CLINICAL EVALUATION TECHNICAL
FILE REPORT

TEXHUYECKUHA CDA?IH-OT‘-IET no
KITMHWYECKOW OLIEHKE

Product Name or Family: Radiofrequency (RF)

HasBaHme wnu cemMencTBo  MpPOAyKUUW:
PaguoyactotHasga (PY) annapaTtypa

1.0 Introduction and Purpose

The purpose of this report is to document
compliance with this section of the directive in
support of the CE marking of these devices.
Guidance, provided in MEDDEV 2.7.1 Rev.3
December 2009; Guidelines on Medical
Devices; Clinical Evaluation: A Guide for
Manufacturers and Notified Bodies, was used
in the preparation of this document. This report
is an update of information presented in the

1.0 BBepgeHue n uenn

Llenb paHHOro oT4eTa — [OOKYMEHTanbHO
3acBMAETENbCTBOBATH COOTBETCTBUE c
AaHHbIM  pa3genoM OUPEKTMBbI € Lenblo
obecneyveHus cepTucmkaumm
paccmaTtpuBaeMor annapatypbl B EBpocotose
(va nonyyenune 3Haka CE). lNpu nogroTtoBke
AaHHOrO JOKyMeHTa Obinv  NpUMEHeHbl -
PykoBoacteo, npegycmotpeHHoe B MEDDEV
2.7.1 Pen.3 ot Oekabps 2009r.; Jupekmusbi 0

previous Clinical Evaluation Technical File | meduuyuHckol  annapamype;  KnuHudeckasi

Report, dated 1 March 2012 oueHka: Pykosodcmeo 0Onsi npoussooumernel
u HomuguuuposaHHbIX oOpeaHos8. [aHHbIN
oT4yeT sABNAeTcs OOHOBNEHHOW Bepcuen
UHdopmMaumm, npencraBreHHoON B
npeablaywemMm TeXHNUYeckom danne-otyeTte no
KNuHu4eckon oueHke ot 1 mapta 2012r.

2.0 Background 2.0 KpaTtkasa nHcpopmauums

21. The Stryker Radiofrequency (RF)|2.1. PaguoyactotHaa (PY) annapaTtypa

devices for use have undergone clearance to | pupmbl  «Stryker», npegHasHavyeHHas Aans

market under the regulatory requirements of
the United States Food and Drug
Administration (FDA). This process allows for
use of the device in the market through
evaluation of a Pre-market Notification
Application, commonly referred to as the
“610(k)”. The premise of this allowance for
marketing is the acceptance that the product
under application is significantly equivalent to
a product existing in the market currently that
carries similar claims. Since the clearance
accepts equivalency, clinical data available in
the literature related to the existing product are
also relevant to the product under application.
The clearance to market is restricted to the
published claims submitted with the device
and listed on the Indications for Use Statement
document that is published with the letter from
the FDA.

neyebHOro npuMeHeHWs npowna npouecc
odbopMNEeHNs paspelleHnss Ha MpoJaxy Ha
pbIHKaxX corrnacHo HOPMaTUBHbLIM
TpeboBaHuamM  Ynpaenenvem CLIA no
KOHTPOSIO 3a npogykTamMu W nekapcTtBamu
(FDA). 3T0T npouecc  CaHKUMOHUpYeT
npodaxu annapaTtypbl Ha pblHKax nocne
nposefeHns OLeHKM 3asBKU Ha
NPEeaAnpOAaXHY0  peructpaumio,  0BbIYHO
HasbiBaemyto 3akoH «510(k)». WcxogHbim
yCroBMeMm [ONna  Takoro paspelleHus Ha
npoaaxu, aBnsaeTcs npusHaHve
PaBHOLIEHHOCTW  U3Jenus, Yyka3aHHOro B
3asBKe, M3Oenuio, YXe CyllecTBylolemMy B
LUMPOKOW npojdaxe Ha AaHHbIA MOMEHT W
nmeroLemy aHanornyHole 3aaBnsemMble
ceorctBa. [lockonbky — paspelleHne  Ha
npodaxy OCHOBAaHO Ha TakOM MpuHUMnNe
paBHOLIEHHOCTN, KMMHUYeckme AaHHble,
npuBedeHHble B nuTepaType U CBA3aHHble C
yxe CyLLIeCTBYIOLL MM (npooaBaeMbIM)
nsgenuem, Takke COOTHOCATCHA C WU3AenueMm,
yKkasbiBaeMblM B 3asiBke. PaspeweHve Ha
LLIMPOKYO npoaaxy 6asnpyeTtcs Ha
Ony6NMKOBaHHbIX  3asIBMEHHbIX  CBOWCTBAX,
npeacTaBneHHbIX c annapatypown n
nepeyvncneHHblx B AoKymeHTe «[eknapauums
Nno NnokasaHusM K NPUMEHEHNIo», n3gaBaemMbiM
Hapsiay ¢ nucbmom ot FDA.

