
Therapy Elite n BTL-6000 TR-Therapy Pro) unu pexunme YACTbIE (BTL-6000 TR-
Therapy Elite).

3pecb  Bpadyy pgaetcAa  BO3MOMHOCTb YCTaHOBUTL Haubollee BaXHble napameTpbl
npoBogumMoin npouepypbl. UTo6bI M3MEHUTL napameTp, (HAXMWUTE HYXHYIO KHOMKY
(BbIBpaHHas KHOMKa noAcBevYMBaeTCs B COOTBETCTBUWM C Tekylueil ULBETOBON Cxemolii), a
3aTeM UCNnonb3yiTe NOBOPOIHYI KHOMKY WUAX KHOMNKW HA CEHCOPHOM 3KpaHe.

MoBTOpHOE HaxaTuMe KHOMKW OTKpOeT AuManoroBoe ~0KHO, B KOTOpOM jaeTcs
BO3MOXHOCTb 60nee noapo6GHOW HacTpoOWKu napameTtpa. BBepgute Tpebyemoe
3HayeHne C NOMOUW b NOBOPOTHOW KHONKM (2), 3arem noATBepauTe €ero HaxaTuem
KHONKn enter (3) wWAW/ OTMEHWTe, HaxaB KHOMKYy=esc (4) Ha nepegHeil naHenm
annaparta uaM Ha CEHCOPHOM 3KpaHe.

B TeKCTOBOM OKHe. OTo6paxaeTcs [AONOMHUTEAbHAs WHPoOpMauMs O napaMeTpax
npoueaypbl ¥, BO3MOXHO, Ha3BaHWe BblGpPaHHOTQ-MPOTOKONA.

CuMBOMbl B Bufe-~ (hUrypbl 1 KOJMIOKONbYUKA,  UHPOPMUPYIOT O QYHKLUQHWPOBAHUN
annapata BO Bpems) npouenypbl.

CvumMBON p[uUCKeTb 11111 no3BONAET COXPaHWUTb nNapamMeTpbl Tepannu “Kak MNPOTOKON
nonb3oBaTeni, KOTOprVI MOXET 6bITb npuned3aH K KOHKPETHOMY NauneHTy:

4.6,3.] YcTaHOBKa pexuma Tepanumu

Cyuw, ecTBYeT 'BO3MOXHOCTb Bblbopa U3 /YeTbipexXx TepaneBTUUECKUX pPeXUMOB. Bbibepute
pexum, HaXxaB Ha 3KpaHe KHOMNKY pexum Tepanuu. Bbibepute @AUH ©3 crneaywLwumx
pexunmoB:-CAP, RES, CAP+RES unn RES+CAP.

Pexum. Tepanuu CAP - npeacrtasnsaeTr coboii pexum, . BO3AeWCTBYH U M  Ha
NOBEPXHOCTHbIe MblWLbl. AIcNONb3YETCA Npenmyl,ecTBEHHO B NepPBOW dase neyeHus.

AnutenbHocTb npouyeaypbl: B Anana3oHe oT1 15 go 30 MWHYT B 3aBUCUMOCTM OT

Bbl6paHHOFO npoToKona
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Pexum Tepanuu RES - npepcTtaBnsieT co6oii pexum, BO3AeicTBYwW Ui Ha rny6Gokue
MbIWLbl W COEAUHUTE/IbHbIE TKaHW. Mcnonb3yeTcs NpeuMyllecTBEHHO BO BTopoli fase

neyeHunsa.

OnnTenbHoCTb npoueaypsl: B gnmanazoHe oT 15 go 30 MWHYT B 3aBUCUMOCTUW OT BblGpaHHOro

npoTokKona

Pexum Tepanuun CAP+RES - npepcrtaBnsieTr coboii Komb6uHaunio ABYX pexumoB. Ana nepeoin dasbl

neyeHus mcnonbsyetcsa pexum CAP, ans BTopol da3bl NeyeHna ncnonb3yetrcsa pexum RES.

OnuntenbHocTb npoueaypbl: B guanasoHe oT 15 go 30 MUHYT B 3aBUCUMOCTU OT “Bbi6paHHOro

npoTokKona

Pexum Tepanuu RES+CAP- npeactaBnder cob6oii KoOMOGUHauWw [ABYX “pexumon. Ons
nepsoi a3bl NevyeHus ucnonblyeTcg  .pexum RES, pgna BTopoW ) chasbl neveHusn
ncnonb3lyetca pexum CAP.

AnntenbHocTb npouyeaypbl: B Aguama3oHe ot 15 go 30 MWHYT-B 3aBUCUMOCTU OT
BblGpaHHOro npoTtokona

4.6.3.2 YcTaHOBKa ANUTENIbHOCTU Nnpouesypsbl

B cooTBeTcTBMM C BblIGpPaHHbLIM ' PEXUMOM, YyCTaHOBWUTE AAWTENbHOCTb MNPOBEAEHUSA
npouenypsl ansa otpe3dka CAP _‘w ana otpe3ka RES. O6uwas -4nntenbHOCTb npoueaypbl
oTobpa3uTca B BepxHeli neBoi HacTum akpaHa PYUHAA B cekuum c Hagnucbio «obuwee
BpemMa». Cm. n. 4.6.3.1.

4.6.3.3 YcTaHOBKa MOLWHOCTMU

B pexume PYYHASA ycTaHOBKa napamMeTpoB MOLWHOCTW )He npegycmoTpeHa. WX MOXHO
M3MEHUTb TOMIbKO B MNapameTpax yXe 3anyweHHOn npouenypsbl.

4.6.3.4 3JKpaH pacWwUWpeHHOI HAacTPONKN napameTpos

Ecnu Bbl XOTUTE HACTPOUTbL NapamMeTpbl npoueaypsi-6onee AeTanbHO, YEM Npej/laraetcs B

pexunme PYYHAA/TO HaXMuUTe Ha KHOMKY pepakKtupoBaThb Ha 3KpaHe. loaBuTCA
OKHO paclUpeHHOW HAaCTPOMNKN napamMmeTpoOB.

CWEX o YOHE P44 Q 'MHG' j# IV
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OTOT 3KpaH He no3BOMAeT HayaTb npoueaypy HenocpeacTBeHHO W3 Hero; A8 3TOEO
Heob6xoAMMO nNOATBEPAMUTDL 3afaHHble napameTpbl HaXaTuem KHOMNKW BBOA @u "
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4.7 MPOUECCTEPATNNK

4.7.1 Start/Stop - NpepbiBaHe npoueaypbl

Ans 3anycka npouefypbl nocne Bblbopa O4HOTO0 M3 BCTPOEHHbIX NPOTOKOMOB wau-nocne
HacTpoOliKN WHAWBMUAYaNbHbIX NapamMeTpoB B pexume PYUHAHA, Haxmute KHONKY Start Ha
CEeHCOpPHOM 3KpaHe WM KHONKy start/stop (5) Ha nepegHei naHenwu.

4.7.2 JKpaH BO BpeMA paboThl

Bo Bpewms npoueaypsl Ha  3KpaHe [OFo6paxatwTcs KHOMKW € ) OCHOBHbIMMU
TepaneBTUYECKMMMN napamMeTpamMu, UAEHTUYHbIe Tem, 4YTO O0To6paxawTcs B pexume
PYUYHAA.

« Tekylwee Bpemsa Tepanun MNofCBEYUBAETCsA, YTO MOMOraeT OCYULECTBUTbL GbICTPbIN
0630p TeueHusa Tepanuu.

e+ HacTpoiika MOWHOCTA OCYLLECTB/IAETCA MOBOPOTHON KHOMKO i

e Tpn HeobxoguMMOCTM U3MeHUTe Bpems oTpe3koB CAP._u RES, nepeiiga B
COOTBETCTBYKO LU NE CEKLUUN HA dKpaHe (npouepypa NPUOCTFAHOBUTCHA) U MOBEPHYB
NMOBOPOTHYI KHOMKY ANA‘HACTPOWKW HYXHOTF0O 3HayeHus.

e B TEeKCTOBOM OKHe 0TOGpaXalTcs OCHOBHble mapameTpsl BbIMO/HAEMONR B AaHHbIl
MOMEHT NpoLefypbl.

e T[lapamMeTp «MOWHOCTE» - 3TO Be/MYMHA MOLWHOCTM, BO3AelcTByWeENH Ha
obpabaTbiBaemyw o6saactb. OHa 3KBMBa/leHTHa “MOWHOCTM B BaTT +20% npwu
HOMUHanNbHOW Harpy3ke 100 O. TOYHOCTb MW3MEPEHWS MOL,HOCTU 3aBUCWUT OT
nmnegaHca obpa6GatnbiBaemoii ob6nactu. 3TOT MapameTp He wucnonb3yertca And
Kaknx-nmbo KAWHMYECKUX Luenei; OH npegHasHayeH TONbKO AN CNpaBOYHOWN
MHopmayun.

¢ Dynamic Impedance Control ™ (KoHTpONb gMHAMMNYECKOro nMmnegaHca).

e B f1eBOM HMXHEM Yray akpaHa oTo6paxatTcsa npouefypHoe Bpems W/ABENMUYMHA
YCTAHOB/EHHON MOLWHOCTHU.
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4.8 YCTAHOBKA NMOAb30OBATEAA - MEHIO

Ha)xaB Ha CEHCOPHOM 3KpaHe KHOMKY MEHI, OTKPOeTCHd CNUCOoK qﬁ)yHKLI,VIOHaﬂbeIX
napameTpoB annaparta:

e HacTpoilku nonb3oBaTtens / 6asa gaHHbIX
e yCTAHOBKM annapaTa

e 0COOble HACTpPOWKK
4.8.1 YcTaHOBKWN nonb3oBaTens / basa gaHHbIX

Mpwn Bbl60pe NYHKTa MeHI0 yCTaHOBKW NOoMb30BaTens /| 6asza AaHHbIX OTKPOETCA MEHH
CAaHHbIMW, KOTOPblE COXpPaHAKTCA NONIb30OBaTE/IEM;

* nauueHThbl
e TepaneBTUYECKUE MPOTOKO/bI MONb30BATENSA
e nocnepgHue Tepanuu

4.8.2 YcTaHOBKW annaparta

Mpun Bbl60pe NYHKTa MeHKH YCTAHOBKW annapata OTKpoOeTCA MeHK napaMeTpoB camMoro
annaparta:

A3bIK

jata u Bpewms

HacTpoWkn 3ByKa

LBETOBbLIE CXeMbl

XpaHuTenb/sKpaHa n aBTO-BblK/lOUEHNE
naponb

nHopmaumna o npubope

nHopmauyna o6 akceccyapax

paclwimpeHHble HACTPOMNKM

4.8.2.1 /PacwmpeHHble HACTPONKHU

JaHHoe noAMeHI0 NO3BOMSIET YCTAHOBUTL CieAyUMe napamMmeTpbl;
* pEeXuM JOMAallHero akpaHa

e pexum 3akpaHa YACTbIE
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 npodunu nonb3oBaTens

e Bpems NpuMeHeHUs (OCTYMNHO TONbKO NPU BKAOYEHHOU hyHKLUN «Npodumn
nonbL30BaTeNsi»)

N KaﬂVIGPOBKa CeHCOpHOro amncnned

N KOHTPACTHOCTb 3KpaHa

N nogceeTKa KHOMOK

e CepBUCHble PYHKLMUN

N NCTopuAa AnanoroBoro okHa

BBopg HVI/ kntoua

4.8,3 Ocob6ble HacTpoliku
Mpn BbIGOpE MYHKTA MEHK 0COObIE HACTPONKN OTKPOETCA MEHK AAA CAeAYyWuX PYHKLNA:

* YACTbIE npoTokonbl

N npoBepbTe KOHTAKT BO _BpeMA Tepanun

CUrHann3ayuna npnm noTepe KoOHTaKTa

N HaCTpOVIKa Tepannmum _no ymonyaHumwo

N TecTnpoBaHue anminkatopa
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5 CIMCOK AKCECCYAPOB

AnnapaT He npefHa3HayeH Ana pab6oTbl Cc MO6GbLIMU akceccyapamu UAM MeAULUHCKUMU
ycTpolicTBaMu, He MepevYuc/ieHHbIMU B [aHHOM pyKoBoAcTBe. B cneaywouweii Taénuue
npuBefeH CNUCOK BCEX CTaHAapTHbIX WM JOMNOJHUTE/NbHbIX aKCeccyapoB, KOTOPbLIE-MOTYT

BXOAWTb B KOMMJIEKTal M0 annapara.
« - Ba3oBble akceccyaphl

o- OnunoHanbHble akceccyapsl

Mopgenb annaparta

Axceccyapbl BTL=6000 TR-Therapy BTL46000 TR-Therapy
Pro Ellte

CocrTas
Bnok ynpasneHus
Kabenb nutaHusa

Hab6op “3 gBYX 3anacHbIX
npegoxpaHutenei

PykoBoacTBo nonb3oBaTtenisd

CTunyc Ooss CEHCOPHOTO 3KpaHa

Habop eMKOCTHbIX 3/1eKTRO0B
AnameTpom

20, 30, 50 n 70 mm

Ha6op pe3ucTuBHbIX
31eKTPOL0B AMaMeTpOM

20, 30, 50 1 70 mm

HeliTpanbHbll anekTpop

Ka6enb nauveHTa -Ans
HeliTpanbHOro 3ajleKTpoaa
Ka6enb nauventa gns
pPe3nCTUBHBIX-9/1IEKTPOAOB
Ka6enb nauueHTa gns
€MKOCTHbIX' (3/1eKTPOAOB

Habop gepxaTtenei gna kabenei
nauveHra

MoacTaBka ANS 3N1eKTPOA0B
Pe3ucTMBHbLIM annankaTop

EMKOCTHbI annnukaTop
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HaGop gepxaTtenein gns
annaMkaTopos

MpuHagnexHocTu

Camokneswuniica HenTpanbHbIi
anekTpopg

Tenexka

UemoaaH Ans NepeBO3KU annapaTa

BHewHNih nHtepgelic

EMKOCTHOI anekTpog, agnameTtp - 20
MM

EMKOCTHOW anekTpog, aAnameTp - 30
MM

EMKOCTHO anekTpoa, anameTp - 50

MM

EMKOCTHOI 3anekTpog, gnameTtp==, 70
MM

Pe3ncTtuBHbI 3NeKTpopg, AuameTp
20 Mm

Pe3ncTtuBHbI 3NeKTpopg, AnamMmeTp
30 Mm

Pe3ncTtuBHLIN 3neKTpog;,. AnamMmeTp
50 mm

Pe3ncTuBHLIN 3neKTpon, agnamMmeTp
70 Mm

Kab6enb nayneHTa gnda ctatu4yeckoro
npuMeHeHnA

ANnaukaTop AAS AWHAMWYECcKOro
npuMeHeHUs

Hab6op aneKkrpofos anametpom 20,
30, 50 n 70-MM ona oMHaMM4yecKoro
npuMeHeHUsa

OnekTtpog anametpom 20 MM ansa
OANHAMWYECKOro NpUMeHeHuns

OneKkTpog gnametpom 30 Mm gnA
OVUHAMWYECKOTro NpPpUMeHeHuda

OnekTtpog AnameTtpom 50 mm gnsa
OANHAMWYECKOro NpUMeHeHuns
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Onektpog AnameTtpom 70 MM ansa
OVHaMWUYEeCKOro NnpuMeHeHus

AnNnaukaTop ANs CTaTUYECcKOoro
npuMeHeHus

ANeKTpoa ANs CTaTMYECKOro
npUMeHeHus
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6 TEXHWYECKOE OBCJ/TYXXNBAHWNE

A Mepepn Hayanom nNwW6GOro TeXHMYECKOro o06CAYXMBaHWA BbIKAWUYMTE anmpapaTt u
OTKNW4YNTe ero oTr cetu! CobnwpgaiTe TeEXHUKY 6e3onacHOCTM, ONMCcCaHHYKW B (pasgene
TexHnka 6e3onacHocTu. Hwukorga He pasbupaiiTe annapaTt M ero akceccyapbl-BO Bpems
YyncTkm!

MepBUUHYD NMPOBEPKY annapaTa, BK/Yash KOHTPO/bHOE M3MepeHUe BCcexX napameTpoB, a
TakXe Kanub6poBKy, creAyeT NPOBOAWTb He MeHee yeM 1pa3 B 24 kaneHAapHbIX Mecsla C
MOMEHTa Havaja 3KchnjayaTauuum  annapaTta, ecnn 6osee KOPOTKMii~nepuos He
npeaycMoTpeH MecTHbIMU Tpe6oBaHusMU., [lanbHeilllwas npoBepka [AOJXHa NpoBOAUTLCSA
He MeHee uyeM " pa3 B KaxAable 12 MecaueB:=TIpoBepKYy [0JI)XEH MPOBOAUTE OuLuuanbHbIiA
CepBUCHLIA ULeHTp BTG Ha oOCHOBe . 3asBKM K/AuMeHTa (nNonb3oBaTens). Ecam B
YyCTaHOB/IEHHble CPOKW KOHTPONb He 661 NpoW3BeAeH, TO 3aBOL-U3TOTOBUTENb He
OTBeYaeT 3a NpaBUIbLHOCTb TexHW4yeckux napameTpoB ¥ 6Ge3onacHOCTb 3kcnayaTtauuu
nsgenus.

He pemMoHTuMpyiiTe annapaT camocTofTeNnbHO. Bce fgeiicTBUA No 06CNYXUBAHUIO [O/KHbI
NMPOBOANTLCA TO/IbKO AaBTOPM3OBAaHHBIM CEPBUCHLIM LeHTpoMm BTE; ans pemMoHTa cnepyert
MCNOMb30BaTb TO/bKO OPUTMHA/NIbHbLIE 3anacHble 4YacTW, B MPOTUBHOM CJ/lyyae KOMMaHWS
BTE He HeceT HUKaKoii OTBETCTBEHHOCTM 3a fJafibHeliwyl 3JKCMAyaTauuio annapara.

6.1 OYUNCTKA TMOBEPXHOCTWN AMNMAPATA N AKCECCYAPOB

Ona ouucTku annapata W._Ero akceccyapoB WCNOMb3ylTe MSTKyl0 TKaHb, Cclerka
CMOUYEeHHY BoAoi wunu 2% pacTBOpOM MOKLWEro cpeacTtsa. Hukorga He uMcnonb3yiite
cpefcTBa, cojepxawwue (CRAMPT, XJ0p, aMmuakK, auetToH, 6eH3WH UuIM pacTBOpPUTENN.
CeHCOpHbI/i 3KpaH cnegyeT ouuuiaTb OYEHb OCTOPOXHO, WCNONMb3Yysi MSATKYH  CYXYyH
TKaHb. JlonyckaeTcsa c/efka cMaunBaTb TKaHb CPeACTIBOM [N OUYMCTKU 3KpaHa. Hwukerga
He HaHocuTe CPeACTBO AN5 OUYNCTKU HEMOCPEACTBEHHO Ha 3aKpaH!

Hukorga He IACI'IOﬂbSyVITe ana  4YUCTKU a6paSVIBHbIe mMaTtepuanbl, B MNPOTUBHOM C/siy4yae
NOBEPXHOCTb annapata W/IN aKCecCcCyapoB MOXETMONTYUYnUTb NOBPEXAEHNA.

6.2 OUNCTKA AKCECCYAPOB, BCTYIMAKOLWWX B KOHTAKT C MALUXUEHTOM

AKceccyapbl, BeTynawuwmMe B HENOCPEeACTBEHHbI KOHTAKT C TefoM nauWenTa, cnepyert
ounwaTth necne Kaxnoro npUMeHeHUs Ae3VHMNLUPYIO L UMY cpeacTBamu,
YTBEPXAEHHBIMU AN UCNONb30BaHWA B 34paBooxpaHeHuu. He wucnonb3yiite cpepctsa,
cofepxalje, XJ0p WUAM C BbICOKMM CcOAepxaHueM ankorons (6onee.20%). B nepsyto
oyepeab CAEAYET ouMwaTb 3/1eKTpoabl. [0ENe oUnCcTKU Bce AeTann NpocyLllinBalTCS.

Mocne (g€3MH(eKuMn HeobXOLUMO /IPOMbITb aKceccyapbl 4YUCTOW BOAON, UTOObI
npefoTBPAaTUTL BO3HUKHOBEHWE ajlyleprLnyeckoil peakumuu!

AKceccyapbl annaparta npefgHa3HayeHbl ANA HEWHBA3MBHOINO MCNOJAb30BaHWA, NO3TOMY HeT
HeOﬁXO,ﬂ,VIMOCTVI nognepXwuwBatb UX-CTEPU/NBHOCTb.
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6.3 TPAHCIOPTUPOBKA NN XPAHEHWE

CoxpaHuTe 3aBOACKO KOMMNAEKT NMepBUYHOl (MakeTbl, KOPOGKM ANa akceccyapoB) u
BTOPUYHOI ynakoBku (Kopo6Gka annapaTa) OT anmaparta. TpaHcnopTupoBaTb anmapart
cnefyeT B 3aBOACKOW ynakoBKe uWAM B nNoTpebuTeNbCcKoi ynakoBke (Yemopmad. Ans
nepeB03KMU), 4UTo6bl 06ecneynTb ero MakcumMasnbHyl 3awunuTty. OTKAKYUTE Kabenb(mUuTaHus
u Bce kabenu akceccyapoB. Bepernte oT CU/IbHbIX yAapoB. AnnapaT AO/KeH XpaHUTbcA
M NepeBO3UTbCA B COOTBETCTBUU C YCAOBUSAMMU, ONpefeneHHbIMU B paszfene TexXHuueckne
napameTpbl.
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7 TEXHWYECKUWE MAPAMETPBbI

HanmeHoBaHue

Mopenwu
OKpaH

Ycnosua akcnayartayunu

TemnepaTypa okpyxatuiei
cpenbl

OTHOCUTENbHAA BAXHOCTb
ATmMocepHoe fgaBneHune
PacnonoxeHue

Pexum paboThl

Bpemsa ycTaHOBNeHuUsA
pa6ouero

AnnapaT HanpaB/leHHOW KOHTaKTHOW gunatepmun BTL-6000

TR-Therapy
C MPUHAANEXHOCTAMMU

BTL-6000 TR-Therapy Elite
XK, UBETHOWN, CEHCOpPHBbI;
ouaroHans: 8,4”
Mcnonb3oBaTb BHYTpHK
nomeu,eHmns

OT -HO °C po -t-30 °C

OT 30% po 75%

OT1 700 go 1060 rMa
FopnM3oHTaANBHOE, HAa HOXKaX
MpoAoMKMTEeNbHbINA

30 ¢

BTL-6000 TR-Therapy Pro
XK, 4uBeTHOWN, CEHCOPHbIA;
ouaroHans; 5,77
Micnonb3oBaTb BHYTpHU
noMmelw,eHuns

OT -HO °C po #1-30 °C

OT 30% po 75%

OT1 700 00.1060 rlMa
fopn3oHTaNbHOE, HAa HOXKaX
MpoJonKNTenbHbIN

30 ¢

YcnoBusa TPAHCNOPTUPOBKU M XpPaHEHUS

TemnepaTypa oKkpyXxat e
OTHOCUTEeNbHas BAAXHOCTb
ATmMoOcepHOe fgaBneHue
PacnonoxeHne

Apyrve ycnosus

BxofHoe Hanps>XXeHue cetun
YacToTa

MakcumanbHas BxoaHas
CeTeBoOli BblkNtoUaTe b

BHEWHNN CMEHHbL

Tun paboueii yactu

(B cooTBeTcTBUU C IEC
60601-1)

Knacc anekTpo6e3sonacHoOCTH

Knacc noTeHumanbHOro
pucka

(B cootBeTcTBUU ¢ MDD
93/42/EEC)

OT -107C pgo -I55 °C

OT 10% po 85%

OT1/650 go 1100 rMa

B cooTBETCTBUMU C
MapKMPOBKOW Ha ynakoBKe

TpaHcnopTupoBaTb TONbKO B
OpUTrMHanNbHOW 3aBOACKON
ynakoBke

dnekTponuTtaHue
-100-240 B
50-60 Iy
400 BA
Ha 3apgHeli nmaHenwn anpnaparta.
nosvumn 0 (Bbikn) ull(Bkn).
UT06bl OTKAKUYUTL “OT CceTu.
BblAEPHUTE LWTeKep. WHypa

N3 po3eTKNn.

2x T4AE/250 B
Knaccudukayuns

BE (ogHa pa6oyas yacTtb c 2
PYHKLUAMMN)

I

AnnapaTt ocHaleH
3a3eM/ieHnem, Kotopoe HeceT
TO/IbKO ;PYHKLNOHANBbHYIO
Harpys3ky. OHO He
obecnreqyuBaeT 3awWmnTbl OT
NOpaXKeHUA 3/TeKTPUUYECKNM
TOKOM.

2a

Ot -20 °C pgo H-55 °C

OT 10% po 85%

O®650 po 1100 rlla
B.cooTBeTCTBUU C
MapKMPOBKOI Ha ynakoBkKe

TpaHcnopTupoBaTb TONbKO B
OpPUTUHaNbHOW 3aBOACKOW
ynakoBke

-100-240 B

50-60 Iy,

400 BA

Ha 3apgHein naHenu annapara.
nosvunn O (BbIkA) w1 (BKN).
UT06bl OTKAKUYNTbL “OT CeTu.
BblAEpHUTE wWTekKep' WHypa

N3 PO3ETKMN.

2x T4AAT | 250 B

BE (oaHa pa6oyasa 4yacTb C 2
PYHKLMAMU)

I

Annapat oCHaleH
3a3emM/ieHMeM,KoTopoe HeceT
TONLKO (PYHKLWOHANbHYIO
Harpysky. OHO He
obecmeynBaeT 3aWnTbl OT
NopaXxeHnsa 31eKTPUYECKUM
TOKOM.

2a
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Bec

Pasmepsbl (LU x B x )

CTeneHb 3alWunTbl B
cooTBeTCcTBUN ¢ EM 60529

BpeMmsi ycTaHOBKU Tepanuu

Bpema tepanuu
CunctemHoe Bpems
MowHoCTb

BbIXOAHON TOK
BbIxoAHOE HanpsXeHue
BbIxogHass MOUWHOCTb
HoMVHanbHbIA nMnNegaHc
Pab6ouasa yacToTa

FabapuTHble pa3Mepsbl:

KoHcTpyKkunsa
Annapart: 5 Kkr
Bknwuyasa ynakoBKky u
akceccyapbl:
O Kr
Annapart: 325x210x290 mm

Bkntoyasa ynakoBky:
372x417x392 Mm

1P20

Aunana3oH Talimepa

oT 00:01 cek. 4050:00 u.

ToyHoOCTB.MapaMeTpoOB
+5% 0T ycTaHOB/MIEHHOTO
+5 CeKyHA B fieHb
OKBMBaNEHTHO BXOAHOW
MOLWHOCTKU.+20% npu
HOMWHaAbHOW Harpyske 100
Owm; Npu Apyrux Harpyskax
NOrpewHoCcTb MOXeET

oTInydarbcsa
BbIxooHble napamMmeTpbl

Make. 1,8 A +20%
Makc. 180 B £20%
Makc. 324 BT £20%
100 Owm

480-520 kIy,

Annapart: 5 kr

Bknwoyaa ynakoBKy u
akceccyapbl:

10 kr

Annapat: 325x210x290_Mm

Bknuyasa ynakoBKy:
372x417x392 Mm
1P20

+5% OT yCcTaHOBJ/IEHHOTO

+5 CceKyHA B NeHb
OKBMBaNEHTHO BXOAHOW
MowHOCTU-£20% npwu
HOMWHaAbHOW Harpyske 100
Om; Npu Apyrux Harpyskax
NorpelwHocTb MOXeT
oT/iuyaTbCAa

Make. 1,8 A £20%
Makc. 180 B £20%
Makc. 324 BT £20%
100 Om

480-520 kl'y

Ba3zoBaa komnnektauuna (coctaB) agna BTE-6000 TP-TMerapy Pro:

1 Bnok ynpasneHna BTE-6000 TB-Tberapy Pro
TexHnyeckune xapakTepucTUKu
AnvHa 325 MM
WupnHa 210 MM
BbicoTa 290 -vMm
Bec 50000 r
2. Kabenb nutaHusa, 2 m
TexHnyeckue xapakrtepucTuku
AnnHa 2000 mMm
Bec 197 r
3. 3anacHoi npepgoxpaHuTenb T4AE / 250 B (2 wT.)
TexHnyeckue xapakTepucTuku
AnunHa 20 mMm
AvameTp 5 mm
Bec 0,2r
4. PykoBoactBo nosnb3oBaTtend
TexHnyeckne xapakTepucTuku
AnunHa 297 Mm
WupnHa 209 mm
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BbicoTa 5 Mm

Bec 2351
5. CTunyc Ana CeHCOPHOro 3KpaHa
TexXHNn4Yeckne xapakTepucTtuku
AnvHa N7 mm
AvameTp 5 Mm
Bec 15r
6. Habop eMKOCTHbIX 3/1ekTpofos gunameTtpom 20, 30, 50 n 70,-Mm
TexHNn4YecKne xapakTepucTtuku
Bec 138 r
7. Habop pe3ncTuBHbLIX 3aneKkTpopos aAnametpom 20, 30,/50 n 70 mm
TexXHN4Yeckne xapakKTepuUCTUKK
Bec 138 r
8. HeWTpanbHbll anekTpog 160x240 mm
TexHuYecKne xapakTepucTuku
AnvHa 160 mm
WupuHa 240 mm
TonwwuHa 0,5 Mm
Bec 92 r
9. Ka6enb nauyneHTa AnA HeliTpaNbHOro anektpoga, 2.2 m
TexXHN4YeCcKne xapakTepucTtuku
AnvHa 2200 mm
AvameTp 6 MM
Bec 120 r
). Kabens-nauneHTta ANA Pe3UCTUBHbLIX ANEKTPOAOB, 2.2 M
TexXxHNn4Yeckne xapakKmepucTnkm
AnnHa 2200Mm
AvnameTtp 6 MM
Bec 120-r
11 Kabenb naumeHTa ANA eMKOCTHbIX 31€KTPOAOB, 2.2 M
TexXHNU4Yeckne xapakTepucTtuku
AnnHa 2200 mm
AvnamerTtp 6 MM
Bec 120 r
12, Habop gepxaTtenein afs kabeneii naumeHta (BUHT -4 WwT., gepxartenb -

2 wT., oTBepTKa - 1wWwT))
TexXHUYEeCKne xapakKTepucTukm

Bec 460 r
13. MoacrtaBka A8 3MeKTPOLOB
TexHunyeckme xapakTepucTuku
AnvHa 180 mm
WupuHa 146 mm
BbicoTa 45 Mm
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Bec 140 r

Ba3zoBaa komnnektauuna (coctas) gna BTL-6000 TR-Therapy Elite:
1 Bnok ynpasneuna BTL-6000 TR-Therapy Elite TR-Therapy Pro
TexHnyeckmne xapakTepucTuku

AnnHa 325 mm
WupuHa 210 vMm
BbicoTa 290 mm
Bec 5000 r
2. Kabenb nutaHma, 2 m
TexHNn4YecKue.xapakTepucTtuku
AnvHa 2000 mm
Bec 197 r
3. 3anacHoin npepoxpaHuteab T4AL / 250 B (2 wrT.)
TeXHNYeckmne xapakTepuctuku
AnnHa 20 Mm
AvameTtp 5 Mm
Bec 0,2r
4. PykoBoactBo noab3oBaTend
TeXHnyeckne xapakTepucTtuku
AnunHa 297 Mm
WupuHa 209 mm
BbicoTa 5 Mm
Bec 2351
5. CTtunyc onA)CeHCOPHOro 3KpaHa
TexHNn4Yyeckne xapakTepmCTUKM
AnvHa 117 mm
AvameTp 5 mMm
Bec 15r
6. Habop eMKOCTHbIX 3/eKkTpofos \guametpom 20, 30, 50 n 70 mMm
TexXHNn4Yeckne xapaKTepucTukm
Bec 138 r
7. Habop pe3ncTuMBHbIX 3NeKTPOA0B AnameTpom 20, 30, 501 70 mMm
TeXHN4YecKue xapakTepucTtuku
Bec 138 r
8. HelTpanbHbil 91ekTpoy[ . 160x240 Mm
TeXHuYEecKmne xapakTepucTtuku
Anuda 160 mm

WupuHa 240 mm
TonwmnHa 0,5 mm
Bec 92 r
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9. Kabenb nauneHTa ANA HENTpanbHOrO 3fnekTpoja, 2.2 m
TexHnyeckne xapakTepucTuku

AnvHa 2200 mm
AvameTp 6 MM
Bec 120 r

10. Pe3ncTuBHbI annaukaTtop

TexHunyeckne xapakTepucTuku

AnvHa 130 mm
WupuHa 50 mm
BeicoTa 40 MM
AnnHa 2100 mm
Kabens
Bec 200 r

n EMKOCTHbIN annaunkaTop

TexXHN4Yeckne xapakKTepucTuKM

AnnHa 130 mm
WnpuHa 50 mm
BeicoTa 40 mMm
AnvHa 2100 mm
Kabens
Bec 200 r

12. Habop gepxatejieii gna annnukatopoB (BUHI/ - 4 wT., gepxaTtenb - 2

WT., oTBEpTKa.= 1 wT.)
TexHnyeckune xapakTtepucTuku

Bec 460 r
13. MopactaBka ‘ANA 3N1eKTPOLOB
TexHU4Yeckne xapakTepucTuKku
AnunHa 180 mm
WupuHa 146 mm
BbicoTa 45 MM
Bec 140(r
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7.1

7.2

OCHOBHbIE ®YHKUVNOHANBHBIE XAPAKTEPUCTUKW ATITTAPATA

Annapat BTL-6000 TR-Therapy He wuMeeT OCHOBHbIX (YHKLMOHANbHbLIX XapaKTepWucTuk
cornacHo n. 3.27 n n. 4.3 IEC 60601-1.

PA3BOAKA KABENA

Bo wn3b6exaHne BO3HWKHOBEHWS 3/1EKTPOMArHUTHbIX MOMEX, KOTOpble MOTYT (BAWATbL Ha
611M3KO pacnosiokXeHHOe 3/IeKTpOHHOe o6opyaoBaHue, He nNpoknajbiBaiite pagom
ka6enb nauumeHTa UM Kab6enb nuTaHus. [paBUNbHBIM MOJIOXEHUEM CUUTaercs Takoe,
korga ka6enu nayueHtTa v Kabefb NUTAHWUS HanpaBASOTCA B MPOTUBOMNOJIOXHbLIE CTOPOHbI
oT annapaTta. CMOTpuUTE CXeMy, NPpUBEAEHHYH  HIXKE.

7.3 COEAVHEHWE-C APYTUMW AMNMAPATAMW

BT6-6000 TB-Tberapy He npeaHasHayeH 419 €O0eAVNHEHNA C ApYrMMKU annaparamu.
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OQNNIEKTPOMATHUTHAA COBMECTUMOCTb (BMC)

MeaunuuHckoe 3fnekTpoo6GopyaoBaHue TpebGyeT cneuuanbHblX Mep MPeaoCTOPOXHQCTM B
OTHOWEHUN 3NEKTPOMATHUTHOW COBMECTUMOCTU U JO/KHO 6GblTb YCTAHOBEHO U BBEAEHO
B a3Kcnjayartauyuiw B COOTBETCTBMM C WHGopmauueidh no ISMC, copepxalweics B
HacToslWeM [OKYMEHTe; B TMPOTMBHOM cjlyyae Ha o6opyAoBaHWe  MOTYT, 0KasaTb
He6naronpuaTHoe Bo3aelicTBMe MO6GUbHBIE MPpUEMONeEpeaaTYNKN paguoyacTorT.

Mcnonb3oBaHue akceccyapoB, npeo6pa3oBaTteneil u ka6eneil, OTAUUYHbIX OT YKA3aHHbIX B
[aHHOM pYKOBOACTBE, 3a WCKIlUYeHUeM npeo6GpasoBaTteneil U kabenei, peannsyembix
npou3BOAUTENIEM B KauyecTBe 3anacHbiX YacTeil K BHYTPEHHUM KOMMOHEHTaM, MOXeT
YCUNMUTb U3NYYEHUE WU YMEHbIIUTL CPOK CAYXBbl annapara.

PykoBoACTBO U AeKnapauunsa U3roToBUTENSA - 3/IEKTPOMATFHUTHOE U3NyYyeHune
BT1-6000 TP-TWerapy npegHa3Ha4yeH A1 UCNONb30BaHNA B ONMUCAHHON HUXe
3/M1eKTpOMarHuTHoW ob6cTtaHoBKe. [lonb3oBaTenb annaparta BTr-6000 TR-Tberapy fonXeH
McnbiTaHua Ha CooTBeTCcTBME | DnekTpoMarHuTHas obcTtaHoBKa - ykasaHus

nomMmexoamMunccuio

MHaycTpuanbHble
Mpynaa 2 BT6-6000 TP-TMerapy npurogeH gnsa

npUMEeHeHnda BO BCeX MecCTax pa3Melw,eHunsa,

pagnonomexun no CUCTIPM

NHaycTpuanbHble nckKnYvasa XuUable gomMma n 3gaHus,

Knacc A
pagnonomexu no CUCHPII HenocpeACcTBEHHO MOAKMOUYEHHbIE K

pacnpegenuTenbHOl 31eKTPUYeCcKoi ceTw,
[apMoOHnyeckune

Knacc A nuTalweisKkmnbe goma.
BHumaHme:-BT6-6000 TP-Tberapy

npegHa3Ha4vyeH ANA UcCNo/sib30BaHUA

cocTaBadAlWMe ToKa Mo
M3K 61000-3-2

TO/NNIbKO MeANUNHCKUMMU pa60THI/IKaMI/I.

BT1-6000 TP-Tberapy MoXeT Bbl3blBaTb
KonebaHus HanpsaXeHunsa u

CooTBeTcTBYeT agnenomexm uanm Hapywwutb paber
nnkep no MK 61000-3-3 y paa Py P Y

6nun3nexaliero obopynosaHusa. Moxer
BO3HUKHYTb HEOBXOANMOCTb NPUHATH MepPbI MO
CMATYeHNI0 nocnepncTtBuil, TakuXx,)Kak
nepeopuveHtauna nnm nepemelyeHne BTl -
6000 TP-Therapy nnu akpaHupoBaHue ero
pacnonoXeHus.

PekomeHayeMble 3HaAYeHNss NPOCTPAHCTBEHHONO pa3Hoca Mexnay
FOPTATUBHLIMWN U MOABUXHBIMW pPagmMo4yacTOTHbIMU cCpegeTBamMm
BT1-6000 TR=TWerapy npegHa3sHavyaeTcsa gAS9 NPUMEHEHUSA B 3/IEKTPOMATrHUTHON 06CTaHOBKE,

NPy KOTOPO#~ OCYL,eCTBNAETCHA KOHTPONBL=YPOBHEl n3nyyaeMblx nomex./lokynatenb nam
nonb3oBafyestb annaparta BT6-6000 TP-Therapy MoXeT nsbexartb BAUAANA 31€KTPOMAarHUTHBIX
nomex o6ecnevynBass MUHUMANbHbIA MNPOCTPAHCTBEHHbI Pa3HOC MEeXAY. NOPTATUBHbLIMU U
NOABUXHBIMU pagnoyvyacTOTHbIMW cpedcTBaMn cBA3N (NepepartynkamMu) v annapatom BT6-6000
TP-Therapy, Kak peKOMeHAYyeTCHA HUXE;/C y4HeTOM MaKCMMalbHOW BbIXOAHOW MOLWHOCTN CpeacTB
CBA3M:

HomuHanbHasn MpocTpaHCTBEHHbI pa3HOC, B 3aBUCUMOCTU OT HaCTOThI

MaKcUMasibHas nepepatumka(m)

BBIXOAHAA MOWHOCTH oT 150 kl'y o 80  oT 80 My go 800  oT 800 MIy go 2.5 Iy
nepepgatynka(BT) My My d = [7/E1In/P
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0,01 0,12
01 0,38
1 12
10 3,8
100 12

0,12

0,38
12
3,8
12

0,23

0,73
2,3
7,3
23

Mpn onpefeneHnn peKoMeHAYeMblX 3HaUYeHUih NpoCTpaHCTBEHHOTo pa3Hoca clB meTpax (M) Ans
nepefaTtynkoB C HOMUHAa/IbHOW MaKCMMasbHOW BbIXOAHOW MOLHOCTbLIO, HE YKa3aHHol B Tabnuue,

B nNpunBeAeHHble BblpaXeHnda noactaB/iAOT HOMUWHa/IbHYHO MaKCMMa/ibHYHO BbIXOAHYK MOWHOCTb

P B BaTTax (BT), ykasaHHyl B JOKYMeEHTaLnu

NMPUMEYAHWE 1 Ha yactotax 80 MIy n 800 /MFuy npumeHsatoT 6onbliee 3HaYeHne

HanpaXeHHOCTN nond.

MPUMEYAHWE 2: NMpuBeAeHHble BblpaXXeHUd NPpUMEHMMbI HE BO BCex cny4daax. Ha

N3roOTOBUTENA NepegaTtynka.

pacnpocTpaHeHne 3NMEeKTPOMAarHuUuTHbIX BOJIH BUAeT nornouweHne nian oTpaxeHme ot

KOHCTPYKLUWIA, 06BEKTOB 1 THOAEN.
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PykoBoACTBO 1 geknapauunsa n3rotToBuTens - NOMexXoycTONYMBOCTb
BTb-6000 TP-Therapy npegHa3HayeH gNs NPUMEHEHUS B 3/7IeKTPOMAarHUTHoOl o6CcTaHOBKE,

MokynaTenb unu nonb3osatenb BT6-6000 TP-Tberapy Ao/1XeH

onpefeneHHON HUXe.

obecneynTb ero npunmMmeHeHne ByKaSaHHOﬁ ob6bcTaHOBKE.

McnblTaHne Ha
nomexo-
YCTOWYMBOCTb

dnekTpocTaTnyecku
e paspagbl (3CP)
no M3K 61000-4-2

HaHoceKkyHAHblE
UMNYNbCHbIE
nomexn no M3K
61000-4-4

MuKpoceKyHg@HbIe
UMNYNbCHbIE
noMexu 6Q/abLL O
3Hepruum no)M3K
61000-4:5
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McnblTaTtenbHbli

YypPOBEHbL MO

IEC 60601-1-2:2007
(FrOCT P M3K 60601-

1-2-2014)

+6 KB -
KOHTaKTHbIN
paspsag

+8 kB -
BO3AYLWHBINA
paspsan

+2 kB - anga
NUHNIK
3NeKTponuTaHu
A

+1 kKB “ansa
NVHWUMA
BBOfa/BblBO A

+1 kB
ouddepeHynanbH
bIl pexum

+2 kKB

06 EeNPUHATLIN
pexwum

YpoBeHb
COOTBETCTBUA
TpeboBaHNAM

nomMmexo-

YyCTONUYMBOCTH

+6 KB -
KOHTAKTHbI I
paspaj

+8 kB -
BO3AYLWHBIN
paspaj

+2 kB - anAa
3neKTponuTaH
na

+ kB - ana
BBOAa/BbIBO

aa

+1 kB 4. p.

+2 kB o. p.

dneKTpoMarHnTHas
o6craHOBKaA -
yKa3aHus

Mon B preMew,eHnn n3
AepeBa, 6eToHa wunu
KepaMUuyeckoil NANTKN.
Mpu nonax, NOKPbITbIX
CUHTETNYECKUM
Matrepuanom,
OTHOCUTe/ibHasd
BAlaXHOCTb BO34yXa - He
meHee 30%

Ka4yecTBO 3neKTpuyeckoi
3Hepruu B ceTn B
COOTBETCTBUU C
TUMNUYHBIMU YC/TIOBUAMMU
KOMMEPYECKONn nnn
60/1bHUYHOW O06GCTAHOBKMU,
B cnyyae HenpaBuWJ/IbHOTO
NOAKNIYEHUA K NayueHTy,
obpa3ya conpoTuB/ieHUE,
KOTOpOe HaxoguTcsa BHe
yKaszaHHOro gnamnasoHa
(KopoTKOe paccTosHue
3N1€eKTPOAOB, KOHTAKT C
anekTpofamu), AaBreHue
onuncaHHoe/B 61000-4-4,
MOXeT NPUBECTU K
npekpauweHunto Tepanuu
MM OorpaHnyeHunto
Onana3oHa BbIXOAHOTO
TOKa.