2.2. The published indications for use from | 2.2. [lloka3saHus K NPUMEHEHMUIO,
the 510(k) submitted with the Stryker | onybnukoBaHHble B pamkax 3akoHa «510(K)»,
Radiofrequency Devices documents are as | npunaraemble B [OOKYMEHTe BMeCTe C
follows: JOKYMEHTamum no pagnoYacToTHON




annapaTtype dupmbl «Stryker» gaHbl HUXe:

Device Name: Stryker RF Multi-lesion

Generator

HaseaHume annapatypbl: PaguoyacTtoTHbIV
reHepaTop «Stryker» Ons MHOXECTBEHHOroO
GnokupyloLLero BO3OEUCTBUSI HA HepBHble
OKOHYaHMUs

Indications for Use:

The Stryker RF Multi-Lesion Generator, in
combination with the RF Electrodes and
Cannulae are intended for coagulation of soft
tissues in orthopedic, spinal, and
neurosurgical applications. Examples include,
but are not limited to: Facette Denervation,
Percutaneous Chordotomy/Dorsal Root Entry
Zone (DREZ) Lesion, Trigeminus Neuralgia,
Peripheral Neuralgia and Rhizotomy.

The Stryker RF Multi-Lesion Generator in
combination with a Smith & Nephew
SPINECATH™ & Acutherm™ catheters are
intended for coagulation and decompression
of disc material to treat symptomatic patients
with annular disruption of contained hermniated
discs.

MNokasaHusa K NPUMEHEHMIO:

PagnoyactotHbIn reHepatop «Stryker» ans
MHOXXEeCTBEHHOIo GnokupytoLlero
BO3OENCTBMA Ha HEpBHble OKOHYaHWUS, B
coyeTaHuM C paamoyacToTHBIMU SMneKkTpodamu
N KaHIONAMW NpegHasHavYeH Ans Koarynsauuu
MATKNX TKaHewn B opToneanYecKomn,
CMYHaNbHOM N HEMPOXUPYPIrMYECKON NpakTUKe.
MNpumepbl NpUMEHEHUs,, MNOMWMO MPOYEro,
BKNtoYaloT B cebsi: geHepBaumio HeGONbLUMX
CyCTaBHbIX  MNOBEPXHOCTEN, YPECKOXKHYIO
XOpAOTOMUIO/BNOKMpYOLWLME BO3AENCTBUA Ha
HEpBHblE OKOHYaHUSA BXOAHOMW 30Hbl 3aJHMWX
KopewkoB crnuHHoro mosra (DREZ), nevenne
HeBpanrmm TPOWHUYHOTO HepB.a,
nepudepuyeckon HeBpanrmm n pusoTOMMIO.
PagnoyactotHbIn reHepatop «Stryker» ans
MHOXXECTBEHHOIo GnokupytoLLero
BO3OENCTBMA HA HEpBHble OKOHYaHUA B
codeTaHum c katetepamu SPINECATH™ n
Acutherm™  dupmbl  “Smith & Nephew”
npegHasHaveHs! ans Koarynaumm n
AEKOMIMPeccun MeXMNo3BOHOYHOro AMCKOBOIro
mMaTepuana npu neyvyeHunm CUMNTOMAaTUYHbIX

NauMeHToB C KOMbLUEBMAHBIM  MPOPbLIBOM
Grnokupyemon rpbiKM ME>XNO3BOHKOBOIO
ancka.