Ka4yecTBO 3N1eKTpMUYeCKOW
SHEPIMN B 3/TIEKTPUYECKOA
ceTnicnenyeTt o6ecnevnTb
B'COOTBETCTBUMN C
TUANYHBIMU YCTOBUSIMU
KOMMepUYecKoin nnu
60NbHMNYHON 06GCTAHOBKM



MpoBasnb
HanpsXeHus,
KpaTKOBpPEMEHHbIe
npepbiBaHUA u
N3MeHeHusn
Hanps>XeHnsa BO
BXOAHbIX NUHUAX
371eKTponuUTaHna no
M3K61000-4-1

MarHuTtHoe none
NPOMBbI L IEHHON
yactoTbl (50/60
My) no M3K 61000-
4-8

<5% Uh
(npepbiBaHUe
HanpsXeHusa
>95% napeHne
OH)

B TeyeHune 0,5
nepunopga

40% Uh

(npoBan HanpsXeHus
60% Uh)

B TeyeHue 5
nepnoaos

70% Uh

(npoBan HanpsXXeHus
30% Uh)

B TeyeHue 25
nepnoaos

<5% Uh

(npepbiBaHne
Hanpaxexnuna >95%

Uh) s TeYeHne 5¢

3 Alm

<5% Uhn

B TeyeHune 0,5
nepuoa

40% Uhnh
B TeueHne 5
nepunopnos

70% Uh
B TeueHue 25
nepunopnos

<5% Uh

B TeyeHue 5¢c¢

3 Alm

KauecTBO a/ieKTpMYecKom
SHeprumn B cetu

- BCOOTBETCTBUUC
TUANYHBIMN YCAOBUAMM
KOMMep4YeCcKOoi mnm
60NbHNYHOW OOCTAHOBKMU.
Ecnn nonb3oBaTento
BTn-6000THO-TUerapy
Heo6xoaumo obecnevynTb
HenpepbiBHYyl0 paboTy B
YCNOBUSAX-BO3MOXHbIX
npepblBaKHnini ceTeBOro
HanpsaXxeHus,
pekoMeHAyeTCHA NUuTaHue
BTE-6000

TB-TWerapy
ocylecTBNATb OT
UETOYHUKA
6ecnepe60ONHOro NUTaHUs
nnu 6atapeu

YPOBHU MArHUTHOTO
nNoss MPOMbILWJ/TEHHO
yacToThkl cnegyeTt
obecneunTb B
COOTBETCTBUU C
TUNUYHBIMU YCTOBUSAMN
KOMMEPYECKON unnu
60MbHNYHOM
06CTaHOBKM

MpumMmeyaHue - UH - YyPOBEHbL HaANpPAXEHUSA 3ﬂeKTpVI‘-IECKOI7I cetTn 0o MOMEeHTa nogayn

mcnbolTatTesnbHOro BO3,CI,EI7ICTBVIH.
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PykoBoACTBO U geknapauns U3rotToBuTens - NTOMeXoyCcTOMUYNBOCTb
BT1-6000 TB-Therapy npegHa3Ha4yeH AN MTPUMEHEHNS B 3/7IEKTPOMArHUTHOW 06CTaHOBKE;

onpefeneHHONR HuUXe.
o6ecneuynTb ero NPpUMEHEHNE B YKA3aHHOIA

McnbiTaHue

Ha nmomMexo-

yCTONYNBOCT
b

KOHAYKTUBHbIE
nomexwu,
HaBefeHHble
paguno
YaCTOTHbIMMU
3M1eKTPOMAarHuTH
bIMW MONAMMN MO
M3K6K 00-4-6

PapnoyacTtoTH

oe

3/1eKTpOMarHu
THoe none

no MK 60 00-4-3

o6cTaHOBKeE.
McnblTaTenbHbI ypOBeHb
o cooTBeTCTBUA
M ypoBeHb MO
IEC 60601-1-2:2007  'PeboBanuAM
nomMmexo-

(TOCT P M3K

60601_1_2_2014) YCTONYNBOCTHU

3B 3B

(cpepHe
KBagpatmyeckoe
3HauyeHue)

B nonoce

oT 150 kl'y po

80 Mry

3 B/m

3 B/m
B nonoce oT

80 MIy po 2,5 Iy

MokynaTtenb unu nonb3osatenb BT6-6000 TP-Tberapy fonxeH

3]'IeKTpOMaFHVITHaFI obcTaHOBKa -

YKa3aHn4|

He ponyckaeTtc4
ncnonb3oBaHUe

NOPTATUBHOIO ‘N MOBGU/ILHOTO
pagno4yacToTHOro
obopyfnoBaHua,ecnun ero
paccTosaHue oT nwwb6oro
KOMMOHEeHTa

BTr-6000 TP-Tberapy Bknyas
nposojga, MeHblle pacyeTHOrO.
PaccTtosfsHMe BblynMcnaeTcsa no
opmMyJie, coOoOTBeTCTBYlOLW el
yacrtoTe nepegaryuka.

PeKOMeH,EI.OBaHHOG pacctodHmne
d=[3,5/Y1]/P

d=[3,5/E1]/P 80 MTy - 800 Mry
d=[7/E1]/P 800 Mly- 2,5 Ty

raoe P - HOMMHanbHOe 3HayYeHue
MaKCUManbHOW BblX0/HOQu
MOwHoOCTK B BT, B
COOTBETCTBUU CO 3HAYEHUEM,
YCTAaHOB/IEHHbIM
M3roToBUTENEM, u cl=
peKkomMeHayeMmbl i
npocTpaHCcTBEeHHEI pa3Hoc [3
MeTpax (Mm).

MPUMEYAHMNE“L Ha yactoTax 80 n 800 Mlu-npmmeHAT 60Nbllee 3HAYEHUEHAMPAXEHHOCTHN

nons.
pacnpocTpaHeHue

MPUMEYAHWNE 2. TMpuBefeHHble BbHPAXEHUA MPUMEHUMDbI
nornoweHune

Q/TIEKTPOMArHnTHbIX BOJIH B/KAeT

KOHCTPYKL WA, 06 bEKTOB 1 THOAEN.

He BOQ, Bcex cny4daax. Ha

nan oTpaxeHune OT
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a) Hanps>XXeHHOCTb NONA Npu pacnpocTpaHeHUn paguoBOaIH OT CTaUuMOHapPHbIX
pagnonepenaTtymkoB, Taknx Kak 6a3oBble cTaHUUM pagmoTened OHHbIX ceTei
(coToBbIX/6ECNPOBOAHBIX) U HA3EMHbIX MOABUXHbIX pagnocTaHunii, NWOUTENBCKNX
pagunocTaHunii, AM n PM pagnoBewaTenbHblX NepefaTynkoB, TEIEBU3NOHHbIX NepegaTiynkos,
HEe MOTYyT 6bITb ONpegenieHbl pacyeTHbIM MNYTEM C 4OCTATOYHOW TOYHOCTbIO. [NA 3TOFO
OO/MKHBI ObITb OCYLWLECTB/IEHLI NPaKTUYECKNE N3MEPEHNA HanpsXeHHoCTn nona. Ecnu
M3MepeHHble 3Ha4YeHna B mecTe pasMelw,eHnsa annapata BTE-6000 TP-Tberapy mpesbiwaloT
NPUMEHUMbIE YPOBHWN COOTBETCTBUA, ClefyeT NPOBOAUTbL HabnwgeHnsa 3a paboTol
annaparTa Cc Uesnblo NPOBEPKU ero HopMmanbHOro PyHkKunoHnposaHua. Ecnu B npouecce
HabnaeHNsa BbIABNAETCA OTK/IOHEHMWE OT HOPMaNbHOTO (PYHKLUNOHUPOBAHUSA, TO, BO3MOXHO,
Heo6X0AMMO NPUHATL [AOMNONHUTENbHbIE MeEpPbi=Takne Kak NnepeopueHTupoBKa nnu
nepemeuweHne BTE-6000 TP-Therapy unum wenonb3osatb 6onee adpdheKkTuBHOE
3KpaHupoBsaHue.

b) BHe nonockl oT 150 kI'y o 80 MIy HATMPAXEHHOCTb NOMAA [O/KHA OBITb ‘MeHble, YeM 3
[B/m].
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8 MATEPUVAJIbI

MaTtepuanbl, 13 KOTOPbIX N3TOTOBJ/IEHbI U34ENINA, KOHTAKTUpyUumne c opraHn3mMomMm YejoBeka

Ne n/n
1
2.

HanmeHoBaHue nagenns
Kabenb nutaHuda, 2 m
CTnnyc gNs CeHCOPHOTo 3kpaHa

Habop eMKOCTHbIX 3/1€KTPOAOB [GnaMeTpoMm
20, 30, 50 n 70 mm

EMKOCTHOI 3N1€eKTpojg, AnaMeTp==20 MM
EMKOCTHO 3anekTpopg, anameTp s 30 Mm

EMKOCTHOI 3neKkTpopg, agnameTp’- 50 Mm
EMKOCTHOW 3anekTpopg, auameTp - 50 Mm
EMKOCTHOW anekTpog, anamerp - 70 Mm

Ha6op pPe3nNCTUBHDbIX 3/1eKTpoaoB
gvameTtpom 20, 30, 50 n 70 mMm

Pe3ucTuBHbIN anekTpoa, AnameTp - 20 Mm
Pe3ucTtuBHbIN anekTpod,yanameTp - 30 Mm
Pe3ncTuBHbIN 3neKkTpos, avameTp - 50 Mm
Pe3ucTuBHbIN 3anekTpog, guameTp - 70 Mm
Habop anektpopgos amametpom 20, 30, 50 un
70 MM ANna AUWHAMWYECKOTo MNPUMEHEHMUA

BTE-6000 TP-Therapy

OnekTpop ouamMeTpomMm 20 MM aonsa
OUHaMun4yeckoroe .npumeHeHns BTE-6000 TP-
Tberapy

dnekTpoa gunamMmeTpom 30 MM aong
AvHamMmunyeckoro npumeHexHusa BTE-6000 TPR-
Tberapy

OneKkTpoa ovamMeTpom 50 MM nna
AVHaMunyeckoro npumeHexHua BTE-6000" TP-
Tberapy

OneKrpos ouamMeTpomMm 70 MM ans

AvHaMmnyeckoro npumeHexHua BTE-6000 TP-
Thberapy
OneKTpoa ANA CcTaTUYeCcKOro npuMeHeHus

HeTpanbHblil anekTpon 160 k 240 Mm
Kabenb nauuneHTa ans HellTpanbHOTO

3fieKkTpoga, 2.2 m

Ka6enb nayueHTa ans pPe3UCTUBHBIX

3/1eKTpOoLoB, 2.2 M
Kab6enb nayuveHTa ans €MKOCTHbIX
3/1IEKTPOAOB, 2.2 M

nayuveHTa ans

Kab6enb ctatTnyeckoro

NPUMEHEHUA, ANnHa - 2.2 M

MaTtepunan
MBX 50P, meab
XecTkuii
PAE2506015,
HepxxaBetwwaa crans A151304
AaTtyHb Cn2n40Rb2;
Anwomununii EMZAYA/ 6082 - T6
(A1Mpg511),

TBEpAoe aHoguposaHue 150
10074; TMosanauyetans POM-C,
YepHbli

nonmnponnneH.

AatyHb Cu2n40Pb2;
AnwomMmuHuwin EM AVl 6082 - T6
(A1Mp511),

TBEpAOe aHoguposaHue 150
100745 “Monuauetans POM-C,
6e /b

HepxaBewuwas. crtans Al51 301
AB5-nnacTtuk
MHOTOXUNbHBIN

nocepebpeHbI Me O Hbl A
nposop

dTOpUPOBAHHbI A STUMEH-
nponusaed PEP
MHOTOXMNNbHbIN
nocepebpeHsblil Me AHbl
nposof

dTOPUPOBAHHDI A STUMEH-
nponuneH EEP

AyXeHoW Meau
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10

12.

Habop pepxatenein gna kabeneil nauyneHta
(BUHT - 4 wWT., gepxartenb - 2 WT., OTBEpPTKA
- 1lwrt.)
Habop pgepxaTeneihi agna aniJnkatopos
(BUHT - 4 wWT., gepxartenb - 2 wWT.; oTBEpTKa
-1lwrT.)

MoacTtaBka ANA 3N1€KTPOAOB

Pe3ncTuBHbIl annankaTop

EMKOCTHbIA annankaTop

BHewHnin wuHTepdeiic pasg. BTL-6000 TR-
Therapy Pro

AnnaunkaTop ans AVNHaAMN4YeCcKoro
npumeHeHns BTL-60007TR-Therapy
AnnankaTop AN cTaTWyeckoro NpMMeHeHus
BTL-6000 TR-Therapy

BHewHNli unHTepcewrec gna BTL-6000 TR-

Therapy Elite

CamoknesliguiicaA HelnTpanbHbll  31eKTPO4

132 cm2

YemofaH ) Ansa nepesBO3kKM annapatas, BTL-
6000 TR-Therapy (400 x 460 x 210 mm)

MHOTOXW/IbHbBIM NPOBOJ,
TepMonnacTUUHbIA
cononunagup TPE-E

NMBX GY RAL 7035
BbicokoTemMnepaTypHblil
nnactuk UL-94V
CunnukoHoBas pe3uHa . T4
MocepebpeHasn naTyHb
Crtanb S235.JRG2 (1.0038)
Cranb S235.JRG1 (1.0036)
MnacTtukoBoe NokpbiTUE
OTBepTKa- XxpoM=BaHaaui

MonunacpupcynsdoH PES
MHOTOXWUNbHBI A

nocepe6peHsblin Me Hbll
npoBoOA

dTOPUPOBAHHDI 3TUNEH-
nponuaen FEP

AyXeHOoW Meau

MHOFOXXWbHbIA NPOBOJ,
TepMONAacTUYHbIN
cononunacpup TPE-E

NBX GY RAL 7035
BblicokoTemnepaTypHbIii
nnactnk UL-94V
CunnukoHoBasa pe3uHa T4
MocepebpeHasa natyHb

MonunypeTtaHoBasd cMmona
Torten PRC1708
MonunatnneHoBasa neHa
fmoporens (nonnakpunosas

KucnoTta + rnaMuepuH)
ANOMUHNNR
MeHononuypeTaH
Monnkap6oHaT - YEepHbIN
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9 rapaHTuiiHble 06Aa3aTeNbCTBA

AnnapaT HanpaBNeHHON KOHTaKTHOW guatepmunm BTL-6000 TR-Therapy mmeeT rapaHTuio
CO [AHSA npojaxXw Ha npeameT paedeKToOB W KayecTBa W3roToBneHWs. [apaHTUWHLIA CPOK
cocTaBnfeT gBajuaTtb yeTbipe (24) mecaua. FapaHTWMiiHBIA Nepuojg Ha akceccyapbl cocTaBnsieT 6
mecsaueB. FapaHTusa gelcTByeT Npu ycaoBUK, YTO AedeKTbl HE CBA3aHbl C €eCTECTBEHHBIM, U3HOCOM
UM HenpasW/ibHbIM KWCNONb30BaHueM. WMcnonb3oBaHWe He B COOTBETCTBUM C PYKOBOACTBOM
nonb3oBaTesif, BK/AKYAA HENnpaBWU/IbHYK 4YUCTKY; a Takxe w060 ywep6b, MAPUYNHEHHBIN
BCNeACTBME HENpPaBU/IbHOW YyCTAHOBKU M 06CNyXuUBaHUN 060pyfo0BaHNSa HekBaNMPULMPOBAHHbIM
nepcoHanom, BefeT K NoTepe rapaHTun (aHHynauun).

B cnyyae nw6o0li OWNOGKUW UM HEeUCNPaBHOCTW WN34eNnns, LOTOBOPHON OTBETCTBEHHOCTbHO
KomnaHun BTL gaBnAeTtca ycTpaHeHWe TaKux Cny4aeB U fedeKTOB NyTemM PeEMOHTA WU 3aMEeHbI.
PeweHne 0 peMOHTE MM 3aMeHe OCyL,ecTBAAETCH,N0 YCMOTPEHUO KoMmnaHun BTL. FapaHTUHbIK
CPOK, yCTaHOB/MEHHbIA Bblle, gaeTcd BMEeCTO,BCeX APYIrUX rapaHTUi, APAMBIX W KOCBEHHbIX,
BK/IlOYad, HO He orpaHu4YmBasiCb BCEMU KOCBEHHbLIMMW TrapaHTUAMW TOBAPHOTO COCTOAHMA UMK
NPUrog4HOCTN ANA WUCNONb30BaHWMA WU34enus™ no HasHadyeHuw. KomnaHug BTL, He HeceT
OTBETCTBEHHOCTb 3a Nb6ble NoTepn AOXOAO0B WMNU NPUOLIIK; NPpAMbIe, KOCBEHHble, cneuuanbHblie
Unu cnyyanHble, HU 3a N bble Y6bITKN N0O60F0 poaa.

10 NMPOUN3BOONTEJ1b

BTL Industries Ltd. 161
Cleveland Way
Stevenage
Hertfordshire

SGI 6BU

United Kingdom

Mpepcrtasutens B Poccuu

000 «bBT/»

115114, r. MockBa,

Jepb6eHeBckasa HabepexHada, 4. 11, kopn. A, od. 102A
Ten/dmakc: (495) 645 8737

E-mail: btl-rurd)btinet.com

[Oata rnocnepHeli pegakunmn: 03 HoA6pPNA 2016 T.
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CE...

© Bce npaBa 3awwniieHbl. Hukakasa 4yacTb [aHHOro pykKoBOACTBA He MOXET: OblTb
BOCnpousBefeHa, CoxpaHeHa B Hay4yHO-uccregoBaTe/lbCKOM LUeHTpe uWnu jhiepefaHa
nbbiMyM  cpefcTBaMW, BK/OYas 3NEKTPOHHblE ~~MexaHun4yeckue, dpotorpauyeckme uamn
Apyrvne ooKkymeHTHI, j6e3 npeagBapuTenibHOro corfacua c BTL Industries Limited:

BTL Industries Limited npoBOoAWT NONAMTUKY, HEMPEPbLIBHOrO pa3BuTuA. Takum o6pasom,
OHa oOcCTaBfnseT/3a cO6O0N MpaBO BHOCUTH H06GbLIE U3MEHEHUS U YNyUYlleHUus=Bn3gennsa 6es
npeaBapuTeIbHOTO YBELOM/IEHUS.

CopepXaHue==flaHHOTO0 [AOKYMeHTa nMnpegocTaBniseTcsa Ha YycnoBuax («Kak ecTb». 3a
NUCKNYEeHNEeM ' cnydyaeB, MNpefyCcMOTPEHHbX NPUMEHUMbIMU 3aKoHaMU,’rapaHTusa nw60oro
pofa, 6yAb-'TO SIBHO BblpaXeHHas WM nogpasymeBaemMas,, B OTHOWEHWUW TOYHOCTH,
HaAeXHOCTM unM cogepxaHusa 3Torol AoKkymeHTa oTcyTcTByeT. BTL“Industries Limited
ocTaBnser’/3a coboii npaBo BHOCUTb U3MEHEHUS B AaHHbIA AOKYMEHT =Mn 0TO3BaTb €ro B
noboe Bpemsa 6e3 npeaBapuTeibHOr0 yBe4OMEHUS.
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1 Introduction

The Clinical Evaluation Report is compiled for the purpose of providing the evidence of effective and Safe clinical use
of BTL-6000 TR-Therapy.

2 General Description of BTL-6000 TR-Therapy and its intended use

BTL-6000 TR-Therapy is a professional physiotherapy -device. It is equipped with a colour touch screen, “hich
considerably simplifies its operation. The on-screen information will guide the user step-by-step through the entire
therapy process. The therapeutic parameters are easily set using the touch screen buttens and knobs/keys on the
device.

Therapy is simply started by manually set using the'touch screen buttons. Throughout the therapy the device keeps
you informed on the screen about the applied therapy type, remaining therapy time and-main therapy parameters.

BTL-6000 TR-Therapy is device for tissue heating by means of a 500 kHz contact radiefrequency. The therapist works
with device generating high-frequency current. One of the electrodes, plate shaped,’is neutral (passive), therapist
places the electrode under one part of the patient's body. Second electrode is the-active electrode and performs the
therapy.

The device is available in two variants BTL:6000 TR-Therapy Elite and BTL-6000, TR-Therapy Pro. The difference
between the two variants is in the size of the-display. BTL-6000 TR-Therapy-Elite has 8.4” touch screen and BTL-
6000 TR-Therapy Pro has 5.7 touch screen.

2.1 Device Model
iirodiuct BTL-6000 TR-Therapy
BTL-6000 TR-Therapy Hite
Models BTL-6000 TR-Therapy Pro
2.2 Device Classification

The BTL-6000 TR-Therapy is‘an active medical device. It is intended to control the performance of an active
therapeutic device in Class lla.

As such, it falls into Class lla;-pursuant to the Rule 9 of Annex IX‘ofthe MDD in effective version.

Pursuant to Article 11, Section 2. second paragraph of the MDD;+the Device follows Annex Il route-of conformity, i.e.
full quality assurance (point-4-of Annex Il is not applicable).
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2.3 Device Description

The touchscreen (8.4." for BTL-6000 TR-Therapy Elite;. 5.7 “ for BTL-6000 TR-Therapy-Pro)
The select knob: Te,select individual parameters

The enter key

The esc key

The start/stop key: To start and stop therapy.

The on/off switch: Back-lit in blue when the=econtrol unit is switched on

N o g bk~ w0 N p

The USB-port: Located in the space used-for gripping and lifting the device. The USB port is used
ONLY (for technician service purposes-such as the uploading of firmware. It is not designed for
therapy use!

2.3.2 Rear Panel of the Device
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9. Capacitive applicator output-connector (yellow)
10. Resistive applicator output connector (blue)

11. Mains power switch

12. Mains cable connector

13. Fuse

14. Fuse
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2.3.3 Applicators and electrodes
There are two possible types of applicators. Each applicator has on its end a sliding type of connector. Device uses
two types of electrodes; active electrodes and neutral electrodes. Active electrodes can be seither capacitive or

resistive, each of them in three different sizes. The active electrodes are used for the treatment itself. The neutral
electrode is used as a reference electrode.

2.3.3.1 Neutral electrode

2.3.3.2 Applicator with the active electrode

|

2.3.3.3 Active electrode

4

d

Z

2.3.4 Active electrode sizes

liictibiés'. Capacftive Resistive
_ .45 mm .45 mm
Size .65 mMm .65 mMm
*80 nm . 80 mm
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24 Intended use and indications

The device is intended for treatment of musculoskeletal system acute, chronic and degenerative disorders and injuries
such as: sports pathologies of bones, joints and muscles; tendinous, muscular and articular pathologies; neck pain;
pain in patients with isolated long head biceps tendinopathy; post operative pain and oedema treatment of femur
fractures.

25 Intended population
The device is intended for the adult patients.

2.6 Contraindications

Contraindications for contact radiofrequency current:) Patients with a pacemaker or other-electronic implants must be
approved beforehand by a specialist in a particular-medical field. Patients must not touch the electrical conductors or
grounded object, formation of undesirable pathways could occur for the transmission of high-frequenc/currents.
People with low blood pressure or patients with-treatment of the cervical vertebrag, spine or joints have to take a
longer lasting therapeutic procedure, the therapy, can lead to further reduction of blood pressure. Use of the device is
contraindicated for pregnant women. When using resistance mode, it is necessaryto,remove the dentures if treatment
is carried out in the relevant area. Patients ‘or-the users should remove rings, hecklaces, piercings and other metal
objects. Do not apply on damaged skin, for example in the case of open wounds or fresh burns.

2.7 Possible side effects

Possible side effects for contact radiofrequency current: Unpleasant sensation'can temporarily occur in the treated
area, moderate skin irritation.
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3 Clinical Evaluation Process

In accordance with the definition of clinical data set forth in Medical Devices Directive 93/42/EEC,.as amended by
2007/47/EC, we have chosen the way of collecting clinical Information about safety and performance following from a
device's intended use: Through published and/or unpublished written documents concerning clinical experience with
equivalent devices. The literature search {Comparative lietarture study for BTL-6000 TR-Therapy) was made to find
out the devices placed on the medical device market for a long time which have the equivalent parameters as the BTL-
6000 TR-Therapy and the data supported their intended use:-The chosen devices and the articles-supported particular
indication from their intended use are further evaluated, within this clinical evaluation report. Four equivalent devices
were found. For each of them we found the articles which support particular intended ‘use of the devices. The
particular indication form the articles was chosen and based on them we set the intended-use for the BTL-6000 TR-

Therpapy.

31 Clinical Evaluation Justification

We reviewed the actual published literature within.the literature search for the up to date information about the devices
offers a non-invasive therapeutic method based.on a conversion of a radiofrequency;current to heat energy. Within the
literature search we found the equivalent deviees which we used as a comparable devices to based" the clinical
evaluation on. Within the literature search we-didn't find any new information and-any new clinical risk then is stated
for the equivalent devices. So, we could base the clinical evaluation of BTL-6000-TR-Therapy on the long term clinical
experience with devices which have the=same technology principles and-same intended use. The long term
manufacturing and clinical experience of.Company, manufacturer the tecartherapy equivalent devices, from the
market allow us to use the data to demonstrate the clinical performance and safety oHhe evaluate device. Performing
of clinical study was not required, because of sufficient data obtained within‘the literature search which we can use to
based the intended use on.

3.2 Clinical Evaluation Objectives

In accordance with the definition of clinical data set forth in Medical Devices Directive 93/42/EEC, as amended by
2007/47/EC, we have chosen the way of collecting ciinical information-about safety and performance following from a
device's intended use: Through published and/or unpublished written-documents concerning clinical experience with
equivalent devices manufactured, by Indiba S.A. The clinical evaluation is based on clinical, technical and biological
equivalency proved for the equivalent devices and BTL-6000 TR-Therapy. In accordance with the definition of clinical
data set forth in Medical Devices Directive 93/42/EEC, as amended by 2007/47/EC, we have chosen two ways of
collecting clinical information abeut safety and performance following from a device’s intended use: Through published
and/or unpublished written documents concerning clinical experience either with an equivalent competitive devices for
which clinical, technical and biological equivalence to the ‘evaluated device can be demonstrated. The critical
evaluation of currently available relevant scientific literature was made to find the relevant clinical data.

The entire process of how to select equivalent devices and-a literature search are described in the Comparative
Literature Study for the BTL-6000 TR-Therapy.

For evaluation of comparable clinical data such equivalent devices have been used, which show the highest number of
identical or possibly similar parameters to the Device. The-analogy/equivalence of the BTL-6000 TR-Therapy device to
currently used equivalent devices is based on clinical, biological, technical equivalence.
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4 Equivalent devices

BTL-6000 TR-Therapy has many competitive devices being on the market for many years as well. The‘manufacturer
of al devices found out within the literature search is the Spain origin company Indiba S.A. The ltalian distributor for
this manufacturer is named Human Tecar. This is why some of the products can be found as Human Tecar company
products and some can be found as Indiba company product; in the studies are mentioned following 4 products:
Human Tecar HCR 900. 901, TECAR 901 and MD-308.

Since 1983, INDIBA ® is a company that specializes in research, development, manufacture and global distribution of
medical and aesthetic radiofrequency devices based on a unigue exclusive and patented technology. This electro
regenerative technology provides beneficial biological effects’in tissue regeneration, pain relief and cicatrisation. The
iatest research of the company is focused on ion exchange and cellular electrical potentials, giving rise to the Proionic
® System. Clinical references using our aesthetic and therapeutic radiofrequency, demonstrating the efficiency of the
system around INDIBA ® treatment protocols, are supported by more than 150 scientific publications in the fields of
plastic surgery, aesthetic medicine, sports medicine, traumatology and physiotherapy.

Based in Barcelona and with over 30 years' experience, we are delighted that INDIBA ® has made its treatments
available worldwide with over 15,000 units of deviees installed. INDIBA ©has been-present in Italy for 25 years, in
Japan for 20 years and is successfully pursuing atargeted expansion across Europe, Asia and Latin America. One of
our core values is to provide our partners and clients with a unique technology that ‘consistently provides effective and
visible results. In order to underpin our success.we always provide our professional customers with a first class
education and customized training program in.order to achieve total satisfaction from our patients and clients.

The tecar therapy device stimulates the nataral mechanisms of healing and tissue recovery non-invasively. It uses a
specific form of high frequency current (490_+ 5% kHz) applied with a system combining the capacitive and resistive
modes. It speeds up regeneration, scar farmation and has analgesic, anti-inflammatory and fibrolytic properties. The
radiofrequency current is transferred to a human body through the electrodes connected to the device, in the human
body the radiofrequency current is converted to the heat energy, which influences the tissue.

4.1 Comparison with equivalent device
The analogy/equivalence of the BTL-6000 TR-Therapy device to currently used equivalent devices is based on:
Clinical equivalence

The BTL-6000 TR-Therapy is used for the equivalent clinical condition and purpose as HCR 900, HCR-901, TECAR
901, MD-308.

Biological equivalence
All devices used the same type of applicators.
Technical equivalence

The BTL-6000 TR-Therapy works with the same technical principles and comprises the equivalent technical
components as the HCR-900, HCR 901, TECAR 901, MD-308.

The comparison is described in the Comparative Literature, Study for BTL-6000 TR-Therapy:inthe chapter 3.5.2

4.2 Clinical’ Experience with equivalent devices

The main goal of the clinical literature search is fulfilled. The equivalent devices placed.on the market for a long time
were found. The clinical data supported their intended use are shown in the obtained whole articles.

The equivalency is proved based on the clinical, biological and technical comparison. We can declare regarding this
comparison of technical, biological and clinical parameters described above that BTL-6000 TR-Therapy device is
equivalent to HCR 900 device, HCR 901, TECAR 901, MD-308.
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We found out 5 articles published for the equivalent devices which confirm the intended use of BTL-6000_TR-Therapy.
The articles were found and chosen within the literature search {Comparative literature study forBTL-6000 TR-

Therapy) The approved intended use and intended population within these articles is summarized in'the Comparative
literature study for BTL-6000 TR-Therapy chapter 3.5, in the Table 3.

For all of these studies we found out whole articles, so the obtained clinical data are sufficient to-prove the clinical

performance and safety on. The abstract of articles is found out in the Comparative literature study for BTL-6000 TR-
Therapy chapter 3.4.1.

Page 11 (total 18)
049-87CERBTL-6000TR-TherapyEN103



BTL Industries

DocumentName: Template for RA Documents
Doc. Type and Number;:-FO-596

Form Effective Date; 02-01-2013
Version:=EN-100

Clinical Evaluation Report
BTL-6000 TR-Therapy

5 Clinical safety

The clinical safety data was based on the search of the databases for adverse events reporting - MHRA and MAUDE
and within the risk management process performed during the development for the BTL-6000 TR-Therapy device. The
clinical safety data will be checked within the post market surveillance data after the product launch.

51 Equivalent device

The data for the equivalent devices were collected within' the literature search for the purpese of providing the
evidence of their effective and safe clinical use - contact radiefrequency therapy.

Two (#18, #22) of the five chosen articles contain also the-information to prove the clinical safety of the device. The
first study proves the safety of the device based on the blood pressure measuring. The seeond study recorded the
adverse events within whole study. Both articles confirm. the safe use of the device. In first-article (#18) any valuable
deviations from the normal blood pressure weren't observed. In the second article (#22) any.adverse events weren't
reported within whole study.

We alsochecked within the literature search the databases for adverse events reporting;~ MHRA and MAUDE. Any
reported adverse events weren't found.

52 Post Market Surveillance Data

Activities of post market surveillance are set forth.in Post Market Surveillance Plan.-for the BTL-6000 TR-Therapy. The
results from the PMS will be described in the PMS Report for BTL-6000 TR-Therapy. It is compiled once a year. The
report is designed usually at the beginning ofthe year in the January, it include=post market surveillance'data which
are collecting during the year before. If some significant changes of the clinical data are discovered, the Clinical
Evaluation Report is duly actualized. Because the BTL-6000 TR-Therapy the new technology in BTL, we declare the
PMCF will be performed during next yeardor this device. The PMDF plan is described within the PMS activities (Post
market Surveillance Plan for BTL-6000 TR-Therapy).

5.3 Risk Analysis Review

The risk analysis identified risks associated with the use of the device. A-multi-functional team considered the use of
the device and identified the characteristics related to the safety of the médical device. The identification-ef hazards
and the sequence of event(s) leading to hazardous situation(s) were-conducted from both the product-and user
perspective (including foreseeahle, misuse). Both normal and fault-conditions for the device were considered.
Mitigation measures (controls) have been put in place to minimize the.risk to the patient and user.

Risk management was created.in.November 2014. The risk were described and analyzed with FMEA method. The risk
management include also the evaluation of the clinical risks.

5.3.1 Residual risks

The device was designed with respect to the maximum safety of the operator as well as the patient. The BTL-6000
TR-Therapy device complies with all applicable safety standards.

The overall residual risk.of the device is considered in accordance with the acceptability criteria as'broadly acceptable.
The evaluation of al risk;management activities can declare, that the health benefits outweigh-the risks related to the
device under the condition that the correct intended use and indications are followed. The risk-analysis performed by
the FMEA method coenfirmed that the device comply with' all-requirements for safety and essential performance.

Based on the assessment of all risk management activities it can be stated that medical berefits under the conditions
of following the established intended use significantly outweigh possible risks related to the use of the device.

Risk analysis did-not reveal any serious unacceptable risk concerning the product. basic safety and essential
performance. All risk management activities are in compliance with standard EN 1SO 14971:2012.

The evaluation/of the residual risk is described in.the document Risk management report for BTL-049 (BTL-6000 Tr-
Therapy).
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5.3.2 Clinical risks

The residual risks resulting from the risk management documentation concerning the clinical data are described in the
user's manual. The clinical risks were assessed by the FMEA method within the risk management process. Folloning
clinical risks were included for the evaluation:

OI01: Insufficients specification of intended use: The user's manual contain the information about'the intended use as
is approved via this clinical evaluation report.

IHO4: Side effects and hazards are not speciffied: Among:the clinical risk we have to state the'side effects of tecar
therapy. Within the literature search we found out in the competitor's documentation the possible side effects. These
side effects are describen in the user's manual fro BTL-6000 TR-Therapy.

UEL7: Not respecting the patient feedback during therapy. This risk was evaluated via the risk management process.
The solution is the properly described handling with the-device in the user's manual. This'risk is described as a safety
precaution in the user’'s manual.

UE29: Use of scratched capacitive electrode which.could leads to the Local discomfort;-pain. This risk was evaluated
and solved via the risk management process with/the internal testing and the safety-precautions written in the user's
manual.

UE30: Application of the therapy on the anesthetized patient or the patient with-elevated pain threshold can cause
local burns. These risk is described as a safety:precautions in the user's manual. From the point of view of residual risk
it is necessary to consider that the operator does not read the Manual or intentionally behaves in conflict with the
User's Manual. In this case it is not possible to effectively eliminate the risk by safety precautions in the user's manual.

BIO1, BIO2: The biological hazards are salved via the risk management process. The materials which are in the direct
contact with the patients are in compliance with the standard ISO 10993-1, The biological tests were performed in the
accredited laboratory.

TEO1, TEQ9, TE1O: Thermal risks that could cause the burn of patients:. High temperature of aplied parts during
therapy. High temperature of surfaces during normal operation, Burmn of the operator or patient. This is the;common
shown complaints for the thermal ‘energy therapy devices. This risk was evaluated and solved wvia the risk
management process with the intemal testing. The internal performance tests prove the safety for this risk. Applied
parts are not heated during the theraphy.

The instructions in the user’'s manual are written in accordance with:the clinical residual risks.

54 Conclusion - ‘clinical safety

The clinical safety was supported by the risk management process for the BTL-6000 TR-Therapy.and by the long term
experiences with equivalent-devices manufactured by Indiba 'supported also with the safety outcomes described in the
chosen articles. We didn't-find any adverse events or recalls for the equivalent device. The riskianalysis performed
within the development.ofthe BTL-6000 TR-Therapy by the-FMEA method confirmed that the-device comply with all
requirements for safety-and essential performance. Based on all above written information.we can state that the
device is safety for use.
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6 Clinical performance

The clinical performance data was based on the long term experiences with equivalent devices. manufactured by
Indiba and within the documents regarding the manufacturing process for BTL-6000 TR-Therapy.-These documents
includes: the list of used components, applied parts of the device, materials used, internal and external testing, final
inspection, development documentation and other steps of manufacturing process.

6.1 Equivalent device

We chose 5 articles to prove the clinical efficiency for(the intended use declared for BTL-6000 TR-Therapy. The
articles were evaluated within the literature search. Only the articles which contain sufficient information to be able to
undertake a rational and objective assessment were _chosen. First article (#14) confirms-the intended use for the
Treatment of muscoskeletal acute and chronic injuries, ‘acute and chronic diseases of muscoskeietal system. They
studied patients most confirmed an improvement in pain symptoms. The second article (#15) deal with the Treatment
for patients undergoing surgery of musculoskeletal system, post-surgical treatment fractures of the femur. The positive
effect for pain and oedema in patients with femur fracture treated surgically was approved The third article (#17)
confirms the intended use such as Treatment of ‘acute and chronic pathologies. in sports, treatment of sports
pathologies of bones, joints and muscles. Articular pathologies, muscular pathologies, tendinous pathologies. The
fourth article (#18) shows the favourable results for the Treatment of degenerative neck pain. The fifth article speaks
about the pain relieve in patients with isolated (long head biceps (LHB) tendinopathy. The article shows mainly the
effect of tecar in short-term follow up. All studies were performed for the adult patients.

Based on above written information we carr-declare the intended use for the BFL-6000 TR-Therapy as: treatment of
musculoskeletal system acute, chronic and.degenerative disorders and injuries.such as: sports pathologies of bones,
joints and muscles; tendinous, muscular-and articular pathologies; neck pain;_pain in patients with isolated long head
biceps tendinopathy; post operative pain and oedema treatment of femur fractures.

6.2 List of components

The list of al components used is described in the chapter 8 in the Technical file BTL-049. The material which is in the
direct contact with the patient is described in the chapter 16 in the Technical file BTL-049. This chapter include also
the biocompatibility test reports whichwere performed for the materials that are in the direct contact with the patients.

6.3 List of internal and-external tests

The list of al internal and externaltests is described in the chapter<14 in the Technical file BTL-049.

The list of internal and external tests includes the internal performance tests, test issued by the accredited laboratories
according to the applied safety standards.

The device was designed with respect to the maximum safety of the operator as well as the patient BTL-6000 TR-
Therapy comply with all ‘@pplicable safety standards. The safety of the device is verified by the: testing performed
according to the international electrical safety standard IEC 60601-1.

The materials in direct_contact with the patients meet the“requirements for the biocompatibility. according to the 1SO
10993-1, 1SO 109935;:-1SO 10993-10. The sensitization,./c;otoxicity and irritation test were performed for these
materials. The test reports are stored inthe chapter 16 in.the Technical Fle BTL-049.

6.4 Manufacturing process

Manufacturing How Chart provides a general understanding of the manufacturing process. The flowchart is stored in
the chapter 11°inthe Technical Fle BTL-049.

The company.BTL Company Is certified in accordance with EN 1SO 13485:2012 with, QVIS certificate No. 75565-2010-
AQ-CZS-SINCERT issued by DNV.

The company also meets the requirements for the Canadian quality management system. The company is certified
with the QMS certificate No. CERT-0059956 issued by SAI GLOBAL.

The device has stored the documentation regarding the development of device in the Design History File for BTL-049.
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The final inspections for the devices are performed according to the final inspection templates - see chapter 9 in the
Technical File BTL-049.

The risk analysis is described in the chapter 4 in the Technical Fle BTL-049.

Compliance with the essential requirements of MOD 93/42/EEC is described in the chapter 3 in the Technical Fle
BTL-049.

6.5 Conclusion - clinical performance

The clinical performance data was based on the long term.experiences with equivalent devices manufactured by
Indiba and within the documents regarding the manufacturing process for BTL-6000 TR-Therapy.-The articles chosen
within the literature search support us with the sufficient information to confirm the intended use of the BTL-6000 TR-
Therapy as follows: treatment of musculoskeletal system acute, chronic and degenerative disorders and injuries such
as: sports pathologies of bones, joints and muscles; tendinous, muscular and articular pathologies; neck pain; pain in
patients with isolated long head biceps tendinopathy; post operative pain and oedema treatment of femur fractures.
The device is intended for the adult patients.

The BTL Company has set the manufacturing process which meets the requirements.of the Quality management
standards in the Europe and in the Canada. We_declare within the development documentation that the evaluated
device is safe, suitable for intended use and complies with requirements defined. in Annex 1 MOD 93/42/EEC
(including article 6a).
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7 User’s manual
The device documentation include User’'s manual is in compliance with this clinical evaluation report.

7.1 User’s manual - Device intended use and contraindication
The users’ manual contain following information regarding the clinical data:

The device is intended for treatment of musculoskeletal system.acute, chronic and degenerative disorders and injuries
such as. sports pathologies of bones, joints and muscles; tendinous, muscular and articular pathologies; neck pain;
pain in patients \Afth isolated long head biceps tendinopathy; post operative pain and oedema treatment of femur
fractures.

The device is intended for the adult patients.

Contraindications for contact radiofrequency current: Patients with a pacemaker or other €lectronic implants must be
approved beforehand by a specialist in a particular medical field. Patients must not touch the electrical conductors or
grounded object, formation of undesirable pathways could occur for the transmission_of- high-frequency currents.
Peaple with low blood pressure or patients with treatment of the cervical vertebrae, spine or joints have to take a
longer lasting therapeutic procedure, the therapy canlead to further reduction of blood pressure. Use of the device is
contraindicated for pregnant women. When using;resistance mode, it is necessary to‘remove the dentures if treatment
is carried out in the relevant area. Patients or the,users should remove rings, necklaces, piercings and other metal
objects. Do not apply on damaged skin, for example in the case of open wounds or fresh burns.

The intended use is based on the particular informations found in the chosen articles for the equivalent devices. The
contraindications and side effects are based-on the informations which the competitors declare within the labelling for
the equivalent tecar therapy devices. We callected information from all 4 equivalent devices and based on them we set
the contraindications and side effect for BIL-6000 TR-Therapy device.

7.2 User’s manual - Warnings

The warning and instruction in the user's manual are in compliance with the, residual risks and clinical risks obtained
within the risk management documentation and clinical evaluation. Other-warnings in the manual arise from foreign
countries legislation requirements or. from the customer requirements. The user's manual contains the clinical data
evaluated within this clinical evaluation-report.

7.3 Conclusion - User’s manual

The user's manual contains the-same intended use of the device and. contraindications as is supported by this clinical
evaluation report. The user's manual contains enough information-regarding the clinical performance and safety of the
device.
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8 Conclusion

8.1 Intended Use Benefit evaluation

With the increasing awareness of the clangers of the side-effects of pharmaceutical therapies, contact radiofrequency
therapy is starting to get attention as one of the forms of alternative treatment. Chiropractors and-physical therapists
use contact radiofrequency therapy to improve the quality of life through pain management and biostimulation. Contact
radiofrequency therapy can also reduce the tightening of museles which are often responsible for significant pain in the
back. Reducing muscie spasms and pain in your back can prevent exacerbation of the back probiems, which may lead
to disability or surgical intervention.

General benefits resulting from the above mentioned truths of BTL-6000 TR-Therapy are_mainly the non invasive
treatments of a many different dysfunctions. The main use is focused on the movement or./nervous dysfunction. The
patient's recovering is faster when is supported by this treatment.

8.2 Conclusion ¢ Clinical risk / benefit

The overall residual risk of the device is considered in'accordance with the acceptability eriteria as broadly acceptable.
The evaluation of all risk management activities can declare that the health benefits outweigh the risks related to the
device under the condition that the correct intended use and indications are followed:The risk analysis performed by
the FMEA method confirmed that the device comply with all requirements for safety and essential performance. Based
on the assessment of all risk management activities it can be stated that medical. benefits under the conditions of
following the established intended use significantly outweigh possible risks related to the use of the device.