3.0 Evaluation of Clinical Data | 3.0 OueHka KIIMHUYECKNX  AaHHbIX,

Documenting Clinical Performance and | nokymeHTanbHO oTpaxaroLmx

Safety KNMHUYecCKMe paboume nokasarenu wu

For the purpose of this report, clinical data | 6esonacHocTb

relevant to the various aspects of the safety | B koHTekcte paHHOro otyeTta, OyayT

and clinical performance of the device will be | npeacraeneH.l KIMTMHUYECKN JaHHble,

presented. Evidence of the risks and the | cBasaHHble ¢ pasnuuHbIMM  acnektamm

benefits associated with the use of the device
will be assessed using a compilation of
scientific literature that is currently available.
Data will include published and unpublished
literature and relevant interval testing. The
data will demonstrate equivalency of the
device related to the claims listed under
“Indications for Use” in Section 2.

6e3onacHOCTM WU KNUHUYECKUMKU  paboyunmm
nokasatensamy annapatypbl. CBugetenbcTsa
PUCKOB W  MPENMYLLECTB, CBSA3aHHbIX C
ncnonb3oBaHveM annapaTtypbl OyayT OLeHeHbI
C MCMonb3oBaHMeM  MoABOpKM  HaydHOW
nuTepaTypbl, UMEILLENCS B pacrnopsKeHnn Ha
AaHHbIM MOMeHT. [aHHble 6yayT BkMoyaTb B
ceba cBegeHnss u3  onybnMKOBaHHbIX W
HeonyGnMKOBaHHbIX WUCTOYHUKOB, a Takke
AaHHble  COOTHOCALUMXCA  Nepuoanyeckmx
NpOBEPOK. o1 AaHHble npv3BaHbl
NpoAeMOHCTppOBaTh COOTBETCTBUE
annapaTtypbl MO OTHOLUEHUIO K 3asBrisieMbIM
CBOWCTBaM, TMEepeynCcrnieHHbIM B OnucaHuu
“MNokasaHusa K npumeHeHno” (Pasgen 2).

40 Conformity of Clinical Data

Assessment

4.0 CooTBeTCTBUE OLEHOK KITMHU4YECKUX
OaHHbIX




These products are classified as a Class lib
product using Rule 9 of Annex IX of the MDD
directive. This clinical data assessment will
support conclusions as to whether additional
clinical data are necessary or required to
demonstrate compliance with the relevant
Essential Requirements, the claims being
made for the device and the risk management
assessment. This report will show whether
available clinical data are sufficient to establish
conformity with the Directive, the equivalence
of the data to the device, the applicability of
the findings within the data and the adequacy
of the data in addressing the relevant aspects
of the Directive conformity. The full data will be
included with this report.

CornacHo T[pasuny 9 [lpunoxenna IX
aunpektnebl MDD paccmaTtpuBaeMble usgenus
oTHocaATcA K Knaccy wmspgenum  «lib».
MpuBedeHHas oOueHKa KNUHUYECKUX AaHHbIX
npuaBaHa Crnyxmtb NOAAEPXKKOW BbIBOAAM Ha
npeameT TOro, HyXHbl N, unn obssaTenbHbl
N JQoNoNHUTENbHbIE KIMHUYECKMe [AaHHble
ans AeMOHCTpauum COOTBETCTBUS
NPUMEHNMbIM OCHOBoOMonararLwmm
TpeboBaHMAM, 3asBnseMbiM cBoKCTBaM
annapaTtypbl M OLEHKE KOHTPONS PUCKOB.
[aHHbIN oTyer npusBsaH nokasaTb,
OOCTaTOYHbl JIM  MMeEIoLMECs  KNMHUYecKkne
AaHHble ana obecnevyeHns COOTBETCTBUA C
OupekTneon, paBHOLEHHOCTb OaHHbIX
NPUMEHNTENBHO K annapaType,
NPUMEHUMOCTb pesynbTaToB n3yyeHuns
OaHHbIX " NPUrogHoOCTb OaHHbIX
NPUMEHNTENBHO K COOTHOCALUMMCA acnektam