8.3 Overall evaluation

The clinical data obtained and experiences with the used technology for the‘eguivalent devices were assessed as a
sufficient for the confirmation of the perfarmance and safety of the device.

The clinical safety was supported by the risk management process for the BTL-6000 TR-Therapy and by the long term
experiences with equivalent devices manufactured by Indiba supported also with the safety outcomes described in the
chosen articles. We didn't find any adverse events or recalls for the equivalent device. The risk analysis performed
within the development of the BTL-6000 TR-Therapy by the FMEA method confirmed that the device comply with all
rz?uir%nnnts for safety and essential performance. Based on above witten information we can state that the device is
safety for use.

The clinical performance data was based on the long term experiences with equivalent devices manufactured by
Indiba and within the documents regarding the manufacturing process for BTL-6000 TR-Therapy. The articles chosen
within the literature search support us with the sufficient information'to confirm the intended use of the BTL-6000 TR-
Therapy as follows; treatment-of musculoskeletal system acute, chronic and degenerative disorders and injuries such
as: sports pathologies of banes, joints and muscles; tendinous,. muscular and articular pathologies; jneck pain; pain in
patients with isolated long'head biceps tendinopathy; post operative pain and oedema treatment-of femur fractures.
The device is intended for the adult patients.

The user's manual contains the same intended use of the device and contraindications as is supported by this clinical
evaluation report. The user's manual contains enough information regarding the clinical performance and safety of the
device.

The intended use is based on the particular informations-found in the chosen articles for the equivalent devices. The
contraindications and:side effects are based on the infermations which the copatitors declare)in the user's manuais for
the equivalent tecar-therapy devices.

Indeed, this fact@lows us to conclude that the BTL-6000 TR-Therapy devices intended for performing physiotherapy
by contact radiofrequency therapy are suitable for their state-of-the-art intended use, to-be marketed as BTL-6000 TR-
Therapy, provided that the requirements for their, specified characteristics and performance, under the intended
conditions and for its intended purpose of use, are fulfilled. Summarized, BTL-6000"TR-Therapy does not pose any
undue safety eoncerns either to the operator, physician or patient and the risks associated with the use of this device
are acceptable when weighed against the benefits to the patient.
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9 Documentation - cross reference

9.1 Unpublished literature
Complaints and Adverse Events electronic databases:
MHRA (http:/Amwwv.mhra.gov.uk/)
MAUDE (http:/mmw.accessdata.fda.gov/scripts/cdrivefdocs/cfmaude/search.cfm)
The websites of the competitive producers:
Indiba (http:/Awwv.indiba.com)
Human Tecar (http:/Awwv.humantecar.eu/?lang=en)

10 Statement

We declare within this unpublished/published documentation that product BTL-6000 TR-Therapy is safe and suitable
for intended use.In accordance with the definition of clinical data set forth in Medical-Devices Directive 93/42/EEC, as
amended by 2007/47/EC, we have chosen the'way of collecting clinical information-about safety and performance
following from a device's intended use: Through. published and/or unpublished written documents concerning clinical
experience with equivalent devices. The analogy/equivalence of the BTL-6000 TR-Therapy device to currently used
equivalent devices was proved via the clinical;-biological, technical equivalence.

The device complies with requirements defined’in Annex 1 MDD 93/42/EEC article’1,3 and 6a

Page 18 (total 18)
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/MepeBop, C aHIIACKOrO S3bKa Ha PYCCKUI S13bIK/

OTUYET O K/IMHUYECKOW OLIEHKE

BHYTPEHHUII HOMEP MPOEKTA: ®VPMEHHOE HAVIMEHOBARIIE V3LEMVIS:
BTL-049 BTL-6000 TR-Therapy

Bepcuna:103 Moanuce: Jara:
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Hasawue gokymenTta: Wla6now AN9 HOPMATMBHO-TEXHUYECKON AOKYMEHTALMNM
Tun n Homep AOoKyMmMeHTa: PO-596

dopma geitctButenbHa €:02.01.2013 r.
Bepcusa: EM-100

OTYET 0 KMHMHECKOM OLIEHKE

MEIMLIVIHCKOrO V30e/vis
«Annapar Harnpas/eHHOM KOHTaKTHOM avarepmnn BTH6OOO TP-Therapy»

1 BeegeHve

OTYeT O KWMHMYECKON OLEHKe COCTaB/IEH C LEMb0 MPEACTaB/eHVst AaHHbIX, MOATBEPXOAOLMX) 3GIPEKTVBHOCTL 1
€30MacHOCTL MEAMLMHCKOrO M3Aerma «Annapar Harnpas/eHHOW KOHTakTHOW amarepvmn BT1-6000 TP-Therapy» npn
:pVIMQHQHI/II/I B KIIMHUYECKOM MPaKTUKE.

2 O6Lee onucaHve annapara HanpaB/iIeHHOM KOHTakTHoW anatepmun BTL-6000 TR-Therapy v ero
Ha3HauyeHvie

Annapar Hanpas/ieHHON KOHTaKTHOM ayarepmin BTL-6000" TR-Therapy sIBMSETCA (m3voTEPANeBTVHECKM YCTPOCTBOM
475 MPOIECCHOHA/IBHOMO  NMPpUMEHeHVs.  Annapar  OCHaeH LIBETHbIM  CEHCOPHbIM - 3KPAHOM, KOTOPbIA - 3HAYMTESIbHO
YMNpOLLAET ero aKcrvyarauyio. VHdopmauys, otobpaxkaemasi Ha aKpaHe B BWE MOLLAFOBBIX VHCTPYKUMIA, HarpasiseT
Nosb30BaTENIA HAa MPOTSHKEHU BCEro Mpouecca Tepann.  TeparneBTvdeckre napaveTpbl Jierko YCTaHaB/IMBaKOTCA C
MOMOLLISHO KHOMOK CEHCOPHOIO 3KpaHa Wi KHOMOK/K/MaBULL, PacriofnoeHHbIX Ha annapare.

Tepan/s HaUMHAETCS! C NOMOLLIHO MPOCTOI Py4HON HACTPOVKY C 1CNO/b30BaHEM KHOMOK Ha. CEHCOPHOM aKpaHe. B TeueHne
BCEro MPOLIECcca Tepanui Ha KpaHe annapara oTOGPaKAIOTCA TVMN NPUVIEHSIEMON Tepanii, OCTaBLLEECS BPeMs Teparniim 1
€€ OCHOBHbIE MapaMETPb.

Annapar Hanpae/fieHHOM KOHTaKTHOM avarepviav BTL-6000 TR-Therapy npegHasHadeH /19 MporpeBaHvst TKaHu
MOCPEACTBOM KOHTAKTHOMO BO3AEICTBUS paayiodacTtoTbl 500 KL, dvisnoTepanesT paboTaeT C annaparoM, reHepripyroLLyimM
TOK BbICOKOA YacCTOTbl. OOMH M3 3/IeKTPOAOB, ' UMEoLMA GoOpMy MVIaCTUHBI, SB/ISIETCA  HelTpasibHbIM - (MacCyiBHBIM) 1
pasmeLLgeTcs Mof, YacTblo Tefia nauyeHTa. ~BTopoli aM1eKTpos, SB/MSeTC akiMBHbIM W MCTIONb3YETCH /1 NMPOBEAEHUA
Teparnn.

Annapar BblIyckaeTcA B AByX Bepcusix, BTL-6000 TR-Therapy Elite n BTL-:6000 TR-Therapy Pro, koTopble OT/m4atoTcA
pa3vepamm akpaHa. Moaenb BTL-6000 TR-Therapy Elite nMeeT ceHcopHbIi-aKpaH avaroHarnsto 8,4 aroiivia, Moaers BTL-
6000 TR-Therapy Pro- CeHCOpHbIi aKpaH AviaroHavTbto 5,7 aroivia.

21 Mopgenv nspenvsa

V3penne BTL-6000-TR-Therapy
Mopgenu BTL-6000 TR-Therapy:Elite, BTL-6000 TR-Therapy Pro

2.2 Knaccudpmkaunsusgenms

Annapar  Hanpas/eHHON - KOHTaKTHO aviatepmn BTL-6000.TP-Therapy SBMSETCH akTVBHbIM MEIVLWHCKAM U3LE/VEM,
npeaHasHaueHHbIM /19, KOHTPO/IS paboThl aKTUBHOTO TepaneBTUYeCKoro 13aenms kKnacca M

B cBa3n ¢ aum, B cootBeTcTBAN C IMpaswiom 9 Mpwioxednst IX JypeKiviBbl 0 MEeOVLMHCKAX /V3OEMSX B AEACTBYHOLLIEH
pefakLm, annapar OTHOCUTCH K MeAULMHCKM 13aenmaM Knacca Ha

CornacHo nyHKTy 2(CTatbi 11 pa3gena 2 JMpeKTvBbl-0 MeVLHCKX U3LEMMsX, U3Ae/me COOTBETCTBYET TpeboBaH!AM
MouwiokeHns Il Cxema MoATBEPKAEHUA COOTBETCTBUSA. (MOSHOe obecreveHvie kaveCtsa) (M. 4 Mpuwiokenna Il He
NPUMEHSIETCS).
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OTYET O KIIMHNYECKOIN OLEHKe

MEIMLIVIHCKOrO V3ae/vis
«Annapar Hanpas/eHHOM KOHTaKTHOM avarepmnn BTH6OOO TP-Therapy»

OnuncaHve nsgenuga

MepenHAsa naHeslb annaparta HanpaB/IeHHOM KOHTaKTHOM anatepmun BTL-6000 TR-Therapy

CeHcopHbin 3KpaH (pasmepbl: 8,4 moimva - moaens BTL-6000 TR-Therapy Hlite, 5,7 af0via - Mogens BTL-6000
TR-Therapy Pro)

KHorka [select] (BbI60p): 41 Bbibopa MHAVBUAYaEHLIX MapameTpoB

Krasua [enter] (Bxon)

Knasua [esc] (Bbxon)

Krasua [start/stop] (myck/cTom): A 3arycka 1oCTaHOBKM Teparnim

Mepexntoaress on/off (BkN./BbIK/M.): TOPUT CUHAM, KOrZa YCTPOCTBO YNPaB/IEHVS BK/IKOHEHO

USB-nopt: pacriofniokeH B MeCTe, UCToMbL3yemoM /15 3axBara M nogbema annapara. USB-nopt ucnonb3yetcs
TOMBKO B UEAX TEXHUYECKOTO OOC/TyXVBaHUS, Harmpyviep, /11 3arpy3k/  BCTPOEHHOMO  MporpamMMHOro
obecreveHs. He npepHasHaveH 19 TepaneBTUIECKOoro 1Crosb30BaHusA!

2.3.2 3agHAaa nadHenb annapara

M1
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OTYET 0 KMHAHECKOIA OLIEHKE

MEIVLIMHCKOIO V30
«Annapar Hanpas/IeHHOI KOHTaKTHOM aparepmui BTBoOOO TP-Therapy»

BbxoaHOM pasbem Y15 HEATPasTbHOrO 3/1eKTpoaA (HepHbIA)
BbXQaHOI pa3bem [/15 @MKOCTHOrO anrymkaropa (KesTbii)

BbXOaHOI pa3bem /18-Pe3UCTVIBHOMO anrymkaropa (CYHA)
[MepekroHaresb 3MeKTRONTaH!A

Pasbem /19 kabers. 3NeKTponuTaHmus

MnaBkA MpeaoxpaHiTeSb

MnaBkAl NpeaoxpaH1TeSb

Bepcusa: EM-100
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HasBaHue pokymeHTa: W a6noH ANS HOPMATUMBHO-TEXHUUYCCKON AOKYyMEHTALMM
Tun n Homep AokymeHnsa: PO -596

dopma geictBuTenbHa ¢ 02,01.2013 r.

Bepcusa: EM-100

OTYeT 0 KIMHYECKON OLIEHKE

MEIMLHCKOrO 13ae/msi
«Annapar Harnpas/ieHHO KOHTaKTHOM aviatepmin BT1-6000 TP-Therapy»

i2.3.3  Annnnkatopbl 1 3MeKTPOAbI

| CyLLeCTBYHOT [1Ba. BO3MOXHbIX TWMNA anryivKaropoB. Ha KOHUE KaXKOOro anr/iMkaropa MMEeeTCH Pasbem-CKOMb3ALLEro Tuna. B
AMannapare VCrofb3yrTcs ABa TvNa MEKTPOAOB: akTUBHbIE 3/IEKTPOb! Y HETPasibHbie MeKTPOb!,- AKTVBHbIE 31EKTPObI
Wp/toryT GbIMb €MKOCTHbIMM JIMOO PE3VICTUBHBIMI, KaXKObM VB HMX BbIMyCKAETCS B TPEX pas/MyHbX pasvepax. AKTUBHbIe

| 31eKTPOab! UCTO/B3YHOTCA Y15 SiedeHyst. HelTpasibHbIA 371eKTpoL, NMPUMEHSIETCH B KaYECTBE pethepeHCHOro a/1eKTpoaa.

2.3.3.1 HelTpasibHbIii 3NEKTPOL,

7

2.3.3.2 Annavkatop C akTMBHbLIM 3M1EKTPOAOM

2.3.3.3_AKTVBHbI 3/1eKTpos,
[

7

2.3.4 Pa3mepbl aKTUBHOrO 3/1eKTpoda

OnekTpoapbl EMKOCTHbI Pe3ncTnBHbIN
.45 Mv .45 Mv

Pasvep . 65 Mv .65 Mv
.80 Mv .80 mv

24 Ha3zHaueHve 1 nokasaHnA K NpUMeHeHUIo
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Tun n Homep Aokymentai PO-596

dopma geidtcTtButenbHa c: 02:01.2013 r

Bepcusa: £EN-100

OTYET 0 KIMHNHECKOI OLIEHKE

MEIVLHCKOrO U3ae/ms
«Annapar Harnpas/ieHHO KOHTaKTHOM avatepmnn BT1-6000 TK-Therapy»

Annapar npefHasHadeH /19 JleYeHnst OCTPbIX, XPOHUYECKUX W [AereHepaTuBHbIX 3ab0/ieBaHuin U TpaBM  OrMOpHO-
[BUraresl-HOro annapara, TakX Kak CrOpTVBHbIE MATOMIONMM KOCTEW, CyCTaBOB W MblLLL, CyCTaBHble, MbiLEYHbIE
NaTosiorMM 1 natosiorM CyxXOwnii, 60/b B Liee; 60/b Yy NauveHToB C M30/IMPOBaHHOW TeHAVHORaTUel [/IMHHON
rO/IOBKN BULIENCa; SIeUeHVe Noc/eonepaLyioHHON 6o/ 1 OTEKOB Mpy nepesioMax 6eapa.

25 MpenycmoTpeHHasa nonynauus
Annapar npeHasHayeH 419 NPUMEHEHNS Y B3POC/bIX MaLYEHTOB.

2.6 MpoTBONoOKa3aHusA

MpoTVBOMNOKa3aH/S /11 KOHTAKTHOM Tepari TOKOM. BbICOKOM 4acTOTbl  MpOBeAEHUE | Tepariii 'y  MauyeHToB C
KapayOCTIMy/IITOPOM WA APYTMIA  MIEKTPOHHLIMA-. UMIVIaHTaTaMM -~ A0/DKHO  Obk — MpesBapuTeNibHO - 000peHo
CrieLiariiCToM B OrpeaeieHHON MeOyILYHCKOA obriacT. MaLyieHTbl He A0/DKHbI MPYKACcaTLC K MeKTPUHECKVM MPOBOAAM
W 3a3eMieHHbIM OObEKTaM;, Mp nepefade BbICOKOYACTOTHbIX TOKOB BO3MOXHO ‘(YOPMMPOBAHVE HEXearesbHbIX
NPOBOAALYIX MyTel. JHoOsAM C HU3KAM apTepua/ibHbIM [aB/EHMEM WM MaUMeHTaM [pn SieHeHMM LLeliHbIX MO3BOHKOB,
MO3BOHOYHVKA WM CYCTaBOB TpebyeTcsi 6oree AmTeNbHas TepaneBTMyieckas Npoueaypa; Tepanvsi MOXET MprBECTU K
[JarbHe/LLEMY CHDKEHIO apTepUaribHOMo AaB/ieHns: MpruMeHeHre annapara NpoTUBOMOKa3aHo Mpy GepemeHHoCTY. [pu
UCrOMb30BaHMA  PE3VICTVBHOTO  peXxiMa  HeOOXOMMO CHATb  3yOHble MpoTe3bl, 1€C/M  JIEYeHVe MNPOBOOUTCH B
COOTBETCTBYIOLLEM 0G/1acTu. MauyieHTbl M MOAL30BaTe/ M OO/DKHbI CHUMATL KOAbLR, LIEMOYKW, TMMPCUHT U Mpo4me
METaVVIMHECKVE MpeaMeETbL. He MpUMEHTb Ha MOBPEXAEHHOM KOXe, Harnpymep, Mo OTKPbITbIX paHax Wi CBEXVX OXOrax.

2.7 Bo3MOXHble No6oyHble adhheKTbi

BoavoxHble Mo6oqHbe 30PIeKTbl KOHTAKTHOM Teparnm TOKOM BbICOKOA YacTaTbl: BO3MOXHO BpeMeHHOEe BO3HUKHOBEHME
HEMPUSTHBIX OLLYLLIEHY B OO/IACTU JIeUEHNS, YMEPEHHOE pa3padkeHne KOk

3 Mpouecc KMHNYECKON OLEHKM

B cootBeTcTBAM C OnpefgrieH/em: KMMHMYECKUX [AHHbIX, YCTaHOBfEHHbIM B JMpeKTMBe O MEeOVLMHCKUX W3OennsX
93/42/EEC B pepaxuym 2007/47/EC, Hamm Obln BbiOpaH Criefytouyii cnocob cbopa KIMHUYECKON - MHAhopmaLym O
6e30MacHOCTM U (PyHKUVIOHaTBHBIX  XapakTepuUCTUKaxX B COOTBRICTBUMM C  HasHauYeHeM u3ae/vist  MocpesncTBOM
Ory6/IMKOBaHHbIX WM HEOMYOIMKOBaHHBLIX MUCHMEHHBIX [OKYMEHTOB,) KaCaOLLWIXCS OMbITa NMPUMEHEHUA SKBYIBAVIEHTHBIX
U3LE/MIA B KMHUYECKON Mpakivike. [Movck smteparypbl (CpaBHUTE/IbHOE KMCCnefoBaHe NuTepatypbl Mo annapary
HanpaB/eHHOl KOHTaKTHOI gratepmun BTL-6000 TR-Therapy) Rpov3B0AWICA C LIEMb0 OOHaPY>XEHWUS U3/, KOTOpbie
BbIMyCKAKOTCH HA PbIHOK MEOVLMHCKUX U3AeA B TEHEHVE [/MTEALHOrO neproaa BpeMeHN 1 UMEHOT. Tak/e e napameTpbl,
Kak anrapar BT1-6000 TP-Tberapy, a Take AaHHbIX, MOLTBEPKOAIOLYX VX MPUMEHEHVE B COOTBETCTBUM C HasHaYEHVEM.
PesyrbTarbl OLEHKN OTOOPaHHbIX U3OEMMA U CTaTeld, NOATBEPHIAIOLLYIX OrpeserieHHble NOKa3aHWA Y15 X MPUMEHEHWS B
COOTBETCTB/V C Ha3HAYEHUEN, MpUBEAEHbI HIDKE. BblUio 0OHAPY)KEHO YETLIPE SKBUBA/IEHTHBIX-U3AE/MA. [I19 KKOoro 13
HX HalOEHb! CTaTbi, KOTOpble MOATBEPKOAIOT OnpeaesieHHoE HasHadeHve. /B crareil Obii.BbiopaHbl Onpeae/ieHHbie
MOKa3aHIsl, Ha OCHOBAHW. KOTOPbIX Mbl YCTAGHOBWIN Ha3HauYeHvie arnnapara Harpas/ieHHON KOHTaKTHOA ayiatepmn BTE-
6000 TP-Therapy.

31 O60oCcHOBaHMe KIMHUYECKON OLEHKM

B pavkax novicka smreparypbl Mol NMPOBENN aHa/ I3 MIMEIOLLECA OryG/IMKOBaHHOM SIMTepaTypbl Ha Hasume aKTyasibHOMN
vHopMaLMM - 06 M3AEMMSIX, B KOTOPbIX PeayM3yeTcs HeVHBas3MBHbIA TeparneBTUHeCKUn MeTQ, OCHOBaHHbI  Ha
Mpeoopas30oBaH/A TOKOB BbICOKO/ 4acTOTbl B TERVIOBYIO 3HEprO. B xofe noucka ymreparypbl ObUM  OnpesesieHbl
9KBMBA/IEHTHbIE M3AE/MS, KOTOpble WUCMOMb30BA/ICL B KaYeCTBe M3Ae/MA CpaBHEHNS [/11 OOOCHOBAHWS KIMHHECKON
oueHKN. B pamkax noucka smteparypbl Mbl HE OOHapPY»KWM KakOW-/M60 HOBOM MHGoOpMaLMM WA JIHOObIX HOBbIX
KIMHAYECKVX [CKOB, KPOME TeX, KOTopble 3asiB/ieHbl /19 SKBUBAIEHTHbIX M3Oe/MA. TakiM 06pasomM, Mbl CMOM
060CHOBaTb KIMHUYECKYHO OLIEHKY annapara HarnpaB/eHHOM KOHTaKTHOM ayarepmi BTE-6000 TK-TVerapy g/mresibHbIM
OMbITOM  K/IMHAYECKOrO MPUMEHEHUA  U3LE/MIA, VIMEIOLLMX aHaVIONYHbIe TEXHOMOTMYECKVe MPUHLMMBI N Takoe Xe
HazHaveHve. [MpoaomKATEIbHbIN  MPOM3BOACTBEHHLIA N KIMHAYECKUIA OMbIT KOMMaHAY, SBMSOLLENCA MpoM3BOavTeSIeM
SKBVIBa/IEHTHbIX M3E/MiA, MO3BO/IIET HAM UCMO/b30BaTh AaHHbIE C LIE/bH0 AEMOHCTPALWN KIMMHUHECKUX (yHKLIIOHa TbHbBIX

Y
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XaPaKTEPVCTVK U GE30MaCHOCTU OLIEHMBAEMOrO M3Ae/ms. Tak Kak B pesyribTare Movicka Smteparypbl=0biii MosyueHbl
JIOCTaTOYHbE [laHHbIe, KOTOpblE MOTYT WCMOMb30BaThCs /11 OOOCHOBAHUSI HA3HAUEHUS], MPOBEAEH/E K/MHYECKOrO

mccnefoBaHyst He TpebyeTcs.

2 Llenm K/IMHMYECKOM OLEHKM

B cootBeTCTBMM C ONpeferieHMeM KIMHAYECKUX [aHHbIX, YETaHOBMEHHbIM B [MpeKTVBE O MEMLYHCKAX U3AeMsX
93/42/EEC B pemakuym 2007/47/EC, Hamm Obln BblopaH=Crefytolyii crocod cbopa KMHAYECKON WHCbopMaLym O
6e30MacHOCT M OYHKUMOH&VTbHLIX  XapaKTepHCTUKaX- B~ COOTBETCTBAM C  HasHaueHVeMs, “M34e/mst.  rocpeacTBOM
Ory6/MKOBaHHBX WWIN HEOMYG/IMKOBaHHbIX MACHMEHHDBIX A0KYMEHTOB, KaCaroLLWIXCA OMbITa. MPUMEHEHNS] SKBUBA/IEHTHBIX
V3OE/MA NPOM3BOACTBA KOMMaHMM Illka 8.A. B KIMHAYECKOV MpaKmvike. KMHAYECKas |OLeHKA OCHOBLIBAETCA Ha
KIMHAYECKOW, TEXHUYECKOM W OGMOMIOTMHECKO 3KBMBANEHTHOCTY, MOATBEPKAEHHON /IS ) SKBUBAIEHTHbIX M3OE/MA 1
annapara Harpas/ieHHOM KOHTaKTHOM avatepmnn BTEGOOO TK-Therapy. B cOOTBETCTBUM) C OMPesesieHNeM KIMHNYECKIX
[JaHHbIX, YCTaHOB/IEHHbIM B JypeKTviBe 0 MesyumHCKX 13nenvsx 93/42/EEC B pepakuym 2007/47/EC, Havm Gbin BbiopaH
BTOPOVi Crocob coopa KIMHAYECKOM MHGOPMALWM O Be30MacHOCTU 1 (yHKUMOHa IbHBIX XaPaKTepUCTVKAX B COOTBETCTBIAN C
Ha3HaueHvieM U30EeMAs: MOCPEACTBOM OMyG/IMKOBaHHBX WM HEOMYO/IMKOBaHHbBIX MUCBMEHHBIX [JOKYMEHTOB, KaCatOLLYIXCA
orbiTa NMPYIMEHEHUS IHOOOO U3 IKBMBASIEHTHBIX KOHKYPVPYHOLLWX MBAEMAVA B KIMHYECKOW MPaKTuKe, B OTHOLLIEHU KOTOPOTO
MOXET ObITb MPOAEMOHCTPMPOBaHA K/IMHMYECKAS, TEXHWYECKas! W BUOMONHECKasT) SKBUBA/IEHTHOCTb  OLEHNBAEMOMY

n3germo. Kpymnieckas oLeHKa MMEHOLLEC B HACTOsILLIEE BPeMsi COOTBETCTBYHOLLIEM HayqHOI fuTepaTypbl NPOBOAWIACh
[/151 NOMCKA COOTBETCTBYHOLLYIX KIMHNYECKVX JaHHbIX.

Becb npouecc otbopa IKBUBAIEHTHbIX W3OEMMA M MoMCKa /ATepaTypbl OMucaH B AOKyMeHTe «CpaBHWUTENbHOe
uccneaoBaHne NuTepaTypbl Mo annaparty HarpasneHHON KOHTaKTHOWN gnatepmun BJ/1-6000 T/1Merapyy>.

JA OUeHK COMOCTaBUMbIX  KIMMHUHECKUX. JaHHbIX UCMO/b30BaHbl Tak/ie SKBUBA/IEHTHbIE W3OS, KOTOpbe MMEHT
Ha/bO/blLEE  YACTIO  WOEHTUYHbIX WA ) BO3MOXHO CXOOHbIX MapaveETPoB C  paccMarpuBaeMbiM  M3OEEM.
AHaMOorVsi/3KBYBANIEHTHOCTL annapara HadpaB/MEHHOM KOHTaKTHON avatepvi BT1-6000 TP-Therapy v 3KBMBa/IEHTHbIX
V34E/MA, UCTIOMb3yeMbX B HACTOSLIEE ) BpeMs, OCHOBbIBAETCA HAa  KAMHUYECKON, OMOMIOMMUECKOA W TEXHWUYECKON
3KB/BAVIEHTHOCTI.

4 OKBMBaJIEHTHbIE U34eAnsA

Annapar Harpas/ieHHON KOHTaKTHOA ayatepmin BTL-6000 TR-Therapy KOHKYpMpYeT C MHOMOUMC/IEHHBIMA YCTPOCTBaMM,
KOTOpble Tarke MPUCYTCTBYIOT Ha. PbHKE MHOrVe rodpl [Mpov3BoavTE/ieM BCeX arnmnaparoB, OOHapyXeHHbIX B XOae rnovicka
JvTeparypbl, SBMAETCA VCraHcKas komnanus Indiba S.A JMCTproLHOTOpOM MPOV3BOAMTESSA SIBMAETCH MTa/bsHCKas dvpva
Human Tecar. MoaToMy MOXHO HaiT U30EMS, KOTOpble NPen/iarakoTcs Kak 13aenva KoMnaHu Human Tecar, v nsgenvs,
KOTOpble NMpeacTaB/eHbl Kak M3Ae/ms komnaHi Indiba. B vccnefoBaHusX YoMMHAKOTCA Crefytolye YeTbipe annapara:
Human Tecar HCR 900, 901,.TECAR 901 n MD-308.

OcHosaHHas B 1983 rogy komraHus INDIBA® crieLmarimavipyetess B 06/1aCT CCNeaoBaHni, pas3paboTky, Npov3BOACTBa U
rN0GasibHOr0 PacnpOCTPaHERNS PaayioHacTOTHOA MEeaMLWHCKON 1 3CTETMHECKON annaparypbl Ha OCHOBE YHVKa/TLHOM
SKCK/KOBMBHON W 3araTeHTOBaHHON TEXHOMOMMW.  3JTa  TEXHOOMVSt  3/IeKTPO-pereHepaTvBHo  SHEPIMM  OKa3biBaeT
GraronpusitHbie Gronormdecke 3dxpeKTbl /1 BOCCTAHOBAEHMS TKaHW, YMEHbLLEHUA GO/ =1 3a0KMB/IEHMS. Pe3yrbtaTtom
NOC/IeHEr0 MCCNefOBaHNA KOMMaHUN, COCPEAOTOUEHHOMO Ha VOHHOM OOMEHE U K/IETOUHbIX, SAEKTPUHECKUX MoTeHLaax,
CTasia pa3paboTka cvcTeMbl Proionic®. B KMHAYECKO JmMTepaType Mo UCMOMb30BaHI0 paayoHacToT B 3CTETUHECKUX U
TepaneBTMHECKX  UEAX MPOAEMOHCTPUpOBaHa  3(dIEKTMBHOCTL  CUCTEMbI NP MPUMEHEHMN B COOTBETCTBUMM C
npoTokoriamvm iederns’ INDIBA®, UTo nogreepkaaetca boree yem 150 HayuHbIMI M6/ MKaLjsMA B 06/1aCTU M/IaCTUHECKOIA
XVIPYPrv, SCTETUHECKO/ MeayLYHbI, TPaBMaTO/I0Mn U-.qusvoTepariim.

OcHoBaHHas B.BapcenioHe 1 mverowps 6oriee dem 30-neTHUA oMbt paboTbl, KomnaH/s INDIBA® rapaHTvpoBasia
[OCTYINHOCTL CBOEM Teparnv no BceMy M/py, 0becriedmB YCTaHoBKy cebile 15 000 anmaparos B pasHbiX cTpaHax. INDIBA®
npvicyTCTBYeT B WTarim Ha npotsbkeH 25 neT, B FAnoHn - 20 fieT 1 yCreLwHo MPOeBOAUT MPOLECC pacLLMpeHnsi CBOel
[esTeNbHOCTU Ha TeppuTopun EBponbl, A3 nJlarviHekoid Avepuki. OfHOM 13 OCHOBHBIX LIEHHOCTEN KOMMaHUA SIB/ISIETCH
npefocTaB/ieHe napTHepaMm U KIeHTaM  YHUKE/IbHON TEXHOMOTUK,  CTabuibHO-00ecrieumBatoLLei  adhdpekTvBHble U
BAIMMbIE pesyribTarbl. C Le/bio 3aKpervieHns JOCTUMHYTBIX YCreXoB KOMMaHVsi Ha MOCTOSIHHOM OCHOBE MPeLoCTaB/IseT
NPOECCHOHATBHBIM  3aKa34MKaM  BbICOKOKAYECTBEHHOE 00yYeHVe M MHAVIBULYa/IbHyH0 MpOrpaviMy MOLroTOBKA YIS TOrO,
4TOObI 06ECTIEUNTL MAKCUMVTHOE COOTBETCTBME MOTPEOHOCTAM MALWIEHTOB U KIEHTOB.

TepaneBTvyeckli annapar Tecar CTUMY/IMpYeT eCTeCTBEHHbIE MEXaHV3Vbl 32XVB/IEHNS W BOCCTAHOB/IEHVS TKaHew
HEVHBa3VBHLIM METOAOM. B HeM mcrosb3yeTcs crielyaribHast qoopma BbICOKOHACTOTHOMO Toka (490 £ 5 % K'l), Kotopas
NPUMEHSIETCA CUCTEMON, OOBEAMHAIOLE eMKOCTHbIN M PE3VCTVBHLIA peXXMbl. OHa YCKOPSIET pereHepaLyio TKaHew,
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3TOCOOCTBYET  pyOLEBaHWO, 00/1a0a€eT  aHasbresvpytoyiMKy,  NPOTUMBOBOCTIAVIATENbHBIMA 11 (ORE/TIUTUHECKVMMA
ceo/cTBaMU. TOK BbICOKOI YaCTOTbI NepefaeTcsl B TEMNO YesioBeka C NMOMOLLHO 3/1IEKTPOMOB, NMPUCOeOMHERHbIX K annapary.
Brene venioBeka BbICOKOHaCTOTHbI TOK MpeotpasyeTcsl B TEMVIOBYH 3HEPIVIO, KOTOpasi BO3AEIMCTBYET Har TKaHW.

» 1 CpaBHeHVe C 3KBMBa/IEHTHLIM N34ennem

| AHa/IorVis/aKBMBa/IEHTHOCTL anmnapara Hanpas/ieHHOM KOHTaKTHOM- aviatepmn BTL-6000 TR-Therapy 1 Takvx »xe U30euiA,
U nvielolyixcst B HaCTosILLIEE BPEMST, OCHOBBLIBAETCS Ha CriedytolLyiX NapameTpax:

| KnnHnyeckasi 3KBMBaJ1IEHTHOCTb

Annapar Harpas/ieHHOM KOHTaKTHON aviatepmi BTL-6000 TR-Therapy npuMeHsieTCcs Mpu-aHasionuHbiX KIMHUHECKUX
COCTOSHUMSIX M M0 TaKOMY Xe HasHaueHWo, vTo 1 annaparbi HCR 900, HCR 901, TECAR 901, MD-308.

f Buonormyeckas 3KBUBa/IEHTHOCTb
Bo Bcex annaparax Ucros3yeTcs OAYHAKOBbIV TUN arnr/INKaTopoB.
TexHMYecKasi SKBMBa/IEHTHOCTb

Annapar BTL-6000 TR-Therapy paboTaeT C 1Cro/ib30BaHNEM TEX e CaMbIX TEXHUYECKIX MPMHLMIMOB 1 COCTOUT U3 Tak/X
YKe TEXHVHECKVX KOMIMOHEHTOB, YTO 1 annaparsi HER-900, HCR 901, TECAR 901, MD-308:

JaHHble cpaBHeHuA mpuBefeHsb! B iase 3.5.2 AokymMeHTa «CpaBHUTE/IbHOE MCCNeaoBaHMe nuTtepartypbl no annapaty
HarpaB/ieHHON KOHTaKTHON anatepmun BTL-6000 TR-Therapy».

4.2 ONbIT NPUMEHEHUSA SKBMBA/IEHTHBIX U3AENWI B KITMHNYECKOM fpaKTuKe

OcCHOBHas! LIEMb MOMCKA KIMHAYECKON NMTEPaTYpbl BbINOSHEHA. OBHaPYEHbI. IKBVBA/IEHTHbIE V3LEMMS, VMEHOLLMECS HA
PbHKE B TEYEHVE [/TE/NBLHOrO BPEMEHU. KAMHAYECK/ e JaHHbIE, NOATBEPXIAIOLIME VX HA3HAYEHE, MPUBEOEHBI B NO/HbIX
cTarbsix, MOyueHHbIX B pesy/isTare noveka.

OKBVBASIEHTHOCTL  OOOCHOBLIBAETCH  PE3Y/bTataMi  KIMHWYECKOTO, GUOJIOMMYECKOrO M TEXHUYECKOro cpaBHeHnd. Ha
OCHOBaHUN BbILLIEYKa3aHHOO CPaBHEHUA TEXHUUECKUX, OMOMOrMHECKUX U-KAMHUHECKVX MapaMEeTPOB MOXHO, 3a59B/15Tb, UTO
annapar BTL-6000 TR-Therapy sBnserca sksvBarieHToM annaparos HCR-900, HCR 901, TECAR 901 n MD-308.

Mbl OOHapPY»WM MATb CTaTel, OmyBMKOBaHHbLIX MO 3KBVBA/IEHTHLIN VI34E/MAM, KOTOpble MOATBEPKOAAIIT Ha3HaueHVe

A annapara Hanpas/ieHHON KOHTaKTHOW ayarepmin BTL-6000 TR-Therapy. Cratbi GbU HalideHbl 1 OToopaHbl B paMKax
novcka nureparypbl {CpaBHUTEAbHOE KMCCefoBaHWe NuTepatypbl MO annaparty HanpaeneHHoW KOHTaKTHO
anatepmmn BTL-6000 TR-Therapy). OpoGpeHHOe HaszHaueHvie (1 npedyCMOTPEHHast MoMy/iauys, 'ykasaHHble B 3TUX
cTarbsiX, npueeaeHsl B Tabmmue-3 rmasbl 3.5 AoKyMeHTa «CpaBHUTE/IbHOE WCCneaoBaHne MTepatypbl No annapary
Hanpas/eHHO KOHTaKTHOW avaTtepmun BTL-6000 TR-Therapys.

Mo BCEM 3TUM UCCIEA0BaHMAM ObUN HalideHb! NOSHbIE CTaTb,-TIO3TOMY MOJTyHYEHHbIE KIMHUYECKUE [aHHbIe SBMSHOTCA
[JOCTaTO4HbIMA 151 MOATBEPKAEHNA KIVHAHECKUX (OyHKLVIOHA/BHLIX XapakTepUCTVK M Ge3onacHecT. Pestove crarein
MOXHO Haliy B aBe 34.1" fokymeHTa «CpaBHUTENBbHOE MCCNeAoBaHe NMTepaTypbl Mo annaparty HanpasleHHoM
KOHTaKTHOW anatepmu’BTL-6000 TR-Therapy».

5 KnnHunueckast 6e30nacHOCTb

JaHHble M0 KWHWYECKOV Ge30MacHOCTV OCHOBbLIBAXOTCH Ha pesy/ibTarax novcka B 6a3ax JaHHbIX MO OTYETHOCTU O
HexernarenbHbX, ABneHax MHRA 1 MAUDE, a Takke npolecca MeHeMKVIEHTa PUCKa, OCYLLIECTB/ISEMOro BpemMst
pa3paboTkKn - anrnapara  HanpaB/eHHOW  KOHTaKTHOW. | ayarepmn  BTL-6000 TR-Therapy. [locrie BbIycka uw3genms
MPOM3BOAUTCA CBEPKA [JAHHBIX MO KIMHNYECKOV 6e30MacHOCTY C aHHBIMA NOC/IENPOAAYKHONO KOHTPOSIS.

51 OKBMBa/IEHTHOE U3aesnvie

B pavkax novcka nuvreparypbl ObUM cOOpaHbl [JaHHble MO 3KBVBA/IEHTHbIM U3AE/MAM C LUEMbI0 MPeacTaB/ieHms
[oKazaTesbCTB X 3uPEKTVIBHOMO 1 6e30MacHOr0 MPMMEHEHMS [/19 KOHTAKTHOM PaayioHacTOTHON Tepaniiv B KIMHUYECKON

MPaKTVKe.
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Jee (Noe 18 Neo 22) w3 msATM OTOOPaHHbIX CTarell Takke COAepKaT VHGoOpMaUMIO, MOATBEPKAAIOUY0 K/IMHUYECKYHO
aCHOCTb M3ae/ms. B nepBoM mccreaoBaHMv MOATBEPKAAETCA 6e30MacHOCTb U3AE/MA HA OCHOBaHW V3MepeH/is
apTepviasibHOro JasneHys. Bo BTOPOM MCCnenoBaH PErICTPUPOBAVIMCE HEXKESIATE bHbIE SIBMIEHNA (Ha, MPOTSHKEHM BCErO
vccrienoBaHus. Obe CTartbi MoATBEPXAAIT 6e30MacHOCTb U3Ae/MS NPy ero npuMeHeHn. B nepsom-vccrienosaHm (N° 18)
3HAYWIMbIX OTK/IOHEHWIA OT HOPMEVTBHOMO apTepriasibHOrO [aB/ieHus He Habnroaaioch. Bo BTopom:uecneaosaHm (Ne 22)
1HeXXenare/bHbIX SB/IEHMI He OblI0 3apEernCTPMPOBaHO.

B pavkax nreparypHOro rovicka Mbl Takke MpoBe/iv MPOBEPKY 6a3 JaHHLIX OTHETHOCTV O HEXKENaTeslbHbIX ABMEHUAX
MHRA 1 MAUDE. 3aperncTprpoBaHHbIX HeXXeriaTe/lbHbIX SBAEHNA He OBHapYMEeHO.

5.2 JlaHHble nocnenpogaxHOro KOHTPOsIA

lMepeyeHb MepornpUATUIA  MOC/IENPOABXHOTO KOHTPO/A. YKasaH B [naHe Moc/ienpofakHOro KOHTPOMS A/1a annapara
Hanpae/IeHHOM KOHTaKTHOW anatepmun BTL-6000 TR-Therapy. Pe3ynbtarsbl Noc/enpoaaiHOro KOHTPOSIA ON ChIBaKITCA
B OTueTe O MocrenpofaxHOM KOHTpOsie annapata) Hanpas/feHHON KOHTaKTHOW auarepmun BTL-6000 TR-Therapy.
Oruetr cocrae/isetc exerogHo. OObMHO OTuYeT. hopmmpyeTcs B Hadarie roda (B) SHBape) M BKIKOHAET [aHHble
MOC/IENPOAAKHOIO KOHTPO/1S, CObpaHHble 3a npedpiiyuyii rog, B criydae BbISBMEHUS /H0ObIX 3HAUMMbIX VBMEHEHUIA B
KIMHUYECKVX AaHHBIX O TYET O KIMHWUYECKON OLEHKE HaZ/IexallyM 00pasoM aKkTyarmampyetcs. Tak Kak B annapare BTL-
6000 TR-Therapy VCro/b3yeTcsi HoBas TEXHOMOMMS KomMiaH BTL, nocnenpogaxHee KvHudeckoe HabnopeHve (PMCF)
AN 3Toro m3genms GyaeT NpoBOATLCA B TeUeHUe CieaytoLero roga. MnaH nocnefpoaaXHOro KIMHMYECKOrO HabkoaeHus
OonucaH B COCTaBe MepOorpusTUA  MOCTIENPOLEKHOrO KOHTPOSS {[naH MocnenpoegakHOro KOHTPONs 19 annaparta
Hanpae/ieHHOW KOHTaKTHOW avatepmun BTL=6000 TR-Therapy).

5.3 0630p aHasIM3a pUcKa

B xone aHarm3a pricka GbUn BbISB/IEHBI PUCKY, CBA3aHHbIE C MPUMEHeHeM-U3ae/ma. MHoronpodowisHas pabodas rpymna
paccvoTpesia NpUMeHeHVie M3OEVS U BbiABIA XapaKTEPUCTUKY, OTHOCALLMECH K 6E30MacHOCTY MeOMLVIHCKOTO UBLE/MS.
OnpederieHie  OMacHOCTE W MOC/EAoBaTeNlbHOCTM  COObMUIA, MPMBOAAUIMX K BO3HVKHOBEHWIO OMaCHO CuUTyaLymn,
MPOBOAWIOCH KaK C TOHKA 3PEHUA U3AEMMS, Tak 1 Mosb30Bareia (BK/IOHasA. NPOrHO3MpYeMOe HenpaBWIbHOE. MPUMEHEHVIE).
W3nenve paccmMaTpyBasioch Kak B HOPMaUTbHBIX YCIOBUSX, Tak U B YCAOBUSX HapyLLeHus. /i MAHMMM3aLN purcka [y1A
rnaLieHTa 1 rno/b30Baresis 6buv NMPUHATLI MepbI M0 YMEHbLLIEHIO prcka/(Mepbl KOHTPOSTS).

daiin MeHepKvVieHTa pricka bl Co3aaH B HosIbpe 2014 roga. Pyicki-onvcaHbl U NpoaHay3MpoBaHb! C-UCTIONb30BaH/EM
MeTOa aHarms3a BUAOB WM nocnenctBuii otkazoB (FVIEA). MeHeMKVIEHT pUCKa Taloke BK/IHOHAET OLEHKY K/MHMYECKUX

VICKOB.