OupektnBbl cooTBeTCTBUSA. [aHHbIN OTYyeT
OyneT OCHOBbIBAaTbCA Ha BCEM MaccuBe
OaHHbIX

5.0 Clinical Risk Assessment 5.0 OueHKa KINMHNYeCKNX PUCKOB

5.1. Essential Requirements - Procedural 5.1. OcHoBononarawLwue

Risks Tpeb6oBaHus — MNpoueaypHble PUCKK

Risks associated with the use of the Stryker | Puckn, cBa3aHHble C  WCMNOMb30BaHUEM

RF devices revolve around the temperatures | annapatypel  Stryker RF  oTHocatcs K

generated, problems with connecting or | cozgaBaembiMm Temnepatypam, npobnemam,

disconnecting electrodes from the generator,
and rise rate and temperature overshoot
errors. In current practice, as documented by a
search of the U.S. Food and Drug
Administration’s public site for listing product-
related adverse experiences, complications
encountered and documented from 30
December 2011 through 30 December 2012,
the date of the last update of the database
when it was accessed, reflect all of the above
risks.

KacalLwmmMcs MOOKMYEeHUsT 3NeKTpoaoB K
reHepaTopy unuM pasbeavHeHus OT Hero, a
Takke K owmbkam B CKOpPOCTSAX pocTa
TemnepaTyp M K MNPEBbILUEHMAM 3a4aHHbIX
TemnepaTyp. B cyuwecTBylowen npakTuke,
cornacHo cBeeHuaMm, NONy4YeHHbIM
nocpeacTBoM n3yyeHuns OTKPbITOrO
obulectBeHHoro canta YnpaeneHusi CLUA no
KOHTPOMIO 3a MNpOAyKTaMuM M fekapcTBamu,
npeaHasHa4YeHHOro ans OoTpaxeHusi
HexenaTenbHbIX SBMEHUA WU OTMEYEHHbIX
ocnoxHeHun Ha nepuop ¢ 30 gekabps 2011 r.
no 30 pgekabpsa 2012 r., gaHHble Ha [aaTty
nocnegHero obHoBneHnsa 6as3bl AaHHbLIX (4aTa
npoBeaeHUs OLEHKW) OTpaxawT Bce Wu3
BbILLEYNOMSAHYTbIX PUCKOB.

There were a total of 70 reports associated
with Product Code GXD. There were no
reports of death and four reports of injury,
three for burns under the ground pad, and one
report of a surgeon’s perception that the
intervention did not work.

Bcero 6bino 3apeructpuposaHo 70 OT4yeTOB,
CBA3aHHbIX C usgenuem nog kogom GXD.
CmepTenbHbIX CriyvyaeB 3aperncTpupoBaHo He
Obino, Npu 3TOM ObINO 3aperncTpupoBaHO
yeTblpe cnyyass TpaBMbl, TpU OXora noa
“‘HyneBon” HaKNagkon M OAMH Crny4yah MHEHUS

xvpypra o 6ecnonesHocTM nNpUMeHeHus
paccmaTtpMBaeMoro Tvna yCTPOUCTB.
There were 60 reports of malfunctions not 3apermctpupoBaHo 60 cnyyaes
resulting in injury for lack of or improper | HapyweHus YHKLMOHUPOBAHUS, He




function (19 reports), 12 reports of unintended
sensory  stimulation, nine reports of
temperature/energy delivery problems, four
reports of loose or tight adapter connections,
three reports of pain 1 month after the
procedure, three reports of packages
containing active tips of sizes different from
what was on the label, two reports of defective
cables, two reports of smoking or sparking
during use, two reports of various error
messages, and single reports of deformed
adapter, frayed power cord, blister found a
follow-up, and the device failed safety testing.
Six reports were classified as “Other,” all for
burns at either the electrode placement site or
under the ground pad. Some of these
malfunctions resulted in procedure delays or
cancellations, and in some cases, the patient
had been sedated and/or administered a local
anesthetic.

npuBegWwmMx K TpaBME U CBSA3AHHbIX C
HeJOCTaTOYHOCTbIO  (OYHKLMOHMPOBAHUSA UK
HeHopManbHbIM  OYHKUMOHMPOBaHMeM (19
cnyyaeB), 12 cny4aeB HenpegHaMepeHHOro
CEHCOpPHOro pasgpaxeHusi, O0eBdATb CrydaeB
npobnem C obecneyveHnem
TemnepaTtyp/nogaym aHeprum, YeTblpe cnyyas
HensIoTHOro nnu CIULLKOM «TYroro»
coeavHeHus apanTtepa, Tpu cnydass Gonen
cnycta 1 mecsau nocne npoueayp, Tpy cryyas,
Koraa B KOMMNMEKT Bxoaunn  paboune
HaKOHEYHMKM C pasmepamu, OTNMYaBLUMMUCS
OT pa3MepoB, 3asBfEHHbIX Ha MNacnopTHOM
Apnbike, ABa cnydas gedekra kabens, Oa
crnyvast ObIMAEHUS UMW UCKPEHUS BO Bpems
NpUMEHeHWs,, ABa  Cnyyas  pasfnuyHbIX
coobLueHnn 06 ownbke, n NO OAHOMY OTHETY O
aedopMMpoOBaHHOM aganTtepe, UCNOPYEHHOM
WHYpe aneKkTponuTaHus, BoONabipe nocne
npouenypbl, 1 HENPOXOXAEHUM annapaTypon
npoBepkn Ha GesonacHocTb. Llectb cnydaes
ObinKn knaccudmumpoBaHbl kKak “[dpyroe” — Bo
BCEX 3TUX CMyYasx 0OTMeYanucb oxoru: nmbo B
MeCTe YCTaHOBKM 3NeKTpoja Ha Tene, wunu
non “HyneeBon” Haknagkon. Hekotopble K3
3TUX HapyLUeHUN bYHKLMOHMPOBAHMSA
npuBeNu K OTCPoYKaM UNn oTMeEHe npoueayp,
N B HEKOTOPbIX Cryyasx, NauneHTy BBOAWUIU
ycnokamsarollee cpeactso WM MeCTHbIN
aHeCTeTUK.

Medical and scientific literature published from
10 January 2011 to 19 March 2012 was
searched for publications directly assessing
the above risks associated with this type of
equipment. Articles reviewed for this
assessment primarily dealt with the use of
these devices in surgery and excluded case
reports and topics that included surgical use in
an unintended way. All data were considered,
including the above mentioned exclusions, in
gathering clinical procedural risks.

MeguumHckas K1 HaydyHas  nuTepartypa,
onybnukoBaHHasa ¢ 10 aHBapsa 2011 r. no 19

mMapta 2012 r. Obina uccrnegoBaHa Ha
npeamer ny6nukaumn, HanNpamyto
OLIEHMBAKOLWMX  BbILLEYNOMSHYTbIE  PUCKM,

CBA3aHHblE C OaHHbIM TUMOM OGOpyD,OBaHI/IFI.
Cratbm, M3y4eHHbIE B paMKax OAHHOW OLEHKM,
rnmaBHbIM o6pasoM nMvennm oOTHolleHne K
NCMONMb30BaHNIO  TaKomn annapartypbl  npu
onepaTtunBHbIX BMeLWlaTesNIbCTBax n He
BKMOYann B cebs onMcaHust KIMHUYECKNX

criy4aeB M TeM, KOTOpble Kacanucb Obl
XVMPYPrUyecknx  OeicTBuUiA,  NPOBEOEHHbIX
HenpegHaMepeHHblM  nytem. B cbope

I/IHd)OpMaLI,I/II/I Nno KrMHM4YeCcKkum npouenypHbiMm
puckamMm paccmMaTpuBalinCb BCe€ AaHHbIE, B TOM
Yucrne BbllWEeYNOMAHYTbIEe NCKIKOYEHNA.