531 OcraTtouHble pucku

W3nenve pa3pabotaHo € y4eToM 06ecriedeHus MakCMarbHOM  6e30MacHOCTU /1 oreparopa,-a Take /1A naLyieHTa.
Annapar Harpas/ieHHON KOHTaKTHOA aviatepmn BTL-6000 TR-Therapy COOTBETCTBYET BCEM [FIPUMEHNMbIM CTaHaapTam
6e30MacHOCTI.

B cootBeTCTBMM C KpUTEpUSMA  MPUEMIEMOCTY, COBOKYTIHbIA OCTAaTOYHbIA [ICK, CBA3AHHbIA C U3L4e/MeM, B LEIOM
cuuTaeTcs npriemrieMsiM, CorsiacHO pesysisTaraM OLEHKA-BCEX MEPONpUSITUIA MEHEDKVIEHTA. PUICKA. MOXHO 3851B/15ITb, UTO
nonb3a /19 300pOBLS. MPEBLILLAET PUCKY, CBA3AHHLIE € M34e/MeM, NPy YC/IOBUM €ro-MPaBWIbHOMO MPUMEHEHUS B
COOTBETCTB/V C MOKa3aH/SIMM 1 Ha3HauYeHieM. AHa/IU3-prcKa, BbINOSTHEHHbI METOLOM .aHaM3a BUOOB W MOC/eACTBUNA
oTka3oB (FMEA), MOATBEPKOAET, UTO M3Ae/Me COOTBETCTBYET BCeM TpeboBaHVSM, NpedbsBiseMbM K 6e30rnacHoCT! U
OCHOBHbIM (OyHKLYIOH&/ToHBIM XapaKTEPUCTVKAM.

Ha OCHOBaHWM ~OHEHKA BCEX MEPONPUSTA MEHEKMVEHTA [VCKA MOXHO 3asB/STThb,, UTO MEIMLIMHCKAs NoMk3a Mu
MPVMEHEHAN M30E/A B COOTBETCTBUM C YCTAHOBMEHHBIM HA3HAYEHMEM 3HAUMTENEHO MPEBLILAET BO3MOXHbE [VICKY,
CBSAA3aHHbIE C.ET0 VCTIOMb30BaAHVEM.

Mo pesynbTaram aHasm3a pPUCka, CepPbe3HbIX HEAOMYCTVMbIX [VICKOB, KacaloyXxCd 6e30MacHOCTM 1 OCHOBHbIX
JoyHKLIVIOHaVTEHLIX  XapaKTEPUCTVIK M3OEMAA, He BbIB/IEHO. Bce Meponpusiiss Mo MeHeMKVIEHTY pvicKa NpoBedeHb! B
COOTBETCTBIN €O CcTaHagpToM EN 1SO 14971:2012.

OLeHKa OCTaTO4YHOIO prcka Or1caHa B IOKyMeHTe «OTYeT 0 MeHeMKMeHTe pucka rno npoekty BTL-049 (BTL-6000 TR-
Therapy)».

Mi
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532 KnuHunueckme puckm

OcrarouHble pUCKY, OMNpeferieHHble B OKyMEHTaLWM M0 MEeHEMKVIEHTY pCKa, OTHOCALLEMCA K KIMH/YECKM [BHHbIM,
OnvicaHbl B PYKOBOZCTBE M0/b30Baresif. KvHuyeckve pyckt Gblivi OLIEHEHbI METOAOM aHa/M3a BUZOB W MOC/IeLCTBUN
0oTKa30B (PMEA) B pavKax npouecca MeHemkvieHTa pycka.  [11s oLeHK/ Obiv BK/IKOHEHD CIEAyHOLLME KIVHMYECKIME PYICKUA:

101: HepocratouHO nogpo6HOe OnucaHvie HasHaYeHWs:  PYKOBOACTBO MO/b30BATENIA  COASPIUT  MHGDOPMaLMIO O
HazHa4eH, 0I0BPEHHOM C KICTIO/b30BaHNEM HACTOSILLIETO OTYETa O KIMHNYECKON OLIEHKE.

1H¥: He ykazaHbl Mo6ouHble athdekTbl U onacHoCTU. BJunernie KIMHUMYECKUX PUCKOB HEOOXQAMMO Ykasamb MOGOUHble
ahdoeKTbI Tepanun ¢ UCMoNbL30BaHVEM annapara Tecar. B pamkax novcka ureparypbl Mol BbIBAAN BO3MOXHbIE NMOGOUHbIe
aduheKTbI B SOKYMEHTALMM HA KOHKypYpYHoLLIee uaaenve. 3 nobouHbie 3dxpeKTbl onmcaHbl B PyKOBOACTBE M0/b30BaTES A
Ha annapar Harpas/ieHHON KOHTaKTHOM avarepmnn BTHoOOO TP-Therapy.

MELl7: He yu tbBaeTcs obparHas CBA3b OT MauyeHTa BO Bpems Teparvi. [aHHbiA pUCK Obll OUeHeH B MpoLecce
MeHEMKVIEHTa. prCKa. PellieHreM SIB/MSETCA Ha/iexallee onucaHvie paboTbl C U3OEVeM B PyKOBOACTBE MO/1b30BATE .
JaHHbIn prck onvicaH B pasaerne «Mepb! NpefoCTopOHOCTV» B PYKOBOACTBE M0/1L30BaTENA.

ME29: cronb30BaHie eMKOCTHOMO 3/1IEKTPOAA MPW HaMYMM HA HEM LapaniH MOXET MPUBECTU K BO3HUKHOBEHMIO 60/ N 1

MECTHOTO AyicKoMAuopTa. JaHHbIA PICK Gbl OLIEHEH-M pa3pelLLIEH B MPOLIECCE MEHEMKVIEHTA P1CKA C MOMOLLIGHO NMPOBEEHS
BHYTPEHHUX VCTTbITaHIA 1 BK/IKOUEHS! Mep NMPEe0CTOPOXXHOCTU B PyKOBOACTBO M0/1b30BATES .

VE3O: lMposeaeHvie Tepan y nauyeHTa rog, aHectesviel Wiy nauyeHta ¢ rnoBbIleHHbIM 60IeBbIM MOPOrOM MOXET
MPYBECTU K BO3HWKHOBEHMIO OXOroB. [aHHbIA pUCK OricaH B pasgene «Mepbl-fpeaoCTOpOXHOCT B PYKOBOACTBE
nosb3oBare/i. C TOYKM 3PEHUst OCTAaTOYHOrO-pucka, HEeoOXOOYMO YYMTbIBATL | BOSMOXHOCTL TOMO, YTO Oreparop He
O3HaKOMWICS C PYKOBOACTBOM WM MpeHaMEPEHHO paboTaeT C HapyLLieHeM PYKOBOACTBA Mo/b3oBaresis. B atom criydae
HEBO3MOXHO YCTPaHWTL MCK C MOMOLLILHO MEP-FPeA0CTOPOXHOCTY, YKa3aHHbIX B/PYKOBOACTBE MO/b30BaTes .

Bl01, BK® Buosiormyeck/e oracHOCTU YCTPaHAKTCA B MPoLEcce MeHeMKVieHTa pricka. Marepriaribl, KoTopble Harpsamyto
B3aV/MOAEVICTBYIOT C MaLvieHTaMK, COOTBETCTBYHOT cTaHzapty 150 10993-1. Buvorornyeckvie WcrbmaHis npoBeieHbl B
aKKPEQYTOBaHHOI /1abopaTopum.

TEOL, TEQO, TEHD: Ter/ioBble pUCKY, KOTOpblE MOMYT BbBBATb OXOr Y MaLWEHTOB: BbICOKas TemMrieparypa paboumx Yactei
BO BpeMs Tepanim, BbIcoKas TeMnepartypa MoBepXHOCTEN Mp HOPMaUTbHOM=aKCTUTyaTaLyn, OXOr oneparopa Win nawuyieHTa.
310 camMble pacrpoCTpaHeHHbIe Xasiobbl Ha annaparbl TErioBoin Tepamn. [aHHbIA pyUcK Obll OLEHEH W-YCTpaHeH B
MpoLIEcce MEHEMKIVIEHTA priCKa C NMOMOLLHO MPOBEAEHWS BHYTPEHHUX UCHbITaHA. Be30MacHOCTb B OTHOLLEHIM 3TOMO pucka
NoATBEPKAEHA BHYTPEHHUMA SKCTVTaTaLMOHHLIMA VICTIbITaHUAMX. Pab0qme YacTy He HarpeBakoTCcs BO Bpewisi Teparnin.

VIHCTpYKLyIM B PYKOBOACTBE MO/1b30BATES S COCTAB/IEHbI C YUETOM OCTATOUHbIX KIMHUUECKVIX PVICKOB.

54 BbIBOA, NO K/IMHMYECKON 6e30nacHOCTU

KvHnieckan 6e30nacHoCTb. Obiia MoATBEPXAeHa B MPOLECee, MeHeMKVIeHTa pyicka /19 anfapara  HanpaB/eHHOM
KOHTaKTHOM ayarepvn BTE-6000 TP-Therapy, a Tawke Ha OCHOBaHWM [JIATENBHOMO Onbita MPUMEHEHNS SKBUBA/IEHTHBIX
V30enMA Npov3BoACTBa KoMMaHn 1rGlks, pesyribTarbl OLeHKA-6e30MacHOCT KOTOPbIX OnvcaHbl ‘B OTOOPaHHbIX CTaTbsiX.
VHcpopmaLwisn 0 HexernareflbHbIX SIBMIeHNAX WM OT3bIBax-3KBUBA/IEHTHbIX U3AE/MA He OBHapyeHa AHa/M3 pricka,
BbINO/THEHHbI METOZOM aHa/3a BULOB W NOCNIeACTBUN OTkasos (PMEA) B npoLecce paspaboTku-annapara Harpas/ieHHOM
KOHTaKTHO amarepvmt -BT1-6000 TP-Therapy, nNOATBEMKOAET, YTO W3Ae/Me COOTBETCTBYET BCEM TpeGoBaHMAM,
npeSbseiseMbM K 6e30MacHOCTU Y1 OCHOBHBIM (OyHKLIMIOHA/IbHBIM  XapakTepucTukam. Ha OCHOBaHWM BbILLEVIZIOEHHO
VHCDOPMALIWMM MOXHO 3asiB/ITb, UTO U3Ae/ne SBNSETC 6e30MacHbIM /159 MPMEHEHS.
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KnnHnyeckre goyHKUMOHa/TbHbIE XapaKTEPUCTUKM

Jabe 0 KWMHUMYECKUX (PYHKUMOHaIBHBIX  XapaKTepUCTVKaX OCHOBaHbl Ha  [/IATENbHOM. Orbite  MpUMEeHeHUs

[«BVBANEHTHbX M3/ MPOM3BOACTBA KOMMaHM Itllkg, a Tarke [OKyMeHTax, OTHOCSLLWXCS K/MPOLEeCCy Npov3BoACTBa
ATHER Hanpas/ieHHOM KOHTaKTHON ayarepm  BTHoOOO TP-Therapy. 3T [OKYMEHTbE. BK/HOHAIOT:  MepeyeHb
[HCNOMB3yEVEIX KOMIOHEHTOB, pabo4ve YacTy U3aenus, UCToMb3yemMble Matepriasibl, BHYTPEHHUE-U BHELLHME WCTIbTaHA,
[3aKH0MTENBHBIA KOHTPO/Tb, JOKYMEHTALWS M0 paspaboTKe Y NMpoymre aTarbl npouecca NpovsBoACTBA.

OKBMBa/IEHTHOE U3denve

Mb1 OTOOpayM MATL CTatell [/19 MOATBEPKAEHUA KIMHWYECKON 30uCDEKTUBHOCTM arnapata KOHTaKTHOM  HarnpaB/ieHHON
Mvarepvwm BT1-6000 TP-Therapy Mpv MpUMEHeH A B COOTBETCTBUM C 3asiB/IEHHbIM Ha3HaYeHeM. O cTarbyl Gbiin
OleHeHbl B pavkax rovcka smteparypbl. Bbum (OT06paHbl TOMBKO Te CTarbi, KOTopble COAEpKaT [0CTaTO4HYHO
MHChOPMALWIIO /1 MPOBEAEHV ST paLyOHarIbHOM M- 00bEKTVBHOM OueHkA. B nepeoii cratbe (Ne 14) nogrsepkaaetcs
HasHaueHve VBOeMs A1 JIeYeHUs OCTPbIX W XPOHWYECKMX TpaBM  OMOpHO-ABUIaTe/IbHOro annapara, OCTpbX U
XPOHUHECK/X 3a00/1EBaHUI  OMOPHO-ABUraTe/lbHOre annapara. Y 60/bLUIHCTBA “MalyeHTOB B XO4e WCCenoBaH/s
NOATBEPKAEHO YMeHbLUeHVie 60/eBbIX cuMTTOMEB. Bo BTopoit ctarbe (No 15) paccMarprBaeTcs JieHeHre MalyeHToB,
MPOXOOALLYIX Orepauymio Ha OrMopHO-ABMraTe/I-HOM annapare, W Moc/ieonepaLyoHHoe siedeHrie npy nepenovax Geapa.
MoareepKAEHO MOMOKUTE/IbHOE  BO3AEMCTBYE ~Teparn Mpu 60/M 1 OTekax:'.y. MaLyeHToB C neperioMav Geapa,
MPOXOOALLKX XVpypriyeckoe neveHvie. B Tpetbein ctatbe (N 17) noaTBepkOaETes HazHaueHve V3Oerms 41s NieyeHus
OCTPbIX M XPOHUHECKUX MaTO/IONIA Y CrIOPTCMEHOB, JIeYeHNs CMIOPTUBHBIX MaTo/IoA KOCTEN, CyCTaBOB U MbLLL,, CyCTaBHbIX
Maronorni, MbILLEYHbIX NaTo/onv, NaTosofi Cyxoxwmin. B uetBeptoli crarse (Ne 18) npeactas/ieHbl NooUTe bHbIe
pesy/bTarbl fiedeHuss 60/M B LLee, BbI3BAHHON [JereHepatvBHbIMA M3MeHeHMsMW. B nsmoli cratbe  onvchbBaeTcst
yMeHbLLEHVE 6O/ Y MaLVEHTOB MPU M30AMPOBAHHON TEHOMHOMAT [/IMHHOA' TO/oBK/A GuUernca. B OCHOBHOM, B CTaTbe
paccvaTprBaeTcst adpdpekT Tepanm Tecar npy KpaTkocpoyHOM HabroaeHn.. Bee viccrieioBaHusA NpoBedeHb! Y B3POCIbIX
MaLyIeHTOoB.

Ha ocHOBaHN BbILLEV3IOEHHO MHCQOPMALYIM MOXET ObiTb 3asIB/IEHO CREMyHOLLISE Ha3HaueH e annapara Harnpag/IeHHOM
KOHTaKTHOW aviatepmn BTLEGOOO TP-Therapy: /ieveHre OCTPbIX, XPOHUYECKUX U [ereHepaTvBHbIX 3a00/1eBaHNA OrNopHO-
[OBVraTe/isHOro  annapara, TakuMX KaK CriopTVBHbIe Marosionav KOCTER, CYCTaBOB M MblLLL, CyCTaBHbEE, MblLEYHbe
MaTosionn 1 NMaTosiorm CyxXoXwniy 60/b B LLee; 60/1b Y NaLYEHTOB C U30/IMPOBaHHON TEHAYHOMATVENA A/ WIHHOW TO/IOBKA
6uLEnNca; ieveHre NnocreonepaLoHHO 60/ 1 OTEKOB MY NeperoMax bempa.

6.2 [NepeyeHb KOMMOHEHTOB

MepeyeHb BCEX UCTOMb3yeMbX KOMIMOHEHTOB MpVBEAEH B r1aBe’ 8 TeXHUYECKoN AoKyMeHTaLymn-BT1-049. Marepuasibl,
KOTOpble Harnpsivyto B3aVIMOAEVCTBYIOT C MaLWIEHTOM, OMvcaHbi.B 1aBe 16 TexHn4eckoin fokymeHTauymm BT1-049. B atoi
[aBe Taloke MpefcTaB/eHbl OTYeTbl 00 WCMbTaHUAX Ha GMOIOTMUECKYI0 COBMECTUMOCTb, KOTOpbe MPOBOAATCA /1A
MaTeprarios, HarpsMyto B3aVIMOZEVICTBYHOLLYIX C MaLYIEHTOM.

6.3 MepeyeHb BHYTPEHHMX N BHELLUHUX UCTIbITaHWA

MepeyeHb BCeX BHYFPEHHMX 1 BHELLHUX VCTIbITaHWA NMPVBEOEH B aBe 14 TexHW4eCKol A0KyMeHTaun no npoekty BT1-
049.

MepeyeHb BHYTPEHHIX 11 BHELLHVX UCTIbITAHWIA BK/IKOHEET BHYTPEHHIE SKCTUTyaTaLMOHHBIE UCTIbITaHMS, a TaloKe MCTIbITaHuS,
NpOoBeAEHHbIE aKKPEAVTOBaHHLIMM SIABopaToprsiM B.COOTBETCTBAM C NMPMMEHUMBIMA CTaHAAPTaMI 6E30MacHOCTU.

3penve paspaboTaHo ¢ ydeToM obecrieveHns MakCVMarTbHO Ge30MacHOCTY oreparopa, a Talke nauyeHTa. Annapar
HanpaB/ieHHOM, KOHTaKTHOM  aviatepmm BTL-6000 TR-Therapy COOTBETCTBYET: BCEM MPUMEH/MbIM — CTaHOapTam
Ge3oracHocTW. - Be3onacHoCTb  M3OeMMs  MNOATBEPKOAETCH  UCTbITaH/AMYM,  MPOBEAEHHbIMM B COOTBETCTBUM  C
MEXIyHapOAHLIM CTaHAAPTOM 3/IEKTPMHECKO 6e3onacHocTy IEC 60601-1.

MaTeprasibl, Hanpsvylo  B3aUMOZEVCTBYIOUME C MalvieHTamy, COOTBETCTBYHOT TpebOoBaHUAM, MpenbsiBisemMbiM - K
G1OMIOMNYECKO COBMECTUMOCTY, COIJTacCHO CraHggptam 150 10993-1, 150 10993-5, 150 10993-10. 3w marepvaribl
MPOLLM UCTbITaHUA HAa CEHCMOWBMPYIOLLEE AEICTBYe, pasfpakatoee [AeViCTBME U UMTOTOKCUYHOCTL. Otuetbl 00
UCTbITaHVSIX MpYBEAEHDI B I1aBe 16 TEXHMUECKO AOKyMEHTaLyM no npoekTy BT1-049.
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54 MNpouecc nponsBoacTBa

Cxeve. MpOM3BOACTBEHHOMO MpOLECca MO3BOMIAET MOMyuuTL OOLLEe MpeACTaB/eHe O Mmpouecce npovi3soactea. Cxeva
npviBeaeHa B rnase 11 TeXHUUECKO A0KyMeHTaLwM no npoekTy BTL-049.

KomrnaHna BTL ceprmdwuyposaHa B COOTBETCTBUM €O cTaHagpTom EN 1SO 13485:2012 (Ceprvdwkar cootseTctBust CMK
*N 75565-2010-AQ-CZS-SINCERT, BbiaaH cepTdmKaLoHHbIM 06LLEeCTBOM DINV).

C/cteva  MeHeMKMVIEHTA KayeCTBa KOMMaHMM Tawke COOTBETCTBYET TpebOBaHVAM Ha TEppUTOpMM  KaHadbl, 4to
noarsepkaaeTcs Cepmmdmkarom cooteeTcTBust CMK Ne CERT-0059956, BbiaaHHbIM KomraHneii-SAl GLOBAL.

VHdhopMaLwsi 0 pa3palboTKe U3AEMS XPaHATCS B apxXuBe TIROEKTHOM AOKyMeHTaLmm BTL-049.

3aKMOUUTENbHBIA KOHTPOSb M3AEIA BbINO/HAETCA B COOTBETCTBUM C (IOPMAMN 3aK/THOHUTE/IBHOMO KOHTPO/S (Cw. I1asy 9
TEXHHECKOM AOKYMEHTALM M0 MpoekTy BTL-049).

AHan13 pricka nprBedeH B r1ase 4 TEXHUHECKON AOKyNEHTaLWM MO MpoexTy BTL-049.

CooTBeTCTBME OCHOBHbIM TpeboBaHNAM [MpeKTVBe0 MeaUHCKAX u3genmsx MDD-93/42/EEC onmcaHo B rriaBe 3
TexXHIECKOV AOKyMeHTaLyM No npoekTy BTL-049.

6.5 BbIBOA, MO K/IMHNYECKMM (DYHKUMOHA/TbHBIM XapaKTepucTUKam

JaHHble 0  KWHAYECKUX  (DyHKLVIOH&UTbHBIX. “XapakTepUCTUKaX OCHOBaHbl Ha, [/MTENbHOM  Ofbite  MpUMEHeHNs
9KBMBA/IEHTHbIX M3/ MIA MPOM3BOACTBA KoMMaHun Indiba, a Tawke [OKyMeHTax,~GTHOCALLWXCS K MPOLEecCy Npov3BOACTBA
annapara Hanpas/ieHHON KOHTaKkTHON ayarepviiy BTL-6000 TR-Therapy. B.erarbsix, OTOOpPaHHbIX B pamMKkax rovicka
vTeparypbl, NpeAcTaBneHa  [0CTaTouHas ~ MHGopMaLys, MNOATBEPKOAIOWAA Creaytolee HasHadeHve annapara
HanpaB/IEHHOM KOHTaKTHOM avatepmn_BTL-6000 TR-Therapy: /iedeHre “OCTpbX, XPOHMYECKUX W [AereHepaTvBHbIX
3a060/1eBaHW OMOPHO-ABMraTe/NIbHOrO annapara, TakX Kak CropTVBHbIE MaTO/IONM KOCTEN, CyCTaBOB 1 MbLLLL, CYCTaBHbIE,
MblLLEYHbIE MaTOMIoNM 1 NaTonionin CYyXexwIii; 60/b B LLee;, 60/b Y MaLyeHTOB C M30/MPOBAaHHON TeHAMHOMaTVen
[O/IVHHOI TOMOBK/ BULENCa; /ieueHre NocreonepaLioHHON 6o 1 OTEKOB NPy nepesiomMax 6eapa. Annapar npesHasHadeH
AN NPUMEHEHS Y B3POC/TbIX MaLWIEHTOB.