5.2. Essential Requirements - Safety
Risks
Safety risks detailed in the product

development documentation following ISO
14971:2007, Medical devices -- Application of
risk management to medical devices — are
addressed prior to product release and include
risks determined during Voice of the
Customer’ product specification discussions.

5.2. OcHoBononarawwme TpeboBaHuA
(pucku, 3aTparmBatolime 6e3onacHoOCTb)

Puckam, 3artparveBamowum 6e3onacHoCcTb W
noapobHO onMcaHHbIM B [OKYMEHTauum no
paspabotke wu3genua ¢ ydetom  ISO
14971:2007, «MegunuuHckas annapatypa —
MpumMeHeHne cUCTeMbl KOHTPONS PUCKOB B
obnactm MeguuMHCKOM  annapaTtypbi»
yOeneHo BHUMaHWe A0 BbiNycka uagenus; npu




Clinical data detailing the safety risks
associated with electrode breakage, stripped
and/or exposed wires, disconnection of the
probe from the hub, not reading temperature
or impedance, failure to be recognized by the
RF generator, failure to reach temperature,
problems with connecting or disconnecting
from the generator, and rise rate and
temperature overshoot errors were searched
for review.

3TOM K HUM OTHECEHbl PUCKK, onpeaeneHHble
BO BpeMsi AUCKYCCUIN, MOCBALLEHHbIX « MHEHWUIO
3aKasyunka» KacaTesibHO TEXHUYECKMX
XapakTepucTuk usgenus. B pamkax nayyeHus
uccrnegoBanucb KNUHU4Yeckne OaHHble,
noapo6bHO onuchbiBalOWME pPUCKK, KOTOpPblEe
3aTparnBaloT 6€30nacHOCTb NaumMeHTa B CBS3N
C TMOSIOMKOW 3MeKTpoaa, OroneHHom wu/vnn
OTKPbITOW NPOBOAKOW, pasbeguMHeHMEM 30HOa

OT ero BTYKW, OTCYTCTBMEM MOKa3aHUin
TemnepaTtyp WM  CONPOTUBMNEHUR,  He
pacno3HaBaHVEM 3reKTpoaoB PY-
reHepaTopoM, He [JOCTMXKEHWEM 3afaHHbIX
TemnepaTyp, npobnemamu, Kacarowmmmcs
NoaKIoYeHns K reHepaTopy nnm
pasbeguMHEeHN0 OT Hero, W  owwunbkamu,
CBSA3aHHbIMM co CKOPOCTAMM pocTa

TemMmnepartyp v npesbllUEHUAMN TEMNEPATYP.

5.3. Essential Requirements -
Technical/Performance Risks

Technical/Performance risks in this section are
address at the time of initial clinical review;
refer to previous versions to find initial risks.
Continuing risks are review and can be found
in Section 8.2 below

5.3. OcHoBononararwwme TpeboBaHuA
(prcku, CBAA3aHHbIe c
TexHU4YeckMmm/padbounmm
XapakTepucTukamm)

Puckawm, CBSA3aHHbIM c

TexXHM4Yeckumn/pabounmmmn  xapaktepucTnkamm
B AAHHOM pasgene yaeneHo BHUMMaHue Ha
CTaauMM Ha4vanbHOro KIMHM4Yeckoro 0630pa;
4YTOObl 03HAKOMUTBLCA C HAYaNbHLIMK PUCKaMW,
CM. npeabigywime Bepcun. Takke Wn3ydeHbl
NepmMaHeHTHblE PUCKM — C HUMU MOXHO
o3HakomuTbes B Pasgene 8.2 (cMm. panee)

6.0

The protocol

Methodology of Assessment

for identification, selection,

6.0

K OaHHOMY OTHETY npunaraeTcqa NnpoToKOo And

MeTomoonorus oueHKu

collation and review of relevant studies and | ugeHtTudpmkauun, BbiGOpa, CpaBHEHUST U

data is attached to this report N3y4deHus MNPUMEHUMbIX WCCredoBaHUA W
AaHHbIX.

7.0 Data Identified and Selected | 7.0 OnpepeneHHble OaHHble 7]

Bibliography BblOpaHHbIA  CMUCOK  MUCMOJNIb30OBaHHOM
nuTtepaTypbl

The data identified through the search process
are attached.