B komiaHm BTL ycTaHOBMEH MPOM3BOACTBEHHbIA MPOLIECC, KOTOPbHA-.COOTBETCTBYET TPEOOBaHNAM K_MEHEMKMEHTY
KadectBa Ha Tepputopuy EBponsh-M KaHaopl Ha OCHOBaHWM [OKyMeHTayM Mo paspaboTke Mbl-3asB/seM, uTo
OLEHMBaEMOe V30e/ve  SBMSeTCs ~6e30macHbIM, MPUIOAHO A1 ~fPUMEHEHMA M0 Ha3HaYeHVo  1+-COOTBETCTBYET
TpeboBaH/AM, YCTaHOB/EHHbIM B Flpwioker 1 K [ypekivee o (vemupHekux udpervax MDD 93/42/EEC (Bkoqas
CTarbLio 6a).

7 PykoBoACTBO nomb30Bartens
JoxkymeHTauya Ha U3fenvie BKIOHaET PYKOBOACTBO MO/Ib30BATE/A B COOTBETCTBUN C HACTOALLYIM ‘GTHETOM O K/IMHMHECKOM

OLIEHKE.

71 PykoBoACTBO NOMb30BAaTESNA - Ha3HavYeHue n3genvsa 1 NnpoTyBOoNoKasaHus

PyKOBOACTBO M0/1530BaTE/A COAEPHAT CIEAYHOLLYHO MHAIOPMALIIKO, OTHOCALLYHOCH K KIMHNYECKVIM JaHHBIM

Annapar npeaHasHadeH /19 NeveHst OCTPbIX, XPOHUYECKVX W [ereHepaTuBHbIX 3a00//eBaHWA OMOpPHO-ABUraTesbHOro
annapara, Tak/X Kak-CropTVBHbIE MATOMONM KOCTENA,(CYCTaBOB 1 MblLLLY, CyCTaBHble, MbILLEYHbIE MaTo/Ionn 1 Narosionmn
CyXOKWMIA;, 6OMb B)LLEE;, 6O/b Y MaUMEHTOB C M30/IPOBAHHOM TEHAVHOMATVEA [A/WHHON rofioBku Guuenca; fiedeHve
Mnoc/ieonepaLvioHHoN 6o 1 OTeKOB MK neperioMax-oenpa.

Annapar npeaHasHaqeH A1 MPUMEHEHS Y B3POC/IBIX NALYIEHTOB.

[MPOTVIBONOKA3AHNST  [I/1I1 KOHTAKTHOM TepaniA- TOKOM BbICOKOA UacTOTbl MPeBEAEHVE Tepanav y MalMeHToB C
KApOVOCTUMYTIITOPOM WM [IDYTVMA~ S7IEKTPOHHBIMMA -~ UMITaHTaTaMi  IO/DKHO ™~ OblTb  MPEABapUTE/IbHO — 0ZI0GPEHO
CNeLyayIMCTOM B OMPEAE/IEHHON MEAYILHCKOIA 06/1acTU. MaLMeEHTbI He A0/DKHbI MPYKAcaTLCS K AMIEKTPYECKVM MPOBOLAM
W 3a3eMIeHHbIM OGbEKTaM, MpW Mepefayde BbiCOKOYACTOTHbIX TOKOB BOBMOXHO (ROPMVPOBaHVE HEXeraresibHbIX
MPOBOAALLYIX MyTeld. JIooAM C HUSKAM apTepiasibHbIM AABNEHNEM W MalyieHTaM NPy JIEYEHN LLEIHbIX MO3BOHKOB,
MO3BOHOYHVKA WM CyCTaBOB TpebyeTcst Goree [ymTeribHasi TepaneBTUieckasi NpoUedypa; Tepanist MOXET MPYBECTU K
[IA/bHENLLEMY CHIDKEHVIIO apTepuaribHOro AaBneHus. MprvieHeHre annapara MpoTBONOKa3aHo My 6epeMeHHocTU. Mpu
VCTIONb30BaHM  PE3VICTVBHOTO  PEXMMA  HEOGXOAMMO CHSTb  3yBHble MPOTE3bl, €C/M  fIeYeHVe MpoBOAMTCA B

i ff
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MEIVLYHCKOrO 130/ st
<«Annapar Hanpas/ieHHO KOHTaKTHOM avatepmnn BT1-6000 TP-Therapy»»

OOTBETCTBYIOWLE 06/1acT. [MalyieHTbl ¥ MOSb30BaTENM AO/DKHbI CHUAMATH KO/bLA, LIEMOYKY, “TMPCUHT 1 Mpouve
<eTa/TVHeECK/e MpeMETLL. He MPMEHSTTL Ha MOBPEXKAEHHOV KOWE, HANpUVIE, MV OTKPbITbIX PaHAX W CBEXV/X GHKOTax.

HesHaueHe OCHOBaHO Ha OrpefesieHHOM MHApopMaLWM, OOHapyXeHHOM B OTOOPaHHbLIX CTaTbsX O SKBVBAIEHTHLIM
3o, TpOTUBOMOKA3aHMS  OCHOBBLIBAIOTCA  Ha MHCpopMaLK,  3as9B/IEHHOM  MPOVSBOAMTEASIMA B MAPKVPOBKE
ISKBV/B/IEHTHLIX TeparieBTMyecknx annaparoB Tecar. [IpoTviBOMoOKasaH/ss W MobouHble 3dPexTbl /1 annapara
" HanpaB/IEHHON KOHTaKTHON ayarepmn BT1-6000 TP-Therapy yCTaHOB/EHbI HA OCHOBaHWM MHEOpMaLMK, COBpaHHOM Mo
BCEM YETbIPEM 3KBMBA/IEHTHLIM M3E/MAM.

7.2 PykoBOoACTBO nosib3oBartens - npeaynpexneHns

MpeaynpeXxaeHs U VHCTPYKLVM B PyKOBOACTBE MO/Ib30BATE/IA COCTAB/IEHbI C YUETOM OCTATOUHbIX PUCKOB U1 KIIMHUECKMX
P1CKOB, OMPEAE/ieHHbIX B paMKax aHasii3a AOKyMEHTaUM Mo MEHEMKVIEHTY pYiCKa M KAUHHYECKOW OLieHKN. OcTasibHble
MPEeyNPeXaeH/st B PyKOBOACTBE MPUBEAEHbI B COOTBETCTBUN C TPEGOBaHUSIMM 3aKOHOAATE/LCTBA B 3apy0EXHbIX CTpaHaX
W TpebOoBaHVSIMM  3aKa3UMKOB. PYKOBOACTBO T10AB30BATE/A COAEPKAT KIMH/YECKME [aHHble, PACcCMOTPEHHbe B
HACTOSILLIEM OTUETE O KIMHUECKOIA OLIEHKE.

7.3 BbiBOA, MO pyKOBOACTBY MOJIb30BaTeNd

B pykoBOACTBE MO/L30BATENA YKazaHbl Ha3HAYeHVe M3OEvs U MPOTVBOMOKA3aHYS, MOATBEMKAEHHbIE B HACTOSILLEM
OTYETE O K/MHVYECKOV OLEHKE. PYKOBOACTBO™ MOM30BATENSI COMEPMUT [IOCTATOUHYI0 MHGIOPMALMIO O KIIMHAUECKMX
CoyHKLIVIOHATbHBIX XAPaKTEPUCTVKAX 1 GE30MAcHOCTU U3ae/s.

8 3aksioyeHve
81 OueHka nosnb3bI NMpy NPUMEHEHVN B COOTBETCTBUM C HA3HaYeHNEM

C noBblLEHV/EM YPOBHA VHCDOPMUPOBAHHOCTM 00 OMACHOCTSX, CBSA3aHHbIX C MOGOYHbIMM  3choheKTami. JIeKapCTBEHHOM
Teparny, KOHTaKTHas paayioqacToTHas Tepanus HauvHaeT MpYiB/eKalb ) BHUMaHMe Kak OfHa 13 diopM a/lbTepHaTVIBHOTO
NedeHs. JTOT MeTof, Tepanum (MEenonb3yeTc MaHyarlbHbIMM - TeparieBTaMy 1 dmavioTepanesTamMi 1S YyuLleHn st
KaueCTBa MV3HA MaLvieHTOB MOCPEACTBOM YMeEHbLLEHVSI 60/ 1 GUOCTUMYISLMW.  KOHTaKTHas paayoMacToTHas Tepanis
TalOKe CHIDKAET HarpsbkeHre MblLLLl, YTO YaCTO SB/IAETCH MPUUVHOIN-3HAUUTENBHOM GO B CIIHE. YMEHBLLEHVE MbILLEYHbIX
CrasvoB M 60/M B CrvHE MO3BO/SET NPEAOTBPATUTL 00OCTPeHUe. 3a00/1eBaHUn CriHbI, KOTOPLIE. MOTYT MPYBOAMTL K
VHB&/IMOHOCTU WM XMPYPrM4eCKoMy BMELLIATE/TLCTBY.

Vcxomsa v3 BbILLEM3NONKEHHBIX (DBKTOB, OOLLYIM MPEVMMYLLECTBOM MPUMEHEHWSI annapara  Harpas/ieHHON KOHTaKTHOM
Avarepmumn BT1-6000 TK-Therapy SBMAETCA BO3MOXHOCTb, HEVHBA3MBHOMO JIEHEHUA MHOTOYVGAEHHBIX N Pas/NyHbIX
doyHKUMOHaBHBIX - HapyLLEHWA. OCHOBHOM 0G/1aCTbl0 MPUMEHEHUA SBMSIOTCA HapyLLEHUS ABWFATE/bHbIX UM HEPBHbIX
doyHKUWIA. Bbi3OOpOBIEHVe-HaLyieHTa NpoMcXoauT ObICTpee B Clyuae, eC/iM OHO MOAAEPKVBAETCA AAHHON Teparnvei.

8.2 BbIBOZ, M0 COOTHOLLEHNIO KITMHNYECKOrO PUCKa N KIIMHUYECKOW MNOSb3bl

B COOTBETCTBMM C_KpUTEPUAMA MPUEMIIEMOCTY, COBOKYTHbIA OCTaTOYHbIA PICK, CBA3aHHbIA C U3O4e/veN, B LEIOM
cuuTaeTcs npriemieMsiM. CoriacHO pesyribTaram OLEHK BCEX MEPONpUSITUI MEHEMKIVIEHTa. PVCKA MOXHO 3a5B/Tb, UTO
nomb3a 19 30000Bbs MPEBbILAET PUCKY, CBA3aHHLIE™ C M3Je/MeM, MNPy YCoBUM M0 MPaBWIbHOTO MPYMEHEHVST B
COOTBETCTBV C.TOKa3aH/SIMM 1 Ha3HauYeHieM. AHa/li3 prcka, BbINO/IHEHHbIM METOAOM:aHa/I3a BALOB W MOC/eLCTBUN
oTKaz30B (PMEA),MOATBEPXKOAET, YTO M3AE/Me COOTBETCTBYET BCEM TpeboBaHMAM, FAPEnbsB/IseMbiM K 6e30MacHoCTV U
OCHOBHbIM (OYHKLIVIOH&VTbHBIM XapaKTepUCTVKaM. Ha OCHOBaHUN OLEHK BCEX MEPONPUSTUA MEHEMKVIEHTA PUCKA MOXHO
3aB/1IATb, YTO “MeyLYHCKaA Mo/b3a Mpy MPUMEHEHMN U30e/MA B COOTBETCTBUM, C YCTAHOB/IEHHbIM  Ha3HauYeHViem
3HauUTEbHO AIPEBbILLIAET BO3MOXHbIE PYICKY, CBA3AHHbIE C €0 VICTIONB30BaHVIEM.

8.3 OO6Lasn oLeHka

KnuHyueckvie faHHble, MoJlydeHHble Mo SKBMBANIEHTHbIM U3OE/MSIM, U OMbIT MPUVIEHEHVS] COOTBETCTBYHOLLIE TEXHOMOMM
OLEHVBAIOTCA  KaK [AOCTaTOuHble A/19  MOATBEKAECHNS  (PyHKLMOHa/bHbIX — XapaKTepUCTUK M Ge30MacHoCTY
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aCCMATPVBAEMONO  U3aESAS.

JWMHMYECKas1 Ge30MacHOCTb Oblla MOATBEXKAEHA B MPOLIECCE MEHEMKMEHTA prCka /1 annapata  Hanpas/ieHHOM
VHTaKTHOV aparepmii BTL-6000 TP-Therapy, a Tawke Ha OCHOBaHUN [/IATENBbHOIO Ofbima MPUMEHEHNA SKBVIB/IEHTHBIX
JBOETVIA NMPOM3BOACTBA KOMMaHM Itdlks, pesyribTarbl OLeHKN Ge30MacHOCTU KOTOPbIX OMMCaHbl B OTOOPaHHLIX CTaTbsiX.
NHpopmauma o HexenaresbHbIX SBMEHUSX WM OT3bBax 3KBUBA/IEHTHbIX U3AE/MA He OGHapyKeHa. AHaymm3 purcka,
*» BETIONHEHHBIA METOLOM aHayv3a BUOOB Y NnocnecTsuii otkazos (PMEA) B npoLiecce paspaboTky anrapara Harnpas/ieHHON
KOHTaKTHO/ apatepmin BTBOOOO TP-TMerapy, NOATBEPXARET, 4TO M3Ae/Me COOTBETCTBYET, BCeM TpeOOBaHUAM,

NpeSbsBSeMbM K 6e30MaCHOCT U OCHOBHBIM  (yHKLVIOHATbHBIM XapaKTEPUCTVKAM. Ha OCHOBAHWN BbILLEVZ/IOKEHHOI
MHCpOpMALMN MOXHO 3as1B/1TTb, UTO U3AE/ME SIBMSIETCA 6e30HaCHBIM /151 NMPVIMEHEHS.

JaHHbe 0  KWHMYECKMX (OYHKUMOHA/TbHLIX  XapaKTEPMETMKAX OCHOBaHbl HA  [/MTE/IbHOM  OfbITe  MpUMEHEHNS
9KBVMBANIEHTHbIX 3O/ NMPOU3BOACTBA KOMMaHMM Irblbey & Takoke [OKyMeHTax, OTHOCSLLWXCS K MPOLECCy Mpov3BOACTBA
annapara HanpaB/eHHOM KOHTaKTHOM aviatepmin BT1-6000 TP-Therapy. B crarmbsix, QTOPpaHHbIX B paMKax Mnovcka
iMTepaTypbl, MpeacTaB/eHa JocTarouHas MHGopMELWS, MOATBEPXOAOLA Criefylollee HasHaueHvie annapara
1aMNpaB/IEHHON KOHTaKTHOA ayatepmun BT1-6000 TP-TVerapy: JiedeHne OCTPbIX, XPOHUYECKUX W [ereHeparviBHbIX
aboreBaHNiA OMNOPHO-ABVraTe/IbHOro annapara, Tak/X KaK CrOpPTVIBHbIE MATO/IOM KOCTEW; CyCTaBOB 1 MbLLLL CyCTaBHbIE,
blLLeYHbIe MaTo/ionM U NarosiorM Cyxoxwmig, 60flb B Lee;, 60/b Y MaueHToB € ¥30/IMPOBaHHOM TeHayHoMmaTvei

M/HHOIA FO/IOBKY GULIENCA; /leUeHne Noc/eonepaLyioHHon 6o 1 OTEKOB MK NeperioMax 6eapa. Annapar npeaHasHadeH
151 MPUMEHEHMS Y B3POC/TbIX MALYIEHTOB.

PYKOBOACTBE MO/b30BATE/A YKa3aHbl HA3HAYEHVe V3OE/W U MPOTUBOMNOKA3aHUs, MOATBEPKIEHHbIE B HACTOSILLEM
yeTe O K/WMH/YECKON OLIEHKE. PyKOBOACTBO' HO/b30BATENA COAEPHUT AOCTATOHHYIO VHCDOPMALMIO O KIIMHUHECKUX
"HKLIVIOH&/ TbHbIX XapaKTEPUCTVKAX 11 GE30MaCcHOCTY V3aENMS.

3HaueHVie OCHOBaHO Ha OrpefenieHHoW HGopmaLy, OBHapyXeHHON B @TODPaHHbIX CTaTbsX M0 SKB/BA/IEHTHbIM
;erviaM. [poTUBOMOKa3aHUA 1 NoBoYUHbIe-3g]

DEKTbI OCHOBLIBAIOTCSI HAL MHChOpNALIY, 3asIB/IEHHOV MPOM3BOAUTENSIMA B
KPOBKE 3KBVBASIEHTHbIX TepaneBTMIeckix annaparoB Tecar.

iHbW chakT no3BonsieT caenarb BbIBOL, O TOM, YTO anmnaparbl HampaB/IEHHON KOHTaKTHOM ayarepmimn BT1-6000 TP-
rapy, npegHasHadeHHble 419 NpoBefeHV st dwsnoTepann ¢ UCTo/Ib30BaHeM MeToa KOHTaKTHOW paayio4acTOTHOM
TW npurogHbl 19 Npofgid 1 INpUMEHEHWSt M0 Ha3HaYeHWo, TP YC/IOBAM  BbIMOJIHEHUA  TpeGoBaHWA K
HOB/TEHHbLIM TEXHAYECKM U (OyHKUMOHA IbHBIM XapaKTEPVICTVKAM, MPV-SKCTUTyaTaLyiv B MPedyCMOTPEHHBIX YCIIOBUSAX U
3TBETCTBUM C NPeayCMOTPEHHbIM HasHaueHvieM. Takviv 06pasom, annapar Harnpas/ieHHOM KOHTaKTHON aviatepvnn BTE-

TP-TMerapy He CO34a€eT yrpo3.6e30MacHOCTV Oneparopa, Bpada Wm nauvieHta. Pycky, cBsizaHHble € ApyMEHEHVEM
Oro U3ae/ms, SBMSKOTCS AOMYCTUMBIMA MPK X COMOCTaB/IEHWM C MOMAL30M /19 MaLyeHTa.

JokymeHTauus - nepekpecTHble CCbUIKU
Heony6nmnkoBaHHas-nuTepaTypa

MEKTPOHHbIE 6a3bl AAHHBIX MO Yar06aM U HEXXENATefIbHbIM SBMEHNSIM:

AreHTCTBO MO KOHTPO/IO JIEKAPCTBEHHbLIX CPEACTB U MZAENMIA MEAVLMHCKOrO HasHaueAnsi BenmkobpuraHim
(MAPA) (HyArpviimbhra.aov.uk/)

Baza fjaHHbIX OTHETOB NMPOV3BOAMTESEN 1 NOMb30BaTE eV O MPUMEHEHN YCTaHOBOK W u3aenvii (MAUDE)
(http:/Amwwv.accessdata. fda.aov/scriDts/cdrh/cfdocs/cfimaude/search.cfim)

Beb-caitTbl npovssogyTenei:
Indiba (http:/Amwv.indiba.corn)

Human Tecar (http:/Awwv.humantecar.eu/7lana:en)

3asBrieHne

LLHAA BblLLEYKA3aHHOA OrMyO/IMKOBAHHON W HEONyO/IIKOBaHHOW [OKYMEHTaLWM Mbl 3asB/isieM, YTO annapar
VHO KOHTaKTHOW aparepmn BT1-6000 TP-Therapy siBnsetcs 6e30nacHbM 1 MpUrogHsIM Y15 MPpUMEHEHUS B
BA1 ¢ Ha3zHayeHvem. B COOTBETCTBUM C OMpefesieHeM KIMHUYECKVX JaHHbIX, YCTaHOBMEHHLIM B [ypeKkivise o
WX vzpenusix 93/42/EEC B penakuym 2007/47/EC, Havm Gbin BbIOpaH CriedytoLLyin crocob coopa KMHNUECKOI

MW o GesonacHOCT U (OyHKUMOHA/TbHBIX  XapaKTEPUCTUKAX B COOTBETCTBAM C  Ha3HaYeHeM  V3Oe/mst:
3V OMy6/IMKOBaHHLIX WM HEOMYG/IMKOBAHHLIX MUCbMEHHBIX [OKYMEHTOB, kacaiowny|®
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BMBA/IEHTHbIX M30E/MA B K/MHAYECKON MpaKTVKe. AHa/OrsaKB/BA/IEHTHOCTL anrnapara  HarpaBAeHHON KOHTaKTHOW

brepmumn BTL-6000 TR-Therapy W 3SKBYBA/IEHTHbIX W3O/, WCMOMb3yeMbX B HaCTosLLee (Bpems, 060CHOBaHa
MVHVMECKO, B1OMOMMYECKOI N TEXHUUECKOW 3KBVBA/IEHTHOCTBHO.

VBoervee cooTBETCTBYET TPeOOBaHVSIM, YCTaHOB/EHHBIM B CTaTbsiX 1, 3 1 6a MpuiokeHus 1 K JypeKTvBe 0 MeOULHCKIX
ivaoervsix MDD 93/42/EEC.

JaHHbIi nepeBos, BbINO/THEH NEPEBOAHMKOM

UebbIK/HO VpuHoli BnaguMinpoBHOI



Poccuitckas ®efepaums
"opon MockBsa
CegbMoro heBpasial ABe TbICAUN CeMHaALaToro roga

A, BaxTtagse Onbmupa HOpbeBHa, HOTapuyc ropoga MOCKBbI, CBMAETE/NILCTBYH MOA/MHHOCTb
MOANUCU MepeBoAUMKa YebbIKUHON VpuHbl BragyMupoBHsbI.

Moanuck caenaHa B MOEM MPUCYTCTBUM.

JINYHOCTL NoANMUCABLUENO JOKYMEHT YCTAHOB/IEHA.

3apeructpuposaHo B peectpe: Ne 5-

B3bICKaHO rocyfapCTBeHHOW Noww/nHbI (No Tapurdy): 100 py6. 00 kon.
YnnayeHo 3a oKasaHue ycnyr rnpaBoBOro Y TeXHMYecKoro xapakrepa: 200 py6.(00" kon.

Bcero npowHypoBaHo, |
pOHYMO.!?0BaHO .~ CK penJieHo|

FEYAT >H0........ e, NNCTOB

HOTapuyc