Takxke npunararoTcA AgaHHble, onpeaerneHHbie
B npouecce noncka n n3y4eHus.

8.0 Collation to Risks and Claims -
Relevance of Data

8.1.

The literature contained a total of eight
publications dealing with  percutaneous
radiofrequency (RF) denervation procedures.
There was one randomized, double-blind,
controlled study, one randomized, placebo-
controlled trial, and the remaining six
publications were retrospective reviews of
prospectively collected data and observational
studies of the safety and efficacy of
radiofrequency denervation in clinical practice.

Clinical

8.0 CpaBHeHMe PUCKOB U 3asaBnsieMbIX
CBOMCTB - 3HAYMMOCTb AaHHbIX

8.1.

B cymme, cnucok cnpaBoYHOW nuTepaTypbl
BkMtoyan B cebs BocemMb nybnukauum,
MOCBSILLEHHbIX  MpoueaypaM  YpeCKOXXHOW
pagunoyactotHon (PY) peHepsaumu. Cpegu
HMUX Obina ogHa nybnukauus no OBOWHOMY
«cnenomy» (QHOHMMHOMY), KOHTPOSNIMPYEMOMY

KnuHnyeckasn yactb

nccnegoBaHulo MeToa0oM cnyyamnHom
BbIOOpKY, elwe oaHa ny6nukaums,
NnocBsLLeHHas nnaueb0-KOHTponMpyeMomy
nccnegoBaHulo MeToa0oM cnyyanHom




BbI60pKI/I, a OCTalJlbHble LWeCTb ny6nvu<au,|/||7|

npeactaBnsanmuM  cobonm  peTpoCneKTUBHbIE
0030pbl JaHHbIX, cobpaHHbIX “Ha
nepcrnektuBy” U He-3KCNepuMeHTanbHble
nccrnegoBaHust  (T.e. nNyTém  HabnogeHus)
GesonacHocTn n ahbeKkTMBHOCTH

pagnoYacToTHON AeHepBaUUM B KNUHUYECKOMN
npakTuke.

8.2. Technical

Engineering processes and operational
manufacturing risks are explained and
documented in the product development

documentation. The design and production are
conducted in accordance with Stryker quality
system requirements. The clinical literature
review contained few articles on RF
denervation procedures and outcomes.

8.2.

Pucku, cBa3aHHble C MPOLECCOM WHXEHEPHO-
TEXHUYecKkoW  paspaboTkm ©n  pabounm
NPOU3BOACTBEHHBLIM MPOLECCOM Pa3bsCHEHbI
N NpyBEAEHbI B JOKYMEHTaummn no paspaboTke
n3penvs. KoHcTpykTopckas paspaboTtka w
N3roTOBIEHNE BbINOSIHEHbI B COOTBETCTBUU C
TpeboBaHMAMN cUcTEMBI obecneyeHus
KayecTBa dbupmbl «Stryker». O630op
KNMMHUYECKoM nuTepaTypbl oxBaTblBan
HEecCKonbko cTaTem no npouegypam w
pes3ynbTaTtam paano4acToTHOM AeHepBaLmK.

TexHUYecKasn 4YacTb

8.3.

Internal test reports for biocompatibility and
sterility were completed and in compliance
with applicable standards for safety. The data
from the testing are relevant to the device per
the standard as listed in the product
development documentation.

Biological

8.3.

OTyeTbl MO BHYTPEHHWM NpPOBEpPKaAM B
obnactm Ouonormyeckom COBMECTUMOCTU U
CTEPUIbHOCTH Obinu COCTaBMEeHbI B
COOTBETCTBMM C NMPUMEHUMbIMU CTaHOapTamu
Ges3onacHocTW. [JaHHble MO TakMM npoBepkam
COOTHOCATCA C  annapaTypol  COrfacHo
cTaHgapTam, nepeyncneHHbIM B
JOKYMEeHTaumMmn no paspaboTke nsgenus.

Buonorunyeckasa 4yacTb




